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Crares 1. llpeaMert peryianpoBanus HacTosiiero ®exepajibHOroO
3aKOHAa

1. Hacrosimuii ®enepaibHblii 3aKOH PETyJIUMPYET OTHOIICHMS, BO3HUKAIOIIME B CBA3U C
oOpameHueM -  pa3pabOTKOHW,  MOKIMHHYECKUMH  HCCICHOBAHUSMHU,  KIMHUYCCKHUMH
UCCJIETOBAHUSIMH, DKCIEPTU30HM, TOCYIapCTBEHHON pErucTpalnueil B COOTBETCTBUU C HACTOSIIMM
@denepanbHbIM  3aKOHOM (J1ajiee - TOCYAapCTBEHHAsi pErucTpainusi) WIA perucrpanueid B
COOTBETCTBUU C MEXIYHAPOAHBIMU JIOTOBOPAMHU U aKTaMH, COCTaBISIOIIUMU MpaBo EBpazuiickoro
HPKOHOMUYECKOI0 CO03a (Jlajee - perucrpanus), co CTaHIapTU3alMel U C KOHTPOJEM KayecTBa,
MIPOM3BOJICTBOM, H3TOTOBIIEHHMEM, XpaHEHUEM, NEpeBO3Koii, BBO30oM B Poccuiickyio denepanuto,
BbIBO30M M3 Poccuiickoii ®enepauuu, peknamMoi, OTIIyCKOM, pealn3alued, MNepeaaydei,
NPUMEHEHHUEM, YHUYTOKEHHEM JICKapCTBEHHBIX CpelIcTB. (B pea. DenepaibHbIX 3aKOHOB OT
06.12.2011 N 409-@3, ot 30.01.2024 N 1-P3)

2. Hacrosimuii @enepalibHbIi 3aKOH YCTaHABIMBACT IPUOPUTET IOCYJAPCTBEHHOTO PETyIUPOBAHUS
0e30MMacHOCTH, KauecTBa M 3PPEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPU WX oOpalieHuu. (B pe.
®depnepanbHOro 3aKoHa ot 25.06.2012 N 93-P3)

Crarps 2. Cdepa npumeHeHust HacTosuero dexepajbHOro 3aK0Ha

Hacrosimuit denepanbHblii 3aKOH MPUMEHSAETCS K OTHOIIEHHUSAM, BO3HHUKAIOIIUM NpU OOpalleHHH
JIEKApCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon @enepannu.

Crartbs 3. 3aK0HOAATEJBCTBO 00 00pALICeHUH JIEKAPCTBEHHBIX CPEICTB

1. 3akoHomaTenbcTBO 00 OOpalleHUH JIEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSIIErO
CDC)IGpaJ'II)HOFO 3aKOHa, ApYyTrux q)ez[epam,m,lx 3aKOHOB W HHBIX HOPMATUBHBIX IIPABOBLIX AKTOB
Poccuiickoit denepanuu.

1.1. 3akoHO1aTENbCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEACTB B OTHOILIEHUHU IOPUANYECKUX JIUL U
WHIVBUAYAIbHBIX  IpEANpPUHUMATENEH, OCYIIECTBISIOIINX JAEATEIbHOCTh HA  TEPPUTOPHH
MEXIyHapOJAHOIO  MEIUIMHCKOrO  Kjacrepa, IMPUMEHSETCS C¢  y4eToM  OCOOEHHOCTEM,
ycTaHOBJIEHHbIX DenepanbHbiM 3ak0oHOM 0T 29 mroHs 2015 roga N 160-D3 "O mexayHapoIHOM
MEJUIIMHCKOM KJIAaCTEPE U BHECEHUHM U3MEHEHMI B OT/AEIIbHBIC 3aKOHOJATEIbHBIE aKThl Poccuiickoi
Oeneparun". (B pea. PenepanbHbix 3akoHOB OT 29.06.2015 N 160-D3, ot 04.08.2023 N 428-D3)

2. lleiictBue Hacrosero ®enepaibHOro 3aK0Ha paclpoCcTpaHsaeTcsl Ha oOpalleHue HapKOTHYECKUX
JIEKapCTBEHHBIX CPEJICTB U IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB C YYE€TOM OCOOEHHOCTEH,
YCTAaHOBJIEHHBIX 3aKOHOJATENBCTBOM Poccuiickoii @exepanu O HApPKOTHYECKUX CPEICTBAX,
NICUXOTPOIHBIX BEUIECTBAX U 00 UX MPEKypCcopax.

3. [eiictBue Hactosmero DenepanbHOr0 3aKOHA  pacHpoOCTpaHsSETCs Ha  oOpalieHue
paaunodapMareBTUIECKUX JICKAPCTBEHHBIX CPEACTB C YYE€TOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3aKOHOJATeNbCTBOM  Poccuiickoii  ®enepanuu B obnmacTu  oOeCrieYeHUs — paguaIlMOHHOM
0€30IIaCHOCTH.

4. Ecnu mexxayHapoaHeIM norosopoM Poccuiickoit denepaiuu, MeKIyHapOJHbIMUA JOTOBOpPaMH U
aKTaMH, COCTaBJSIOUIMMH TpaBo EBpasuiickoro 5KOHOMHYECKOro coOlo3a (Jajee - aKThl,
cocrapistone npaso Coros3a), yCTAaHOBJIEHBI MHBIE MpPaBUiIa, YEM T€, KOTOPBIE NMPEAYCMOTPEHBI
HactosmuM denepanbHBIM 3aKOHOM, IPUMEHSIOTCS ITPABUIIA MEXyHAPOJHOIO 10r0BOpa, IPABUIIA,
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coJiepKaliecss B akTaxX, cocTaBismomux mpaBo Coroza. (B pen. depepalbHOrO 3aKOoHA OT
30.01.2024 N 1-®3)

4.1. PemeHus MeXrocyJapCTBEHHBIX OpIraHOB, IIPUHATHIE HAa OCHOBAaHUHU  IIOJIOXKEHUM
MEXIYHapoAHbIX AoroBopos Poccuiickoii ®dexepanuu B UX HCTOJIKOBAHUH, MPOTUBOpEYAIEM
Koncrurynuu Poccuiickon ®@enepanuu, He INOJuIekaT UcnosHeHHI0 B Poccuiickont denepanuu.
Takoe npoTHBOpEUHE MOXKET OBbITb YCTAHOBJIIEHO B IOPSJKE, OIpPEIeJIeHHOM (eaepanbHbIM
KOHCTUTYLIMOHHBIM 3aKOHOM. (B pea. PenepanbHoro 3akoHa oT 08.12.2020 N 429-P3)

5. B Poccuiickoit @enepaniu B COOTBETCTBUM C MEXKIYHApOIHBIMU JoroBopaMu Poccuiickoi
Oenepau U (MIM) Ha OCHOBE MPUHIMIA B3aUMHOCTH MPHU3HAIOTCS PE3YyJbTaThl KIMHUYECKUX
WCCIICIOBAHUI JICKAPCTBEHHBIX MpenapaToB MJisd MEAUIMHCKOrO MPUMEHEHUS, MPOBEACHHBIX 3a
npexaenaMu reppuropuun Poccuiickoin @enepanuu.

Crarbsi 4. OCHOBHBIE IOHATHSA, HCIIOJIb3yeMbl€ B HACTOSIIIIEM
DeaepajbHOM 3aK0HE

Jns ueneit Hactosiniero deepanbHOro 3aK0OHA UCIIOIB3YOTCS CJIETYIOIINE OCHOBHBIE TOHATHS:

1) nexkapcTBEHHBIE CpEJICTBAa - BEUIECTBA WM WX KOMOMHAIMM, BCTyMNAlOIIME€ B KOHTAKT C
OpraHM3MOM 4YEJIOBEKA WJIM KMBOTHOTI'O, IPOHUKAIOIME B OPTaHbl, TKAHU OPTaHU3Ma YEJIOBEKA WU
JKUBOTHOT'O, MIPUMEHSIEMbIE I MPOPUIAKTUKH, TUATHOCTUKU (32 UCKIFOYEHHUEM BEIECTB WJIM UX
KOMOMHAIMM, HE KOHTAaKTUPYIOIIMX C OpPraHM3MOM 4YEJIOBEKA WM JKUBOTHOIO), JIEUEHUS
3a0o0ieBaHus, peadMIUTAUH, ISl COXPAaHEHHs, IPEIOTBPALLECHHUS WM TIPEephIBaHUs OEpEeMEHHOCTH
Y TIOJIyYEHHBIE U3 KPOBH, TUIA3Mbl KPOBH, U3 OPraHOB, TKAHEH OpPraHn3Ma 4eJI0OBEKa WIIN KUBOTHOTO,
pacTeHuii, MUHEPAJIIOB METOJaMU CHHTE3a WJIM C NMPUMEHEHHWEM Ouolorndeckux TexHomoruid. K
JIEKapCTBEHHBIM CpPEJICTBaM OTHOCATCA (apMaleBTUYECKHE CYOCTaHIIMM U JIEKapCTBEHHBIE
Ipernaparsl;

1.1) cTpaTerndyecku 3HAYUMbIE JIEKAPCTBEHHBIE CpEJICTBA - JIEKAPCTBEHHBIE CPEICTBA IS
MEAMIIMHCKOTO  NPUMEHEHHUs,  KOTOpble  00ecleyuBalOT  MPUOPUTETHBIE  MOTPEOHOCTH
3/IpaBOOXPaHEHMs B LIEISIX NMPO(UIAKTUKH U JeUeHHs 3a00JIeBaHul, B TOM YUCIIE MPeodaaaronux
B CTpYKType 3aboneBaemocT B Poccuiickoit deneparuu, U Mpou3BOCTBO KOTOPBIX JOJIKHO OBITh
obecrieueHo Ha Tepputropun Poccuiickoit ®enepanuu. I[lepeyeHb cTpaTerMueckd 3HAYMMBIX
JIEKapCTBEHHBIX CPEACTB, a TaKXKe MOPSAAOK M KPUTEpUU €ro (popMHpOBaHHS YTBEPKAAIOTCA
[TpaButensctBoM Poccuiickoit ®Penepanuu; (B pea. PenepanmbHoro 3akoHa ot 23.07.2025 N
268-P3)

2) ¢dapmaneBTHUECKasi CyOCTaHLUS - JEKApCTBEHHOE CPEACTBO B BUJAE OJHOTO WJIM HECKOJIBKUX
oOnanaromux (GapMaKoJIOTHYeCKOW aKTUBHOCTBIO JEHCTBYIOIIMX BEIIECTB BHE 3aBUCHUMOCTH OT
IPUPOJBI  NPOUCXOXKICHMS, KOTOPOE NpPEJHA3HAYeHO s IPOU3BOJACTBA, HM3TOTOBJICHHUS
JIEKapCTBEHHBIX MpenaparoB U ompenenser ux 3¢pdextuBHoCTh; (B pen. denepanbHOro 3akoHa ot
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) BCIIOMOT'aTCIIbHBIC BEIICCTBA - BEHIECTBA HCOPTraHUYICCKOTO NI OPTaHUYCCKOTI'O IMPOUCXOKIACHUA,
HCIIOJIB3YEMBIC B IIPOHECCE TIPOM3BOJACTBA, HU3IOTOBJIICHHA JICKAPCTBCHHBLIX IMIPCIapaToB IJId
MMpUuaaHust UM HCO6XOI[I/IMBIX (I)I/I3I/IKO-XI/IMI/I‘-ICCKI/IX CBOﬁCTB;

4) nexkapcTBEHHble mpemapaThl - JEKapCTBEHHbIE CpEJCTBA B BHJE JIEKAPCTBEHHBIX (oOpM,
npUMeHsieMble JUIsI TPO(UIAKTHKH, TUArHOCTUKH, JIEUeHUs 3a00JIeBaHUs, peaOWIMTaluu, I
COXPaHEHMs, IPEAOTBPALLECHUS WU NPEpbIBaHNs OEPEMEHHOCTH;
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5) nexapcTBeHHass ¢opMa - COCTOSHHE JIGKAPCTBEHHOTO Mperapara, COOTBETCTBYHOIIEe crocobam
€ro BBEJICHUS M MPUMEHECHHSI 1 00ECIIeUHBAOIIEe JOCTHKEHIE HE0OX0IMMOT0 JieueOHOTro 3 dekTa;

5.1) mo3upoBKa - CoAepIKaHUE OJTHOTO WIIM HECKOJIBKUX JCHCTBYIONIUX BEIIECTB B KOJTHYECTBEHHOM
BBIPQKCHUHM HA CIUHUILY J03bl, WM CAMHUIYy 00beMa, WM CAMHUILy MAacChl B COOTBETCTBUU C
JeKapCTBEHHON ¢opMoii 10O JUIsI HEKOTOPBIX BHJOB JIGKAPCTBEHHBIX (HOPM  KOJIMYECTBO
BBICBOOOXKITAEMOT'0 M3 JICKAPCTBEHHOM (POPMBI JICHCTBYIONIETO BEUICCTBA 33 CAMHUILY BpEMEHHU; (B
pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

6) nepeveHb )KM3HEHHO HEOOXOMMBIX U BaKHEUIIINX JICKAPCTBEHHBIX MPENapaToB - YTBEPKIAEMBbII
IIpaBurensctBoM  Poccuiickoit  denepanuu  nepedeHb  JIEKAPCTBEHHBIX — IIPENapaToB Ul
MEIUITMHCKOTO MPUMEHEHHUs, 00ECIeYNBAIOIINX MPUOPUTETHBIC TOTPEOHOCTH 3IPaBOOXPAHEHUS B
HesiX NPO(UIAKTUKKA W JICYeHHsS 3a00JIeBaHM, B TOM YHCIE MPEOOIaTaloNInX B CTPYKTYpe
3aboneBaemMocT B Poccuiickoit ®enepanum; (B pen. PenepanpHoro 3akoHa or 13.07.2020 N
206-D3)

6.1) opdaHHBIC JIGKAPCTBEHHBIC NpEMapaThl - JICKAPCTBEHHBIC TNperaparhl, MpeIHa3HAUYCHHBIC
UCKITIOYUTENBHO ISl JUAarHOCTUKH, STHUOMATOT€HETHYECKOr0 WJIM MAaTOr€HETUYECKOro JICUEHUS
(J1edeHms1, HAIPABJICHHOTO HA MEXAHMU3M Pa3BUTHsI 3a00JeBaHNsA) peaAKnX (0p(aHHBIX) 3a00JIeBaHUN;
(B pen. @enepanbHbIXx 3akoHOB OT 22.12.2014 N 429-P3 (pen. ot 13.07.2015), ot 30.01.2024 N
1-@3)

6.2) OMOJIOTMYECKHE JICKAPCTBEHHBIC NpenapaThl - JIEKAPCTBEHHbBIC IPEMaparhbl, ICHCTBYOIIEE
BEIIICCTBO KOTOPBIX MPOW3BEICHO WM BBIICICHO U3 OWOJIOTMYECKOTO HWCTOYHWUKA U JUIA
ONpe/IC/ICHUs CBOMCTB M KavyeCcTBAa KOTOPHIX HEOOXOJAMMa KOMOMHAIUMSA OHOJOTHYCCKUX H
(UBHKO-XMMHYECKUX METOM0B. K OHMOJOrMYecKMM JICKQpCTBEHHBIM IpermapaTaM OTHOCSATCS
UMMYHOOHMOJIOTHYECKHE JICKApPCTBEHHBIE Mpernaparhl, JEKapCTBEHHbIE Mpenaparhl, MONy4YeHHbIE U3
KPOBH, IUIa3MBl KPOBH 4YEJOBEKA M JKUBOTHBIX (32 WCKJIIOYCHHEM IIEIBHOW KPOBH),
OMOTEXHOJOTHYECKHE  JIEKAPCTBEHHBIE  Mpenaparbl, TE€HOTEPANEBTUUYECKHE JIEKapCTBEHHBIE
mperaparsl, JEKapCTBEHHBIE MpermapaThl HA OCHOBE COMATHYECKHX KIIETOK; (B pen. DemepanbHBIX
3aKk0HOB 0T 22.12.2014 N 429-®3 (pexn. ot 13.07.2015), ot 04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJOTMYHBIN JIEKApCTBEHHbII IpenapaT - IeHOTepaneBTHUYECKHH JIeKapCTBEHHBIN
npenapar MmiA MECAWULNUHCKOIO MNPUMCHCHHUA, WA HeKapCTBeHHBIﬁ npemapar Ha OCHOBE
COMATHUYECKUX KJIETOK JUIs MEIUIMHCKOIO MPUMEHEHUs, WIN TKaHEWH)KEHEPHBIH JIeKapCTBEHHBIN
npemnapar (IpenapaT TKaHeBOW nHxkeHepun); (B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

7) UMMYyHOOMOJIOTMYECKHE JIEKAPCTBEHHBIE TpemapaTbl - JIEKApCTBEHHbIE  Ipenaparsl,
npelHa3HayeHHble [ (QOpPMHUpPOBAHUS AKTHUBHOTO WJIM MACCUBHOTO HWMMYHHMTETa JIMOO
JUAarHOCTUKU HalU4Msg WMMYHUTETa WM JIMAarHOCTUKU CHEIM(PHUUECKOro MPHOOPETEHHOTO
U3MEHEHUS  HMMMYHOJIOTHUYECKOTO OTBETa Ha aJlJIepru3upyrome BEIIIECTBA. K
UMMYHOOHOJIOTHYECKUM JIEKAPCTBEHHBIM IperapaTtaM OTHOCATCS BaKIMHbI, aHATOKCUHBI, TOKCHHBI,
CBIBOPOTKHM, UMMYHOTJIOOYJIMHBI U amepreHsl; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

7.1) OGMOTEXHONOTHYECKHUE JIEKAPCTBEHHBIC MIPETapaThl - JEKAPCTBEHHBIE TIPENapaThl, IPOU3BOJACTBO
KOTOPBIX OCYIIIECTBIISETCS C MCIOJIb30BAHUEM OMOTEXHOJIOTHUECKUX MPOIIECCOB M METOJIOB (B TOM
yrcne JIHK-pekoMOMHAHTHON TEXHOJOTHH, TEXHOJOTHH KOHTPOIUPYEMON HKCIPECCUU TEHOB,
KOAWPYIOIUX OMOJIOTMYECKH aKTHUBHBIE OEIKH B IMpoKapuoTax H DJYyKapuoTax, BKIOYasd
W3MEHEHHbIE KIIETKA MIICKOMHUTAIONINX), THOPUIOMHOTO METOJa W METOoJa MOHOKJIOHAIBHBIX
antuten; (B pen. @enepanbHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))
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7.2) TEeHOTepanmeBTUYECKHE JICKAPCTBEHHBIC Tpemaparhl - JICKAPCTBEHHBIE  Ipemaparsl,
dapmaiieBTUYECKasi CyOCTAHIIHSI KOTOPBIX SIBJISIETCS PEKOMOMHAHTHOW HYKJIEMHOBOW KHCJIOTOW WIIH
BKJIFOYaeT B ce0s PEKOMOMHAHTHYI HYKIECHHOBYIO KHCIIOTY, TIO3BOJISIFOIIYIO OCYIIECTBIISATH
peryJMpoBaHMe,  pemapaiuio, 3aMeHy, J00aBlieHWe  WIA  yJAJICHHE  T'CHETUYECKOU
nocienoBareabHoCcTH; (B pen. dDexepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pea. or

13.07.2015))

8) HapKOTHYECKHE JIEKAPCTBEHHBIE CPEACTBA - JICKAPCTBEHHBIE IMpernaparbl U (hapMaleBTHUECKUE
cyOcTaHIMM, coJepsKallie HapKOTUYECKUE CPEICTBAa M BKIIIOUEHHBbIE B [lepeueHb HaApKOTHYECKUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB U MX IPEKYpPCOPOB, MOJUIEKAIIUX KOHTposto B Poccuiickoii
®enepaliv, B COOTBETCTBUU C 3aKOHOJATeNbCTBOM Poccuiickoit ®depepanuu, MeXIyHApOIHBIMU
noroBopamu Poccuiickoit ®denepanuu, B TOM uucie EIWHOW KOHBEHLHMEN O HApPKOTUYECKUX
cpeactBax 1961 rona;

9) HCHXOTpONHBIE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIC Iperaparbl u (apMameBTUYECKHUe
cyOcTaHIuM, COAEprKallMe NCUXOTPOIHbIE BEIECTBA U BKJIIOUEHHbIE B [lepeueHb HApKOTHMUECKUX
CPEICTB, ICUXOTPOIHBIX BEIIECTB M MX IPEKYypCOpPOB, MOJUIEKAIIMX KOHTpoito B Poccuiickoit
®denepanum, B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit deneparyu, MexIyHapOIHBIMU
norosopamu Poccuiickoit @enepannu, B ToMm uncie KonBeHuuen o ncuxoTpomnHbix Beniecrsax 1971
roja;

10) pagmodapmaneBTHUECKHE JIEKaPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE CPENICTBA, KOTOpHIE
coJepkaT B TOTOBOM Uil HCHOJB30BaHUS (QOpME OAMH PAJUMOHYKIWA WIM HECKOJIbKO
PaIUOHYKIUIOB (PaMOAKTUBHBIX H30TOIOB);

10.1) opuruMHaJbHBIM JIEKAapCTBEHHBIM IpemapaT - JIEKApCTBEHHBIM Mpenapar ¢ HOBBIM
JIEHCTBYIOIUM BEIIECTBOM, KOTOPBIM NEPBBIM 3aperucTpupoBaH B Poccuiickon Penepauuu wid B
MHOCTPAHHBIX TIOCYJIapCTBaX HAa OCHOBAaHWUU pE3YyJIbTATOB JOKJIMHMYECKHUX HCCIEIOBAaHUN
JIEKapCTBEHHBIX CPEICTB M  KIMHUYECKMX MCCIEAOBAaHUN  JIEKAPCTBEHHBIX IPENApaToB,
MOJTBEPKJIAIOLIUX €ro KauecTBO, 3(P(HEKTUBHOCTh U 0€30MacHOCTb; (B pea. PenepabHOrO 3aKOHA
o1 27.12.2019 N 475-93)

11) pedepeHTHBII NeKapcTBEHHBIN MpenapaT - JeKapCTBEHHbIN Mpenapar, KOTOPbIH HCIOJIb3yeTCs
JUIsL  OUEHKH OHOIKBUBAJIEHTHOCTH WM  TEpPANeBTHYECKONW HSKBUBAJEHTHOCTH, KayecTBa,
3pGEKTUBHOCTH ¥  0E30MaCHOCTH  BOCIPOM3BEIACHHOIO JIEKAPCTBEHHOIO Ipernapara WM
OuoanasioroBoro (OMOMOJOOHOTO) JIeKapCTBEHHOro Tpemapara (Omoanasora). B kaudectBe
pedepeHTHOro JeKapCTBEHHOro Impenapara Uil MEIUIIMHCKOTO MPHUMEHEHHs HCIIOJIb3yeTCs
OpPUTHHAJIbHBIN JIEKApCTBEHHBIN Mpenapar J1udo0, €Clii OpUTrMHANIbHBIN JeKapCTBEHHBIN Ipenapar He
3aperucTpUpoOBaH WM He HaxoauTcs B obopore B Poccuiickoit denepanuu M HE HAXOAUTCS B
000poTe B HHOCTPAaHHBIX TOCYJIapCTBaX, BOCIPOM3BEIEHHBIM JIEKAPCTBEHHBIH Ipemnapar WiH
O01oaHayoroBbIi  (OMOMOAOOHBIN) JeKapCTBEHHBIM mpenapar (OmoaHaor), KOTOPBIH MEPBBIM
3apEeTUCTPUPOBAH W3 4YHCIA Haxodsmmxcs B obopore B Poccuiickorri  deneparum,
OMOAPKBUBAJIEHTHOCTh WJIM TepamneBTUYecKass HKBHUBAJICHTHOCTb, KayecTBO, 3(P(PEKTUBHOCTh U
0€30MacHOCTh KOTOPOTO OLIEHWBAJIUCH [0 OTHOIIEHUIO K OpPUTHHAIBHOMY JIEKapCTBEHHOMY
npenapary, a Takke KadecTBO, A(P(PEKTUBHOCTh M OE30MaCHOCTb KOTOPOTO IOATBEPKIAAIOTCS
pe3ynbTaTaMu (hapMakoHa[30pa U MPOBEPOK COOTBETCTBUS JE€KAPCTBEHHBIX CPEACTB, HAXOALIUXCS
B I'pakJJaHCKOM 000pOTe, yCTaHOBJICHHBIM TpeOOBaHUAM K MX KauecTBY. B kauecTBe pedepeHTHOro
JIEKapCTBEHHOI'0 TMpernapara i BETEpPUHAPHOIO TMPUMEHEHHUS HCIOJIb3YeTCsl JIeKapCTBEHHBIM
npenapar JUisi BETEpUHAPHOTO NPUMEHEHUS, 3aperucTpupoBaHHblii B Poccuiickoit ®enepanuu Ha
OCHOBAHMHU PE3YJbTATOB JOKIMHUYECKUX HCCIIEIOBAaHUN JICKAPCTBEHHBIX CPEJICTB U KIMHUYECKHX
UCCIICIOBAaHUN JIEKAPCTBEHHBIX MpPEnapaToB, MOATBEPXKIAIOIIUX €ro KauecTBO, FPPEKTUBHOCTh U
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6e3omacHOCTh; (B pen. PeaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocipou3BeIEHHBIH JIEKapCTBEHHBIN MpenapaT - JIeKapCTBEHHBIN Ipernapar Ui MEAUIIMHCKOTO
NPUMEHEHHUS, KOTOPBI WMEET OJKBUBAJICHTHBIA pePEepPeHTHOMY JIEKAPCTBEHHOMY IIpermapary
KAueCTBEHHBIM COCTaB M KOJIMYECTBEHHBIM COCTaB JECHCTBYIOIIMX BEUIECTB B SKBUBAJCHTHOM
JICKapCTBEHHOH (opMme, TNOO JeKapCTBEHHBIN Mpenapar JJisi BETEPUHAPHOTO MPUMEHEHHSI, KOTOPBIHA
UMeeT Takue 3Ke, 4yTo U pedepeHTHBbI JeKapCTBEHHBIN IpemnapaT, KauyeCTBEHHBIH COCTaB H
KOJIMYECTBEHHBIM COCTaB JICHCTBYIOIIMX BEHIECTB B TaKOM JkKe JIEKapcTBEHHOW (opme,
OMOSKBUBAJICHTHOCTh MJIM TEpaleBTHYECKass HKBUBAJECHTHOCTh KOTOPBIX COOTBETCTBYIOLIEMY
pedepeHTHOMY JIEKapCTBEHHOMY TperapaTy MOATBEPkKACHA COOTBETCTBYIOIIUMU HCCIICIOBAaHUSIMU;
(B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYeCKasi SKBUBAJIEHTHOCTDb JIEKAPCTBEHHBIX NPENApaToB - JOCTH)KEHNE KIMHUYECKU
COIIOCTABUMBIX TepaneBThyeckoro 3¢ ¢ekra u nokasareneil 3pdekruBHOCTH U 0€30MaCHOCTH IpU
IPUMEHEHUU JIEKAPCTBEHHBIX MpENnaparoB JUIsl MEIUIMHCKOTO IPUMEHEHUs, HMEIOIIMX OJHO
MEXYHApOJAHOE HEMaTeHTOBAaHHOE (WIM XMMHUYECKOe, WM TPyNIUPOBOYHOE) HAUMEHOBAaHUE, B
HKBHUBAJIEHTHBIX JI03UPOBKAaX MO OJAHUM U TEM K€ MOKAa3aHUSAM K MPUMEHEHUIO U MPU OJUHAKOBOM
croco0e BBEJCHHUA Y OJHOM M TOM e rpymmnbl OonbHBIX; (B pen. denepaibHOro 3akoHa OT
27.12.2019 N 475-®3)

12.2) OuoananoroBsiii (OMOMOMOOHBIN) JIEKAPCTBEHHBIH Ipenapat (O0MoaHaor) - OMOJIOTHYECKHI
JIEKapCTBEHHBIN MperapaT, CXOKHUH MO0 mapaMeTrpaM KadecTBa, 3(HPEKTUBHOCTH M OE30MAaCHOCTH C
pedepeHTHBIM OMOTOTUYECKUM JIEKAPCTBEHHBIM IMPEINapaToOM B TaKOM K€ JIEKapCTBEHHOU (opme U
UMCIOIINKA UIACHTUYHBIN crioco0 BBeneHus; (B pen. denepanbHoro 3akona ot 22.12.2014 N 429-d3
(pexn. ot 13.07.2015))

12.3) B3auMo3aMeHSEMBbIN JIEKAPCTBEHHBIN Mpemnapar - JEKapCTBEHHBIM Mpernapar ¢ J0Ka3aHHOM
TEepPaneBTUYECKONW SKBUBAJIEHTHOCTHIO WM OHMOIKBUBAJICHTHOCTHIO B OTHOIICHUU pPe(HEPEeHTHOTO
JIEKApCTBEHHOI'0  Ipenapara, MWMEKIIUA HSKBUBAJEHTHbIE €My KAyeCTBEHHBI COCTaB U
KOJMYECTBEHHBI COCTaB  JCHCTBYIOIIMX BEIIECTB, COCTAaB BCIIOMOTATEIbHBIX  BEIIECTB,
JekapcTBeHHy0 (opmy u crmocod BBeneHus; (B pen. denepampHoro 3akoHa or 22.12.2014 N
429-®3 (pen. ot 13.07.2019))

12.4) OMOPKBUBAJIEHTHOCTh JIEKAPCTBEHHBIX MpENaparoB - JIOCTH)KEHHUE COMOCTaBUMBIX
MOKa3aTeled CKOPOCTH BCACBIBAHUSA, CTENEHU IOCTYIUIEHUS K MECTYy JAEHCTBHA U CKOPOCTH
BBIBEJICHUS OJHOIO WJIM HECKOJbKHMX oOOyajgarommx  (apMakoJIOTHYECKOM  aKTHUBHOCTBIO
JNEHCTBYIOIIMX BEIIECTB INPU TPUMEHEHUHM JIEKAaPCTBEHHBIX IpPENaparoB Ui MEIULUHCKOTO
NPUMEHEHHS, HMEIOIIHUX OJHO MEXIyHApOJIHOE HEMaTeHTOBaHHOEe (WIM XHMHYECKOE, WIH
IpyNIHAPOBOYHOE) HAMMEHOBAHWE, B SKBUBAJEHTHBIX JO3MPOBKAX U TPH OJUHAKOBOM CIIOCOOE
BBesieHUS; (B ped. PeaepanbHoro 3akoHa ot 27.12.2019 N 475-93)

13) JICKAPCTBCHHOC PACTUTCIBHOC CBIPHC - CBCKUC WJIM BBICYHICHHBIC PACTCHUSA 0o ux qacCTH,
HCIIOJIB3YEMBIC JIA IMPOU3BOJACTBA JICKAPCTBCHHBIX CPCIACTB OpPraHu3aliuiaIMH - IMPOU3BOAUTCIIAMU
JICKApCTBCHHBIX CpCACTB nin HU3IrOTOBJICHUA JICKAPCTBCHHBIX npemnapaTron alITCYHbIMH
opraHu3anusiMu, BCTCPUHAPHBIMU aIlITCYHBIMH opraHmu3anusimMu, HHIAWBHUYaJIbHBIMU
npeaAnpuHUMaTeIAMU, UMCIOIITUMU JIMIICH3UIO Ha (I)apMaLICBTI/I"IeCKyIO ACATCIIbHOCTD,

14) nexapcTBEHHBIH PACTUTENBHBINA MpenapaTr - JIGKAPCTBEHHBIH Ipenapar, MPOU3BEACHHBIA WM
W3TOTOBJICHHBI M3 OJHOIO BUJA JIEKAPCTBEHHOI'O PACTUTENBHOIO CBHIPhS WJIM HECKOJIBKHX BUOB
TAKOTO ChIpbsl M pealu3yeMblii B pachacoBaHHOM BHJE BO BTOPHUYHOU (TOTPEOHUTENHCKON)
YIaKOBKE;
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15) romeonaTuyeckuii J€KapCTBEHHBIN Mpemnapar - JEKapCTBEHHBIN MperapaT, MPOU3BEICHHbBIN WITH
W3TOTOBJICHHBIA U3 (papManeBTUYECKOW CyOCTaHIIMU WM (apMaleBTUIECKUX CyOCTaHIIUH B
COOTBETCTBUU C TpeOoBaHMSIMH OOUIMX ¢apMaKoleWHbIX cTaTeil K TOMEONaTHYeCKUM
JICKapCTBEHHBIM TIperaparaM WM B COOTBETCTBHH C TpeOOBaHUAMHU (DapMakomen CTpaHbI
MIPOM3BOUTEIIS TAKOTO JICKaPCTBEHHOTO TIpenapara; (B pea. denepanpHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2019))

16) MexyHapo/iHOE HeMaTeHTOBaHHOE HAUMEHOBAHUE JIEKAPCTBEHHOTO CPEJCTBA - HAMMEHOBaHUE
JIEHCTBYIOIIETO BeliecTBa (apMalleBTUYECKOW CyOCTaHIIMM, pPEKOMEHJI0BaHHOe BcemupHon
opraHusanueil 31paBooxpanenus; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

17) ToproBoe HaMMEHOBaHUE JIEKAPCTBEHHOTO CpPEACTBAa - HAMMEHOBAaHUE JIEKAPCTBEHHOTO
CPEICTBa, MPUCBOCHHOE €ro pa3padOTYMKOM, JIEep>KaTelieM WM BIAJENbLIEM PErUCTPALMOHHOTO
YAOCTOBEpEHHUsl JIEKapCTBEHHOro mnpenapara; (B pen. denepanpHoro 3akona ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

17.1) TpynmupoBOYHOE HAaWMEHOBAaHHE JIGKAPCTBEHHOTO  Tpenaparta - HAaUMCHOBaHHE
JICKapCTBEHHOTO TIperapara, He UMEIOMIET0 MEKIYHApOJHOTO HEMAaTEHTOBAHHOTO HAWNMCHOBAHMUS,
WIA KOMOWHAIIMY JIEKAPCTBEHHBIX MPENapaToB, HCIIOJIb3YEMOE B IENSAX OOBEANHEHHS UX B TPYIILY
MOJT €JIMHBIM HAWMMCHOBAaHUEM HCXOJ1 M3 OJUHAKOBOTO COCTaBa JCHCTBYIOIIMX BEMISCTB; (B PEi.
®denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

18) obmras apmakoneitHas CTaThs - TOKYMEHT, YTBEPKJICHHBIN YIIOJIHOMOYCHHBIM (hesiepaabHbIM
OpraHOM HCIIOJHUTCIIPHOM BJIACTH M COJAEPIKALIUMN IepeyYeHb IOKa3aTeled KadecTBa M (WJIH)
METOJIOB KOHTPOJISI Ka4ecTBa KOHKPETHON JICKAPCTBEHHON (DOPMBI, JICKApCTBEHHOTO PACTUTEIHLHOTO
CBIPBS, BCIIOMOTaTeIbHBIX BEIIECTB, OITMCAHMS OMOJIOTHYECKUX, OMOXUMHYECKHUX,
MUKPOOHOJIOTHYECKUX, (PU3UKO-XUMHUUYECKUX, (DHU3NUIECKHX, XHUMHUYSCKHX U JAPYTHX METOJIOB
aHaJM3a JIEKapCTBEHHOTO CPEACTBA, a TakKe TPeOOBaHMs K HCIOJB3YEMBbIM B IIENIIX MPOBEACHUS
JAHHOTO aHaJli3a pPeaKkTHBaM, TUTPOBAHHBIM pPacTBOpaM, HHIWKAaTopam; (B pen. DenepalibHBIX
3aKk0HOB 0T 22.12.2014 N 429-®3 (pexn. ot 13.07.2015), ot 30.01.2024 N 1-P3)

19) papmakoneiiHas cTaThs - JOKYMEHT, YTBEPKICHHBIN YIIOJTHOMOUYEHHBIM (hefiepaabHbIM OPTaHOM
WCTIOJTHUTEIIEHON BJIACTH W COJIEPIKAIMiA MepeueHb IMOKa3aTejIe KadecTBa W METOJOB KOHTPOJIS
KauecTBa JIEKapCTBEHHOT'O CPEJCTBA, JEKAPCTBEHHOT'O PACTUTENBHOTO CHIPhS, BCIIOMOTATENbHBIX
BemecTB; (B pea. PexepanbHbix 3akoHOB oT 22.12.2014 N 429-®3 (pen. or 13.07.2015), ot
30.01.2024 N 1-®3)

19.1) crangapTHBie 00pa3lbl - BEMIECTBA, MMOCPEACTBOM CPAaBHEHUSI C KOTOPHIMHU OCYIIECTBIISIETCS
KOHTPOJIb Ka4decTBa HMCCIIEYEMbIX JIEKAPCTBEHHBIX CPEJICTB C TMOMOIIBIO (DU3UKO-XUMUYECKUX H
OMOJIOTMYECKMUX METOJIOB B IEIAX TMOATBEPKICHUS COOTBETCTBHS JIEKAPCTBEHHBIX CPEIICTB
TpeOOBaHUSIM  HOPMATUBHOM  JOKYMEHTAIlMM,  YCTAHOBICHHBIM  MPH  OCYIIECTBICHHUH
TOCYJIapCTBEHHOM PETUCTPAIUH, M KOTOPbIE MPUMEHSIIOTCS JIJIs KaTMOPOBKHU CTaHAAPTHHIX 00pa3IioB
MPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB, MUCHOJIb3YEMbIX NIl KOHTPOJS KauyecTBa M MHBIX IIeJIei
MIpU OOpaIIeHUH JIEKAPCTBEHHBIX CPeacTB; (B pea. PeaepanbHoro 3akona otT 22.12.2014 N 429-d3
(pex. ot 13.07.2015))

19.2) ¢apmakonelHblii CcTaHAAPTHBIM oOOpaselny - CcTaHAapTHBIA oOpa3el, NpPOU3BEIECHHBIA B
COOTBETCTBUU C (hapMakoreiHo ctaThelt; (B pea. PeaepanbHoro 3akona oT 22.12.2014 N 429-®3
(pex. ot 13.07.2015))

20) HOpMaTHBHas JOKYMEHTAalUsl - JOKYMEHT, COJAEpKallui TMepeueHb OINpeAessseMbIX [0
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pe3ylibTaTaM COOTBETCTBYIOIIMX SKCIIEPTH3 MOKa3aTeseil KadecTBa JIEKApCTBEHHOTO CPEJCTBA IS
MEIUIIMHCKOTO TPUMEHEHHUs, METOJ0B KOHTPOJISI €ro KayecTBa M YCTAHOBJIGHHBIM €ro
MIPOU3BOIUTEIIEM;

21) HOpMATHUBHBIN JTOKYMEHT - JIOKYMEHT, COJIEpKallHil epedeHb ONpeAesieMbIX M0 pe3yabTaTam
COOTBETCTBYIOIIMX JKCIEPTU3 TMOKa3zareined kadecTBa W (WMJIM) METOJOB KOHTPOJS KadecTBa
JIEKapCTBEHHON (HOPMBI, OMUCAHUS OHMOJOTHMUECKUX, OMOXMMHUYECKUX, MHUKPOOHOJIOTHYECKHUX,
(UBUKO-XUMHYECKUX, (U3NYECKUX, XUMHUYECKHX W JPYTHX METOJOB aHAIM3a JIEKApCTBEHHBIX
CPEICTB JJisi BETEPUHAPHOI'O IPUMEHEHUs, TPeOOBaHUS K HCIOJB3YEMBIM B IENIAX MPOBEACHUS
JAHHOTO aHaJM3a pPeaKTHUBaM, THUTPOBAHHBIM PACTBOpPAM, HHAMKATOPAM U YCTAHOBIIEHHBIA €ro
MIPOU3BOIUTEIIEM;

21.1) oOmui TEXHUYECKUN JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTe€pUalloB, COCTOSILIHUNA U3
HECKOJBKMX Ppa3AelioB - JIOKYMEHTAllMM aJMUHUCTPATUBHOIO  XapakTepa, XUMHUYECKOH,
(dapmaneBTUUeCKO U OMOJOTUYECKON JOKYMEHTAIMHU, (PapMaKoJIOTrHYeCKON, TOKCUKOJIOTHUECKOM
JOKYMEHTAllUU, KIMHUYECKOW JTOKYMEHTALMU U MPEACTABISIEMbI OJJHOBPEMEHHO C 3asBJICHUEM O
rOCy/JapCTBEHHOW PErucTpalMy JIEKapCTBEHHOI'O IpernapaTta A MEIULMHCKOrOo MPUMEHEHHs B
dbopMmaTe, yCTAaHOBJICHHOM YIOJHOMOUYEHHBIM (heJiepaabHbIM OPraHOM HCIIOTHUTEIbHON BIacTH; (B
pen. ®enepanbpHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

22) Ka4yecTBO JIEKAPCTBEHHOTO CPEICTBA - COOTBETCTBUE JICKAPCTBEHHOTO CPEIICTBA TPEOOBAHUSIM
(dapMakonelHoi cTaThbd JUOO B Cilyd4ae €€ OTCYTCTBHS HOPMATHUBHOW JOKYMEHTALMU WIIU
HOPMAaTUBHOI'O JOKYMCHTA,

23) 06e30IacHOCTb JIEKAPCTBEHHOI'O CPEACTBA - XapaKTEpUCTHKAa JIEKapCTBEHHOIO CpPEJCTBaA,
OCHOBAaHHAsT Ha CPAaBHHUTEIBHOM aHanmu3e ero 3(QQEeKTHBHOCTH W pUCKA NPUYMHEHHS Bpeaa
3/10pPOBBIO;

24) 5] QexTUBHOCTh JEKAPCTBEHHOTO TMperapara - XapaKTEepPUCTUKA CTENEHH IMOJOKHUTEIEHOTO
BIIUSHUS JIEKAPCTBEHHOT'O TIperapara Ha TEYeHHE, MPOIODKHTEIHHOCTh 3a00JCBaHHUS WU €ro
NpeloTBpallleHre, peadWiIuTaliio, Ha COXpaHEHHWe, MPEJOTBpAIleHHEe WIM MpephIBaHHE
OEpEeMEHHOCTH;

25) cepus JICKAPCTBCHHOI'O CPCACTBA - KOJIUYCCTBO JICKAPCTBCHHOTO CPEACTBA, NMPOU3BCIACHHOC B
PE3YIBTATC OJJHOT'O TCXHOJIOTHYCCKOT O UKJIA €TI0 ITPOU3BOJUTCIIEM,

26) perucTpaloHHOE yJOCTOBEPEHHUE JICKAPCTBEHHOTO MpernapaTa - 3aluch B TOCYJIapCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEACTB, MOJATBEpXKIaromas (akT TOCYJapCTBEHHON perucrparuu
JIEKapCTBEHHOTO Tipemnapara, W (Wiu) JOKYMEHT, MOJATBEPKIAIMNN (DAKT TrocyIapCTBEHHON
peructpanuu (perUcTpaluu) JeKapcTBEHHOro mpemapara; (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

26.1) neprkatellb WM BIaJeNel] PErUCTPAllMOHHOTO YIOCTOBEPEHUS JIEKaPCTBEHHOrO Mpenapara -
pa3paboTYMK JIEKAPCTBEHHOTO CPENCTBA, IMPOU3BOAUTENH JIEKAPCTBEHHBIX CPEICTB WU HHOE
IOPUJINYECKOE JIUII0, 00J1a/1atoliee IPaBoOM BIIa/IEHUS! PErHCTPALMOHHBIM yIOCTOBEPEHUEM, KOTOpBIE
HECyT OTBETCTBEHHOCTH 3a KauyecTBO, 3PPEKTUBHOCTh M O€30MAaCHOCTh JIEKAPCTBEHHOTO MPETapaTa;
(B pen. denepanbHOro 3akoHa ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

27) perucTpalmoHHbIII HOMEp - KOJIOBO€ 0003HAUEHHUE, MPUCBOCHHOE JIEKAPCTBEHHOMY IMpenapary
MPU €ro TOCYNAapCTBEHHOW PErucTpalud WA peructpanuu; (B pen. demepaabHOTO 3aKOHA OT
30.01.2024 N 1-®3)

28) oOpamieHrue JIEKApCTBEHHBIX CPEACTB - pa3paboTKa, JOKIMHUYECKHUE HWCCISIOBaHMUS,
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KJIMHUYECKHE UCCIIEOBAHMS, JKCIEPTH3a, TOCYJapCTBEHHAsh PpErucTpanusi WU perucTpanmus,
CTaHJApTU3aLMs U KOHTPOJIb KA4eCTBa, IPOU3BOACTBO, U3TOTOBJICHUE, XpPaHEHHUE, ITIEPEBO3Ka, BBO3 B
Poccuiickyro ®Penepanuio, BbIiBO3 U3 Poccuiickoit denepanuu, pekiiama, OTHYCK, peanu3aiius,
nepejaaya, MPUMEHEHHE, YHUUTOXKEHUE JIEKAPCTBEHHBIX CPEACTB; (B pea. depepanbHbIX 3aKOHOB OT
06.12.2011 N 409-@3, ot 30.01.2024 N 1-O3)

29) cyObekTbl oOOpamieHusl JEKapCTBEHHBIX CPEICTB - (U3MYECKHe JHIa, B TOM YHUCIE
WHJUBUTyaJIbHbIC TIPEANPUHUMATEINN, U IOPUIUYECKUE JINIIA, OCYLIECTBISIONINE ACATEIBHOCTD MIPU
oOpallleHnH JIEKapCTBEHHBIX CPEJCTB;

30) pa3paboTUuK JEKApCTBEHHOTO CPEACTBA - OpTraHU3aIns, 00Iaaonas mpaBaMu Ha Pe3yIbTaThl
JNOKIIMHUYECKUX  WCCIICAOBAHUI  JIEKAPCTBEHHOTO  CPEACTBA, KIMHHYECKUX  HCCIICAOBAHHMA
JICKapCTBEHHOTO Tpernaparta W (WIM) Ha TEXHOJOTHIO MPOU3BOJICTBA JICKAPCTBEHHOTO CPENICTBA; (B
pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

31) MMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB - ACATCIBHOCTHL II0 MPOU3BOACTBY JICKAPCTBCHHBLIX
CpCACTB oOpraHu3anvsiMud - TIMPOU3BOAUTCIIAMHU JICKAPCTBCHHBIX CPCIACTB Ha OIIHOI\/JI cTraauu,
HCECKOJIBKUX HJIM BCCX CTANUAX TCXHOJOTHYCCKOI'O IIpoHecca, a TakKxKe I10 XpaHCHUIO U pCajin3alliu
MMPOU3BCACHHBIX JICKAPCTBCHHBIX CPCACTB,

31.1) mpou3BOJCTBEHHAs IJIOMIAAKA - TEPPUTOPUATBHO 000COOIECHHBINH KOMILIEKC MPOU3BOIUTEINS
JIEKAPCTBEHHBIX CPENICTB, MpPEIHA3HAYCHHBIA [JIsl BBIMIOJIHEHUSI BCEro MpoIecca MPOU3BOACTBA
JICKapCTBEHHBIX CPEACTB WIM €ro ompeieleHHoi craguu; (B pen. PenepalibHOrO 3aKOHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

32) npou3BOJUTENb JIEKAPCTBEHHBIX CPEICTB - OpraHu3alys, OCYLIECTBIISIIOIIAS IIPOU3BOJCTBO
JIEKapCTBEHHBIX CPECTB B COOTBETCTBUH € TpeOOBaHUAMM HacTos1ero denepanrbHOro 3aKoHa;

33) ¢dapmarneBTHuecKast AESITEIbHOCTb - JIEATENbHOCTh, BKJIIOYAONIAsi B c€0sl ONTOBYIO TOPIOBIIIO
JIEKapCTBEHHBIMU CPEACTBAMH, WX XpaHEHHe, MEepPeBO3KYy M (WIH) PO3HUYHYI) TOPTOBIIIO
JIEKapCTBEHHBIMU TIpeTapaTaMu, B TOM YHCIIE AUCTAHIIMOHHBIM CIIOCOOOM, MX OTITYCK, XpaHEHHUE,
MEPEeBO3KY, HW3TOTOBICHHE JIEKAPCTBEHHBIX IMpemapatoB; (B pea. DeaepanbHOro 3aKOHA OT
03.04.2020 N 105-93)

34) opraHuzanus ONTOBOW TOPIrOBIM  JIEKAPCTBEHHBIMH CpPEACTBAMH -  OpraHu3alus,
OCYLIECTBIIAIONIAs] ONTOBYIO TOPrOBIIIO JIEKAPCTBEHHBIMM CPEJCTBAMH, UX XpPaHEHHE, IIEPEBO3KY B
COOTBETCTBUU C TpeOOBaHUSIMH HacTosmero deaepaibHOro 3aKOHA;

35) anreyHas opraHuzanUs - OpraHu3alus, CTPYKTypHOE TNOJpasesieHHe MeIUIUHCKON
OpraHu3aIliy, OCYIIECTBIIIONINE PO3HUYHYIO TOPTOBJIO JIEKAPCTBEHHBIMH IIperapataMu, B TOM
YuCie AUCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, TEPEBO3KY, U3TOTOBIIEHHE U OTITYCK JEKapCTBEHHBIX
npenapaToB s MEIWIIMHCKOTO TPHUMEHEHHUS B COOTBETCTBUU C TPEOOBAHMUSIMH HACTOSIIETO
®denepanbHOTo 3aKoHa; (B ped. denepanbHbix 3akoHOB oT 25.11.2013 N 317-®3, ot 03.04.2020 N
105-D3)

36) BerepuHapHas anTeyHas OpraHU3alMs - OpraHu3alus, CTPYKTypHOE MOJpa3/ieieHue
BETEPUHAPHOM OpraHu3alii, OCYILIECTBISIONIME PO3ZHUYHYIO TOPrOBIKO  JIEKAPCTBEHHBIMU
npenaparamMmi, B TOM YHCIIC IUCTAHIUOHHBIM CHOCO6OM, XpaHCHUEC, H3TOTOBJICHUC U OTIIYCK
JIEKapCTBEHHBIX MPENaparoB Jii BETEPUHAPHOTO MPHUMEHEHUS B COOTBETCTBHH C TPEeOOBAHUSIMH
Hacrosiiero @exepanbHOTO 3aK0HA; (B pen. DenepanbHoro 3akona ot 03.04.2020 N 105-D3)

37) dbanpcuduupoBaHHOE JEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
JI0’)KHOU MH(OpMaIen 0 ero cocTtaBe u (UIu) IPOU3BOIUTEIE;
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38) HemoOpOKaueCTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPEJICTBO, HE
COOTBETCTByIOIIEe TpeOOBaHUSAM (apMakoneidHONH craTh MO0 B ClOy4yae €€ OTCYTCTBHUSA
TpeOOBaHUSM HOPMAaTHBHOW JJOKYMEHTAIIMH WJIM HOPMAaTUBHOTO JOKYMEHTA;

39) koHTpadakTHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEICTBO, HaxosIieecs B 00opore
C HapyILlIEHUEM TPakJaHCKOTO 3aKOHO/1aTeNIbCTBA;

40)  NOKIMHMYECKOE  HCCIEJOBAaHUME  JIGKAPCTBEHHOTO  CpeAcTBa -  OMOJIOTUYECKUE,
MHUKpPOOHOJIOTHYECKUE, MMMYHOJIOTHYECKUE, TOKCHUKOJIOTHUECKHE, (hapmakoIOTHYEeCcKue,
buznyeckue, XUMUYECKUE U JIPYTHe HCCIEI0BaHUs JIEKapCTBEHHOTO CPEACTBA IyTEM MPUMEHEHUS
HAay4YHBIX METOJOB OIICHOK B IEJSIX TMOJYyYEeHHUs] JOKA3aTeNbCTB O€30MacHOCTH, KayecTBa H
3¢ (HeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

41) KJIMHHUYECKOE HCCIel0OBaHUE JIEKapCTBEHHOIO Ipenapara - H3Yy4eHUE JAMarHOCTUYECKHX,
Je4eOHBIX, NPOPHIAKTHIECKUX, (PAPMAKOJOTHUECKUX CBOKMCTB JIEKAPCTBEHHOTO TIIperapara B
IIPOLIECCE €r0 NPUMEHEHUS Yy YEIOBEKa, >XUBOTHOIO, B TOM 4YHUCJE IPOLECCOB BCACBIBAHMA,
pacrtpeneiieHnsl, U3MEHEHUS U BBIBEICHMS, IIyTEM IPUMEHEHHUS HAYYHBIX METOJIOB OLICHOK B LIEJIAX
HOJIyYEeHHUs JOKa3aTeabCTB 0€30MMacHOCTH, KauecTBa U 3(h(hEeKTHBHOCTHU JIEKApCTBEHHOTO Mpenapara,
JAQHHBIX O HEXENAaTeJIbHbIX pEaKUUsAX OpraHu3Ma 4YeJOBEKa, JXUBOTHOIO Ha IIPUMEHEHHE
JEKapCTBEHHOTO Impenapata M 00 3(dexre ero B3aMMOAEHCTBHS C JIPYIMMHU JIEKapCTBEHHBIMU
npenaparamMu U (WIn) NUILEBBIMU NIPOyKTaMH, KOpMaMH;

42) MHOI'OLCHTPOBOC KIIMHHYCCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpCIiapaTta JJId MEAUITUHCKOI'O
INPUMCHCHUA - KIHMHHUYCCKOC HCCICAOBAHUEC JICKAPCTBCHHOI'O Ipfrnapara ajdd MCEAUIHUHCKOIO
MNPpUMCHCHHA, IIPOBOAUMOC pa3pa6OT‘II/IKOM JICKApCTBCHHOT'O IIpfliapaTta B IBYX H Oonee
MCIUIIMHCKHUX opraHnu3anusax 1o CANHOMY IMPOTOKOJIY KIMHHUYCCKOI'O HUCCICIOBaHUA
JICKApCTBCHHOT'O IIpeIiapara;

43) MexIyHapoJHOE MHOTOLEHTPOBOE KIMHUYECKOE HCCIIEJOBAaHHE JIEKapCTBEHHOIO Ipernapara
JUISL MEIULIMHCKOTO MPUMEHEHUs - KIMHUYECKOE HCCIIEJOBaHME JIEKAPCTBEHHOrO Mpernapara Jyist
MEIUIUHCKOTO MPUMEHEHHs, NPOBOJAUMOE pa3pabOTYMKOM JIEKAPCTBEHHOro IIpernapara B
pPa3IUYHBIX CTpaHax IO €JUHOMY IPOTOKOJY KIMHUYECKOTO HCCIIEI0BaHUS JIEKapCTBEHHOTO
npenapara;

44) TNOCTpErucTpallMOHHOE KIMHUYECKOE MCCIEIOBAHUE JIEKAPCTBEHHOrO IIpernapaTta JJid
MEAMIMHCKOTO TPUMEHEHUS - KIMHUYECKOE MCCIEN0BaHNE JIEKapCTBEHHOIO IIpenapara Juis
MEAMIIMHCKOTO TNPHUMEHEHHUs, IPOBOJUMOE IPOM3BOJUTENEM JIEKAPCTBEHHOIO IIperapara,
IpaXJIaHCKUI 000pOT KOTOPOr0 OCYIIECTBISETCS MOCIE TOCYAAPCTBEHHOM pPErucTpanuu WiH
pETHCTpaliy, B IEJSIX JAOMOTHUTEIBHOTO cOOpa MaHHBIX O €ro 0e30MacHOCTH W () (PEKTUBHOCTH,
paciIMpeHys MOKa3aHUM K MPUMEHEHHUIO JaHHOTO JIEKAPCTBEHHOTO IIPENapara, a TAaKKe BBIIBICHUS
HEe)KeNaTeNIbHbIX peaklui NalMeHTOB Ha ero aeWcrBue; (B pen. denepalbHOTO 3aKOHA OT
30.01.2024 N 1-®3)

45) wuccnemoBaHUE OMOIKBUBAJICEHTHOCTH JIEKAPCTBEHHOTO TMpenapara - BHJ KIMHHYECKOTO
UCCJIEIOBaHMs  JIEKAPCTBEHHOTO Ipernapara, IpPOBEIEHWE KOTOPOTO OCYIIECTBISETCS JUId
OTIpe/IeieHUs] CKOPOCTH BCAChIBAaHWS M BBIBEACHHUS OJHOTO WM HECKOJIBKHX 00JaalonuxX
@apMaKonomquKoﬁ AKTHUBHOCTBIO HeﬁCTBYIOIHHX BCIIECTB, KOJIUYCCTBA JICKAPCTBECHHOI'O
npenapara, JOCTUTAIOIIEr0 CUCTEMHOIO0 KPOBOTOKA, M PEe3yJbTaThl KOTOPOrO MO3BOJSIOT CHEIaTh
BBIBOJ] O OMODPKBHBAJICHTHOCTH BOCIPOM3BEICHHOTO JIEKAPCTBEHHOT'O Tperapara B OMPEACICHHBIX
JIEKapCTBEHHON (opMe U JTO3UPOBKE, COOTBETCTBYIOIIMX (GOpME U JO3UPOBKE pPePEepeHTHOTrO
JIEKapCTBEHHOTO Tmpemnapara; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. or

13.07.2015))
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46) wuccrmenoBaHWE TEPANIEBTUYECKONW HKBUBAJICHTHOCTH JIEKAPCTBEHHBIX IIPENapaToB - BHJ
KJIMHUYECKOT0 UCCIIEJOBaHUS JIEKAPCTBEHHBIX MPENapaToB, POBEICHUE KOTOPOTO OCYIIECTBIAETCS
JUISL BBISIBIICHHS OJTMHAKOBBIX CBOMCTB JIGKAPCTBEHHBIX MPENApaTOB ONPEICICHHON JIeKapCTBEHHOM
dopmbl, a TaKKe HaTUMYMsA OJMHAKOBBIX TIOKa3arened Oe3zomacHOCTH U 3((HEKTUBHOCTH
JIEKapCTBEHHBIX MPENapaToOB, OAMHAKOBBIX KIMHUYECKUX 3(()EKTOB Npu UX MPUMEHEHNH;

47) npOTOKOJ KJIMHUYECKOTO HCCIEeI0OBAaHUS JIEKAPCTBEHHOrO IpernapaTta - JOKYMEHT, B KOTOPOM
ONpeneNnsoTcs 1end, (OpMbl OpPraHM3aldl M  METOJOJIOTHS TPOBEICHHS KJIMHUYECKOTO
MCCJIEIOBAHMSI, CTATUCTUYECKHE METO/bI 00paOOTKHU Pe3ybTaTOB TAKOTO MCCIEAOBAHUS U MEPHI MO
obecrieyeHnI0 0e30MacHOCTH (PU3MUECKUX JIMI, YYaCTBYIOIIUX B KIMHMUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOT'0 IIpernapara;

48) Opoltopa uccaeaoBaTelNsl - CBOJIHOE U3JI0KEHUE PE3yJIbTATOB JTOKJIMHUYECKOTO UCCIEAOBAHUS
JICKApCTBCHHOTO CPEICTBA M KIMHHYECKOT'O HMCCIICOBAHUS JICKAPCTBEHHOIO Iperapara Juis
MCIUIUHCKOI'O MPUMCHCHUSA

49) na(opMaTMOHHBIN JIMCTOK MAIMEHTA - TOKYMEHT, KOTOPBIi 0()opMIIIeTCS B BHJIE IOKyMEHTA Ha
OyMa)XHOM HOCHTENE, NOJINMCAHHOIO MAIlMEeHTOM WM €ro 3aKOHHBIM IpeJICTaBUTENEM, JINOO
dopmupyercst B hopMe IIIEKTPOHHOTO JOKYMEHTA, IMOANMCAHHOTO MAIMEHTOM WM €r0 3aKOHHBIM
IPEJCTaBUTENIEM C UCIOJIb30BaHUEM YCHJICHHON KBaTU(ULIHUPOBAHHON 3JEKTPOHHON MOANUCH, WU
YCUJICHHOH HEKBaTH()UIMPOBAHHON SJIEKTPOHHOW TOAINKCH, WIH TPOCTONW JIEKTPOHHOHN IMOIMUCH
HOCPEJICTBOM IPUMEHEHUs €AMHOM CUCTeMbl MJICHTU(UKALUU U ayTEeHTHU(PHUKALHUU, U B KOTOPOM
comepkarcs B JIOCTYIHOW (opMe CBEAEHHs, Kacaloolhecs IMPOBOJUMOIO KINHUYECKOTO
UCCJICIOBaHMsl JIEKAPCTBEHHOr'0 IperapaTta, U BbIPaXXKEHHOE B MHMCbMEHHON (Qopme 100pOBOJIbHOE
COIVIACHE INAalUEHTa HAa Y4YacTHE B KIMHMYECKOM HMCCIENOBAHMM JIEKAPCTBCHHOIO Iperapara i
MEAMIMHCKOTO MPUMEHEHHUS TOCIE O3HAKOMJIEHUS MAlMEHTa WINA €ro 3aKOHHOTO MPENCTAaBUTEINS C
OCOOEHHOCTSIMU KJIMHHYECKOTO HCCIEAOBAHUS, UMEIOUIMMH 3Hau€HUEe JIs BBIPAXKEHHSI TaKOIro
coryacus; (B pen. PenepanbHoro 3akoHa oT 28.12.2025 N 504-D3)

50) mnoOouHoe jeWcTBHE - peaklus OpraHu3Ma, BO3HMKINAsg B CBA3M C HIPUMEHEHHEM
JIEKapCTBEHHOTO TpermapaTa B /033X, PEeKOMEHAYEMbIX B MHCTPYKIMH MO €r0 MPUMEHEHUIO, IS
MPOPUITAKTUKH, TUATHOCTUKH, JICUEHUS 3a00JI€BaHUS WU IS pEaOMIIUTALINH;

50.1) HexenaTenpHas peakius - HENpeJAHAMEpeHHas HeOIaronpusTHas peaklus OpraHu3Ma,
KOTOpasi MOXKET OBITh CBsI3aHA C PUMEHEHHEM JIEKapCTBEHHOT0 Ipenaparta; (B pel. PenepaabHOro
3akoHa 0T 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

51) cepbe3Has HexenaTeldbHas peakiUs - HeXenaTeldbHas peaklus OpraHu3Ma, CBs3aHHas C
MPUMEHEHHUEM JIEKapCTBEHHOTO IpernapaTa, MpUBealas K CMEPTH, BPOKIACHHBIM aHOMAIUSIM WM
MOpPOKaM pa3BUTHA MO0 MpecTaBIsoNas co00i yrpo3y *KU3HHU, TpeOyIoIas roCHIUTAIN3alNN WK
npuBeaALIas K CTOUKON yTpaTe TpyJ0CIOCOOHOCTH U (MJIM) UHBAJIMHOCTH;

52) HemnpeABUICHHAS HEXKEJIaTeNbHAS PEaKlusl - HEeXelaTelbHas PEakIys OpraHu3Ma, KOTopas
CBsI3aHa C MPUMEHEHUEM JIEKAPCTBEHHOIO Ipenapara B J03aX, PEKOMEHAYEMBIX B IPOTOKOJIE €ro
KIIMHUYECKOTO HCCIICIOBAHUs, OpOIIIOpe HMCCIeNoBaTeNsl, WIH C NMPUMEHEHHEM JIEKapCTBEHHOTO
mpemnapaTta B /033X, PEKOMEHAYEMBIX B WHCTPYKIHMU TIO €r0 MPUMEHEHHIO ISl MPO(HUIaKTUKHU,
JTUArHOCTHKH, JIEYCHHUS 3a00J€BaHUS WM MEIUIIMHCKOW peabWInTalnuy TaIlMeHTa, U CYIIHOCTD,
TSOKECTh WJIM HCXOJ KOTOPOW HE COOTBETCTBYET HH(OpPMAIMM O JEKapCTBEHHOM IIperapare,
COJIEpXKAIIIeICsl B TMIPOTOKOJIE €r0 KIMHWYECKOTO HCCIEAOBaHUS, OPOIIIOpPEe MCCIEI0BATENS WIH B
WHCTPYKIMK TIO TPUMEHEHHUIO JIEKapCTBEHHOTo Impemnapata; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))
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52.1) dapmakoHam30p - BHI JEATEILHOCTH O MOHUTOPHHTY 3(P(HEKTUBHOCTH U OE30MaCHOCTH
JICKapCTBEHHBIX TMpENaparoB, HAMNpPaBICHHBIA Ha BBISBICHHE, OIEHKY U MPEIOTBpPALICHHE
HEXKENIATEbHBIX TOCICICTBHI MPUMEHEHHs JIEKApCTBEHHBIX IpernaparoB; (B pea. denepaabHOroO
3akoHa oT 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

52.2) mjaH ympaBJICeHUS PUCKAMU - MOAPOOHOE OMHMCaHWE MEPONpHATHA 1o (hapmMakoHAA30PY,
HAIPaBJICHHBIX HA BBISIBJICHUE, OLEHKY U MPEAOTBPALLCHUE WM MUHUMH3AIUIO PUCKOB, CBSA3aHHBIX
C JICKQpCTBEHHBIMH MpEnapaTaMu, BKII04Yas OlEeHKY 3 ()EKTUBHOCTH JAHHBIX MEPOIPUATHI; (B peil.
®denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

53) peuent Ha JEKapCTBEHHBIH HpemapaT - MEAWLUMHCKUH JOKYMEHT YCTAHOBICHHOH (HOPMBI,
coJleprKalliil Ha3HAYeHHE JIEKAPCTBEHHOT'O MpernapaTa JAJisi MEIUIIMHCKOTO IPUMEHEHUS, BbIIaHHbIH
MEIUIUHCKIM Pa0OTHUKOM B LEJAX OTITYCKa JIEKAPCTBEHHOTO IpenapaTa WK €ro U3TOTOBJICHUS U
OTIyCKa Ha OyMa)XHOM HOCHTEJIE WJIM C COIJIacHs MallMeHTa WM €ro 3aKOHHOTO MPEJCTaBUTENS B
dbopMe  DNEKTPOHHOIO  JIOKYMEHTa,  IOJANKWCAHHOTO C  MCHOJb30BAHUEM  YCHUJICHHOMU
KBATM(ULIMPOBAHHON DIEKTPOHHOM MOAMHCH MEIUIIMHCKOTO paboTHUKA, JHOO JIOKyMEHT
YCTaHOBJICHHOH (hOPMBI, COAEPIKAIHMA Ha3HAYCHUE JIGKAPCTBEHHOTO Mperapara Jyisi BETEpUHAPHOTO
MPUMEHEHHUS, BBIIAHHBIHN CIEIHMATUCTOM B 00JIaCTH BETEPUHAPUU B LIESIX OTIYCKA JIEKAPCTBEHHOTO
npernapara Wid €ro U3roTOBJIEHUS U OTIYCKAa Ha OyMa)KHOM HOCHUTEIIE WM C COTJIacHsl BiaJenblia
JKUBOTHOT'O WJIM 3aKOHHOTO MPEJCTaBUTENS BiaJlebla >KUBOTHOTO, O()OPMIICHHBIN B 3JEKTPOHHOM
dbopMe ¢ ncmosib30BaHuEeM (eepaTbHON TOCYIapCTBEHHON HH(DOPMAIIMOHHOW CUCTEMBI B 00JIACTH
BeTepuHapuy; (B pea. @enepanbubix 3akoHOB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-D3,
o1 30.12.2021 N 463-93)

54) tpeboBaHMEe MEAMIIMHCKOW OpraHM3allMM, BETEPUHAPHOM OpraHu3allid WM OpraHu3aluu
(MHIMBHIyaJbHOTO TpEeINpUHUMATENS), OCYLIECTBIAIOMEH (OCYIECTBISIONIET0) pa3BeJeHHUE,
BbIpAlIBaHUE U COJEPKAHHUE KUBOTHBIX, - JOKYMEHT YCTaHOBJIEHHON ()OPMBI, KOTOPBIN BBIIHCAH
MEIUIUHCKIUM paOOTHUKOM MJIHM CHIELIMATIMCTOM B 00JaCTH BETEpUHAPUH, UMEIOIIMMH Ha 3TO MPaBo,
U COJIEPKUT B MUCHbMEHHOW (hOopMe yKazaHUE anTeuyHON OpraHu3alluy Wi BETEPUHAPHOU anTeYHOU
OpraHu3aiy 00 OTITyCcKe JEKapCTBEHHOTO Ipernapara Wil O €ro MU3roTOBIEHUH U 00 OTIycKe s
oOecrnieyeHus J1Ie4eOHOro mpolrecca B MEAUIIMHCKOW OpraHu3allii, BETepUHAPHOW OpraHu3aluu Wil
B OpraHu3aluy (MHAMBHUIYaJIbHBIM MpEANPUHUMATENEM), OCYIIECTBISIONIEH (OCYIECTBISIONINM)
pa3BeJieHue, BhIpAIllMBaHNE U COJIEpKaHue )KUBOTHBIX; (B pen. denepanbHoro 3akona ot 30.12.2021
N 463-D3)

55) KOMIIJIEKCHas OLEHKa JIEKapCTBEHHOIO IIpernapara - OLEHKa 3aperucTpUpPOBAHHOIO
JeKapCTBEHHOTO IIperapara, BKJIKOYarolias B ce0s aHanu3 HUHPOPMALUMU O CPaBHUTEIBHOU
KIMHUYECKOH  A(QQEeKTUBHOCTM U  0€30MacHOCTH  JIEKAPCTBEHHOTO  IperapaTra,  OLIEHKY
DKOHOMHUYECKUX TIOCIEJICTBUN €ro TNPUMEHEHUS, W3yYEHUE JIONOJHUTEIbHBIX IOCIEACTBUM
MPUMEHEHHUS JIEKApCTBEHHOTO IperapaTa B IeJsX NPUHATHUS PEelIeHUuH 0 BO3MOXHOCTH BKJIIOUEHHUS
JIEKapCTBEHHOTO Iperapara B MepeueHb KU3HEHHO HEOOXOJMMBIX M BAKHEHMIINX JIEKapCTBEHHBIX
IpernapaToB, HOPMAaTHUBHBIE IIPABOBbIE AKTHl W MHbBIE JOKYMEHTHI, ONpPEIENSIONINE TMOPSI0K
OKa3aHHs MEIUIMHCKOW IIOMOIIM, WM MCKJIIOYEHHS €ro U3 YKa3aHHBIX [IE€pPEeuHs, aKTOB H
JOKYMEHTOB; (B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

56) CUCTECMAa MOHHUTOPHUHIA ABMKXCHHUA JICKAPCTBCHHBIX Mpe€raparoB I MCAUIIMHCKOI'O
NpUMEHEHHUs - penepanpHas Tocy1apcTBeHHAss HHPOPMAIIMOHHAS CHCTEMa MOHUTOPHUHTA ABMKCHUS
JICKAPCTBCHHEBIX NpCrapaTtoB I MEAUIUHCKOTO IMPUMCHCHUA OT MNPOU3IBOJAUTEIA 0 KOHCYHOI'O
MOTPEOUTENST C UCMOJIB30BAaHWEM B OTHOIIECHUH JIEKAPCTBEHHBIX IMPENapaToB A METUIIHTHCKOTO
MIpUMEHEHUS CpeACTB uacHTHUGuKauu; (B pen. PenepanbHoro 3akona ot 28.12.2017 N 425-D3)
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57) KOO MapKUpPOBKM - YyHHKajlbHas IOCJIE€IOBATEIbHOCTh CHUMBOJIOB, COCTOAIIAs M3 Koja
UACHTH(DHUKAIINK U KOJIa TIPOBEPKH, OMPEICIAEMBIX B COOTBETCTBUH ¢ DeepaabHbIM 3aKOHOM OT 28
nexkabpss 2009 roma N 381-®3 "OO6 ocHOBaX TOCYyIapCTBEHHOTO PETYJIMPOBAHUS TOPTrOBOU
nesitenbHOCTH B Poccuiickoit @epepanun". (B pen. @enepanbHoro 3akona ot 28.12.2025 N 514-D3)

I'napa 2. IOJIHOMOYUSA ®EAEPAJIBHBIX OPT'AHOB
NCHOJHUTEJBHOM BJIACTH, UCITOJTHUTEJBbHBIX
OPI'AHOB CYBBEKTOB POCCUHCKON ®OEJAEPAIIUMA 11PHU
OBPAIIEHUU JIEKAPCTBEHHbBIX CPEIACTB (B pex.
denepanbHoro 3axkona ot 08.08.2024 N 232-D3)

Crarps 5. llotHoMo4ns PegepanbHbIX OPraHOB UCIOJHUTEIBLHOM
BJIACTH NIPH 00pPallleHUH JIEKAPCTBEHHBIX CPEICTB

K nomHomounsM (bez[epaﬂbﬂmx OpraHoB HCIIOJIHUTEILHOHN BJIaCTU npu O6paHICHI/II/I JICKApCTBCHHBIX
CpPCACTB OTHOCATCA:

1) mpoBenenne B Poccuiickoit ®enepanuu eIuHOM TOCyAapCTBEHHOW MOJIUTHUKKA B o0JacTu
oOecrieueHUs JIEKApCTBEHHBIMM IIpernaparamMu rpaxigaH B Poccuiickont ®enepauuu; (B pen.
®denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2) yrtBepxkaeHue oOmMX QapMakonelHBIX cTared, (apmakoneiHbIX cTared, u3gaHHe
roCyJJapCTBEHHON (apMakornen, CO3JlaHHe U BeJeHHE peecTpa (apMaKONEeHHBIX CTaHJapTHBIX
00pas1os; (B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) ocymiecTBiaeHue ¢eaeparbHOr0 TOoCyAapCTBEHHOTO KOHTPOJsS (Ham3opa) B cdepe obOpaieHus
JIEKapCTBEHHBIX CpefCTB; (B pea. dDenepanbHbix 3ak0oHOB 0T 25.06.2012 N 93-®3, ot 11.06.2021 N
170-®3)

4) nuUeH3UpOBaHHWE MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB, B TOM u4Hcle (eaepabHbIi
rOCY/apCTBEHHBIH JIMIEH3UOHHBI KOHTPOJIb JEATEIbHOCTH MO MPOU3BOJACTBY JIEKAPCTBEHHBIX
CPEICTB, MEPUOJNYECKOE IMOATBEPIKIAECHUE COOTBETCTBMS JMIEH3MATa, MMEIOLIETO JIMLEH3UIO Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, U (hapMalleBTUUECKON AEsTeNbHOCTH B COOTBETCTBUU C
3akoHonaTenbcTBOM Poccuiickoit denepanuu; (B pea. denepanbHoro 3akona ot 11.06.2021 N
170-D3)

5) opraHuzanus S3KCIEPTU3bI JEKAPCTBEHHBIX CPEACTB, 3TUYECKOM HKCHEPTHU3BI BO3MOXKHOCTHU
MPOBEJCHUS KIMHUYECKOTO MCCIEA0BaHUs JIEKQpCTBEHHOrO TIpenapara i MEAUIMHCKOIrO
NPUMEHEHHUS, OKCIEPTU3bl JOKYMEHTOB, IPEACTABICHHBIX JJs OINPEAEIEHUS BO3MOKHOCTH
paccMaTpuBaTh JIEKapCTBEHHBIN Mpenapar A MEIUIUHCKOTO MPUMEHEHHs B KauecTBe Op(haHHOTO
JIEKapCTBEHHOI0 Ipenapara; (B pen. PenepaibHbIX 3akoHOB 0T 22.12.2014 N 429-®3 (pexn. or
13.07.2015), ot 30.01.2024 N 1-®3)

5.1) opraHuzanusi TPOBEACHHUS KOMIUJIEKCHOM OILIEHKH JIeKapCTBEHHOIO IIpernapara B IENsX
IPUHSTHS PEIIEHUH O BO3MOYKHOCTH BKJIFOUEHUS JIEKAPCTBEHHOIO Mpenapara B EpeUeHb KU3HEHHO
HEOOXOUMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, HOPMATHUBHBIE MTPABOBbIE aKThl U UHBIE
JIOKYMEHTBI, ONPEAEIAIONINE NOPAJOK OKa3aHWs MEIULMHCKON MOMOIIY WM UCKIIOYEHUS €ro U3
yKa3aHHBIX TMEPEYHs, aKTOB U JOKyMEHTOB; (B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-93
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(pen. ot 13.07.2015))

6) BpIJa4a pa3pelieHuil Ha MPOBeJIeHNE KIMHUYECKUX UCCIIEJOBAaHUM JIeKapCTBEHHBIX IPENapaTosB,
BEJICHHE peecTpa BBIJAHHBIX pPa3pelICHU Ha MPOBEACHUE KIMHUYECKUX HCCICIOBAHUI
JIEKAPCTBEHHBIX MPENAPATOB;

7) rocymapCTBEHHasi PErucTpanusl JIEKapCTBEHHBIX IMpEnapaToB, BEACHHE TOCYAapCTBEHHOTO
peecTpa JEeKapCTBEHHBIX CPEJICTB;

7.1) perucrpamus, HOATBEPXKAEHHE pPErHCTpanuu (Iepeperucrpanys), BHECEHHE H3MEHEHHH B
PETUCTpPAIIMOHHOE JIOChE, a TaKXkKe NPOBEIEHHE NPOIEAyp, CBS3aHHBIX C pErucTpaunuei, B
COOTBETCTBUH C YTBEP)KICHHBIMH EBpa3uiickoil SKOHOMHYECKOW KOMHCCHEW IpaBUIaMH
peructpaiiiu MW SKCHCPTU3BI JICKAPCTBCHHBLIX CPCACTB [JIA MCAULNUHCKOIO HNPHUMCHCHHUA U
NpaBWJIaMH PETYJIMPOBAHUs OOpaIlleHHUs BETEPUHAPHBIX JEKAPCTBEHHBIX CPEACTB HA TAMOXKCHHOM
Tepputopun EBpasuiickoro skoHomuueckoro coro3a; (B pen. ®enepanpHoro 3akona ot 30.01.2024
N 1-93)

7.2) mnpencraBieHue ~ WHGOPMAIMM O  PETUCTPAlMH,  TOATBEPXKICHHH  PETHCTPALUU
(mepeperucTpanyy), BHECEHUM H3MEHEHMH B PErHCTPALMOHHOE J0ChE, a TaKXke O Mpolexypax,
CBA3AaHHBIX C pErucTpanuei, B EBPasuMHCKyI0 SKOHOMHMYECKYI0 KOMHUCCHIO C HCIIOJIb30BAHMEM
UHTETPUPOBAaHHOM HMH(POPMALMOHHOM cuctemMbl EBpa3uiickoro 53KOHOMHYECKOIO Co3a B
COOTBETCTBUM C YTBEpPXKACHHbIMM EBpasuiiCKOM 3KOHOMMYECKOM KOMHMCCHEW IOPSAKOM
dopMHpOBaHHS U BEIEHHUS €IUHOIO PEecTpa 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB
EBpa3suiickoro 3KOHOMHYECKOI'0 COI03a U IpaBWJIaMU PEryJUpPOBaHUs OOpAILEHUS BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEJICTB HAa TaMOXEHHOH Teppuropuu EBpazuiickoro 3KOHOMHMYECKOIO CO103a; (B
pen. ®enepansHoro 3akona ot 30.01.2024 N 1-03)

7.3) yTBepKIEHHE TOpSIKa TNPUOCTAHOBICHUS JEHCTBUS PETUCTPAIIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Ipernapara WM OrpaHMYeHHMs NPUMEHEHHs JIEKapCTBEHHOIO Iperapara Juls
MEIUIIUHCKOTO TPUMEHEHHsI B CIIydasX, IPEeIyCMOTPEHHBIX YTBEPKICHHBIMH EBpasuiickoii
HKOHOMHUYECKOW KOMHCCHEH MpaBWIaMH PETUCTPALlMN U SKCHEPTH3bl JEKAPCTBEHHBIX CPEACTB AJIs
MEIUIIUHCKOTO TIPUMEHEHUS, W BO30OHOBIICHUS JEHCTBUS PETUCTPAMIOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Mpernapara Win CHATHS OTPaHUYEHUs IPUMEHEHUS JIEKapCTBEHHOI0 IipenapaTa Juis
MEAMIMHCKOTOo NpuMeHeHus; (B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

8) opranuzainus M (WIM) NpOBEIEHHE MHCIEKTUPOBAHUSA CyOBEKTOB OOpallleHHs JIeKapCTBEHHBIX
CpPEACTB HAa COOTBETCTBHE YTBEPKAECHHBIM EBpa3uiiCKOM SKOHOMHYECKOW KOMHUCCHEHW MpaBUJIaM
HaJexanei 1adopaTopHOU MPaKTUKU, TPABHUIIAM HaANEXKaIeH KIMHUUECKON MPaKTUKH, TpaBUIaM
HaJJIexalel TMCTpUObIOTOPCKOM NMPaKTUKU, IPaBUIIaM HaJUJIeKalleil npakTuku (papmakoHaa3opa, a
Tak)Ke YTBEPKJACHHBIM YIOJTHOMOUYEHHBIMH (eepalibHBIMI OpPraHaMU HCIIOJHUTENBHON BIACTH
IpaBUJIaM HaJJiexalleil anTeyHol MpaKTUKH, TpaBUIaM XpaHEHUs JIEKApPCTBEHHBIX CPEJCTB; (B pel.
®epnepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

8.1) oprammzanus U (WiM) TpoBeAeHUE (apMalleBTUYECKUX MHCHEKIMH MPOM3BOJCTBA
JIEKapCTBEHHBIX CPENICTB ISl BETEPUHAPHOIO MPUMEHEHHUS Ha COOTBETCTBUE TPEOOBAHUSAM IPaBUII
HaJJIeXKalleld IPOU3BOJICTBEHHOW MNPaKTUKU EBpa3uiickoro 3KOHOMHYECKOIO COI03a, BbIAua,
MIPUOCTAHOBJIEHUE, BO300OHOBIIEHHE WM MpPEKpalleHHe JeHCTBUS cepTU(UKATOB (3aKIIIOUEHUIN)
COOTBETCTBUSI IIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB Ul BETEPUHAPHOIO IPUMEHEHHUS
TpeOOBaHUSAM MPaBUI HaAJEKalell MPOU3BOACTBEHHON MpakTUKK EBpazniickoro "KOHOMHUYECKOTO
CO03a, BHECEHHE H3MEHEHMH B Takue cepTudukarel (3akimroueHus); (B pen. PenepaibHOro
3akoHa 0T 31.07.2025 N 304-D3)
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8.1-1) oprammzanuss wu (W) TpoBeAcHUE (PapMAIEBTUYCCKUX HMHCICKIIMA TPOW3BOJCTBA
JIEKapCTBEHHBIX CPEJCTB JJISI MEIUIUHCKOTO MPUMEHEHHSI Ha COOTBETCTBUE TPEOOBAHUSM IPaBUII
HaJJIeXkKalleld MPOU3BOJICTBEHHOM MpakTUKK EBpa3uilckoro 3KOHOMHUYECKOrOo CO03a, Bbljlauya,
NPUOCTAHOBIICHHE, BO300HOBICHHE WJIHM TPEKPAIICHUE ACUCTBUS CEPTU(PHUKATOB COOTBETCTBUS
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB ISl MEIULMHCKOTO MPUMEHEHUsS TPeOOBaHUSAM IpaBUII
HaJUIeKalled MPOU3BOJICTBEHHONW IPAKTUKH EBpa3sMiiCKOro 3KOHOMHUYECKOIO COK03a, BHECCHHUE
U3MeHeHul B Takue ceptudukatsr, (B pea. GenepanpHoro 3akona oT 31.07.2025 N 304-D3)

8.2) ycTaHOBICHHME TOps/KA BEICHHUS M BEJICHHWE TOCYJapCTBEHHOTO peecTpa CepTU(HUKATOB
(3aKJIIOUEHMI) COOTBETCTBUSL IPOW3BOJACTBA JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABHI
HaJUIeXKaIleld TPOU3BOJCTBEHHONH NPakTHKH EBpasuiickoro 3KOHOMHYECKOTO co003a; (B pel.
®enepasibHbIX 3aK0HOB 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 31.07.2025 N 304-P3)

9) TOCydapCTBCHHAsA  pCrucrpanus IMIPEACIbHBIX  OTIIYCKHBIX  ICH HpOHSBOI{HTCJ’IGﬁ Ha
JICKApPCTBCHHLIC IIpCIIapaThl, BKIIOYCHHLIC B IICPCUYCHL XKU3HCHHO HCO6XOIII/IMI)IX U BaXKHEHIIHMX
JICKAPCTBCHHBIX IPEIIapaToB, U BEACHUC T'OCYAAPCTBCHHOI'O peeCTpa MPEACIIbHBIX OTIIYCKHBIX LCH
HpOH3BO[[HTCJICﬁ Ha JICKApCTBCHHBLIC IMpPCIiaparbl, BKIIOYCHHLBIC B TIIEPCUYCHb JKU3HCHHO

HEOOXOJMMBIX M BaXKHEWIIMX JIEKapCTBEHHBIX INpenapaTtoB; (B pen. denepasbHOro 3akoHa OT
06.06.2019 N 134-®3)

9.1) cornmacoBaHHWe TMPOCKTOB pPEIICHWN WCIIOJHUTEIBHBIX OpPraHoB CyOBeKTOB Poccuiickoi
Oenepanii 00 YCTaHOBICHUU M (WJIM) MU3MEHEHUU MpPENEelIbHBIX pa3MEpPOB ONTOBBIX HAT0ABOK U
IpeJeNbHBIX Pa3MEPOB PO3HUYHBIX HAA0AaBOK K (PaKTHUYECKUM OTITYCKHBIM LIEHAM, YCTAaHOBJICHHBIM
MPOU3BOIUTENISIMU JICKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIC Mperaparhbl, BKIIOUEHHBIE B
nepevyeHb JKU3HEHHO HEOOXOMUMBIX UM BAXKHEMIIMX JIEKAPCTBEHHBIX IMpernaparoB; (B pen.
®enepanbHbIX 3ak0HOB 0T 13.07.2015 N 241-®3, ot 08.08.2024 N 232-P3)

10) Bblmaya, YCTAHOBJIEHHME TMOPSAKAa BbAAYM pa3pellieHUuss HAa BBO3 KOHKPETHOM mapTuu
JeKapcTBeHHOTo cpeactBa B Poccuiickyro @enepanuto; (B pen. PenepaiabHOro 3akoHa OT
02.08.2019 N 297-®3)

10.1) BpIgaua, ycTaHOBIIEHUE MOPsIKA BbIAAUU U (OPMBI JOKYMEHTA, KOTOPBII MOATBEPKAAET, YTO
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipenapara Uisi MEIULHUHCKOIO MPUMEHEHMsI OCYILECTBICHO B
COOTBETCTBUU C TpeOOBaHUSAMHM NPAaBWJ HaJyIeXkalleld IMPOU3BOJICTBEHHON NPAaKTUKU WIH YTO
JIeKapCTBEHHBIH Mpenapar Julsi BETEpMHApHOI0 IPUMEHEHUs JONyIIeH K odpaieHuto B Poccuiickoit
®enepani, U MOUICKUT MPEACTABICHUIO MO TPeOOBAHMIO YIOJHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKapCTBEHHBIN mpenapaT; (B pea. PenepanbHbIX 3aKOHOB oT 22.12.2014 N
429-03 (pex. ot 13.07.2015), ot 02.08.2019 N 297-D3)

10.2) BbImaya, yCTaHOBIEHUE TOPSAKA BBIIAYM U (POPMBI JOKYMEHTA, COAEPIKAIIETO CBEIACHUS O
CTaJIASX TEXHOJIOTHMYECKOTO MpoIlecca MPOU3BOCTBA JIGKAPCTBEHHOTO CPEACTBA JIJIST MEAUIIHHCKOTO
MPUMEHEHHUS, OCYIIECTBISIEMBIX Ha TEPPUTOPUH EBPa3sMilcKOro 3KOHOMHUYECKOTO CO03a; (B pei.
®denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3 (pen. ot 13.07.2015), ot 13.07.2015 N 241-D3)

11) co3ganue COBETOB IO BOMIPOCAM, CBSI3aHHBIM C OOpaIIeHUEM JICKAPCTBEHHBIX CPE/ICTB;
12) arrecTamus u cepTU(UKAIUS CICIHATUCTOB;

13) myHkT yrpatuin cuiy. (B pen. @enepanbHoro 3akona ot 02.07.2013 N 185-D3)

14) ocymectBienne dapmakoHanazopa; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-3
(pen. ot 13.07.2015))

15) yqactue B MeX1yHapOAHOM COTPYIHUYECTBE;
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16) nosyuenue 1o 3anpocaM yrnoJIHOMOYEHHOTO (e/lepanibHOro OpraHa UCIOJIHUTEIbHON BIACTH OT
UCTIOJIHUTENIBHBIX OpraHoB cyObekToB Poccuiickoit denepanyn, a Takke 0T CyObEKTOB 00paIeHUs
JEKapCTBEHHbIX CPEACTB U1 MEIMIUHCKOIO INPUMEHEHUus HH(pOpManmuu IO BOIPOCAM
YCTAaHOBJIEHUS] U NPUMEHEHHUs LIEH Ha JIEKapCTBEHHBbIE IpernapaTrbl M HaJ0aBOK K HUM; (B pen.
®denepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

17) npumMeHeHne Mep OTBETCTBEHHOCTH 3a HapyllIeHUE 3aKOHOJaTenbcTBa Poccuiickort deaepanuu;

18) yTBepkaeHHE MpaBUJI HAJUICKAIEH aNTeUHON MPAKTUKH, MPABUJ XPAHEHUS JIEKAPCTBEHHBIX
cpencts; (B pen. @exepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

19) ycraHoBiieHre Topsaka GOpMHPOBAHKS PErUCTPAIMOHHOTO J0Che Ha JICKApCTBEHHBIH Mpenapar
JUISE BETCPUHAPHOTO TMPUMEHEHHS H TpeOOBaHW K JIOKyMEHTaM B €ro cocrtase; (B pen.
®denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-D3)

20-21) nyHKTHI yTpaTtuiu cuiy. (B ped. @eaepanbHoro 3akona oT 30.01.2024 N 1-P3)

22) myHKT yTpaTui cuiy. (B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

23) yTBepxkaeHue TpeOOBaHMI K MHCTPYKIUHU 10 BETCPUHAPHOMY MPUMEHEHHUIO JIEKApCTBEHHBIX
npenaparos; (B pen. denaepanbHbix 3akoHOB oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot
30.01.2024 N 1-®3)

24) npuHATHE PELICHUH, SBJSAIOIIMXCS OCHOBAHUSAMM JUIsl BKJIFOUYEHUS JOMEHHBIX UMEH WM (WIM)
yKazaTeleil CTpaHWIl CaiiToB B HMH(OPMAIMOHHO-TEIEKOMMYHHKAIMOHHON cetn "HMHTepHer", a
TaKXe CETEBBIX a/PECOB B €MHYIO aBTOMATH3MPOBAHHYIO MH(OpMaIMOHHYIO cucTteMy "Enunblii
peecTp TOMEHHBIX UMEH, yKa3aTelleil CTpaHHIl CAaliTOB B MH()OPMAIIMOHHO-TEICKOMMYHHKAIIMOHHOM
cetu "VHTepHeT" M CeTEBBIX aJpPEcOoB, IO3BOJAIONIUX HMIAEHTHU(PULIUPOBATH CalHTHl B
nH(pOpMaAIMOHHO-TEIEKOMMYHUKAIMOHHOW — cetn  "WHTepHer", coaepxkamme HMHPOPMAIHIO,
pacripocTpaHeHue Kotopoil B Poccuiickoit denepannu 3amnpelieHo", B OTHOLIEHUH HH(OpMaIuH,
coJiepKalleil mpeIokKeHHe O PO3HUYHON TOPIoBJi€ JEKApCTBEHHBIMH IpernapaTaMy, B TOM YHUCIIE
JUCTAHIIMOHHBIM CHOCOOOM, pO3HHMYHAs TOPrOBII KOTOPBIMU OTpaHMYE€Ha WM 3alpelieHa B
COOTBETCTBUU ¢ HactosumM PenepanbHbIM 3aKOHOM, M (WiIM) HHQOpPMAIMM, COJepKaliei
NPEUIOKEHUE O PO3HUYHOM TOProBji€ JIEKAPCTBEHHBIMU IIpemapaTaMM, B TOM YHUCIE
JUCTAaHIIMOHHBIM CIIOCOOOM, JIMIIaMH, HE UMEIOIIMMH JIMIIEH3UH U Pa3pelIeHts] Ha OCYIIECTBICHHUE
TaKOM  JEATEIBHOCTH, €CIM  TOJY4YeHHE JIMLEH3MM M pa3pelleHHus  NPeAyCMOTPEHO
3aKOHOJATENILCTBOM 00 OOpaIleHUH JIEKApCTBEHHBIX CpelCTB; (B pen. denepanbHOro 3akoHa OT
03.04.2020 N 105-®3)

25) BBIIaua pa3pemieHuii Ha BBOJ| B TPaKIaHCKUH 000POT MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
npenapatos; (B pea. @enepanbHoro 3akoHa ot 28.11.2018 N 449-P3)

26) perynupoBaHHE BOIPOCOB, CBS3aHHBIX C B3aMMO3aMEHSEMOCTBIO JIEKAPCTBEHHBIX IIPENapaToB
JUTSL METUITUHCKOTO puMeHeHusl; (B pea. PenepanbHoro 3akoHa ot 19.10.2023 N 503-P3)

27) yTBepKACHUE TMOpsAIKa aTTecTaluu (papMalleBTUUECKHMX MHCIEKTOpoB. (B pea. denepanbHoro
3akoHa 0T 31.07.2025 N 304-P3)

Crarba 5.1. Ilepenauya ocyumiecTB/ieHHsI NOJTHOMOYHUI (eaepanbHbBIX
OPraHoOB HCHOJHHUTEIbHON BJIACTH NIPH 00PALLEHHH JTEKAPCTBEHHBIX
CPeICTB UCMOJHUTEIbLHBIM OpranaM cyobekToB Poccuiickoii
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Denepanuu (B pea. PenepanbHoro 3axkoHa ot 08.08.2024 N 232-D3)

[Tonmnomounst (enepanbHbIX OPraHOB HCIOJHUTEIBHON BIACTH MpH OOpallleHUuU JIEKapCTBEHHBIX
CPeACTB, MpeayCMOTpeHHble HacToAmMM @DenepanbHbIM 3aKOHOM, MOTYT TIepelaBaThCs s
OCYIIECTBIICHUS] UCIIOJHUTENIbHBIM OpranaM cyonexkToB Poccuiickoii denepanuu mocTaHOBICHUIMU
[TpaButenscTBa Poccuiickoil @enepanuu B nopsaake, ycraHoBieHHOM DenepaabHbIM 3aKOHOM 0T 21
nekabps 2021 roma N 414-®3 "OO6 oO0mmMX NPUHIMIIAX OPraHU3aIlMd MyOJUYHOW BJIACTH B
cyowrekTax Poccuiickoit deneparuu'.

Crarbs 6. [101THOMOYHA UCIIOJHUTEIbHBIX OPraHOB CYObEKTA
Poccuiickon @enepauuu npu o0palieHuu JEKaAPCTBEHHBIX CPeACTB (B
pen. ®eaepaabHoro 3akoHa ot (08.08.2024 N 232-P3)

K mosHOMOYHMSIM HCIOTHHUTEIBHBIX OpraHoB cyOwbekTa Poccuiickoit deneparyu mpu oOpamieHun
JIEKapCTBEHHBIX CPEJCTB OTHOCATCS: (B pen. PeaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

1) pa3paboTka U peanu3anys PerHOHAIBHBIX MIPOrpaMM O0O0ECTICYeHHS HACEICHHUS JIEKapCTBEHHBIMU
npernaparamu;

2) yCTaHOBJIEHUE IIPENEIbHBIX PA3MEPOB ONTOBBIX HAJ0ABOK U MpPENEIbHBIX Pa3MEPOB PO3ZHUYHBIX
Ha/10aBOK K ()aKTHUECKUM OTIYCKHBIM LI€HaM, YCTAaHOBJICHHBIM IIPOU3BOIUTENISAIMHU JIEKAPCTBEHHBIX
IpenapaToB, Ha JIEKAPCTBEHHBIE NIPEnapaThl, BKIIIOUSHHBIE B IEPEYCHb )KU3HEHHO HEOOXOIUMBIX U
BaXHEHILNX JIEKAPCTBEHHBIX NIPENIApaTOB;

3) oOCyIIecTBICHHE PETHOHAIBLHOTO TOCYAAPCTBEHHOTO KOHTPOJIS 3a MPUMEHEHHEeM IIeH Ha
JICKapPCTBEHHBIE Tpenaparhl, BKIIOUCHHBIC B TIEPEUCHb JKU3HCHHO HEOOXOJMMBIX W BaKHEUITUX
JIEKapCTBEHHBIX TPENapaToB, OpPraHU3alMsSIMU OINTOBOW TOPTOBIHM JEKAPCTBEHHBIMH CPEIICTBAMH,
aNTCYHBIMH OPTraHU3aIUIMHU, WHINBHIYyTbHBIMH MPEANPHHIMATEIIIMA, IMCIOIUMU JINIICH3UIO Ha
(bapMaleBTUYECKYIO AESITeNbHOCTh, MEAUIIMHCKUMH OpTraHW3alUsIMHU, UMEIOUIMMH JIUIEH3UI0 Ha
(bapManeBTHYECKYIO JICATEIHHOCTh, U X 000COOICHHBIMHE TTOIPa3/ICIICHUSIMHU, PACTIOJIOKEHHBIMA B
CENIbCKUX HACENIEHHBIX IYHKTAaX, B KOTOPBIX OTCYTCTBYIOT amnTe4Hble OpraHu3anuu; (B pex.
®enepanbHbiX 3akoHOB OT 25.06.2012 N 93-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
323-®3)

4) npuHsATHE pelieHus 00 HUCIOJIb30BaHUU Ha TeppuTopuu cyOwekra Poccuiickoit denepaunu
HapsJy C pelenTaMM Ha JeKapCTBEHHbIE Npernaparbl, O(pOpMIEHHBIMU Ha OyMa)kHOM HOCHTEJNE,
pELEeNTOB Ha JIEKapCTBEHHbIE MpenapaTsl, cHOPMUPOBAHHBIX B (hOpME 3IEKTPOHHBIX JOKYMEHTOB.
(B pen. denepanbHOro 3akoHa ot 29.07.2017 N 242-D3)

I'maBa 3. TOCYJAPCTBEHHASA ®APMAKOIIESA

Crarps 7. Pazpa0doTka u u3jaHue rocy1apcTBeHHOU (papMaKoIieu,
pa3sMeleHue JaHHbIX 0 Hel

1. Tlox rocymapcTBeHHOM apmakorneell MOHUMAETCs CBOJA OOMMX (apMakOoMeHHBIX cTaTedl u
(dhapMaKoIeHHBIX CTATeH.

2. Pazpaborka oOmux QapmakonelHbIXx cTaTedl W (apMakoNmeWHBIX CTAaTei, B TOM 4YHUCIE
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(dbapmMakoIneHbIX cTaTe Ha (apMakomeiHble CTaHIApPTHBIE O0Opa3Ibl, W BKIIOYCHHE HX B
TOCYJJapCTBEHHYIO (papMaKoIero OCYIIECTBISIIOTCS B MOPSAKE, YCTAHOBICHHOM YHMOJHOMOYEHHBIM
dbenepabHBIM OpPraHoOM HCITOJIHUTENbHON BiacTH. (B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N
429-®3 (pen. ot 13.07.2019))

3. Pa3pabotka apmakoneitHoii craTbil Ha peepeHTHBIN JeKapCTBEHHBIM Mpernapar U BKIIOYCHUE
€€ B roCyIapCTBEHHYIO (papMaKoIiel0 B TeUEHUE CPOKa JEHCTBUS 3alUTHl HCKIIOYUTEILHOTO TIPaBa,
YIOCTOBEPEHHOTO MAaTeHTOM Ha pe(epeHTHBI JIEKAapCTBEHHBIH MpEerapaTr, OCYLIECTBISIOTCS C
corjacusi ero paspaboruuka. (B pen. denepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

4. TocynapcrBennass (apmakomess HW3aeTcsi YINOJIHOMOYEHHBIM (eiepalibHbIM  OpPraHoOM
UCTIOJTHUTEIILHOW BJIACTH 33 CUET CPENCTB (peepaibHOro OI0PKeTa U MOMICKUT MEepPEen3IaHusIM He
pexxe 4eM OAMH pa3 B IMATh JIET, B MEPUOJ MEXIYy KOTOPBIMH H3JAI0TCS MPHIOKEHUS K
rocyapcTBeHHOW (hapmakoriee, conepkame oOmme (apMakomneHbple CcTaTbd W (W)
dapmakornelHble CTaThbU, YTBEPXKACHHBIE IOCIEe H3AAHUS WU TEper3IaHus ToCyAapCTBEHHOU
dbapmakoren.

5. YnomHOMO4YeHHBIH (QeAepaabHbIi OpraH HCHOJHUTEILHON BIJIACTU pa3MeEIlaeT JaHHBIE O
rocy/IapcTBEHHOW (papMakomnee M MPUIOKEHHUSIX K HEW Ha cBoeM o(dUIIMaIbHOM CaiiTe B CETH
"NuTepHer" B yCTaHOBJIEHHOM UM MOPSJIKE.

I'nasa 4. JUHEH3UPOBAHMUE ITPOU3BO/JCTBA
JEKAPCTBEHHBIX CPEJICTB U ®APMAIIEBTUYECKOHN
JEATEJBbHOCTU, TOCYJIAPCTBEHHBIH KOHTPO.Ib
(HAZI30P) B COEPE OBPAINEHUSA JIEKAPCTBEHHBIX
CPEACTB (B pea. ®enepajbHoro 3akona ot 11.06.2021 N 170-P3)

Crarbs 8. J/IneHzupoBanue Npou3BOACTBA JIEKAPCTBEHHBIX CPEACTB U
(papManeBTHYECKOM AEATEIbHOCTH

1. JIuueH3upoBaHue MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U (papMaleBTUYECKONW AESITEIbHOCTU
OCYILIECTBIISIETCS] B COOTBETCTBUHM € 3aKOHOAATENLCTBOM Poccuiickoit denepanun.

2. O0s3aTenbHBIM YCIOBUEM MPEIOCTABICHUS JIUIIEH3UN Ha MPOU3BOCTBO JIEKAPCTBEHHBIX CPEJICTB
SBJISICTCA yKa3aHHE CBEJACHUN O JIEKApCTBEHHBIX (Gopmax M (Win) BHAaX (apMaleBTHUECKUX
cyOcTaHIMil, KOTOpbhlE MPOU3BOJUTENh JIEKAPCTBEHHBIX CPEACTB HAMEPEeH MPOU3BOIUTH, B
3asBJICHUM, HAMpPABICHHOM IOCPEICTBOM (heJepaibHOM TrocylapcTBEHHOW WH(POPMALMOHHOM
cuctembl "ENUHBIN moOpTan rocyAapCTBEHHBIX W MYHUIMNAIbHBIX yciuyr (pyHkuwmii)" (nanee -
eauHbli nopran). (B pex. @enepanpHoro 3akoHa oT 31.07.2025 N 304-P3)

3. B ciydae HEOOXOIUMOCTH paCIIMPEHUsT TIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB 32 CUET HOBBIX
JIeKapCTBEHHBIX (OPM U BUAOB (apMaleBTUYECKHX CYOCTAHIMH MPOM3BOIUTENH JIEKAPCTBEHHBIX
CPEICTB JOJDKEH MOJAaTh B JIMIIEH3UPYIOMIMKA OpraH 3asBIIEHHE O BHECCHWH H3MEHEHHWI B PeecTp
JUILEH3UI Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB. (B pen. PenepanbHbiX 3akoHOB oT 02.08.2019
N 297-®3, ot 11.06.2021 N 170-P3)

4. JIuueH3us Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPeACTB ((hapMaleBTUUECKON CyOCTaHIIMU CIUpTa
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STUJIOBOTO (3TaHOJIA) BBIAAETCS MPH YCIOBUU HAJIWYMA Y OpraHU3aLMU Ha IpaBe COOCTBEHHOCTH,
XO3SIICTBEHHOI'O BEJIEHUS WM OIEPATUBHOIO YNPABICHUS OCHOBHOIO TEXHOJOTMYECKOTO
000pyI0BaHUs Il IPOM3BOJCTBA 3TUJIOBOIO CHUPTA, 3apErHCTPUPOBAHHOIO B COOTBETCTBUHU CO
cratbeil 14.1 ®enepanbHoro 3akoHa ot 22 Hos0pa 1995 roma N 171-®3 "O rocygapcTBeHHOM
peryJIupoBaHUU IPOU3BOJCTBA U 000POTa ITHIIOBOIO CIIUPTA, AIKOTOJIBHOW U CIIUPTOCOIepKallei
OPOAYKIMH U 00 OrpaHMYEHUH MOTpeOieHus (pacmluTHsl) aIKOroJdbHOM mnpoaykuuu". (B pen.
®denepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

Crartbd 8.1. Oc00eHHOCTH JINIIEH3UPOBAHMS MPOU3BOJACTBA
JIEKAPCTBEHHBIX CPeACTB (papManeBTHYECKOM CYOCTAHIIUU CIIUPTA
3TUJIOBOIO (3TaH0J1a) (B pea. PenepanbHoro 3akona or 27.12.2019 N

481-D3)

1. JlelicTBMe /HIEH3UHM Ha TPOM3BOJCTBO JIEKAPCTBEHHBIX CPEICTB ((hapMareBTHUECKOM
CyOCTaHIIMM CIIUPTa ATHIOBOrO (3TaHOJIa) MPUOCTAHABIMBACTCS B YACTH IpaBa Ha MPOU3BOICTBO
(dapmaneBTUUECKOW CyOCTaHIIUM CHUPTAa ITHIOBOTO (dTAaHOIA) JIMIICH3UPYIOIIMM OpPraHoM B
ciayvasix, onpeneneHHbix cratbeid 20 denepanbHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O
JTUIEH3UPOBAHUH OT/ACIIbHBIX BHUJIOB JESATEIBHOCTH', a TAKKE Ha CPOK MPUOCTAHOBJICHUS JICUCTBUS
JUIEH3UU Ha IPOU3BOJICTBO STUJIIOBOTO CIIUPTA AJISl TPOU3BOJICTBA (hapMalleBTHUECKON CyOCcTaHIIUN
CIIMPTa 3THJIOBOTO (3TaHOJIA), BBIIAHHONW B COOTBETCTBUM ¢ DenepaabHbIM 3aKOHOM OT 22 HOSOps
1995 rona N 171-®3 "O rocynapCcTBEHHOM PETyJIMPOBAHUM MPOU3BOACTBA U 000pOTa ATUIOBOTO
CIUpPTa, aTKOTOJBHOW W CIHPTOCOACpXKAIICH NPOAYKIMA W OO0 OTrpaHUYCHUU IOTPEOICHUS
(pacnuTHs) aTKOTOJBHOMN MPOIYKIUHU".

2. JleiicTBHMe JUIEH3UM Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB ((papMaleBTHUYECKOM
CyOCTaHIIMM CHMpTa 3TUJIOBOrO (3TaHOJIA) B 4YacTW IpaBa HAa MPOU3BOACTBO (apMaleBTUYECKON
CyOCTaHIIMM CIUPTa ATHJIOBOTO (3TAHOJIA) MPEKPAIIAETCs JUIEH3UPYIOIMIUM OPTaHOM B CIyYasix,
onpeneneHHplx cratbeil 20 ®PepepanbHoro 3akoHa or 4 wmas 2011 roma N 99-®3 "O
JUIECH3UPOBAHUU OTJENbHBIX BHJAOB JESATENBHOCTH", a TakkKe C JaThl MpeKpalleHus WiIH
AQHHYJIMPOBAaHUs ACWCTBHS JIMICH3UM HA IPOU3BOJACTBO ITHWJIOBOTO CIHMpTAa JUIs NPOU3BOJCTBA
dapmareBTUUECKOW CyOCTaHIIMM CIUPTa STUJIOBOrO (dTaHOJA), BBIJAHHONW B COOTBETCTBUHU C
®denepanbHbIM 3aKOHOM OT 22 Hos0ps 1995 roga N 171-P3 "O rocynapcTBEHHOM peryJiipOBaHUU
IIPOM3BOJICTBA U 000POTA STUIOBOTO CIUPTA, AJKOTOJIBHON U CIIUPTOCOAEPKALLEH MPOIYKIUU U 00
OTpaHUYEHUU NMOTPeOIeHN (PACIUTHUS) aJIKOTOIBHON MPOIYKIMU" .

Honoswcenus cmamou 8.2 na meppumopusnx /loneyxoit Hapoonou Pecnyonuxu, Jlyzanckoi
Hapoonou Pecnyonuxu, 3anopoicckoii odoaacmu, XepcoHcKoul 00aacmu npuMeHAIOmcA ¢
01.09.2024 (uacmb 3 cmamou 3 Dedepanvrozo 3axkona om 04.08.2023 N 428-D3).

Crartbs 8.2. Oco0eHHOCTH JIUICH3UPOBaHNS (GapMaeBTHYECKOM
eITeJIbHOCTH B YACTH OCYIIECTBJIEHHUS ONITOBOI TOPIroOBJIH
JIEKAPCTBEHHBIMHU cpeAcTBaMu (B pela. PegepajbHOr0 3aK0HAa OT_
04.08.2023 N 428-D3)

1. JleficTBue nuueH3UM Ha (papMaleBTHYECKYIO JEATENHOCTh B YAaCTH OCYIIECTBJICHHUS ONTOBOMN
TOPIrOBIM JIEKAPCTBEHHBIMH CPEACTBAMU JJII MEIUIMHCKOIO IPUMEHEHHs IpeKpalaeTcs
JULEH3UPYIOLUM OpPraHOM B Cllydasix, onpezesieHHbIX cTarbei 20 denepanbHoro 3akoHa ot 4 mast
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2011 roga N 99-®3 "O nuueH3upoBaHUM OTAEIBHBIX BUAOB IESITEILHOCTU'", a TAKXKE MO PEIICHUIO
JULEH3UPYIOIIEro OpraHa, MPUHITOMY B COOTBETCTBUM C HACTOSIIEH YacThio. B ciyuae BbIABICHHS
IIPU OCYIIECTBJICHUH (heepasibHOTO TOCYJapCTBEHHOTO KOHTPOJs (Ham3opa) B chepe oOpaiieHus
JIEKAPCTBEHHBIX CPEJICTB HAPYIICHHs OpraHu3alueil ONTOBOM TOProOBIM JIEKAPCTBEHHBIMU
cpeactBamu TpeboBaHuil yacteil 1 - 3 cratbu 53 Hactosimero deaepalbHOrO 3aKOHA JICHCTBHE
JTUICH3UU Ha (DapMarieBTUYECKYIO0 IESATEIbHOCTh B YACTH OCYIIECTBICHHUS ONTOBON TOPTOBIH
JIEKApCTBEHHBIMU CPEJICTBAMH ISl MEIUIIMHCKOTO MPUMEHEHUS MPUOCTAHABIMBACTCS B TECUCHUE
JecATH pabouux JHEH CO JHS BBISABICHUS YKa3aHHOTO HapyuieHus. [leficTBUe NUILIEH3UU Ha
(dhapMaIeBTUUECKYIO0 JeATeIbHOCTh B YACTH OCYIIECTBJIICHHS ONTOBON TOPTOBJIH JIEKAPCTBECHHBIMH
cpeacTBaMu  JUIsi  MEAMIIMHCKOIO TMPUMEHEHHsS] TPUOCTAHABIMBACTCS HA CPOK, KOTOPBII
OTpENIeSAETCs JTUICH3UPYIOIUM OpPraHoM (HO HE MEHEe YeM Ha OJMH MECHIl), MO0 HCTCYCHHUH
KOTOPOro JIEWCTBUE MJAHHOW JIMIEH3UH TOMJICKHUT TNPEKPAIICeHUI0 Ha OCHOBAaHUU PEIICHUS
JUIEH3UPYIOIIETO OpPTraHa, 3a UCKIIOYEHUEM CITydasi, yKa3aHHOTO B YaCTH 2 HACTOSAIICH CTaThU.

2. JleWicTBHe NHIICH3MHM Ha (DapMaleBTUYECKYIO JICATEIBHOCTh B YaCTH OCYIIECTBICHHS ONTOBOM
TOProBJIW JICKAPCTBCHHBIMU CPEACTBAMU I MCIHULIMUHCKOTO ITPUMCHCHUA, HeﬁCTBHe KOTOpOﬁ
NPUOCTAHOBIICHO B COOTBETCTBUHM C YacThi0 | HACTOSIIECH CTaThH, MOJUICKUT BO3OOHOBJICHUIO B
cily4ae, €Clii B IEPUOJI NMPUOCTAHOBJICHUS JCUCTBUS JTaHHOW JIMIICH3MH B PaMKaX JOCYIEOHOTO
00’KaJIOBaHUsl PEIICHHE KOHTPOJILHOTO (HAJ30PHOI0) OpraHa B YacTH BBISIBJICHHOTO HAPYIICHUS
TpeboBanuit yacteit 1 - 3 crarbu 53 Hacrosimero deaepasbHOrO 3aKOHAa OTMEHEHO. B ykazaHHOM
cilydae JeHCTBHE JIMICH3UM Ha (DapMaleBTUYECKYIO IESATEIbHOCTh B YacTH OCYIICCTBICHUS
ONTOBOM TOProBJIK JICKAPCTBCHHBIMHU CPCACTBAMU JISI MCAUIIMHCKOI'O NPUMCHCHUA B0306HOBJI$IGTC$I
HE MM03/IHEE OJJTHOTO pab0overo JHS CO JHS OTMEHBI PEIICHHUS KOHTPOJIBHOTO (HaI30pHOI0) OpraHa.

Crarpa 9. 'ocynapcTBeHHBbIH KOHTPOJIb (HAA30P) B cepe oOpaleHust
JIEKAPCTBEHHBIX cpeaAcTB (B pea. PenepaabHoro 3akona ot 11.06.2021
N 170-93)

1. TocymapcTBeHHBI KOHTpOIb (HaA30p) B cdepe oOpaiieHus JEKapCTBEHHBIX CPEJNICTB
OCYILECTBIISICTCSI TOCPEACTBOM (pelepaIbHOr0 TOCYJapCTBEHHOTO KOHTpOss (Haja3opa) B cdepe
oOpallleHus1 JIEKapCTBEHHBIX CPEICTB U (pelepaibHOTO TOCYIapCTBEHHOIO JIMLEH3UOHHOIO
KOHTpOJIA  J€ATEIBbHOCTH IO MPOU3BOACTBY JIEKAPCTBEHHBIX CPEICTB, OCYILIECTBISEMBIX
denepanbHBIMU OpraHaMM HCIIOJIHUTENBHOM BJIACTH, YINOJIHOMOYEHHbIMHM IIpaBuTENnbCTBOM
Poccutickoi @enepanuu.

2. IlpenmeroMm (emepanbHOTO TOCYIAPCTBEHHOTO KOHTpOJIsS (Ham3opa) B cdepe oOpamieHus
JICKaPCTBEHHBIX CPEJICTB SIBIISIOTCS:

1) cobmronenue o0s3aTeNnbHBIX TpeOOBaHUHM B cdepe oOpaleHus JeKapCTBEHHBIX CPEACTB, B TOM
qucIe:

a) Tpe60BaHPII>i K JOKIIMHUYCCKUM HUCCIICAOBAHUAM JICKAPCTBCHHLIX CPCACTB, KIIMHUYCCKUM
HCCIICAOBAHUAM JICKAPCTBCHHBIX IMPEIapaToB, H3TOTOBJICHUIO, XPAHCHUIO, IICPEBO3KE, BBO3Y B
POCCHﬁCKyIO dDeI[epauI/Ho, OTIIYCKY, pcan3aluu, Mnepeaadyc, npolaxe JICKApCTBCHHBIX CPCIACTB,
MMPUMCHCHUIO JICKApPCTBCHHBIX nmpemnaparos, YHHUYTOXKCHHUIO JICKApCTBCHHBIX CpEAacCTB,
YCTAHOBJICHUIO TPOU3BOAUTCIISIMU JICKAPCTBCHHLBIX MPCIIAPATOB IECH HA JICKAPCTBCHHBIC IIPCIIAPAThI,
BKJIFOYCHHBIC B IIEPCUCHb JKU3HCHHO H€06XOHI/IMBIX 1 BaXKHEHIIINX JICKApPCTBCHHBIX MPCIIapaToB;

0) TpeOoBaHWN K COOTBETCTBHIO JICKAPCTBEHHBIX CPEJCTB, HAXO/ISIIMXCA B OOpaleHuH,
nokaszaresiM KadecTBa, 3()(eKTHBHOCTH M OE30MaCHOCTH, YCTAaHOBJICHHBIM B COOTBETCTBHH C
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HactosmuM DeneparbHbIM 3aKOHOM;

B) TpeOOBaHUI K COOJIONEHUIO CyOBbEeKTaMu OOpalleHusl JIEKAPCTBEHHBIX CPEJICTB, YKAa3aHHBIX B
yactd | cratbu 67.1 Hactosiiero deaepanbHOro 3aK0Ha, OrpaHUYCHUH, HaJlaraeMbIX CTaTbsiMu 67.1
u 67.2 Hactosero denepaabHOro 3aKOHa;

2) co0OioIeHNe TMIEH3MOHHBIX TPeOOBaHUHN K OCYIIECTBICHUIO (DapMalileBTUUECKOH NesTeTbHOCTH;

3) cobnronenue TpeOOBaHUHN K MPEIOCTABICHUIO CyObEeKTaMHi OOpaIeHHsI JIEKAPCTBEHHBIX CPENICTB
MH(OPMALIMHU O JEKapCTBEHHBIX CPEACTBAX U (MJIN) JEKapCTBEHHBIX Ipenaparax, IpeayCcMOTpEeHHON
cratbsamu 9.1, 52.1, 52.2 u 64 Hacrosiero PeaepanbHOro 3akoHa; (B pea. denepabHOrO 3aKOHA OT
30.01.2024 N 1-®3)

4) nyHKT yTpaTtui cuiy (B pea. @enepanbHoro 3akoHa ot 20.10.2022 N 405-P3)

2.1. B memax o0ecredeHusi TOCYAapCTBEHHOTO KOHTpousisi (Hag3opa) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEICTB (elepanbHblii OpraH WCIOJHHUTEIFHONH BIIACTH, OCYIICCTBISIOIIUIA
TOCYAApPCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IPENapaToB, INPEJOCTaBIseT (heaepaTbHOMY
OpraHy HMCIOJHUTENIBHOI BIACTH, OCYLIECTBISIONIEMY (QYHKIMH IO KOHTPOIIIO M HA/I30py B cdepe
3paBOOXPAaHEHHsI, 10 €ro 3ampocy B paMKaX MEXKBEIOMCTBEHHOTO HWH(POPMALMOHHOTO
B3aUMOJICHCTBUSL B  TOPSAKE, YCTAaHOBIGHHOM YKa3aHHBIMH  (eJepaJbHBIMH  OpraHaMH
UCTIOJTHUTEIIHOW BJIACTH, CIEAYIOIIUE CBEICHUS O JICKAPCTBEHHBIX CPEACTBAX, B TOM YHUCIE B
clly4ae, ecI TaKUe CBEICHUS COCTaBIIIIOT KOMMEPUYECKYIO TaiHy: (B pea. deaepaabHOro 3aKoHa OT
30.01.2024 N 1-D3)

1) cBenenus o ¢dapmaneBTuueckoi cyocranuuu: (B pen. denepanpHoro 3akona ot 30.01.2024 N
1-®3)

a) HaMMEHOBaHME (papMaIleBTUYECKON CyOCTaHIIMHU, €€ CTPYKTypa, oOmue CBOWCTBa; (B pel.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) HauMeHOBaHUeE U aapec mpousBoauTens; (B pea. denepanpaoro 3akona ot 30.01.2024 N 1-03)

B) CBOMCTBA M CTPYKTypa AEHCTBYIOLIMX BellecTB; (B pel. deaepanbHoro 3akoHa ot 30.01.2024 N
1-D3)

I') XapakTepucTHKa npumeceil; (B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) cuernudukanus Ha (GapManeBTUUECKYI0 CyOCTaHIIUIO U ee 00ocHOBaHue; (B pen. dDeneparbHOro
3akoHa or 30.01.2024 N 1-®3)

€) aHAIWTUYECKHEe METOIUKH, WCIIOJb3yeMble TIPH OCYIIECTBICHHH KOHTPOJISI KadyecTBa
dapmaneBTrueckoit cyocrannuu; (B pen. @enepanpHoro 3akona oT 30.01.2024 N 1-D3)

) pe3yJIbTaThl aHAJIU30B cepuil hapmareBTHUECKOM cybcTanmy; (B pea. degepanbHOro 3aKkoHa OT
30.01.2024 N 1-®3)

3) IepeUYeHb CTaHJAPTHBIX 00PA3I[OB WU BEIIECTB, UCIOIb3YEMbBIX MPH OCYIIECTBICHUH KOHTPOJIS
KadecTBa (papmarieBTHUYEeCKOM cyOcTtanuuu; (B pea. denepanpaoro 3akoHa oT 30.01.2024 N 1-P3)

M) ONUCAHHE XapaKTePUCTHK U CBOMCTB yMaKOBOYHBIX MAaT€pHAIOB U YKYNOPOYHBIX CPEACTB; (B
pen. @enepanbHoro 3akoHa oT 30.01.2024 N 1-P3)

K) JaHHBIE O CTaOWJIBHOCTH (hapMmareBTHUecKoi cyOcranuuu; (B pea. denepanbHOr0 3aKoHA OT
30.01.2024 N 1-®3)
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1) cpok ronHocTH; (B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2) CBeJIeHHUs O JICKAPCTBEHHOM TIperapare Jijisi MeIUIMHCKOro puMeHeHus: (B pea. denepanbHOro
3akoHa oT 30.01.2024 N 1-®3)

a) OINMCAaHHWE W COCTaB JICKAPCTBEHHOTO Iperapara Ui MEIUIIMHCKOrO NPUMEHEHUs; (B pe.
®epnepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) omumcanue QapMareBTHYECKO pa3paboTku (00OCHOBaHWE BBHIOOpPA COCTaBa, TEPBHUYHOM
ynakoBkH); (B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

B) HaMEHOBAHHUE U aJPEC MECTA OCYIIECTBIEHUS MPOU3BOJACTBA JIEKAPCTBEHHOr'O Ipernapara Jis
MEAMIIMHCKOTO MPUMEHEHHU (B cllydyae HaJIM4YMs HECKOJbKUX YYaCTHHUKOB Ipollecca MPOU3BOJICTBA
HEoOXOUMO yKa3aTb HaMMEHOBAHME U aJpec KaXAO0ro U3 HUX); (B pea. PenepalibHOTO 3aKOHA OT
30.01.2024 N 1-®3)

I') MUKpOOHOJIOTHYECKHE XapaKTepuCcTUky; (B pea. PeaepanbHoro 3akona ot 30.01.2024 N 1-03)

1) OMHMCAHHE XAPAKTEPUCTUK M CBOMCTB yMAaKOBOYHBIX MATEPHAIIOB U YKYIOPOUYHBIX CPEACTB; (B
pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

€) TpeOOBaHUS K KauecTBY BCIIOMOIaTelbHbIX BellecTB; (B pen. PenepaabHOro 3akoHa OT
30.01.2024 N 1-®3)

) AQHAIUTHYECKUE METOJIUKHU, HWCIOJIb3yeMbIe IPH OCYIICCTBICHUU KOHTPOJIS KayecTBa
BCIIOMOTATENIbHBIX BENIECTB; (B pen. PeaepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

3) cBeAeHMsI 00 UCIOJIb30BAaHUU BCIIOMOTaTENbHBIX BELIECTB YEJIOBEYECKOTO WU KUBOTHOTO
npoucxoxaenus; (B pen. @eaepanpHoro 3akoHa oT 30.01.2024 N 1-P3)

1) CBelleHMsI 00 MCIOJIb30BAaHUM HOBBIX BCIIOMOTATEIBHBIX BelIecTB; (B pea. denepanbHOro 3aKkoHa
o1 30.01.2024 N 1-®3)

K) TpeOOBaHMS K KayecTBY JIEKAPCTBEHHOIO INpenapara s MEIUIMHCKOTO HpPUMEHEHHUs
(cepTudukar, cnenuduKanus Ha JEKapCTBEHHbIM mpernapar M HuX 0O0OCHOBaHME); (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

J'I) AHAIIUTUYCCKUC MCTOAWKH, HUCHOJB3YEMBIC IIpW OCYHCCTBICHHU KOHTPOJA KadcCTBa

JIEKapCTBEHHOTO MpenapaTa JUlsi MEIUIMHCKOro npuMeHeHus; (B pena. dexepaibHOro 3akoHa OT
30.01.2024 N 1-®3)

M) pe3yabTaThl aHAJU30B CEPHIl JIEKAPCTBEHHOTO Tpemnapara Jyisi MEIUIIMHCKOTO TPUMEHEHUS; (B
pen. @enepanbHoro 3akoHa oT 30.01.2024 N 1-P3)

H) XapakTepucTuka npumeceit; (B pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-P3)

0) MepeueHb CTaHAAPTHBIX O00pPAa3IOB, HCIOJIb3YEMBIX IPHU OCYLIECTBICHUH KOHTpPOJIS KadyecTBa
JIEKapCTBEHHOI'0 IpemnapaTta JJii MEIUMLUHCKOTO NpuMeHeHus; (B pel. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

1) JaHHBIE O CTAOMJIBHOCTU JIEKAPCTBEHHOTO Mpernapara Uil MEAUIIMHCKOTO NMpUMEHEHus; (B pe.
®enepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

3) oTueTel O NMOKIWHUYECKHMX HccienoBaHusx; (B pen. denepanpHoro 3akona or 30.01.2024 N
1-®3)

4) OTYETHI O KIMHUYECKUX UccienoBanusx; (B pea. @enepanbroro 3akoHa oT 30.01.2024 N 1-03)
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5) macrep-daiin cucremsl papmakonamzopa; (B pea. Penepanbroro 3akona ot 30.01.2024 N 1-P3)

6) raH ynpasieHus puckami. (B pea. denepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

3. Ilpu ocymiectBiieHnu (heaepaibHOro rocyIapCTBEHHOTO KOHTPOJIS (Haa30pa) B cepe oOpalieHus
JIEKapCTBEHHBIX CPEJCTB MPOBOASATCS CIEAYIOIINE BUIBI KOHTPOJIBHBIX (HAI30PHBIX) MEPOTIPHSTHIA:

1) nokyMeHTapHas IPOBEPKa;

2) BbI€3/IHAs IPOBEPKA;

3) BEIOOPOUYHBIN KOHTPOJIb KAUeCTBA;
4) KOHTpOJIbHAS 3aKYIIKa;

5) UHCIIEKITMOHHBIA BU3UT;

6) HaOmOJeHHE 3a COONIONEHHEM O0S3aTeNbHBIX TpPeOOBaHUI (MOHHUTOPHUHT OE30MaCHOCTH)
(bapmakonaazop).

4. Opranuzanus 1 ocyuiecTBieHue (eaepaabHOro rocy1apcTBEHHOI0 KOHTPOIs (Haa3opa) B cdepe
oOpallieHus JeKapCTBEHHBIX CPENCTB perynupyrorcs denepanbHbiM 3akoHoM 0T 31 uronsg 2020 rona
N 248-®3 "O rocynapCTBEHHOM KOHTpoOJe (HaA30pe) U MYyHHMIIMIIATLHOM KOHTpoje B Poccuiickoit
Oenepanun".

5. BHennaHOBBI BBIOOPOYHBIM KOHTPOJb KayecTBAa MPOBOAMUTCS B TOM YHCIE HAa OCHOBAHUU
IIPOrpaMMBbI IIPOBEPOK.

6. I1maHOBBI BEIOOPOYHBIA KOHTPOJIbh KA4eCTBA HE MPOBOIUTCS.

7. Ilo pesynpTaTam ¢eaepanbHOr0 rocyAapCTBEHHOTO KOHTpouia (Haa3opa) B chepe oOpaiieHus
JIEKAPCTBEHHBIX CPEJICTB HAPSAY C PEUICHUSIMHU, MPETyCMOTpEeHHBIMU DeiepaibHBIM 3aKOHOM OT 31
utons 2020 roga N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (HaA30pe) U MyHHUIIMITATEHOM KOHTPOJIE
B Poccuiickoit =~ ®enepanuu", QeaepadbHBIMH ~ OpraHaMd  HMCTOJHUTEIBLHOM  BIACTH,
YIOJTHOMOYEHHBIMH Ha OCYIIECTBIEHUE (eAepaTbHOrO TOCYIapCTBEHHOTO KOHTpOJs (HaA30pa) B
chepe oOpallleHUsl JIEKAPCTBEHHBIX CPEACTB, NPUHUMAIOTCSA CIEAYIOlMe pemieHus: (B pex.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) 0 JaJbHEeHuIeM Tpa’XIaHCKOM 060p0Te CCpUH, MAPTHU COOTBCTCTBYIOLICI'O JICKAPCTBECHHOI'O
Cpe€actBa B ClIy4dac IOATBCPXKIACHUSA II0 PE3yJibTaTaM MNPOBCIACHHBIX HUCIIBITAHUA COOTBETCTBHS
Ka4ueCTBa JICKAPCTBCHHOI'O CPEACTBA YCTAHOBJICHHBIM Tpe60BaHI/I$IM;

2) o0 M3BATUU M3 TPAKIAHCKOTO 000pOTa CEpUH, MAPTHH COOTBETCTBYIOUIETO JIEKAPCTBEHHOI'O
CpEeICTBAa B CiIy4ac BBIABICHUS IO pe3yJbTaTaM IIPOBEJEHHBIX MCIBITAHUI HECOOTBETCTBUSA
KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA YCTAaHOBJIEHHBIM TPEOOBaHUSAM;

3) o mepeBojAe JICKAPCTBEHHOTO CPEACTBA HA MOCEPHHHBIA BBIOOPOYHBIM KOHTPOJL KadecTBa
JEKapCTBEHHBIX CpPEACTB B CIydae [IOBTOPHOTO BBISIBICHHS HECOOTBETCTBHUS KadecTBa
JIEKapCTBEHHOI'O CPEJCTBA YCTAaHOBJIEHHBIM TpeOOBaHUSM U (NP HEOOXOAUMOCTH) O TPOBEPKE
cyObekTa oOpalieHus JIEeKapCTBEHHBIX CpesICTB. Pacxo/bl, CBA3aHHBIE C IPOBEIEHUEM ITOCEPUITHOTO
BBIOOPOYHOTO KOHTPOJISI, OIUIAYMBAIOTCS TMPOM3BOAMTEIEM JIEKAPCTBEHHOTO CpencTBa JH0o
JIEpKaTeNIeM WIH BIIAAEIbLEM PETUCTPALIMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIpEapara;

4) O CHATUM JIEKAPCTBEHHOI'O CpEACTBA C IOCEPUITHOIO BBIOOPOUHOTO KOHTPOJS KaydecTBa
JIEKapCTBEHHBIX CPEICTB HAa OCHOBAHUU IOJIO)KUTEIBHBIX 3KCIEPTHBIX 3aKJIIOUEHUH, BBIJAHHBIX
benepanbHBIM rOCYAapCTBEHHBIM OIOPKETHBIM YUPEKIEHUEM, TTOJIBEJOMCTBEHHBIM (pesieparbHOMY
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OpraHy MCIHOJHHUTENIbHOI BIIaCTH, OCYIIECTBISIONIEMY (YHKIMU IO KOHTPOJIO M HAaa30py B cdepe
3paBOOXpaHEHMs], WK (peaeparbHOMY OpraHy HCIOJHUTEIBHONM BIACTH, OCYIIECTBIISIOIIEMY
GyHKIMM 10 KOHTPOJIO M Haa3opy B cdepe oOpamieHuss JEKapCTBEHHBIX CPEICTB s
BETEPUHAPHOTO IMPUMEHEHUS, HA OCHOBAHMM IIPOTOKOJIA MCIBITAHUM JIEKAPCTBEHHOI'O CpEACTBa,
MIPOBEJICHHBIX 10 BCEM MOKA3aTeNsIM YTBEPKIACHHOW HOPMATUBHOW JOKyMEHTAlMU (HOPMATHUBHOIO
JIOKYMEHTa) B OTHOLIEHUM TPEX CEpUH JIEKApCTBEHHOT'O CPeACTBA. (B pel. PenepalbHOTO 3aKOHA OT
30.01.2024 N 1-®3)

8. dexnepaibHbIl T'OCYAAPCTBEHHBIM JIMIEH3UOHHBIM KOHTPOJb JEATEIBHOCTH 110 NPOU3BOACTBY
JIEKAPCTBEHHBIX CPEICTB OCYILECTBIIAETCS B COOTBETCTBUM C 3aKOHOJATENBCTBOM Poccuickon
denepanuu.

Cratba 9.1. Ilporpamma npoBepok (B pea. @eaepajbHOr0 3aK0OHA OT_
11.06.2021 N 170-P3)

1. B nensix opranusanuu BbIOOPOYHOTO KOHTPOJISI Ka4ecTBa JIEKAPCTBEHHBIX CPEACTB (hOpMUPYETCs
IporpaMma IpoBEpOK.

2. Ing ueneld peanv3anuy NpOrpaMMbl IIPOBEPOK IMPOU3BOAUTENM JIEKAPCTBEHHBIX CPEACTB M
OpraHu3aliyi, OCYIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX cpelnctB B Poccuiickyro dexnepaiuto,
MPEAOCTABISAIOT B OTHOUIEHUH JIEKAPCTBEHHBIX CPEACTB I MEAUIMHCKOrO NPUMEHEHUs B
YIOJTHOMOYCHHBIN (eIepaIbHBIN OPTaH UCIOJHUTEILHON BJIACTH, OCYIIECTBISIFONINA (PYHKIIMH TIO
KOHTPOJIIO M HaI30py B cepe 3apaBOOXpaHEHMs, B OTHOIIEHUU JIEKAPCTBEHHBIX CPEICTB I
BETEPUHAPHOTO MPUMEHEHHUSI B YIIOJIHOMOYCHHBINA (enepaabHbIii OpraH MCIIOJTHUTEIBHOW BIACTH,
OCYILECTBIIAIOUINH (PYHKIIMM IO KOHTPOJIIO M HAZ30py B cepe oOpallleHus JIeKapCTBEHHBIX CPEICTB
JUIl BETEPUHAPHOIO IPUMEHEHUsS, CBEICHHUS O CepusAX, NapTUAX JIEKapCTBEHHBIX CPEICTB,
MOCTYMAIOUIMX B TpakaaHcKuil obopoT B Poccuiickoit deneparuu, B nopsijike, coctaBe U o0beme,
YCTAaHOBJICHHBIX YKa3aHHBIMU (peiepalibHbIMH OpraHaM{ MCIIOJIHUTEIbHOM BJIACTH B OTHOLICHUH
JIEKapCTBEHHBIX CPEACTB I MEAULMHCKOIO IIPUMEHEHHS U B OTHOLLIEHUU JIEKAPCTBEHHBIX CPEICTB
JUIsl BETEPUHAPHOTO IIPUMEHEHHSI COOTBETCTBEHHO.

3. Ilporpamma mnpoBepok (opMupyeTcss Ha KajleHAapHbli rog B cpok o 30 nexabps roaa,
IPEIECTBYIOLIEr0 TOAY IPOBEACHUS BBIOOPOUHOTO KOHTPOJIS.

4. B cinydae HacTyIJIeHHs COOBITHM, yKa3aHHBIX B MHOANyHKTax "O" u "B" myHkTa 2 4yactu 6
HACTOsIILEH CTaThH, (eiepaJIbHbIM OPTaHOM HCIOJHUTEIBHOMN BIIACTH, OCYLIECTBISIOIUM (QYHKIIMN
[0 KOHTPOJIO M HAaA30py B cdepe 31paBoOOXpaHEHMs, (eleparabHbIM OPraHOM HCIIOJIHUTEIIbHON
BJIACTH, OCYIIECTBIISIIOIUM (YHKIIMU IO KOHTPOJIIO M HAA30py B cepe oOpalieHns JeKapCTBEHHbBIX
CPEICTB Ui BETEPUHAPHOIO IMPUMEHEHHs, NMPU HEOOXOJUMOCTH BHOCSTCS COOTBETCTBYIOIIHE
WU3MEHEHHUs B IPOrpaMMy IPOBEPOK.

5. B mporpaMmmMy npoBepOK MOTYT BKJIIOYAThCS MEPONPUSATHUS C YUETOM HapyIICHUH, BHISIBICHHBIX B
paMKax KOHTPOJIbHBIX (HaA30PHBIX) MEPOIIPHUATUH 32 MPEAbITYIINI KaleHIapHbIH Tof.

6. IIporpamma poBEpOK COAEPIKUT:

1) mepedeHp JEKapCTBEHHBIX CPEICTB, OTOOp 00pa3IoB KOTOPBIX OYJET OCYIIECTBISITHCS B paMKax
BBIOOPOYHOTO KOHTPOJS, (OPMUPYEMBI C Y4EeTOM pe3ylbTaTOB TOCYJAapPCTBEHHOTO KOHTPOJIS
(Ham3opa) B cdepe oOpamieHus: JEKapCTBEHHBIX CPEJICTB 3a KAJICHIAPHBIN TOJ, MPEANIeCTBYOIMINNA
roJly MPOBEICHHUSI BLIOOPOYHOTO KOHTPOJIS;

2) yka3zaHHe Ha COOBITHE, HACTYIUIEHHE KOTOPOTO SBIJISETCS OCHOBAHHWEM Il OCYIIECTBICHUS
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BBIOOPOYHOT'O KOHTPOJISL:

a) TMOJy4YeHHe CBEACHUM, MPEICTaBIsEMbIX B COCTaBe M O0BbEME, YCTAaHOBIIEHHBIX (heaepaabHbIM
OpPraHOM HCIIOJIHUTENIHON BJIACTH, OCYLIECTBISIOMMM (QYHKLIUH 110 KOHTPOJIO U HAJ30py B cdepe
3/IpaBOOXpaHeHUs, PerepabHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH, OCYIIECTBISIOUIUM (PYHKIIHH
0 KOHTPOJIO M HaA30py B cepe oOpamieHHs JIEKapCTBEHHBIX CPEACTB JJIsi BETEPHHAPHOTO
MPUMEHEHHUS, O CEPUSX, MAPTUSIX JEKAPCTBEHHBIX CPEJCTB, MOCTYMAIOIINUX B IPaXKAaHCKUI 000pOT B
Poccuiickoit ®enepaumu, yka3aHHbIX B IyHKTEe | Hacrosmled dacTu, OpraHu3alUsMHy,
OCYILIECTBISIOIIMMY MPOU3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoit denepauum u BBO3
JIEKapCTBEHHBIX cpelacTB B Poccuiickyro @expepanuio, 3a HUCKIIOYEHUEM CEpPUM WIH IapTUI
JIEKapCTBEHHBIX MpenapaToB, YKa3aHHBIX B yacTu 4 ctaTbu 52.1 1 yacTu 6 crathu 52.2 HACTOAIIETO
®depnepanbHOro 3akoHa; (B pen. @eaepanpHoro 3akona ot 30.01.2024 N 1-D3)

0) mosyyeHue MOCTYMAOLIEH B MOpsJIKE, yCTAaHOBICHHOM cTatheil 64 Hacrosiero denepanbHOro
3aKOHa, WHPOPMAMK O TOOOYHBIX JICHCTBHAX, HEXKENATENbHBIX pEaKIUsIX, CEePbE3HBIX
HE)KEJIATCJIBHBIX PEaKLUAX, HENPEABUACHHBIX HEKEIATEIbHBIX PpEakUHAX IpU I[PUMEHEHUH
JIEKapCTBEHHBIX MPENapaToB, 00 WHAWBUIYAIBHON HETIEPEHOCUMOCTH, OTCYTCTBUHU 3((HEKTUBHOCTH
JIEKapCTBEHHbIX IpenapaToB, a Takke 00 HMHbIX (akTaX M 0OCTOATENbCTBAX, MPEACTaBISIOIIUX
yIpo3y JKM3HU WM 3J0POBbIO YEJIOBEKAa JINOO >KMBOTHOI'O IpPH NPUMEHEHHM JIEKAPCTBEHHBIX
IpenapaToB U BBIIBIECHHBIX HA BCEX 3Tanax oOpalleHHs JIEKapCTBEHHbIX IpenaparoB B Poccuiickoit
denepanyy U Ipyrux rocy1apcrBax;

B) MojJy4yeHue B cooTBeTcTBUM ¢ DenepanbHbiM 3akoHOM OT 31 wmrong 2020 roga N 248-P3 "O
rOCYAapCTBEHHOM KOHTpoJie (Haa30pe) M MYHHUIMIAIBLHOM KOHTposie B Poccuiickoii ®@eneparmn”
CBEJICHUI O MPUYMHEHNUHU Bpena Wi 00 yrpo3e MPUYNHEHHS BpeAa KU3HH, 3T0POBBIO TPaXIaH WIN
KUBOTHBIX.

Crarbs 9.2. 'ocynapcTBeHHBINH KOHTPOJIb (HAA30P) 32 peanu3anuen
HCIOJIHUTEJIbHBIMU OpranamMu cyobekToB Poccuiickoin @enepanmnu
MOJTHOMOYMH B cepe oOpalieHH sl JICeKAPCTBEHHBIX CPEACTB IS
MEAMIMHCKOr0 NpuMeHeHus (B pea. @eaepajbHbIX 3aKOHOB 0T
11.06.2021 N 170-®3, o1 08.08.2024 N 232-D3)

1. T'ocynapcTBeHHBIN KOHTPOJIb (HAA30P) 32 peaTn3aiuei UCIIOJHUTEIbHBIMU OpTraHaMH CyObEeKTOB
Poccuiickoii ®enepauun noaHoMounii B cdepe oOpalieHUs JIEKapCTBEHHBIX CPEACTB JUIs
MEJUIIMHCKOrO IMPUMEHEHHsI OCYIECTBISICTCA YNOJHOMOYEHHBIM I[IpaBurenscTtBoM Poccuiickoit

®denepaul OpraHoM HCIONHUTENbHOU BiacTu. (B pen. denepanbHoro 3akona ot 08.08.2024 N
232-D3)

2. IlpeameTroM TroOCYIapCTBEHHOTO KOHTPOJA (HAA30pa) 3a peanm3anueil HCIOJHUTEITbHBIMU
opranamu cyobekToB Poccuiickoit ®@enepanuu NoIHOMOYMM B cdepe oOpalieHus JeKapCcTBEHHBIX
CPEICTB Ui MEOUIMHCKOTO TMPUMEHEHHUS SBJSETCS  COOJNIIOJIEHHE  YIOJTHOMOYEHHBIMU
UCTIOJIHUTENIbHBIMUA  OpraHaMu cyowsekToB Poccuiickoit denepanuu MeTOAMKH YCTaHOBJIECHHUS
NpelelbHBIX Pa3MEpPOB ONTOBBIX HAI0aBOK M MPEIENbHBIX Pa3MEpPOB PO3HUYHBIX HAJ0AaBOK K
(aKTHYECKUM OTIIYCKHBIM II€HaM, yCTaHOBJICHHBIM ITPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MpEnapaToB,
Ha JIEKapCTBEHHBIE IMpenapaThl, BKIIOUEHHBIE B MEPEUEHb KU3HEHHO HEOOXOIUMBIX U BaKHEUIINX
JIeKapCTBEHHBIX IpenapaToB. (B pen. deaepanpHoro 3akoHa oT 08.08.2024 N 232-P3)

3. TIlpm ocymecTBICHHMH TOCYJAapCTBEHHOTO KOHTpOJs  (Ham3opa) 3a  peanu3anueu
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WCIIOTHUTEIIbHBIMA OpraHamMu  cyObekToB Poccuiickoii ®enmeparuu  momHOMOYHE B cdepe
oOpaleHusi JeKapCTBEHHBIX CPEJCTB Ui MEAMIIMHCKOTO MPUMEHEHUs MPOBOJATCS CIIEIYIOIINE
BHJIbI MeporipusaTuid: (B pea. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

1) noKyMeHTapHbIE POBEPKHU;
2) BbI€3/IHBIC TTPOBEPKH.

4. Opranuzanusi ¥ OCYIIECTBICHUE TOCYJapCTBEHHOTO KOHTPOJs (Haa30pa) 3a peanu3alueit
WCIIOJTHUTEIIbHBIMA OpraHamMu cyObekToB Poccuiickoii ®eneparuu monmHOMOYHN B cdepe
oOpamieHusi JEKapCTBEHHBIX CPEACTB IS  MEIUIMHCKOTO MPUMEHEHHUS  PEryJIUPYIOTCS
®denepanbHbIM 3ak0HOM OT 21 gexadpst 2021 rona N 414-D3 "O6 o0mux NpUHIKIIAX OPTaHU3AIIN
nyOnuaHON Biactu B cyObekTax Poccuiickoit @enepanuun”. (B pen. denepanbHOro 3akoHa OT
08.08.2024 N 232-03)

5. IlonoxeHue o TrocylapCTBEHHOM KOHTpOJ€ (Haa30pe) 3a peanusalieil HMCIOIHUTEIbHBIMU
opranamu cyobekToB Poccuiickoit Penepannu noaHoMounil B chepe oOpalieHus JeKapCTBEHHbBIX
CpPEeACTB Ul MEIMIMHCKOrO IpuUMeHeHus yrBepxkpaaercs IIpaBurensctBom  Poccuiickoit
Oenepanun. (B pea. Penepanbroro 3akoHa ot 08.08.2024 N 232-D3)

Crarbs 9.3. PernoHajIbHbIN IOCy1apCTBEHHbIM KOHTPOJIb (HAA30P) 32
NMPUMEHEHUEM LIEH HA JIEKAPCTBEHHbIE MPeNnapaThl, BKIAKYEHHbIE B
nepe4veHb )KU3HEHHO He00X0AUMBbIX M BaKHEHIINX JIEKAPCTBEHHBIX
npenaparos (B pea. ®eaepajbHoro 3akona or 11.06.2021 N 170-P3)

1. PernonanbHbIl rocy1apCcTBEHHBIH KOHTPOJIb (HAA30p) 32 MPUMEHEHHUEM LI€H Ha JIEKapCTBEHHBIE
npenapaThl, BKJIIOUEHHbIE B MEpeUeHb >KU3HEHHO HEOOXOAMMBIX M BAa)KHEHIIMX JIEKapCTBEHHBIX
[IPEnapaToB, OCYILECTBISETCS HCIOJHUTENbHBIM opraHoM cyObekTa Poccuiickoit ®enepanuu,
YIOJHOMOYEHHBIM BBICIIMM HCIIOJHUTENIBHBIM OpraHoM cyobekta Poccuiickoit denepaunu. (B pea.
®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

2. [IpenMeToM peruoHaIbHOIO TOCYAapCTBEHHOTO KOHTPOJsS (Haa30pa) 3a MPUMEHEHHEM IIeH Ha
JICKApPCTBCHHELIC ITpC€rapaThbl, BKIOUYCHHLIC B HCPCUYCHDL XKU3HCHHO HGO6X0)II/IMI)IX U BaKHEUIIHNX
JIEKapCTBEHHBIX TMpEmapaToB, SBJSETCS COONIOJEHHWE OpraHU3allMsMU  ONTOBOW TOPTOBIH
JICKApCTBCHHBIMU cpeacrsamu, AIlITCYHBIMU OopraHu3anusiMu, WHJIWBUYaJIbHBIMU
OpeINpPUHUMATETISIMU,  HMEIOIIMMH  JIMIEH3UI0 Ha  (apMaleBTUYECKYI0  JEeSTENbHOCTD,
MCIUIUHCKUMHA OpraHu3aliaMu, UMCIOIIMMHU JIMIICH3UIO Ha q)apMaHeBTI/I‘—IeCKYIO ACATCIIBHOCTh, U
X 000COOJICHHBIMH TOJPA3ACTECHUSIMHU, PACIIONOKEHHBIMH B CENbCKUX HACEICHHBIX MYHKTax, B
KOTOPBIX OTCYTCTBYIOT alITCUHBIC OpraHU3aluy, IIPU pealu3alluu JICKApCTBCHHBLIX IMPCIapaToB
TpeOOBaHUI K MPUMEHEHHIO I1€H, YPOBEHb KOTOPHIX HE JOJDKEH MPEBBIIIATh CyMMY (haKTUYECKOU
OTIIYCKHOM II€HBI, YCTAaHOBJIEHHOW NPOW3BOJMUTENIEM JIEKAPCTBEHHBIX IPENapaToB, U KOTOPHIE HE
MPEBBIIAIOT 3aPETUCTPUPOBAHHBIX MPEIEIbHBIX OTIYCKHBIX 1I€H, U Pa3MEPOB ONTOBBIX HAJA0ABOK U
() pa3MepoB PO3HUYHBIX HA0ABOK, HE MPEBHIIIAIOIIUX COOTBETCTBEHHO Pa3MEpPOB MPEIETbHBIX
ONTOBBIX HaA0AaBOK W (WJIM) pa3MepoB IMpeNeibHBIX PO3HUYHBIX HAJ0aBOK, YCTAHOBIEHHBIX B
cyonsexte Poccuiickoit @enepanuu. (B pen. Deaepanbroro 3akoHa ot 08.08.2024 N 323-D3)

3. OpraHuzanusi ¥ OCYIIECTBIEHHE PETHOHAIBLHOTO TOCYJIApPCTBEHHOTO KOHTPOJs (Haa3opa) 3a
MNPUMCHCHUEM LEH Ha JICKAPCTBCHHLBIC IIpCrapaTrbl, BKIIOYCHHBIC B TICPCUCHL KU3HCHHO
HEOOXOIMMBIX U BaKHEHMIINX JIEKAPCTBEHHBIX MpENapaToB, peryaupyroTcs denepaibHbIM 3aKOHOM
ot 31 mtonsa 2020 roga N 248-®3 "O rocymapcTBEHHOM KOHTpoJie (HAA30pe) M MYHHUIIUIIATEHOM
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KoHTpoJie B Poccutickoit deneparun’.

4. TlonoxeHue 0 PEerHOHATLHOM TOCYJapCTBEHHOM KOHTpOJIe (Haa30pe) 3a MPUMEHEHUEM IICH Ha
JICKApPCTBCHHLIC IIpCIIapaThl, BKIOYCHHLIC B IMCPCUCHL XU3HCHHO H€O6XOI[I/IMBIX U BaKHEUIIHUX
JICKApCTBCHHBIX IMPENapaToB, YTBEPXKAACTCS BBICIIMM HCIOJIHHUTEIBHBIM OPraHOM CyOBeKTa
Poccuiickoit denepanuu. (B pen. Genepansuoro 3akona ot 08.08.2024 N 232-D3)

Crarbs 9.4. @enepanbHblil FOCYAAPCTBEHHBIA JTMIEH3UOHHBIH
KOHTPOJIb AeSITeJIbHOCTH 10 IPOU3BOACTBY JICKAPCTBEHHBIX CPEACTB
(B pen. @enepaabHoro 3akona ot 11.06.2021 N 170-P3)

1. ®enepasibHBIl TOCYIAPCTBEHHBIN JMLEH3UOHHBIA KOHTPOJIb JAESTEIBHOCTA MO MPOU3BOJICTBY

JIEKAPCTBEHHBIX CPEICTB OCYLIECTBIsIETCA (enepaibHBIMH OpPraHaMH HCIIOJHUTEIHHOM BIIACTH,
ynoinHoMoueHHbIMU [IpaBuTenscTBoMm Poccuiickon Penepanuu.

2. ®enepanbHbli TOCYJIAPCTBEHHBIN JIMLIIEH3UOHHBIA KOHTPOJIb JEATENbHOCTH MO IPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBIISETCS B COOTBETCTBUM ¢ DeepaibHbIM 3aKOHOM OT 4 Mas 2011
rojga N 99-®3 "O nuueH3upoBaHUM OTAEIBHBIX BUJIOB AeSITeIbHOCTU" 1 DeepalbHbIM 3aKOHOM OT
31 wronsg 2020 roma N 248-d3 "O rocyaapcTBEHHOM KOHTposie (HaA30pe) W MYHUIIUIATHLHOM
koHTposie B Poccuiickoit @eneparuu'. B pamkax ¢enepaibHOTO TOCY1apCTBEHHOTO JIMIIEH3HOHHOTO
KOHTpPOJIA JACSATENbHOCTH IO IPOU3BOACTBY JIEKAPCTBEHHBIX CPEJCTB ILJIAHOBBIE KOHTPOJIbHBIE
(Ha30pHbBIE) MEPONIPUATHUS HE IPOBOASTCS, IPU ITOM IIPOBOAUTCS NEPUOTUUECKOE MTOATBEPIKICHUE
COOTBETCTBUS JIMIICH3UATOB JUIEH3UOHHBIM TpeOOBaHUSIM B coOTBeTCTBHH ¢ DenepanbHbIM
3akoHOM OT 4 masi 2011 roga N 99-®3 "O nuiieH3upOBaHUH OTACIBHBIX BUIOB JACSITEIBHOCTH" .

I'nmasa 5. PASPABOTKA, JOKIIMHUYECKHUE UCCJIEIOBAHUSA
JIEKAPCTBEHHBIX CPEJACTB, A TAK/KE KIIMHUYECKHUE
NCCIEAOBAHUSA JIEKAPCTBEHHBIX ITPEITAPATOB JJI5A

BETEPUHAPHOI'O IPUMEHEHHUA

Cratba 10. PazpadoTka jiekapCTBEHHBIX CPE/CTB

1. Pa3paboTka JeKapCTBEHHBIX CpPEACTB BKJIIOYaeT B ceOs IMOMCK HOBBIX (PApMaKOJIOTHUECKU
aKTHUBHBIX BEIIECTB, IOCIEAYIOIIEE H3YYEHHE UX JIEKapCTBEHHBIX CBOMCTB, JOKJIMHUYECKHE
UCCIIEIOBaHMs, pa3pabOTKy TEXHOJOrMH TMPOM3BOACTBA  (apMaleBTUYECKUX CyOCTaHIMA,
pa3paboTKy COCTaBOB M TEXHOJIOTHI TPOU3BOICTBA JIEKAPCTBEHHBIX MTPENApaTOB.

2. duHaHCOBOE 0OecnieueHne pa3padOTKU JIEKAPCTBEHHBIX CPEJICTB OCYIIIECTBISCTCS 3a CUET:
1) cpencTB denepanbHOTO OOIKETA;
2) cpecTB pa3pabOTUNKOB JIEKAPCTBEHHBIX CPE/ICTB;

3) CpEeACTB MPOU3BOAUTENEN JIEKapCTBEHHBIX CpEACTB npu BBITOJIHEHUH
HAYYHO-HCCIIEIOBATENLCKUX PabOT MO IOTOBOPY MEXY pa3padOTUHMKOM JICKAPCTBEHHBIX CPEJICTB U
MIPOU3BOUTEIIEM JIEKAPCTBEHHBIX CPEJICTB;

4) WHBIX HE 3alPEIICHHBIX 3aKOHOIATEHCTBOM Poccuiickoit denepanini HCTOYHUKOB.
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3. IlpaBa pa3zpaboTurKa JIEKapCTBEHHOTO CPEICTBA OXPAHSIOTCS TPaXKIaHCKUM 3aKOHOIATEIIHCTBOM.

Crarba 11. JlokJIuHAYECKOE HCCIEI0OBAHNE JIEKAPCTBEHHOI0 CPeICTBA
JJIS MEAMIUHCKOTO IPUMEHEHM I

1. HOKJ’II/IHI/I‘ICCKOG HCCICAOBAHUC JICKAPCTBECHHOI'O CpEACTBA I MEAUIMUMHCKOIO IIPUMCHCHUA
IMPOBOAUTCA NIYTEM NPUMCHCHHA HAYYHBIX MCTOAOB OLICHOK B HCJIAX IMOJYYCHHA OOKA3aTCIbLCTB
6630HaCHOCTI/I, KadecTtBa U 3(1)(1)CKTI/IBHOCTI/I JICKAPCTBCHHOT'O CPEACTBA.

2. JIOKJIIMHUYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOTO CPEACTBA I MEAUIIMHCKOTO MPUMEHEHUS
NPOBOAWTCS B  COOTBETCTBHHM C TpaBUJIaMHU  Ha/JIeKamed  1abopaTOpHOW  MPaKTHUKH,
yTBEpKICHHBIMA EBpaszuiickoli 3KOHOMHYECKOW komuccueil. (B pen. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-D3)

3. Jlns opraHmM3anyy ¥ IPOBEICHHS JOKIMHUYECKOTO UCCIIEA0OBaHUS JIEKAPCTBEHHOTO CPEICTBA JJIS
MEJUIIMHCKOTO MPUMEHEHHS pa3pabOTYHKHU JEKAPCTBEHHBIX CPEACTB BIIpaBE MPHUBJIEKATh HAYUYHBIC
OopraHu3aly, 00pa30BaTEIbHBIC OpPraHU3aIlid BBICIIETO OOpa30BaHUS W HMHBIC OpraHU3alIuH,
UMEIONNE HEOOXOIMMYI0 MaTePUAIBHO-TEXHUICCKYIO 0a3y W KBAIM(UIIMPOBAHHBIX CICIIHATHNCTOB
B COOTBETCTBYMOIIEH 00acTu uccnenoanus. (B pen. @enepansuoro 3akoHa oT 30.01.2024 N 1-D3)

4, I[OKJII/IHI/I‘ICCKOC HCCICAOBAHUC JICKAPCTBCHHOI'O CpCACTBA IAJId MEAWUIUHCKOIO IMPUMCHCHUA
MNPpOBOAUTC IO YTBCPIKACHHOMY pa3pa6OT‘II/IKOM JICKAPCTBCHHOTO CPCACTBA IJIaHY C BCACHUCM
IMPOTOKOJIA 3TOr0 UCCIICAOBAHUA N COCTABIICHUCM OTUYCTA, B KOTOPOM COACPIKATCA PC3yJIbTAaThbl 3TOI'O
HCCIICAOBAHUA W 3aKIOYCHHC O BO3MOXHOCTH IIPOBCACHUA KIMHHUYCCKOIO HCCIICIOBAHUA
JICKApPCTBCHHOTO Ipriapara JJIsd MCAUITUHCKOI0 IPUMCHCHUS.

5. IIpoBeneHune mMpoBepoK COOIOACHUS IPABUII HaJUIeXkKalllel 1JabopaTOpHON MPAKTUKU U IPAaBOBBIX
HOPM HCIIOJIb30BaHMsl KUBOTHBIX MPU NMPOBEACHNUN TOKIMHUYECKUX UCCIIEI0BAaHUM JIEKAPCTBEHHBIX
CPEICTB Ul MEIULUHCKOTO MPUMEHEHUS OCYLIECTBISIETCS YIMOJHOMOYEHHBIM (herepasbHbIM
OpraHOM HCHOJHMUTENbHOM BiacTu. (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

6. Pe3ynbTaThl JAOKIMHUYECKOTO HCCIIEIOBAHUS JICKAPCTBEHHOI'O CPEJCTBA Ul MEIUIMHCKOTIO
NPUMEHEHHUS MOTYyT ObITh MpEACTAaBIEHbl B  YIOJHOMOYEHHBIH (efepanbHbIi  OpraH
UCTIOJIHUTENIBHOW BJIACTM B YCTaHOBJIEHHOM TMOPSJKE B ILEIAX PETUCTPALMM JIEKAPCTBEHHOTO
npenapara. (B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-P3)

Crarps 12. JlokJIMHAYeCKOE UCCIe0BAHME JIEKAPCTBEHHOI0 CPEACTBA
U KJIMHUYECKOe UCCJIeJOBAHUE JIEKAPCTBEHHOI0 Npenapara aJis
BETEPUHAPHOT0 IPUMEHEHUSA

1. I[OKJ'II/IHI/ILICCKOC HUCCIICAOBAHUC JICKAPCTBCHHOI'O CPEACTBA IJId BCTCPHUHAPHOI'O0 IPUMCHCHUSA
MMPOBOAUTCA NIYTEM NPUMCHCHHA HAYYHBIX MCTOAOB OLCHOK B HCIIAX IMOJIYUYCHHSA OOKA3aTCIIbCTB
6C3OHaCHOCTI/I, KadeCTBa U B(I)(I)CKTI/IBHOCTI/I JICKAPCTBCHHOT'O CPCACTBA, B TOM YHCJIC ONPCACICHUA
CpoOKa €ro BeIBEACHHUA N3 OpraHu3Ma >XKUBOTHOTO, B LCIIAX obOecreyeHnss 0E€30aCHOCTU IpoaAyKIHNHU
JKUBOTHOT'O TPOUCXOKACHUS TTOCIIC NIPUMCHCHUA COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O IIpCIiapara.

2. JIOKNMHHMYECKOE HCCIEIOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHHMYECKOE HCCIIECIOBAHUE
JIEKapCTBEHHOTI'O IpernapaTa JJis BETepUHAPHOTO IPUMEHEHHUS, HCCieI0BaHE OMO3KBUBATICHTHOCTH
YKa3aHHOI'O JIEKapCTBEHHOI'O IIpernapaTa MpPOBOIATCS B COOTBETCTBMM € INpaBoM EBpasuiickoro
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SKOHOMHYECKOTO coto3a. (B pen. denepanpHoro 3akona ot 31.07.2025 N 304-D3)

3. JIOKJIIMHHYECKOE MCCIENOBAaHUE JICKaPCTBEHHOIO CPEICTBA M KIMHUYECKOE MCCIENOBaHUE
JIEKApCTBEHHOI'0 IIpemnapara i BETEPUHAPHOIO INPUMEHEHHs MPOBOMATCA IO YTBEPKICHHOMY
pa3paboTYUKOM JIEKAPCTBEHHOI'O CPE/ICTBA IUIaHY C BEJICHHEM IPOTOKOJIOB 3THX HCCIIECAOBAHUMN U
COCTABJICHUEM OTUYETOB, B KOTOPBIX COAEPIKATCS PE3YJIbTaThl 3TUX UCCIICIOBAHUMN.

4. Jlna OpraHu3aliiyd U IPOBEICHHS JOKIMHUYECKOTO MCCIECNOBAHMs JEKapCTBEHHOIO CPENCTBA U
KJIIMHAYECKOr0 MCCIIEIOBAHUs JIEKapCTBEHHOI'O IIpenapara il BETEPUHAPHOIO IPUMEHEHUS
pa3paboT4YMK  JIEKApCTBEHHOTO  CPEJICTBA MOXKET IPHUBJIEKATh  OpraHU3allld, HMEIoLIHe
HEOOXOIMMYI0O MaTepUaTbHO-TEXHUYECKYI0 0a3y ¥ KBaIM(DUUIMPOBAHHBIX CIEIUAIUCTOB B
COOTBETCTBYIOLIEH 00JaCTH UCCIIeI0BaHHUS.

5. Knuanueckue HUCCICaA0BaHUs JICKAPCTBCHHBIX IIPCIapaTroB i1 BETCPUHAPHOI'O IPHUMCHCHHSA
MMPOBOAATCA B BCTCPUHAPHBIX OPraHU3alMgX W B OpraHU3aluax, OCYHICCTBIIAIONIHUX PA3BCACHUC,
BbIpalllUBAHUEC U COACPKAHNC )KUBOTHBIX, B ICJIAX:

1) ycraHOBIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MIPENAPATOB 3/10POBbIMH KUBOTHBIMU;

2) mnoxbopa ONTHUMAJbHBIX JO3UPOBOK JIEKAPCTBEHHBIX IIpeHapaToB M Kypca JICYEHUs Ha
KOHKPETHOM I'pYIIE )KUBOTHBIX C ONPE/IETICHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHus 6e30macHOCTH M 3P PEKTUBHOCTH JIEKAPCTBEHHOTO TpenapaTra, MpeIHa3HaueHHOTO
JUId JICYEHUS OIPENETICHHBIX 3a00J€BaHUN >KUBOTHBIX, WJIM 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara Juist Ipo(UIaKTUKA 3a001€BaHNH 3T0POBBIX JKUBOTHBIX;

4) wu3yuyeHHs BO3MOYKHOCTEHW pacIIMpEeHHs] IOKa3aHUM K IPUMEHEHUIO 3aperucTpUpPOBAaHHOIO
JIEKapCTBEHHOTO Mpernapara U BbISBICHUS paHee HEN3BECTHBIX MOOOUHBIX JIEHCTBUH.

6. Knunudeckoe uccienoBaHUe JIEKAPCTBEHHOTO Ipenapara i BETEPUHAPHOTO NPUMEHEHUs
OCYILECTBIISICTCS 3 CUET CPEACTB Pa3pabOTUMKa JIEKAPCTBEHHOT'O CPEICTBA.

7. OTtyeTel 0 pe3yjibTartax JOKIIMHUYCCKOI'0 HCCICHAOBAHUA JICKAPCTBCHHOI'O CpCACTBA U
KIIMHUYCCKOro HCCICAOBAHUA JICKAPCTBCHHOI'O Ipfcrapara IJd BETCPUHAPHOI'O IMMPUMCHCHUA
COCTaBJIAKOTCA p33p8.60T‘lI/IKOM JICKAPCTBCHHOI'O CPEACTBA C YUYCTOM 3aKJII0YCHUM Opl"aHI/I3aI_II/II71,
MNPUHHUMABIINX YYAaCTHEC B OpraHU3alu U NPOBCACHUU 3THUX I/ICCJ'IGI[OBaHI/II\/'I.

8. KOHTpOHL 3a IIPOBCACHUCM JOKIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ JICKApCTBCHHBIX CpPCACTB U
KIMHHUYCCKHUX I/ICCJ'IGI[OBaHI/Iﬁ JICKAPCTBCHHLIX MIpCrapaTtoB I BETCPHUHAPHOIO0 MPHUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM cbe):(epaanHM OopraHomM HCIIOJIHUTEILHOHN BIACTH.

I'nasa 6. OCYIIECTBJIEHUE 'OCYJAPCTBEHHOM
PET'UCTPAIIUU, PETUCTPAIIUUN JIEKAPCTBEHHBIX
INPEITAPATOB (B pea. ®eaepaibHoro 3akona ot 30.01.2024 N 1-®3)

Crarba 13. I'ocynapcTBeHHasi perucTpanus, perucTpanus
JIEKAPCTBEHHBIX NpenaparTos (B pea. PeaepajbHbIX 3aKOHOB 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015), o1 30.01.2024 N 1-D3)

1. B Poccuiickoit ®enepanuu AOMYCKaIOTCA MPOU3BOJICTBO, XpaHEHHE, IEPEBO3Ka, BBO3 B
Poccniickyro ®enepauuto, BbiB03 u3 Poccuiickoi ®enepauuu, pekiaMa, OTIYCK, pead3anus,
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nepeiada, TNPUMEHEHHE  JIGKAPCTBEHHBIX  MPENapaTroB, €CIM OHH  3aperHCTPUPOBAHEI
YIOJTHOMOYEHHBIM (heJiepaTbHbIM OPTaHOM HCIOJHUTEIIBHON BJIACTH B COOTBETCTBUU C HACTOSIIIHM
®denepanbHBIM 3aKOHOM JIHOO B COOTBETCTBHM C aKTaMH, COCTaBJSIOMUME TpaBo Coro3a. (B pen.
®epnepanbHbix 3ak0HOB OT 13.07.2015 N 241-03, ot 30.01.2024 N 1-03)

2. I'ocynapcTBEHHOM perucTpanuy MoJyiexar:

1) Bce nekapCTBEHHbIE Mperaparbl, BIEpPBble MOAJEKAIUE BBOLY B oOpamienue B Poccuiickoit
®denepaunu;

2) JeKapCTBEHHBIE Ipenaparbl, 3apErUCTPUPOBAHHBIE paHEE, HO IPOU3BEACHHBIE B JAPYTUX
JEKapCTBEHHbIX (OPMAX B COOTBETCTBUHM C IEPEYHEM HAMMEHOBAHMUH JIEKapCTBEHHBIX (OpM, B
HOBOH JTO3UPOBKE MPH JI0KA3aTEIHCTBE €€ KIMHUYECKON 3HAYMMOCTH U 3()(HEeKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPEMapaToOB.

3. l'ocymapcTBeHHasi perucTpanus JeKapCTBEHHBIX IMPENapaToB OCYIIECTBISIETCS MO pe3ybTaTaM
AKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB. (B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4. T'ocynapcTBeHHas perucTpalus JEKapcTBEHHOIO Mpenapara OCyIeCTBIIAETCS COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM HCIIOJTHUTEIBHOM BIIACTH B CPOK, HE TIPEBBIMIAIOIINN CTa
HIECTUIECATH pabouux IHEH €O JHS NPUHATHA 3a8BICHHUS O TOCYAApCTBEHHOW perucTpanuu
JIEKapCTBEHHOI'0 IpernapaTa A MEJUIMHCKOTrO MPUMEHEHUS, U B CPOK, HE IPEBBILIAIOLINI CTa
BOCBMU pPabO4YMX JHEH CO JHA [PUHATHS 3asBJIEHUS O TOCYAApCTBEHHOM perucrpanuu
JIEKapCTBEHHOI'0 IIpernapara JUisi BETEpMHAPHOIO NPUMEHEHHs. B yKazaHHBIM CpOK BKIIOYAeTCs
BpeMs, HEOOXOIuMOe MJisi MOBTOPHOI'O MPOBENEHHUS SKCIEPTU3bl JIEKAPCTBEHHOI'O CpEACTBA B
COOTBETCTBUU €O crTaThed 25 Hacrosmero PenepanbHoro 3akoHa. Cpok rocygapCTBEHHOM
PETUCTPALIMK JIEKAPCTBEHHOI'O IIpernapaTa HCYMCISAETCS €O JHS MPHUHATHS COOTBETCTBYIOIIMM
YIOJHOMOYEHHBIM (pe/IepalIbHbIM OPraHOM MCIIOIHUTEIBHON BJIACTH COOTBETCTBYIOIIETO 3asIBICHUS
0 TOCYJapCTBEHHON pErucTpaliy JEKapCTBEHHOTO Ipernapara C MPUIIOKEHHEM HEOOXOJUMBIX
JOKYMEHTOB 10 JI€Hb BbIIAYU PETUCTPALIMOHHOTO YIOCTOBEPEHHS JIEKApCTBEHHOIO Ipernapara.
Bpems, HeoOXxonumoe i HANpaBiICHHUsS  YINOJIHOMOYEHHBIM  (elepalbHbIM  OpraHoM
MCIIOJTHUTENIbHOM BJIACTH 3alpoca O MPEeJICTaBICHUH HEOOXOAMMBIX MaTepHalloB U MpPEICTaBICHUS
3asiBUTEJIEM OTBETa HA JAHHBIA 3alpOC B COOTBETCTBHM CO cTaThsiMu 16, 19 m 23 HacTodmero
®enepalibHOTO 3aKOHA, HE YUWUTBHIBAETCS MPU HCUMCICHUM CPOKa IOCYAApCTBEHHOM pEerucTpaluu
JeKapcTBeHHOTro mnpemnapara. (B pea. deaepanbhbix 3akoHoB oT 30.01.2024 N 1-®3, ot 31.07.2025
N 304-D3)

5. T'ocynapCTBEHHOW perucTpanuy He MOAJIeKAT:

1) nexkapcTBeHHBIE Npemaparbl, W3TOTOBJICHHBIE AaNTEYHBIMU OpPraHU3aALUSIMHU, BETEPUHAPHBIMHU
AIITCYHBIMHU opraHu3anusiMu, WHAUBUAYaJIbHBIMU nNpeaANpUHUMATCIIAMU, KOTOPEIC NMCHOT
JTUIEH3UI0 Ha (DapMarleBTHYECKYI0 AESTeNbHOCTh, M0 pellenTaM Ha JICKApCTBEHHBIC Mpernaparhl U
TpeOOBaHUSAM MEIULHWHCKUX OpraHu3alliid, BeTEpUHAPHBIX OpraHu3aluid WIK OpraHU3aIUi
(MHIMBUYanbHBIX TpPEANpPUHUMATENCH), OCYIIECTBISIONIMX pa3BelCHUE, BBIPAIIMBAHUE U
coJiepaHue KUBOTHBIX; (B pen. DeaepanbHoro 3akoHa oT 30.12.2021 N 463-D3)

2) neKapCTBEHHBIE TperapaThl, MpuoOpeTeHHbIe (PU3NUESCKIUMU JINIIAaMU 3a TpeaernamMu Poccuiickoi
denepauny U NpeaHa3HAYCHHBIE JIs1 IMYHOTO MCIOJIb30BAHUS;

3) nekapcTBEHHBIE TIpenaparThl, BBo3uMble B Poccuiickyro deneparuio Ajig oOKa3aHusl METUIIMHCKOM
IIOMOLIM IO JKU3HEHHBIM ITOKA3aHUSM KOHKPETHOTO NAMEHTAa HAa OCHOBAHUHU pa3pelICHUs,
BBIJIaHHOTO YIIOJIHOMOYEHHBIM (heZiepaabHbIM OPraHOM UCHIOTHUTENLHOM BIACTH;
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4) nexapCTBEHHBIC CpeNCTBa, BBO3MMBIC B Poccuiickyro denmeparuio Ha OCHOBAaHWM BBIJAHHOTO
YHOJHOMOYCHHBIM (I)ez[epaanHM OopraHomM HWCITIOTHUTEIbHOMN BJIaCTHU paspCuiCHuAd n
npelHa3HaYeHHbIE ISl MPOBEACHUS KIMHUYECKHX MCCIEAOBAHUN JIEKapCTBEHHBIX IPENapaToB U
(um) TpoBENEHUSl 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB ISl OCYIIECTBIEHHUS IOCYAApCTBEHHOU
pEerucTpalny JeKapCTBEHHBIX MIPEnapaTos;

5) dbapmanieBTHUECKHE CyOCTaHIINM;

6) panrodapManeBTUYECKUE JICKAPCTBEHHBIC IIperaparbl, M3rOTOBJICHHBIC HETMOCPEICTBEHHO B
MEAMIMHCKUX OpraHu3alusiX B IMOPSJKEe, YCTAHOBJIEHHOM YIIOJHOMOYEHHBIM (eaepaabHbIM
OPraHOM MCIOJIHUTEIBbHOMN BIIACTH;

7) eKapCTBEHHBIE IIpenapaThl, IPOU3BOAUMBIE J1JIsl IKCIIOPTA;

8) OMOTEXHOJIOTMYECKHE JIEKAPCTBEHHBIE IIperaparhl, NpeJHA3HAYCHHbIE [UId MPUMEHEHHs B
COOTBETCTBUM C MHAMBUAYAJIbHBIM MEIULIUHCKUM HAa3HAYEHUEM U CIELUAIBHO U3TOTOBICHHBIE IS
KOHKPETHOI'O MAalMEHTa HENOCPEACTBEHHO B MEIULIMHCKON OpPraHU3alluU, B KOTOPOW IIPUMEHSAETCS
TaKOM OMOTEXHOJOTMYECKHH JIEKapCTBEHHBIN Ipenapar, UMEIIIUE B CBOEM COCTABE COEJUHEHMS,
CHUHTE3UPOBAHHBIE IO PE3yJbTaTaM TEHETUYECKUX HCCIECJOBAaHMM MaTepuana, IOJyYE€HHOTO OT
NalMeHTa, Ui KOTOPOTO M3TOTOBJICH TaKOW OMOTEXHOJOTHYECKMH JIEKapCTBEHHBIN Ipemnapar.
IlepeueHp MEIMIMHCKMX OpraHM3alMii, MMEIOLIUX IPaBO M3TrOTABJIMBATH U IPUMEHATH TaKHE
OMOTEXHOJIOIMYECKHUE JIEKapCTBEHHbIE IpenapaThl, yTBepxaaerca [lpaBurtensctBoM Poccuiickoii
®enepanun. PazpenieHre Ha IpUMEHEHNE TaKUX OMOTEXHOJOIMUECKUX JIEKAPCTBEHHBIX MPEenapaToB
BbIIaE€TCS YIOJIHOMOYEHHBIM (peepaIbHBIM OpPraHOM HCIOJHUTENILHOM BIIAaCTU B MOPAJIKE,
ycranaBnuBaeMoM IlpaButensctBoM Poccuiickoii ®@enepauuu. Ilopsimox obpaiieHus Takux
OMOTEXHOJOIMYECKUX JIEKApCTBEHHBIX IIpENapaToB, BKJIKOYAs MOPSAOK MX H3TOTOBJIECHMUS,
NPOBEIECHUS HKCHEPTH3bl, OCYILECTBIECHUS KOHTPOJS KadyecTBa TaKMX OHOTEXHOJOTHUECKUX
JIEKAPCTBEHHBIX IIPENapaToB, NMPUMEHEHHs, XPAHEHMs, TPAaHCHOPTUPOBKH M YTUIM3ALMHM TaKHX
OMOTEXHOJOTMYECKUX  JIEKAPCTBEHHBIX  NpemapaToB, a Takke TpeOOBaHMA K  TaKUM
OMOTEXHOJIOTMYECKUM JIEKapCTBEHHBIM IpernaparaM W  MEAMIMHCKUM  OpraHu3alusM, UuX
U3rOTaBIUBAIOIIMM M  NPUMEHSIOIUM, YycraHaBiuBaroTca [IpaBurensctBom — Poccuiickoit
®enepanuu. (B pen. PenepanpHoro 3akoHa oT 30.01.2024 N 1-P3)

5.1. 3asBieHue 0 perucTpaiy BOCIPOU3BEIE€HHOI0 JIEKAPCTBEHHOIO MIpenapaTa Jiisl MEIULUHCKOTO
MPUMEHEHUS MOXET OBbITh MOJAaHO B YIMOJHOMOYEHHBIN (eaepanbHbI OpraH HCHOTHUTEIbHOM
BJIACTH, OCYILECTBISIOMIMN TOCYJIAPCTBEHHYIO PETHCTPALMIO JIEKAPCTBEHHBIX IMPENapaToB, IO
HCTEUYEHUHU YEThIPEX JIET C JaThl TOCYAapCTBEHHONW PETUCTPAIMH WU PETUCTpAluu pedepeHTHOTO
JIEKapCTBEHHOTO Tpernapara Jjisi MEAUIMHCKOro mpuMeHeHus B Poccuiickoit deneparnuu. (B pe.
®epnepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

5.2. 3agBieHue o perucrpanuu OuoaHamoroBoro (OMONOAOOHOI0) JIEKAPCTBEHHOIO Ipernapara
(Omoanasiora) JuUIs MEAMIMHCKOTO MPUMEHEHHS MOXET OBITh MOJaHO B YIOJHOMOUYEHHBIN
benepanbHbIN OpraH UCHOJIHUTEIBFHOM BIACTH, OCYIIECTBISIONIUI FOCY1apCTBEHHYIO PETUCTPALIUIO
JIEKapCTBEHHBIX MpEnapaToB JUIsi MEIUIUHCKOIO NMPUMEHEHUS, MO0 HCTEYEHUH TpeX JeT C AaThl
rOCYy/IapCTBEHHOW PETUCTPALMK WIM PETUCTPAUU PePEepEeHTHOro JIEKapCTBEHHOI'O Ipernapara B
Poccwuiickoit @enepanuu. (B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5.3. He pomyckaeTcst HCHOJBb30BAaHHWE B KOMMEPUECKHX LENAX HH(POpMAMM O pe3ysibTaTax
JOKJIMHUYECKUX HCCIEIOBAaHUM JIEKAPCTBEHHBIX CPEACTB U  KIMHUYECKUX HCCIIEOBaHUM
JIEKapCTBEHHBIX IPENapaToB A MEAULMHCKOTO NPUMEHEHMS, MPEACTABICHHOW 3asBUTENIEM IS
roCyJJapCTBEHHON PErMCTpaly I PErucTpaliy JIEKapCTBEHHOro IpenapaTa, 0e3 ero coryiacus B
TEUYEHUE IIECTH JIET C JaThl T'OCYJApCTBEHHOM PETUCTpPAllMM WM PETHCTpaluu peepeHTHOro
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JeKapcTBeHHOro mpenapara B Poccuiickoit ®enepamuu. (B pen. denmepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

6. He nomyckaercs rocy1apcTBEHHasi pErucTparys:

1) JICKApCTBCHHBIX IIPCIapaToB, OTIWMYAKOIIHUXCA AOPpyr OT Jpyra Kad€CTBCHHBIM COCTaBOM
I[GI‘/JICTBYIOH_II/IX BCIICCTB, 104 OAMHAKOBBIM TOPTOBBIM HAMMCHOBAHUCM;

2) OAHOrO JIEKAPCTBEHHOr'O Iperapara, MPeACTaBIEHHOTO0 Ha TOCYJAapCTBEHHYIO PErMCTpaliio B
OTHOIIEHMHU OJHOTO M TOTO € JIepKaTeisi WM Biajesblla PEerucTPalMOHHOTO YJIOCTOBEPEHHUS
JICKapCTBEHHOTO TIpernapara B BHJE JABYX U 0OJee JICKQpPCTBEHHBIX NPENapaToB MOJ Pa3TuYHBIMU
TOProBbIMU HauMeHOBaHUsSIMHU. (B pe. DenepanpHoro 3akona ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy B 0dieKTpoHHOH (opme cyObekTa oOpalieHus JEeKapCTBEHHBIX CPEICTB
COOTBETCTBYIOIIUM  YIOJHOMOYEHHBIM  (pe/lepalbHbIM OpPraHOM  HCIIOJIHUTENBHOW — BIIACTH,
OCYLIECTBIISIIOIMM  TOCYAApCTBEHHYIO  PETUCTPALMI0  JIEKApCTBEHHBIX  IpenaparoB, B
YCTQHOBJIEHHOM UM IOpsIKE OCYIIECTBISETCS HAay4YHOE KOHCYJIbTHPOBAHUE IO BOIPOCAM,
CBA3aHHBIM C [POBEJIEHUEM JOKIMHUYECKUX MCCIENOBAaHUM, KIMHUYECKUX HCCIIEIOBaHUM
JIEKapCTBEHHBIX IPENapaToB, 3KCIEPTU3bl KaYecTBa JIEKApPCTBEHHBIX CPEICTB, 3(PPEKTUBHOCTH U
0€30MaCHOCTH, C OCYIIECTBICHUEM TOCYIAapCTBEHHON PErucTpalyy JIEKAPCTBEHHBIX IPEnapaToB.
KoHcynbTupoBaHue OCyLIECTBISETCS C  IpUBJIEYEHHEM (elepaibHbIX  OCyIapCTBEHHBIX
OIO/KETHBIX YUPEXKJICHUH, OIBEOMCTBEHHBIX JTaHHOMY (hefepalbHOMY OpraHy HCIIOJHUTEILHON
BJACTH W HE YyYaCTBYIOIIUMX B OPraHU3alMU IPOBEIEHUS SKCHEPTU3bl KAauecTBa JIEKAPCTBEHHBIX
CPEJCTB B LEJSIX OCYLIECTBIICHUS X IOCYJapCTBEHHON PETUCTPallMi B COOTBETCTBUH CO cTaTheil 16
Hacrosiero denepaibHOro 3aKoHAa, B BHUJE OTBETa B IMUCBMEHHOH (opMe YIOJTHOMOUYEHHOIO
(denepanbHOro OpraHa UCIOJIHUTEILHON BJIACTU Ha 3amnpoc. PazMep B3uMaeMol ¢ 3asBUTENS IL1aThl
oTpesieNIeTcsl B COOTBETCTBHM C 3aKOHOAaTenbcTBOM Poccuiickoit dexepaunu 006 opraHuzanuu
MIPEIOCTABIIEHUSI TOCY/IapCTBEHHBIX M MYHUIMNAIbHBIX yciyr. MHdopmanus o6 ocyiiecTBieHUH
HAYy4YHOT'O KOHCYJITUPOBAHHS, B TOM YHCIE CTaTbH, 0030pbl, CIPAaBOYHbIE MaTepHalbl U HHas
uH(popMalusg 00 OCyIIECTBICHUH HAyYHOI'O KOHCYJIbTHPOBAaHMS, pazMeniaercsd Ha o(uIHaIbHOM
caiiTe yNOJIHOMOYEHHOro (e/iepalbHOr0 OpraHa MCIOJHUTENBbHOW BilacTu B cetu "MHTepHetr" ¢
cOOIOZICHUEM OTpPaHUYEHUM, YCTAaHOBJIEHHBIX 3aKOHOJATEIbCTBOM O NEPCOHAJIBHBIX JaHHBIX,
KOMMEpUYECKOM M (WiIM) rocyJapcTBeHHOH TaiiHe. (B pea. PenepanbHoro 3akoHa oT 30.01.2024 N
1-®3)

8. T'ocymapcTBeHHas perucrpainusi JE€KapCTBEHHBIX IIPErnapaToB, KOTOpbIE NpeIHa3HA4YeHbl s
IIPUMEHEHUs B YCIOBHUAX BOCHHBIX JECWCTBUM, YPE3BBIYAWHBIX CHUTYalUH, MPEAyNpPExRICHUSL
Ype3BhIYAIHBIX CUTYallUW, MPOPUIAKTUKHN U JieUeHusl 3a00JIeBaHUM, MPECTABISIONIUX OMACHOCTb
JUIA  OKpYXAaloIuX, 3a00J€BaHUA W TMOPAXKEHUH, TIOJYyYEHHBIX B pE3yJlbTaTe BO3ACHCTBUS
HEOJMAroNMpHUsITHBIX ~XUMHYECKHUX, OHOJIOTUYECKUX, pPAJUAIUOHHBIX (AKTOPOB, M KOTOpHIE
pa3paboTaHbl B TOM 4YHCIE MO 33JaHUI0 (eaepalbHbIX OpPraHOB HCIOJIHUTENIBHOM BIIACTH,
YIOJHOMOYEHHBIX B o00JacTd OOOpOHBI CTpaHbl U OE30MACHOCTH TOCYNapCcTBa, a TaKxke
JIEKapCTBEHHBIX CPEJCTB B CiIydae UX Je(eKTyphl UM PUCKAa BOZHUKHOBEHUS Je(PEKTYpPhI B CBA3HU C
BBeJeHHEM B oTHomeHnn Poccuiickori ®Denepanyiu OrpaHUYUTENBHBIX MEP SKOHOMHYECKOIO
XapakTepa OCYyILIECTBIISIETCS B IOPsiAKe, ycTaHOBIEHHOM IIpaBurensctBoM Poccutickoit denepanuu.
(B pea. @enepanbHbix 3aKk0HOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-P3)

Crarbs 14. IIpMHIUIIBI 3KCIIEPTU3BI JIEKAPCTBEHHBIX CPeACTB (B pel.
denepaabHOro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))
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1. DkcnepTu3a JIEKapCTBEHHBIX CPEACTB OCHOBBIBAETCS HA MPHUHIIMIAX 3aKOHHOCTH, COOJIIOJIEHUS
npaB U CBOOOJ| 4YeJOBEKa U Tpa)xJAaHUHA, MPaB IOPUIUYECKOrO JIMIIA, HE3aBUCHUMOCTU JKCIIEPTa,
O0BEKTUBHOCTH, BCECTOPOHHOCTH M MOJHOTHI HCCIIEJOBAHHUM, MPOBOJUMBIX C HCIOJIb30BAaHHEM
COBPEMEHHBIX JIOCTHIKCHUH HAYKHU M TEXHHUKH, OTBETCTBEHHOCTH (DeepaabHOr0 TOCyAapCTBEHHOTO
OIOPKETHOTO YUPEKIEHUS IO MPOBEICHUIO SKCIEPTU3bI JEKAPCTBEHHBIX CPEACTB U SKCIEPTOB 3a
MIPOBEICHUE U KAYECTBO IKCIIEPTHU3HI.

2. DKcnepTu3a JeKapCTBEHHBIX MIPENapaToB ISl MEAULIMHCKOTO IPUMEHEHHS BKIIIOYAET B ceOsl:

1) skcmepTU3y AOKYMEHTOB, NMPEACTABICHHBIX JI OMNpElelIeHHUs] BO3MOXKHOCTU paccMaTpuBaTh
JICKapCTBEHHBIN Mpenapar A1k MEAUIIMHCKOTO MPUMEHEHHSI B KaueCTBE Op(haHHOTO JIEKAPCTBEHHOTO
npenapara; (B pea. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

2) SKCHepTU3y MPEIOKEHHBIX METOJO0B KOHTPOJISI KayecTBa JIEKAPCTBEHHOTO CPEICTBA U (WJIM)
KayecTBa MPEACTAaBIECHHBIX 00pa3L0B JIEKAPCTBEHHOI'O0 CPEACTBA C MCIOJIb30BAaHUEM ITUX METOJIOB
(mamee - fKcmepTH3a KayecTBa JIEKAPCTBEHHOTO cpeacTBa); (B pen. demepambHOro 3akoHa OT
30.01.2024 N 1-®3)

3) oKcmepTH3y OTHOIICHHSI OXHIACMOH TONb3bl K BO3MOXXHOMY PHUCKY TNPUMCHEHUS
JIEKapCTBEHHOTO Mpernapara;

4) sKCHepTU3y PETUCTPAIMOHHOTO JOChE Ha JICKAPCTBEHHBIN IMpernapaT B ULEIAX OMNpeIeTeHUs
B3aMMO3aMCHSEMOCTH JICKAPCTBEHHBIX MPENapaToB Uil MEAMLIUHCKOTO NpPUMEHEHHA. (B pel.
®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

3. 9KCHepTI/ISa JICKAPCTBCHHLIX IIPCIIApaTOB I BCTCPUHAPHOI'O IPUMCHCHHA BKIIIOYACT B cebs
9KCIICPTUIY Ka4Y€CTBA JICKAPCTBCHHOTO CPCACTBA U SKCIICPTHU3Y OTHOILICHHA 0KHIAaCMOM IIOJIB3BI K
BO3MOXHOMY PUCKY ITPUMCHCHHS JICKAPCTBCHHOI'O IIpCIIapara.

Cratps 15. @eaepanabHoe rocy1apcTBeHHOE OKOIKETHOE YUpPeKACHUe
10 MPOBEACHUIO IKCNEPTHU3HI JIEKAPCTBEHHBIX CPEIACTB

DKcrepTu3a JeKapCTBEHHBIX CPEICTB MPOBOIUTCS (enepalbHbIM TOCYAapCTBEHHBIM OIOIKETHBIM
YUPEKJACHUEM COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (eepaJIbHOr0 OpraHa HCIOJHHUTEIBHOM
BJIACTH, CO3JIAaHHBIM JJIsi 0OeclieYeHHs] CTIONHEHHs MOIHOMOYHI 3TOro (perepaabHOro opraHa mo
BbIJJa4ye pa3p€1H€HHI>i Ha MPOBCACHUC KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ JICKAPCTBCHHBIX NPCapaToB U
(unM) MO TOCYAAapCTBEHHOW perucTpanuu (perucTpaluy) JEKapCTBEHHBIX MpermapaToB (manee -
AKCIIEpTHOE yupexaeHue). (B pen. @eaepanpaoro 3akoHa ot 30.01.2024 N 1-D3)

Cratbsa 16. Opranusanusi npoBeaeHusi IKCMEPTU3bI JIEKAPCTBEHHBIX
cpeacts (B pea. ®enepanabHoro 3akoHa ot 22.12.2014 N 429-d3 (pen.
ot 13.07.2015))

1. DOkxcmeprusa JEKapCTBEHHBIX CpPEICTB IPOBOJUTCS KOMHUCCHEM OKCIEPTOB HIKCIEPTHOIO
YUpEXKICHUS, HA3HAYEHHOM €ro pyKOBOAMUTEIEM, Ha OCHOBAHMM 33JaHUs Ha IIPOBEJICHHE
HKCHEPTHU3bl JIEKAPCTBEHHOT'O CPEJCTBA, BBIAAHHOTO YIIOJHOMOYEHHBIM (heepalbHbIM OpraHoM
UCTIOJIHUTENIBHOW BJACTH. PyKOBOAMTENb SKCHEPTHOrO YUpPEXKJIEHHsI OOeCIeunBaeT HaJJekalee
IIPOBEICHUE DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM C 3aJaHUEM, BBIJAHHBIM
YIOJHOMOYEHHBIM (peliepanbHbIM OPraHOM MCIOJHUTEIBHON BIAcCTH, U OPraHU3yeT MOATOTOBKY
CBOJHOI'O 3aKJIOYEHHUs HTOW KOMHCCHM. B cOCTaB 3TOM KOMHCCUU IO PELICHHUIO PYyKOBOIUTEIIA
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9KCIIEPTHOIO YUPEKJIEHUS MOTYT ObITh BKJIIOYEHBI B KaUeCTBE HKCIIEPTOB JIMIIA, HE paboTaroniye B
JTAHHOM JKCIIEPTHOM YUPEXKICHUU, €CJIM UX CIEeUUATbHBIC 3HAHUS HEOOXOJMMBI ISl MPOBEACHUS
9KCIIEPTHU3BI U TAKUE DKCIEPTHI OTCYTCTBYIOT B IaHHOM 3KCIIEPTHOM yUPEKICHUH.

2. DKCIEpTOM MO TPOBEACHUIO 3KCIIEPTH3bI JIEKAPCTBEHHBIX CPEICTB SIBISICTCS aTTECTOBAHHBIN
pabOTHUK AKCIEPTHOTO YUPEKIACHHSI, KOTOPBIH MMEET BhICIIeEe MEAMIIMHCKOE, (hapMalleBTHYECKOE,
OHMOJIOTHYECKOe, BETEPUHAPHOE WM XHUMHYECKOE OOpa3oBaHHE U TIPOBOJHUT OIKCHEPTH3Y
JICKaPCTBEHHBIX CPEJICTB B MOPSIKE HCIIOJHEHHUS CBOMX JOJDKHOCTHBIX OOS3aHHOCTEH (manee -
JKCTEPT).

3. HpI/I MPOBCACHUHN JKCICPTHU3bI JICKAPCTBCHHBIX CPCACTB I3KCICPT HC MOKCT HAXOIUTLCA B
KaKo#-1100 3aBUCHMOCTH OT Jina, HA3HAYUBUICT'O 3TY 3KCIICPTU3Y, pa3pa60TqI/H<a JICKapCTBCHHOI'O
CpeacTBa UM APYIUX 3aMHTCPCCOBAHHBIX B PC3YyJIbTaTaX SKCIICPTUI3LI JIMII.

Honosxcenun vacmu 4 cmamou 16 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU 20CYO0apCmEeHHOU
UHGOpMayUOHHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnoit cucmemsl ""EOounsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynkuyuir)", npumenaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoeg 014 MeOUUUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeeHHoll
pecucmpayuu, Ha OYMa3cHOM HOcumee u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCMO08EPEHUTL
JIeKapcmeeHHbIX NPenapamos 0na Meouyunckozo npumenenus c 01.01.2025 ne evioaromes.
Cyovexkmy odpawenusn 1eKapCcmeeHHbIX CPeOCme 0 MeOUYUHCKO20 NPUMEHEHUA RPU €20
odpauieHuu 6 ynoa1HOMO4YEHHBLIL (hedepanbHblil OP2an UCNOTHUMETbHOU 611aCmU 34 6bl0ayell
YKA3aHH020 0yOIUKAmMa HANPAaeIAemcs 6bINUCKA U3 20CY0APCMEEHHO20 peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YROJTIHOMOUEHHOZ0 (hedepatbHo20 Op2ana UCHOIHUMETbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Ilonoscenua wacmu 4 cmamou 16 (¢ peo. @edepanvnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIxX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUS ROCPEOCHEOM hedepanvbHoll 20Cy0apCcmeeHHoll
ungpopmayuonnoit cucmemul ""Eounsiit nopman 20cyoapcmeennbvix u MyHUYURAIbHBIX YCI1Y2
(pynkyuir)", npumenaromcea c 01.01.2026. /lyonukamor pecucmpayuoOHHbIX YOOCMOEEPEHU
JIeKapCcmeeHHbIX NPenapamos onsa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromes.
Cyovexkmy odpawienus 1eKapCcmeeHHbIX CPeoCcCme 01 6emePUHaApHo20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaiHoMo4eHHblIl (hedepanbHblil Op2an UCHOTHUMENbHOU 611aCMmU 34 6bl0ayell
YKa3anno20 0yonuKkama Hanpaeisiemcsa 6bINUCKa U3 20Cy0apCcmeennozo peecmpa
JIeKapCmMEeHHbIX CPeOCm8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YNOSTHOMOYECHHO20 (hedepanbHo20 0peana UCHOHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4. Tlpm mnpoBeneHWH OKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB HE JIOMyCKaeTcs HCTpeOoBaHUE
AKCIIEPTOM Yy 3asBUTENS TUOO MHBIX JTUI] MATEPUATIOB, HEOOXOAUMBIX JIJISl IPOBEICHUS SKCIIEPTHU3HBI.
B ciyuae HeOCTaTOUYHOCTH MPEJCTABICHHBIX SKCIEPTY MATEPHAIIOB B JIWYHBIN KaOWHET 3asiBUTEIISI
B €MHON TOCyIapCTBEHHON MH(OPMAIIMOHHON cucTeMe B chepe 3paBooXpaHeHHUsI (aiee - earnHas
CHCTEMa) SKCHEPTHBIM YUPEKJICHHEM HAMpaBIACTCS 3alpoc O TMPEACTABICHUH HEOOXOIUMBIX
MaTepuasoB, MOAMUCAHHBIN PyKOBOAUTEIEM (YITOJIHOMOUYEHHBIM JIUIIOM) SKCIIEPTHOTO YUPEKACHUS
C WCIOJIb30BaHWEM YCWJICHHOW KBaTM(DUIIMPOBAHHOW AJIIEKTPOHHOW moamucH. (B  peql.
®epnepanpHoro 3akoHa ot 30.01.2024 N 1-P3)
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Honosxcenusn uacmu 4.1 cmamou 16 (6 peo. @eoepanvrozo 3axkona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocma 07151 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCMEOM eOUHOU 20CYOapCmEeHHOU
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uaiu) pedepanvHoil 20cyoapcmeeHHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHHblX u MyHUWURATbHBIX YCTY2
(¢pynxyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamos 011 MeOUYUHCKO20 RPUMEHEHU, hoOmeep coaruue haxkm 20cyoapcmeeHH ol
pecucmpayuu, Ha OyMasCHOM HOcumesne u OyoauUKamol pecucmpayuoHHbIX YOOCMO8ePeHUll
JIeKapCmeEeHHbIX NPenapamaos 0aa meOuyunckozo npumernenus ¢ 01.01.2025 ne evioaromces.
Cybovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauienuu 8 ynoa1HOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUDUUUPOBAHHOU IJ1IeKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honoswcenus uacmu 4.1 cmamwu 16 (¢ peo. Deoepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHoz0 NPUMEHEHUS NOCPEOCHEOM (hedepanvbHOIl 20Cy0apCcmeeHHol
ungpopmayuonnoit cucmemol ""EOounsiii nopman 20cyoapcmeeHnbvix u MyHUYUNRAIbHBIX YCIIY2
(¢pynxuuir)", npumenaromces c 01.01.2026. /lyonuxamol pecucmpayuoHHbIX yOOCHOGEPEHU
JIeKapcmeeHHbIX NPenapamos 0nsa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawenus 1eKapCcmeeHHbIX CPeOCme 0l 6emMeEePUHAPHOZ0 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoa1HOMO4YEHHBLIL (hedepanbHblil OpP2an UCNOTHUMETbHOU 611aCMmU 34 6bl0aUell
YKA3aHH020 0yOIUKAmMa HANPAaeIAemcs 6blNUCKA U3 20CY0APCMEEHH020 peecmpa
JIeKApCMEEHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJIEKMPOHHOU
HOORUCHIO YROJTHOMOUEHHO20 TUYA YROJIHOMOUEHHOZ0 (hedepatbHo20 Op2ana UCHOIHUMETbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

4.1. 3asBuTens 00s3aH HANPaBUTh B JIMYHBIA KaOMHET SKCHEPTHOIO YUPEXkKAECHUS B €AMHON cucteme
MOJMUCAHHBIA yYCUJIEHHOW KBIM(DUIMPOBAHHOM JJIEKTPOHHOM TMOJNMCHIO OTBET Ha 3aIpoc
HKCHEPTHOTO YUPEXKACHUS B CPOK, HE NMPEBBIIIAIONINN AeBIHOCTAa pabouuX JTHEH CO THS MOIy4YeHUs
DKCIIEPTHBIM YUPEXKACHUEM IEKTPOHHOIO YBEIOMIICHHS O MOJYyYEHHUH 3asBUTENIEM 3anpoca. Bpems
CO JIHS HaIlpaBJICHUsI SKCIEPTHBIM YUPEKACHUEM B JINUHBIM KaOMHET 3asBUTENSA B €IMHON cUCTEME
3ampoca O MPEACTABICHUU JIONOJHUTEIBHBIX MAaTEpPUAJIOB 10 JIHA HAIPaBJICHUS 3asiBUTEIIEM B
JUYHBIA KaOWHET SKCHEPTHOrO YUPEKICHHUS B €IMHON CHCTEeME OTBETa Ha 3alpoc He yUUTHIBACTCA
IIPU UCYUCIIEHUU CPOKa MPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHOTO cpecTBa. (B pea. deaepanbHOro
3akoHa oT 30.01.2024 N 1-D3)

Honoscenusn wacmu 4.2 cmamou 16 (6 peo. @edepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowjuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHBOM eOUHOIL 20CYO0APCMEEHHOTL
UHGOPpMAUUOHHOU cucmembl 8 chepe 30pasooxpanenusn u (uau) hedepanvbHoil 20CyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromesn c 01.01.2025. Pezcucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, OOmeepicoalouiue haxkm 20cyoapcmeennou
pecucmpayuu, Ha OyMasicHom Hocumee u OyoOaUKamol pe2UcmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKAPCMEEHHBIX NPENnApamoe 01 meOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvioaromcs.
Cybvexkmy odopawienus 1eKapcmeeHHbIX cPeoCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2aH UCNOTHUMETbHOU 611aCMmU 34 6bl0ayell



https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l364
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l335
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l17
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0

YKa3aHH020 0yOauKama Hanpasisaemcs 6bINUCKA U3 20Cy0apCmeeHH020 peecmpa
JIeKApCMEEHHBIX CPeOCH8, NOONUCAHHAA YCUTICHHOU K8ANUPUUUPOBAHHOIL IJ1IeKMPOHHOU
HOORUCHIO YHOSITHOMOUECHHO20 TUUA YHOTTHOMOUCHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenusn wacmu 4.2 cmamou 16 (6 peo. @edepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHU NOCPEOCmEOM (hedepanbHOIl 20Cy0apCmeeHHOu
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHblX u MyHUWUNRATbHBIX YCTY2
(¢pynxyui)", npumenaromcesn c 01.01.2026. /[yonuxameol pecucmpayuoHHbIX YOOCHO6EPEHU
JleKapCmeeHHbIX npenapamoes 0 eemepunaprno2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 013 6emepUHapHo20 NPUMEHEHUS RPU €20
odpauienuu 8 ynoa1HOMO4eHHbLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKa U3 20cy0apCmeennozo peecmpa
JIeKApCmMEEeHHbIX CPeOCH8, NOONUCAHHAA YCUICHHOU K8AUDUUUPOBAHHOU IJIEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.2. Ecnm 3asButenieM B cooTBEeTCTBHM C 4acThio 1.1 cratem 30 wnm uvacteio 2 crarbu 34
HacTosimero  @denepaibHOrO  3aKOHA MPEACTABICHA KONUS  PEIIEHUs  YINOJIHOMOYEHHOTO
(denepanbHOro opraHa MCIIOJIHUTEIbHOW BIACTH O NPOBEACHUM (PapMaleBTUYECKON HHCIEKIMU
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB JUISI MEIULMHCKOTO MPUMEHEHUsT Ha COOTBETCTBHUE
TpeOOBaHUAM MPaBUJI HaAJIEKALIEH MPOU3BOACTBEHHON NPakTUKU EBpa3zniickoro s3KOHOMHUYECKOTO
COI03a, OJKCIepTy A0 O(OpMIIEHUS pe3yNbTaTOB OSKCIEPTH3bl JEKAapCTBEHHOTO CPEICTBA
IPEJICTaBIISIETCS. KONMUSL 3aKIIOYEHUS O COOTBETCTBUM IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPE/ICTB
TpeOOBaHUSM MpaBUJI HaJJIeXkKalleld MPON3BOACTBEHHON MPAKTUKH, BBIJAHHOTO YIOJTHOMOYEHHBIM
denepanbHbIM OpPraHOM HCIOJHUTENIBHON BIACTH, WJIM KOMNMS cepTU(HUKaTa COOTBETCTBUS
MIPOU3BOUTENS JIEKAPCTBEHHBIX CPEACTB AJII MEIUIIMHCKOTO MPUMEHEHHS TPeOOBaHUSM IMPaBUI
HaJJIeXkalled MPOU3BOJACTBEHHON NpakTHKU EBpasuiickoro SKOHOMHMYECKOTO coro3a. (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Ilonoscenua wacmu 4.3 cmamou 16 (¢ ped. @edepanvrozo 3axona om 30.01.2024 N 1-®D3),
Kacarowuecs npedocmagienus 20cy0apCcmeeHHbIX yciye npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 MEOUYUHCKO20 NPUMEHEHUA NOCPEOCHIEOM eOUHOU 20CYOapPCHEEHH O
UHopmayuonnoil cucmemnl 6 cghpepe 30pasooxpanenusn u (unu) gedepanbHoil 20cy0apcmeentoll
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(pynkyuir)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, nOOmeEepicoaoujue pakm 20cyoapcmeeHnoul
pecucmpayuu, Ha OyMasicHoOmM Hocumesne u OyoaUKamol pe2UcmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKAPCMEEHHBIX NPENnApamoe 01 meOuyuncko2o npumenenus ¢ 01.01.2025 ne gvioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeoCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 8 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJTHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonuKkama Hanpaeisaenca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapcmeeHHbIX CPedCcn8, ROORUCAHHAA YCUTCHHOU K8ATUDUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbrozo 0p2ana UCHOTHUMENbHO
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

Honosxcenusn uacmu 4.3 cmamou 16 (6 peo. @eoepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeenHbIX yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 0711 6emePUHAPHO20 NPUMEHEHUA ROCPEOCHBEOM (PhedepanbHoll 20CY0apCcmeeH ol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHnblX u MyHUYUNATbHBIX YCIIY2
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(pynxyuir)", npumensaromcsn c 01.01.2026. /lyonuxameol pecucmpayuoHHbLX YOOCHI08EPEHUIL
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumernenus c¢ 01.01.2026 ne evioaromces.
Cybvexkmy oopawienus 1eKapCcmeeHHbIX cPeOCcma 0151 6emePUHAPHO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoIHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOTHUMETbHOU 611aCMU 34 6bl0ayell
YKa3annoz2o 0yonukama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I]1IEKMPOHHOU
HOONUCHIO YHOTTHOMOYEHHO20 TUYA YROTHOMOYEHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

4.3. 3asBuTens 0053aH HANPABUTh B JIMYHBIH KaOMHET SKCIEPTHOTO YUPEKACHUS B €AMHON cUCTEMe
KOTIMIO 3aKJIIOYCHUS MM KOIHIO CepTH(HKATa, YKa3aHHBIX B 4acTh 4.2 HACTOSNICH CTAaThH, B CPOK,
HE HpeBbIH_IaIOIJ_II/Iﬁ CcTa BOCBMHUIOCCATU pa6oq1/1x I[Hefl CO JHdA TIIOJIYYCHHA OKCICPTHBIM
YUPESKJACHUEM  DJIGKTPOHHOTO  yBEIOMJICHHS O TOJYYCHHH  3asABUTEJIEM  IOJIHCAHHOTO
pykoBoauTesneM (YIOJIHOMOYEHHBIM JIMIIOM) 3KCHEPTHOTO YUYPEXAECHHUS C HCIOJb30BAHUEM
YCHJICHHOHN KBaJM(HUIIMPOBAHHOW SJICKTPOHHOW IMOJAIMKCH 3alpoca O MPEJAOCTABICHHH JOKYMEHTA.
BpeMﬂ CO IHA HaIpaBJICHHA SKCIICPTHBIM YYPCKIACHUCM 3alpoca B JIMYHBIA KaOWHET 3asgBUTENSA B
€IMHOM CHCTEME JIO JHS HAIIPaBIICHHsI 3asSBUTEIIEM B JIMUHBIA KaOUHET SKCIIEPTHOTO YUPEKICHHS B
€IMHOM CHCTeMe KOTHMHU 3aKJIIOUSHHsSI MM KONUH cepTh]uKarTa, yKa3aHHBIX B 4acTH 4.2 HacTosIel
CTaThd, HE YYHWTBHIBACTCS IPU HCUYHCICHUU CpPOKA MPOBEACHUS OSKCIEPTU3BI JICKAPCTBEHHOTO
cpenctsa. (B pea. @enepanpHoro 3akona ot 30.01.2024 N 1-03)

5. DkcnepT mpH TPOBEACHHHM IOPYYCHHOH €My PYKOBOIHUTEIEM OKCIEPTHOTO YUPEKICHHS
SKCIICPTH3bI JIGKAPCTBEHHOT'O CPEACTBA 00sI3aH:

1) mpoBecTH TOJIHOE WCCIEIOBAHUE TMPEICTABICHHBIX €My OOBEKTOB, MaTepuajoB, JaTh
000CHOBaHHOE W OOBEKTMBHOE 3aKIIIOUEHUE IO TOCTABJICHHBIM TIepe]] HUM BOIpOCaM WIH
MOTHUBHUPOBAHHOE 3aKJIOUEHHE O HEBO3MOXXHOCTU TPOBEACHHUS MM JKCHEPTHU3bI JIEKAPCTBEHHOTO
CpPelICTBa, €CJIM TOCTAaBIECHHBIE BOIMPOCHI BBIXOIAT 32 MpENesbl CIEUUaIbHbIX 3HAHUM SKCIIEepTa,
OOBEKThl MCCIIEIOBAHUM W MaTepuaabl HENPUTOJHBI WM HEJOCTAaTOYHBI IS TPOBEACHHS
WCCJICIOBAaHUM W Jauyu 3aKIIOYEHHS MO0 COBPEMEHHBIM ypOBEHb PA3BUTHSI HAyKH HE IMO3BOJISIET
OTBETUTH Ha TTOCTABJICHHBIC BOIIPOCHI;

2) He pa3riamarh CBEJCHHs, KOTOpPbIE CTalld €My M3BECTHBI B CBSI3U C MPOBEAECHUEM JKCIEPTHU3BI
JIEKapCTBEHHOT'O CPEJICTBA, a TAKXKE CBEJICHMsI, COCTABIISIIOIINE TOCYAAPCTBEHHYI0, KOMMEPYECKYIO
WIN NHYIO OXPAHSIEMYIO 3aKOHOM TalHYy;

3) oGecnieunTh COXPAHHOCTH MPEACTABIEHHBIX 00BEKTOB HCCIEAOBAHUN U MaTEPHAIIOB.
6. DKCepT HE BIIPABE:

1) IpoBOIUTH 3KCIEPTU3Y JIEKAPCTBEHHOI'O CPENCTBA MO OOPALICHHIO HEMOCPEICTBEHHO K HEMY
OpraHu3anuil Wi GU3NIecKux JIuil,

2) caMOCTOSITENIbHO COOMpaTh MaTepualbl AJIsl IPOBEICHMSI KCIIEPTU3bI IEKAPCTBEHHOTI'O CPEJICTBA;
3) NpOBOAMTE HKCIEPTU3Y JIEKAPCTBEHHOTO CPECTBA B KAUECTBE HETOCYIaPCTBEHHOIO SKCIIEPTA.

7. B cmyyae He00X0AMMOCTH SKCIEPT BIIpaBe X0AaTaliCTBOBATH Mepe]l PyKOBOAUTEIEM IKCIIEPTHOTO
YUPEKIEHUST O IPHUBJICYEHHH K IPOBEIACHUIO JKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA JPYTHX
DKCIEPTOB.

8. Kaxplil skcnepT, BXOAAIMIMNA B COCTaB KOMHMCCHUU 3KCIEPTOB, KOTOPOM MOPYYEHO MPOBEIECHUE
SKCHEPTU3BI JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCUMO U CAMOCTOSITEIBHO IPOBOJIUT HUCCIEAOBAHUS,
OLIEHUBAET PE3YJIbTATHL, IOJYYEHHBIE UM JIMYHO U JPYTUMH 3KCIIEPTaMU, U (OPMYJIHPYET BBIBOBI
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OTHOCHUTEJIBHO IMOCTABJICHHBIX BOIIPOCOB B IMPECACIaX CBOUX CIICHHUAJIbHBIX 3HAHUM.

9. Pe3yanaTI)I OKCIICPTU3BI JICKAPCTBCHHOI'O0 CpCIACTBA O(bOpMJ'IHIOTCH 3aKJIFOYCHHUEM KOMMHCCHUU
9KCIICPTOB. B 3akmroueHnn KOMHCCHUM OKCIICPTOB YKa3bIBAIOTCA INECPCUCHDb HCCHGHOBaHHﬁ, 00BeEM
IMPOBCACHHBIX KaXABIM J3KCIICPTOM I/ICCJ'IeI[OBaHI/II\/'I, YCTAHOBJICHHBIC KaXXJIbIM H3 HHUX (baKTBI u
CACIIaHHBIC B PE3YJIbTATC HUCCIICIOBAHUI BBIBOJBI. 3KCHepT, MHCHUC KOTOPOIro HC COBIIAAACT C
PEIICHUEM KOMHCCHH 3KCIIEPTOB, BIIPABC€ BbIPA3UTh CBOC MHCHHUEC B MMMCHbMEHHOM (bopMe, KOTOPOC
HpI/IO6H_Ia€TCSI K 3aKJIFOUCHUIO KOMUCCHUU SKCIICPTOB.

10. DxkcmepThl, BXOAAIIHE B COCTAaB KOMHCCHUM, NPEIYyNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoi @Denepannu 3a gady 3aKJIFOYEHUs, COASPKALIETO
HEe0OOCHOBaHHbBIC WK (aTbCU(PUIIUPOBAHHBIC BBIBOJIBI, O YEM OHH JIAIOT MOITHUCKY.

11. Onpenenenue ypoBHS MpoQecCHOHANBHON MOATOTOBKH 3KCIEPTOB U aTTEeCTallUsl UX Ha IPaBo
IPOBEACHUS JKCIIEPTU3BI JIEKapCTBEHHBIX CPEICTB OCYIIECTBIISIOTCS
AKCIEPTHO-KBATU(UKALMOHHBIMU KOMHUCCHSMH B TOPSAKE, YCTAHOBIEHHOM COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (pe/IepaTbHBIM OPTaHOM HCIIOJHUTEIBHON BIAaCTH. YPOBEHb MPO(ECCHOHATBHOM
MOATOTOBKHU 3KCIEPTOB MOJIECKUT MEPECMOTPY YKa3aHHBIMU KOMHUCCHUSIMU HE PEKE YEM OJIMH Pa3 B
ST JIET.

12. IlpaBwia HpOBEAEHUS SKCHEPTU3bI JIEKAPCTBEHHBIX CPEICTB M OCOOEHHOCTH HKCHEPTH3BI
OTJENBHBIX BHUJOB JIEKAPCTBEHHBIX NpenapaToB (pedepeHTHBIX JIEKAPCTBEHHBIX IPENapaTos,
BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENaparoB, OMOJIOTMYECKUX JIEKApPCTBEHHBIX IpEnapaTos,
O0roaHaoroBeIX (OMOIMOJOOHBIX) JIEKAPCTBEHHBIX MpenaparoB (OMOaHAIOroB), TOMEONATHYECKUX
JEKapCTBEHHbIX  IPENapaToB, JIEKAPCTBEHHBIX PACTUTENIbHBIX IpernapaTroB, KOMOMHAIUi
JICKapCTBEHHBIX TIpenapaToB), (OpMBI 3aKIIOYEHHH KOMHCCHU 3KCIIEPTOB YCTaHABIMBAIOTCS
COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (pe/iepajIbHbIM OpPraHOM HCIOJHUTENIBHOW BIAcTU. (B pea.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

Crarba 17. llonaya u paccMoTpeHue 3asiBJICHHUS O TOCYAAPCTBECHHOM
PerucTpanyu JeKApCTBEHHOI'0 NMpenapara J1Jis BeTepUHAPHOT 0
npumMeHeHus (B pea. ®eaepaabHoro 3axkoHa ot 22.12.2014 N 429-®3
(pex. ot 13.07.2015))

Ilonoscenun wacmu 1 cmamou 17 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM €OUHOIL 20CY0APCMEEHHOTL
UHGOpMayuoOnHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uau) hedepanvHoit 20cyoapcmeenHoil
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWURAIbHHIX YCTY2
(¢pynkyui)", npumenaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamog 0na MeOUyUHCKO20 RPUMEHEHUSA, NOOmEep Hcoarouiue haxm 20cyoapcmeeHHou
pecucmpayuu, Ha OyMasCHOM HOcumese u OyoaUKamyl pecucmpayuoOHHbIX YOOCMO8ePeH Ul
J1eKapCmeEeHHbIX NPenapamos 0aa mMeouyuncko2o npumernenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaiHoMo4eHHblIl (hedepanbHblil Op2an UCHOTHUMENbHOU 611ACMU 34 6bl0aYUell
YKa3aHH020 OyonuKkama Hanpaeisiemca 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHH O
nOONUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @edepanvrozo 3axkona om 30.01.2024 N 1-D3).
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Honoswcenus wacmu 1 cmamou 17 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocmea 0711 6emMePUHAPHO20 NPUMEHEHUA NOCPEOCHEOM (hedepanbHOll 20CYy0apCmeeHHOu
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX u MyHUYUNATbHBIX YCIIY2
(¢pynukyuir)", npumensarwomesa c 01.01.2026. /lyoaukamel pecucmpauyuoOHHbIX YOOCHO8EPEHUIL
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumernenus ¢ 01.01.2026 ne evioaromces.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeoCcma 0151 6emePUHAPHO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCHOTHUMETbHOU 611aCMU 34 6bl0ayell
YKa3annoz2o 0yonukama Hanpasisaemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I]1IEKMPOHHOU
HOONUCHIO YHOTIHOMOUEHHO20 TUYA YROTHOMOYECHHO20 (hedepanbHo2o Opeana UCHONHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

1. Jng rocynapCTBEHHOW pPETMCTpallid JIEKApCTBEHHOrO Ipenapara Jjsi BETEpHUHApPHOIO
IPUMEHEHUs Pa3pabOTUUK TAKOI'O JIEKAPCTBEHHOrO Iperapara WU YHOJIHOMOYEHHOE UM JpYyroe
IOPUJIMYECKOE JIMLO (Jajee B HACTOSILEH CTaThbe - 3asBUTENb) HAIPABISECT MOCPEACTBOM E€IUHOIO
nopTraja B YIHOJIHOMOYEHHbIM (enepanbHblii OpraH UCIOJHUTEIBHOW BJIACTH 3asBIECHUE O
rOCy/IapCTBEHHOW pErucTpaluy JIEKapCTBEHHOIO Ipernapara A BETEPUHApHOTO NPHUMEHEHUS,
HOJINMCAaHHOE YCUJICHHOW KBaJM(UIMPOBAHHON 3JIEKTPOHHON MOJMMUCHIO, a TaKKe JOKYMEHTHI, U3
KOTOPBIX (POPMUPYETCS] PETUCTPALMOHHOE AOChE HA JIEKApPCTBEHHBIN Ipenapar Jyisi BETEpUHAPHOTO
npuMeHeHus. B ciydae, ecau oT MMEHM 3asBUTENs JACUCTBYET €ero InpejactaBUTeNb ((uznyeckoe
JMI0), YIOJHOMOYEHHBIH AEMCTBOBAaTH OT HMMEHHU 3asBUTES HAa OCHOBAHUM JIOBEPEHHOCTH B
JJIEKTPOHHOH (opMe B MAIIMHOYHWTAEMOM BHJE, 3asBJICHHE O TOCYIAapPCTBEHHOM pErucTpaluu
JIEKapCTBEHHOTO Tperapara Jjisi BETEPHHAPHOTO MPUMEHEHUSI MOXKET OBITh MOJIMICAHO YCUIICHHOM
KBAJM(HULUHUPOBAHHON  3JEKTPOHHOM TMOAMMCHIO JIMOO  YCHJIEHHOM  HEKBaJIM(PHUIMPOBAHHON
AJIEKTPOHHOM TMOANMCHI0, CepTU(UKAT KIH0Ya MPOBEPKHM KOTOPOM CO3J4aH M HUCIHOJB3YyeTCsl B
UHppacTpyKkType, oOecrneuunBaromell  MHPOPMAIMOHHO-TEXHOJIOTHYECKOE  B3aMMOJAEHCTBUE
MH(OPMALIMOHHBIX ~ CHUCTEM, HCHOJB3YEMBIX JJIsi TMPEJOCTaBICHUS TOCYAApCTBEHHBIX H
MYHUIMNAIBHBIX YCIYT B 3JEKTPOHHOH (hopme, B ycraHoBiIeHHOM [IpaBurensctBom Poccuiickoii
®enepaliil MOPSIKE U MPU YCIOBUM OpraHU3alMM B3aUMOJIEHCTBUS (U3NYECKOrO JHIa C TaKoH
UHPPACTPYKTYPOH C NMPUMEHEHUEM IPOLISIININX B YCTAHOBJICHHOM IOPSAAKE MPOLENYPY OLEHKU
COOTBETCTBHUSl CPEACTB 3allUThl HMH(OpManMM (anee - yCWJIEHHas HeKBAIU(DUIMPOBaHHAS
3NIEKTpOHHast moAnuck). (B pen. denepanbubix 3akoHoB 0T 30.01.2024 N 1-P3, ot 31.07.2025 N
304-D3)

2. B 3asBJI€eHNN O TOCYIapCTBEHHOM pErucTpalnuy JEKapCTBEHHOIO Ipenapara JJii BETEpUHAPHOTO
IIPUMEHEHHNS YKa3bIBAIOTCSA:

1) HauMeHOBaHUE U aJpec 3asBUTENS, pa3padOTUMKa U MPOU3BOAUTENS JIEKAPCTBEHHOI'O Mpernapara
JUIsl BETEPUHAPHOTO NPUMEHEHMSI U aIpEC MECTA OCYIIECTBICHMS NPOU3BOJICTBA JIEKAPCTBEHHOTO
npernapara Jijisi BEeTepUHApHOTO MPUMEHEHUS (B Cllydyae HaJIu4uns HECKOJIbKUX YYaCTHHUKOB Mpoliecca
IPOM3BOJICTBA HEOOXOAMMO YKa3aTh KaXJI0TO U3 HHX);

2) HaMMEHOBaHWE JIEKAPCTBEHHOTO Tperapara Jijisi BETEPUHAPHOTO MPUMEHEHHUS (MEXIyHapOIHOE
HEMAaTeHTOBAaHHOE, WM IPYIIUPOBOYHOE, WIM XUMUYECKOE U TOPIrOBOE€ HAUMEHOBAHMUS );

3) NEpCUCHb HCﬁCTByIOHlHX " BCIIOMOTr'aTCJIbHBIX BCHICCTB, BXOJAAIINX B COCTAB JICKAPCTBCHHOI'O
nmpemnapara JJis1 BETCPUHAPHOT'0 MPUMEHCHU A, C YKa3aHUEM KOJIMYCCTBA KAXKIO0T'O U3 HUX;

4) nexapctBeHHas (opMa, TO3UPOBKA, CIIOCOOBI BBEIACHHUS W MPUMEHEHHS, CPOK TOIHOCTH
JIEKapCTBEHHOTO Npernapara Jjisi BETEpUHAPHOIO IPUMEHEHUS;
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5) dapmakoTepaneBTUUECKAs TPYTIIIA;

6) HEOOXOIUMOCTh MPUMEHEHHUS YCKOPEHHOW MPOLEAypbl SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B
LEJSX TOCYIapCTBEHHOM perucTpanuu JeKapCcTBEHHOTO Mpenapara;

7) KOIUH TOKyMEHTOB, MOATBEPKAAIOIINX YIIJIATy TOCYIapCTBEHHOMN MOLUUINHBI:

a) 3a IpPOBEICHHE SKCIEPTH3bl KauecTBa JEKAPCTBEHHOI'O CPEJICTBA M AIKCHEPTU3bl OTHOIICHUS
OKUJAEMON TMOJb3bl K BO3MOXHOMY PHCKY IHPHUMEHEHUs JIEKapCTBEHHOIO IIpernapara mJis
BETEPUHAPHOI0 IPUMEHEHUS IIPU €0 TOCYIAPCTBEHHOW PErHCTPaLNY;

0) 3a BbAAUY PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOT'O Mpenapara;

8) HamuumWe Coryiacusi, MPEeIyCMOTPEHHOTO 4YacThi0 7 HACTOSINEH CTaThbH, €CIM C MOMEHTa
perucrpanuu pepepeHTHOTO JIEKAPCTBEHHOTO Mpernapara Jisi BETEPHHAPHOTO IPUMEHEHHS ITPOIILIO
MEHee 4eM IIeCTh JieT. (B pen. PeaepanpHoro 3akona ot 13.07.2015 N 241-D3)

3. PerucrpannoHHOE 10Che B LIENSAX KCIEPTU3bI JIEKAPCTBEHHOrO IMpernapara Jyisl BETEPUHAPHOIO
pUMEHEHUs (popMUpyeTcs U3 CIEAYIOIUX JOKYMEHTOB U CBeICHU: (B pea. DenepaibHOrO 3aKOHa
o1 27.12.2019 N 478-93)

1) cBemeHuss 0 nare MPEAOCTABICHUS M PETUCTPALIMOHHOM HOMEpE JHMIIEH3UH Ha MPOHM3BOACTBO
JICKApCTBEHHBIX CPEJICTB, MPEIOCTABICHHON MPOM3BOAUTENIO0 PETHCTPUPYEMOTO JIEKAPCTBEHHOTO
npenapara Uil BETEPHHAPHOTO TPHMEHEHUS, JUIS POCCHMCKHMX Tpou3BomuTened; (B pen.
®enepanbHbIX 3aK0HOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-P3)

2) cBeneHMs O JaTe€ MPEIOCTABICHUS M PETMCTPAIMOHHOM HOMEpE JIMIICH3WU Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJNICTB, MPEAOCTABICHHONH MPOU3BOAUTENO (apMaeBTUIECKOH CyOCTaHIINH,
BXOJSIIEH B COCTaB pErUCTPUPYEMOrO JIEKAPCTBEHHOro Iperapara s BETEpUHAPHOTO
NPUMEHEHHUS, Ul POCCUMCKHUX MpousBoauTeneii; (B pea. @eaepanbHbix 3akoHOB 0T 04.06.2018 N
140-@3, ot 27.12.2019 N 478-D3)

2.1) xomus MOKyMEHTa, BBIJAHHOTO YIMOJHOMOYEHHBIM OpPraHOM CTPaHbl TPOU3BOIUTENS IS
KKJI0OM MPOU3BOACTBEHHON IUJIOMIAKU PETUCTPUPYEMOTO JIEKAPCTBEHHOrO TIperapara JiJis
BETEPUHAPHOT0 MPUMEHEHUS U MOATBEPKIAIOIIET0 COOTBETCTBUE MPOU3BOJUTENS JIEKAPCTBEHHOTO
npenapara TpeOOBaHUSIM TMPABHII HaJJIeKalleld MPOU3BOJICTBEHHONW MPAKTHKW, U €ro MepeBoj Ha
PYCCKUI SI3bIK, 3aBEpPEHHBbIE B YCTAHOBJICHHOM TMOPSAJOKE, a TAaKXE€ KOMMS 3aKIIOYEHUS O
COOTBETCTBUH TMPOU3ZBOAUTEIIA JICKAPCTBCHHBLIX CPCIACTB TpC60BaHI/I$[M ImpaBuJI Haz[nencameﬁ
MPOU3BOJCTBEHHOW  MPAKTUKH, BBIJAHHOTO  YMOJTHOMOUYEHHBIM  (eAepalbHbIM  OpPraHOM
WCTIOJIHUTENIbHOM  BJIACTH 11 KaKJIOW MPOM3BOJCTBEHHOM IUIOMIAJIKU PETUCTPUPYEMOIO
JIEKapCTBEHHOTO TperapaTa JJisi BETePUHAPHOTO MPUMEHEHHUS, THO0 KOMUS PEIIeHUsI O IPOBEIACHUH
HHCIICKTUPOBAHUA TIPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCIACTB, IMPHHATOTO YIIOJHOMOYCHHBIM
dbenepanbHBIM OPraHOM HCIIOJIHUTENHHONW BIACTH AN KaKIOW MPOU3BOJICTBEHHOW TIIOIIAIKA
PETHCTPUPYEMOTO JICKaPCTBEHHOTO TMperapara i BETEPUHAPHOTO MPUMEHEHHUS. Y Ka3aHHbBIS
JOKYMEHTBhI TMpPEACTAaBISAIOTCS B Cilydae, €cClIM MPOU3BOJCTBO JIEKAPCTBEHHOrO Ipernapara
ocymecTBisieTcss 3a mpenenamu Poccmiickoit ®deneparuu; (B pen. deaepanbHOro 3akoHa OT
04.06.2018 N 140-P3)

2.2) xomusi JOKyMEHTa, BBIJAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTPaHbl [POU3BOJUTEINS
dapmanieBTHYeCKO  cyOCTaHIMM M HOATBEPXKJAIOMIETO  COOTBETCTBHE  HPOM3BOJIUTENS
dapmaiieBTUYECKON CyOCTaHLIMM, BXOJSIIEW B COCTaB PETUCTPUPYEMOrO JIEKaPCTBEHHOI'O
mpenapara Ui BETEPUHAPHOTO  MPHUMEHEHMs, TpeOOBaHMSIM  NIpPaBWI  HaJJIexarien
IIPOU3BOJCTBEHHON IPAKTUKH, U €ro NMEepeBOJ Ha PYCCKUHM S3BIK, 3aBEPEHHBIC B YCTaHOBJIECHHOM
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NopsiIke, B Cllydae, €CIIM IMPOU3BOACTBO (PapMaleBTUYECKON CyOCTaHIIMM OCYIIECTBISETCS 32
npeaenamu Poccuiickoit enepanuy; (B pen. Geaepansuoro 3akona ot 04.06.2018 N 140-D3)

3) DOpoeKT HOPMAaTUBHOIO JOKyMEHTa Ha JIEKapCTBEHHBIM IHpenapar [Uisi BETEPUHAPHOIO
IIPUMEHEHHS;

4) NOKYMEHT, COACpXalluid CIEeAyIoIIyl0 WHpOpManuo o (hapMareBTUYECKONH CYOCTaHIIMH WIIH
(dapMarieBTUYECKHX CyOCTaHIMSIX, BXOAANIMX B COCTaB JICKAPCTBEHHOTO Ipemapara s
BETEPUHAPHOI'0 IIPUMEHEHUA:

a) HauMeHOBaHHE (papmaleBTHUECKOH cyOcTaHIMM, €€ CTpyKTypa, oOmme cBoiictBa (mpu
TOCYAAapCTBEHHOM PErHCTpallid HMMMYHOOHOJIOTHUECKHX JICKAPCTBEHHBIX IPENapaToB  JUIA
BETEPUHAPHOTO MPUMEHEHHS MPEJICTABISIOTCS CBEIEHHS O IITaMMe, BKIIOYas €ro HauMEHOBAHHE,
UH(OPMAIMIO O MPOUCXOXKICHUH, €TO0 CBOWCTBAX, XapaKTEPHCTHKAX U MECTE JICTIOHHPOBaHMSA); (B
pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

6) HAaMMCHOBAHHUC U aJIpCC ITPOU3BOAUTCIIA;

B) TEXHOJIOTHS MPOM3BOACTBA C ONMUCAHWEM CTaJUi MPOW3BOJCTBA WU METOJOB KOHTPOJIS Ha BCEX
CTaJIUsIX MPOU3BOJICTBA;

r) uHpopmammss o mpuMecsXx (HE TPEACTABISIETCA MpPH TOCYJApCTBEHHOW perucrpaiuu
MMMYHOOHOJIOTUYECKHUX JICKAPCTBEHHBIX MPEMapaToB AJisi BETEPUHAPHOTO MpUMEHEHHUs); (B pell.
®denepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

1) crienrduKkanysg Ha GapMaeBTUUECKYI0 CyOCTaHINIO (HE MPEACTABIISCTCS MIPH TOCYIapPCTBEHHON
perucTpanii  UMMYHOOMOJIOTHYECKUX  JICKAPCTBEHHBIX  IPENapaTroB  JUIsi  BETEPUHAPHOTO
NPUMEHEHHUS);

€) OIMCaHle METO/IMK KOHTPOJISl Ka4ecTBa;

’K) pe3yibTaThl aHain3a cepuil (¢apmaleBTHUECKON cyOcTaHUUU (HE MNPEACTABIAIOTCS IpH
rOCYJJapCTBEHHOM pEerucTpalid HMMMYHOOHMOJIOTUYECKUX JICKApPCTBEHHBIX IPErnaparoB Ui
BETEpUHApPHOTO NpuMeHeHus ); (B pen. denepanbHoro 3akoHa oT 02.08.2019 N 297-P3)

3) epeYeHb CTaHJAPTHBIX 00PA3I[0B UM BEIIECTB, UCIOIb3YEMBIX MPHU OCYIIECTBICHUH KOHTPOJIS
KauyeCTBa;

1) OIMCaHNE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MATEPHAJIOB M YKYIIOPOUHBIX CPEJCTB;

K) JaHHble O CTa0WJIBHOCTUM (HE TPEACTaBIAIOTCA NpPU TOCYJApCTBEHHOM perucrpanuu
UMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX TPENapaToB Ui BETEPHHAPHOTO NMpHMEHEHHs); (B pel.
®enepanpHoro 3akoHa or 02.08.2019 N 297-D3)

J) CPOK F'OJIHOCTH, YCIIOBUS XpaHEHMUS;

5) order O pe3ynpTaTax JOKIMHUYECKOTO MCCIIEJOBAaHUS JIEKAPCTBEHHOIO CpPEACTBA JJIs
BETEPUHAPHOIO NPUMEHEHHUs, BKJIIOYAIOIIMKA ONHWCAHUE METON0B OIpPENEICHUSI OCTAaTOYHBIX
KOJIMYECTB JIEHCTBYIOIIETO BellecTBa (AEWCTBYIOUIMX BEIIECTB), JOCTUTAIOMIET0 (JOCTUTAIOIINX )
CHUCTEMHOI'O KpPOBOTOKA, B NPOAYKLHH XMUBOTHOTO NPOMCXOXKJIEHUS IOCJIE NPUMEHEHMS TaKOIO
JIEKapCTBEHHOT'O CPEJICTBA, a TaKXKe JOKYMEHTaJbHOE MOATBEp:KIEHUE (BaIMJAIM) YKa3aHHBIX
MeTo10B; (B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

6) order o0 pe3yJpTaTax KIMHMYECKOIO MHCCIENOBAaHUS JIEKAPCTBEHHOIO IIpernapara Jyis
BETEPUHAPHOIO IPUMEHEHUsd Y KaXJO0ro BHUAA >KMBOTHBIX, YKa3aHHBIX B MHCTPYKIHUH IIO
BETEPUHAPHOMY IIPUMEHEHUIO;
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7) IPOEKT UHCTPYKILMHU 110 BETEPUHAPHOMY MPUMEHEHUIO JIEKapCTBEHHOT'0 IIpernapara, coaepkanieit
CIIETYIOIINE CBEJCHMUS:

a) HAaMMEHOBAHME JICKAPCTBEHHOTO IpernapaTa Jyuisi BETEPUHAPHOTO MPUMEHEHHUS (MEXIyHAPOIHOE
HENaTeHTOBAaHHOE, WK IPYIIUPOBOYHOE, UM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) nekapcTBeHHas opma ¢ yKa3aHHEM HAUMEHOBAHHUN M KOJIMYECTBEHHOTO COCTaBa JICHCTBYIOMINX
BEIIECTB U KAYECTBEHHOT'O0 COCTaBa BCIIOMOTATE/IbHBIX BEIECTB;

B) OIMMCAaHME BHCIIHETO B A JICKAPCTBCHHOI'O IIpCIiapaTra Ajid BETCPUHAPHOTI'O IIPUMCHCHU,

r) (hapMakoTepaneBTHIECKas TpyIIa JEKapCTBEHHOTO Mpemnapara Jijisi BETePUHAPHOTO TPUMEHCHHS
WJIM yKa3aHHe "TOMEeONaTuueCKri JIEKapCTBEHHBIN npenapar”;

n)  dapmakoguHaMuKa W (apMaKOKMHETHKAa (32  HUCKIIOYCHHEM  (papMaKOKMHETHKHU
TOMEOTIATHYECKUX JICKAPCTBCHHBIX MPEIAPaTOB U PACTUTEIBHBIX JIGKAPCTBEHHBIX MPENApaTOB) WIH
OINKCaHKEe UMMYHOOHOJIOTHYECKIX CBOMCTB JIEKAPCTBEHHOTO TIpernapara;

€) MoKa3aHusl ISl IPUMEHEHMUS;
K) IPOTUBOIIOKA3aHUs Ui IPUMEHEHUSI;
3) MEpbI MPEAOCTOPOKHOCTH MPU MPUMEHEHUH;

I/I) YKa3aHne€ BO3MOXKHOCTH U 0COOEHHOCTEH MNPpUMCHCHUA Yy 6ep€MeHHBIX JKUBOTHBIX, Y )XUBOTHBIX B
nepuruoa JJakTalun, y HOTOMCTBA JKUBOTHBIX;

K) PEKHUM OO3UPOBAHUA, crmoco0 BBCIACHHA W INPUMCHCHH:A, IIPH HCO6XOI[I/IMOCTI/I BpEMs IIpucMa
JICKApPCTBCHHOTO IMperiapara JJIsd BETCPUHAPHOTO IPUMEHCHU A, ITPOAOJIKUTCIIBHOCTD JICUCHUS,

J'I) BO3MOJKHEIC ITOOOYHBIE }leﬁCTBHH, HCXKCJIATCIBbHBIC PCAKIIMU NIPU MPUMCEHCHUHN JICKAPCTBCHHOI'O
npemnapara JJji1 BETCPpUHAPHOT'0 MIPUMCEHCHUS ;

M) CUMIITOMBI IEPETO3UPOBKH, MEPHI IO OKA3aHUIO MIOMOILIY IPU NEPETO3UPOBKE;
H) B3aUMOJIEHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU IIperapaTaMy U (W) KopMaMu;
0) ¢opMBI BBIITyCKa JEKapCTBEHHOTO Mpenapara AJsl BETEpUHAPHOI0 IPUMEHEHUS;

n) yka3aHue (Mpu HeoOXOAMMOCTH) OCOOEHHOCTEH JIeiCTBHS JIEKapCTBEHHOrO Npenaparta Juis
BETEPUHAPHOTO MPUMEHEHHUSI TP IEPBOM MPUEME WIIU IIPU €r0 OTMEHE;

p) omnucanue (MpH HEOOXOIMMOCTH) ACUCTBUI crenuanivcra B 00JacTH BETEpPUHAPUH, BIaJeiblia
’KHBOTHOTO TIPW TIPOITyCKE MpHEeMa OJHON WM HECKOJIBKHX 103 JICKAPCTBEHHOTO Mperapara Juls
BeTepuHapHOro npuMeHenus; (B pexn. @enepanproro 3akona ot 02.08.2019 N 297-P3)

C) CPOK TOAHOCTH W YKAa3aHHUC Ha 3alpeT MNPUMCHCHHA JICKAPCTBCHHOI'O IIpcliapara I
BETCPUHAPHOT'O IPUMEHEHUA 1O UCTCUCHHUHN CPOKA IT'OJJHOCTH,

T) YCIIOBHSI XpaHEHHUS,

y') YKa3aHHuC Ha HCO6XOI[I/IMOCTB XpaHCHUA JICKAPCTBCHHOI'O IIpCliapaTa A BETCPUHAPHOI'O
MMPUMCHCHUA B MECTaX, HCAOCTYITHBIX IJIsA ,ZICTef/'I;

(I)) YKa3aHue (HpI/I HCO6XO,Z[I/IMOCTI/I) CIICHUAJIBHBIX MCP MNPCAOCTOPOKHOCTU IIPU YHUUTOXKCHUU
HCHCITOJIB30BAHHBIX JICKAPCTBCHHBIX ITPEIIAapaToOB AJId BETCPUHAPHOI'O IPUMCHCHUA

X) CPOKH BO3MOXXHOI'0O HCIIOJIB30BAHUA MPOAYKIHU KUBOTHOI'O IMPOUCXOXKACHHA IIOCIIC BBCACHUA
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’KUBOTHOMY JIEKapCTBEHHOTI'O IIperapara Jyisi BETEpUHAPHOTO PUMEHEHUS;
11) YCJIOBHUS OTITYCKa;

Y) HAMMEHOBAHUS U ajJpeca MPOU3BOJCTBEHHBIX IUJIOMIAJOK MPOU3BOAUTENS JIEKAPCTBEHHOTO
npernapara Jijisi BETEpUHAPHOTO IPUMEHEHUS;

II) HAaWMEHOBaHWE, aJpeC OpraHW3alluH, YIOJHOMOYECHHOW JepKaTelieM WM BIaJelblieM
PETUCTPAIIMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO TMpernapara Ha MPUHSATHE TNPETEH3UH OT
MOTpeOuTeIs;

8) MPOEKTHl MAKETOB NIEPBUYHOM YIIAaKOBKH M BTOPUYHOM YIIAaKOBKH JIEKAPCTBEHHOI'O IIpenapaTa Jiis
BETEPUHAPHOI0 IIPUMCHEHUS;

9) cnenyromue cBeIeHHs O JISKAPCTBEHHOM Tpernapare il BETePUHAPHOTO IPUMEHCHUS:
a) OIMCAHKE U COCTaB JICKAPCTBEHHOTO TIperiapara JUisi BETCPUHAPHOTO MPUMEHEHHUS;
0) onrcanue (hapMareBTHUECKON pa3padoTKH;

B) OINKCAHKE MpoIlecca MPOU3BOJCTBA M €r0 KOHTPOJIS, MOANMUCAHHOE B MOPSIKE, YCTAHOBJICHHOM B
COOTBETCTBUHU C 4acThbio | Hacrosimiei crateu; (B pea. denepanpuoro 3akona ot 02.08.2019 N
297-®3)

I) ONHCAaHWE KOHTPOJIA KPUTHUYECKHX CTaauil MPOU3BOJICTBA M IMPOMEKYTOUHOH MPOIYKIIUH,
MOAMKUCAHHOE B MOPSAKE, YCTAHOBJIEHHOM B COOTBETCTBHM C YacCThIO 1 HAcCTOsIIEH cTaTbu; (B pe.
®denepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

1) HAMMEHOBAHUS U ajpeca pa3padoT4MKa, JAepXaTeisl WM BIaeliblla PErucTPallMOHHOTO
YAOCTOBEPEHUsI JIEKAPCTBEHHOI'O TMperapaTa, MNPOU3BOACTBEHHBIX IUIOMIAJAOK MPOU3BOAUTENS
JIEKAapCTBEHHOT'O0  TIpemapara Il  BETEPUHAPHOTO TMPUMEHEHHMs C  yKa3aHUeM  CTajauid
TEXHOJIOTMYECKOT0  MpoIecca,  OCYIIECTBISEMBbIX  HAa  MPOM3BOJACTBEHHBIX  IUIOMIAJKAX
MPOU3BOJUTENSI  JIGKAPCTBEHHOTO TIpemapara Il BETEPUHApPHOTO TpUMEHeHus; (B peql.
®epnepanbHbIX 3ak0HOB OT 13.07.2015 N 241-03, ot 02.08.2019 N 297-D3)

€) (hapmarieBTHUECKasi COBMECTUMOCTb;

) MUKPOOHMOJIOTMYECKHNE XapaKTePUCTUKH;

3) MaTepUaIbHBIA OallaHC 715 MPOU3BOJCTBA CEPUH T'OTOBOTO MPOAYKTA;

1) OMMCaHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MaTEPHAJIOB U YKYHNOPOUYHBIX CPECTB;
K) JIOKyMEHTaJIbHOE TIOJTBEPKACHHE (BaJIUAaIMs) IPOLIECCOB U (MJIN) UX OICHKA;

J) TpeOoBaHMS K KauecTBY BCIIOMOTraTeNIbHBIX BellecTB (cepTudukar, creuudukanus Ha
BCIIOMOTaTeNbHbIE BEIIECTBA U UX 0OOCHOBAHNE);

M) AHAIIUTUYCCKUC MCTOAWKH, HCIHOJB3YCMBIC IIPpU OCYHICCTBIICHHUU KOHTPOJA KauCeCTBa
BCIIOMOTaTCJIBbHBIX BCHICCTB,

H) AOKYMCHTAJIbHOC TTOATBCPIKICHUC (BaJ'II/II[aI_[I/ISI) AHAIIUTUYCCKUX MCETOJUK, HUCIIOJBb3YCMBIX IIpU
OCYHICCTBJICHNH KOHTPOJIA KAa4€CTBA BCIIOMOTIaTCIIbHBIX BCIICCTB,

O) I/IH(i)OpMaHHSI 00 HCIIOJIb30BAaHMH BCIOMOIaTEIbHBIX BCIICCTB YCIOBCUYCCKOI'O M KHMBOTHOI'O
MPOUCXOKIACHUA,

1) TOAIMYHKT. - YTpatui cuiy. (B pen. @enepansHoro 3akona ot 02.08.2019 N 297-D3)
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p) TpeOoBaHMS K KauecTBY JICKApPCTBEHHOTO TIperapara Uil BETEPHHAPHOTO IPUMEHEHHS
(ceptudukar, cienuduKanys Ha JSKapCTBEHHBIH Mpernapar ¥ uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIIOJIb3YCMBIC TIIpU OCYHICCTBIICHMU KOHTPOJA KAa4YCCTBa
JICKApCTBCHHOT'O IIpfIiaparta AJIsi BETCPUHAPHOI'O IPUMEHCHU A,

T) JOKyMEHTaJIbHOE MOJTBEPXKACHUE (BaluAalMsl) aHATUTHYECKUX METOJUK, UCIOJIb3YEMBIX IMPHU
OCYIIECTBJICHUH KOHTPOJIS KAYECTBA JICKAPCTBEHHOTO Mpernapara Jjisl BETEpUHAPHOTO TPUMEHEHHUS;

y) IOKYMEHT, MOJTBEP>KIAIONIMI KauyecTBO JIEKAPCTBEHHOrO IMperapaTa TPeX MPOMBIIITICHHBIX
cepuil (IIPOTOKOJ aHAJIM3a WM CEPTU(UKAT aHAIN3a), OAHA CEpUsi KOTOPOTO JIOJKHA COBIAAATh C
cepueii oOpasia JIekapCTBEHHOTO Mpenapara, oAaHHOT0 Ha pEerucTpaluio;

¢) xapakTepucTHKa puMeceii;

X) MEpeuyeHb CTaHAAPTHBIX OOPA3LOB, HCIIOJIb3YEMBIX IPHU OCYIIECTBICHUHM KOHTpPOJIS KadyecTBa
JIEKapCTBEHHOIO IIpernapara Jjis BETEpUHapHOro IIPUMEHEHUS;

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOI'O IIpenapara Jyisi BETEpUHAPHOTO IPUMEHEHUS;

10) xomwsi MOKyMEHTa, COJAEpKaIlero HH(POPMAIMI0 O HATUYUK HWIH 00 OTCYTCTBUHU (PAKTOB
perucTpalyy JISKapCTBEHHOIO Ipernapara s BeTepUHAPHOIO IPHMEHEHHs 3a Ipeaeamu
Poccuiickoit @enepanuu;

11) cornacue B muchbMeHHOU (hopme, MPEeIyCMOTPEHHOE YacThi0 7 HACTOSIICH CTaThU, B Cllydae
perucTpany BOCIPOU3BEIEHHOIO JIEKAPCTBEHHOIO mpemnapara; (B pea. denepaibHOrO 3aKOHa OT
13.07.2015 N 241-®3)

12) xomMs MJOKyMEHTa Ha pYCCKOM f3bIKE, 3aBEpEHHOI0 B YCTAHOBJIEHHOM IMOpSAIKE U
MOJITBEP K IAIOIIETO TIPAaBOMOYHOCTD 3asIBJIEHMSI O TOCYJIapCTBEHHON PErHCTpalliy JIEKApCTBEHHOTO
npenapara Jyis BeTepUHApHOTO PUMEHEHHUS (JI0BEpEHHOCTbD );

13) cBemeHuss O TOCYAApCTBEHHOM pPErUCTpallMM Te€HHO-UHXEHEPHO-MOAUPUIIMPOBAHHBIX
OpPraHu3MOB, NPEIHA3HAYEHHBIX JUIS BBIYCKa B OKPY’XKAIOIIyI cpeny (Mpu rocynapcTBEHHON
PErucCTpaivi JICKAPCTBCHHBIX IIPCIapaToB JIA BETCPUHAPHOI'O IMPUMCHCHHA, ITOJYUYCHHBIX C
IPUMEHEHUEM T'e€HHO-MH)KEHEPHO-MOIU(PHUIMPOBAHHBIX OPraHU3MOB MM COAEPXKAIMX TaKue
opranusMsl). (B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

4. Tlpm mnpoBeneHHH YCKOPEHHOH TPOUEAYphl JKCIEPTH3Bl JIEKApCTBEHHOTO Tpernapara JUls
BETEpUHAPHOIO NPHMEHEHHs (3a MCKIIIOYEHHEM JIEKapCTBEHHOro Mpernapara JUulsl BETEPHHAPHOTO
MPUMEHEHHUs, yKa3aHHOTO B dYacTh 4.1 HACTOsIIEeH CTaTbH) B IENAX €ro TroCyJapCTBEHHOM
perucTpali BMECTO OT4eTa pa3padoTyhka O pe3yibTaTax JOKJIMHHUYECKOTO HCCIeI0BaHU
JIEKApCTBEHHOTO CPEICTBA ISl BETEPUHAPHOTO TPHUMEHEHHS MOXKET OBITh TpeICTaBIeH 0030p
Hay4YHBIX paboOT O pe3yibTaTax IOKIMHUYECKOTO HCCIeNIOBaHMUA Pe(EepeHTHOro JIEKapCTBEHHOTO
npernapara Uil BETEPHHAPHOTO TNPHUMEHEHHUS, a BMECTO OTYeTa O pe3yJbTarax KIMHHYECKOTO
UCCIIEIOBaHMs JICKApPCTBEHHOI'O MpenapaTa Uil BEeTEpUHAPHOTO NMPUMEHEHHsI OTYET O pe3yibTaTax
UCCIICIOBAaHU  OMOIKBHUBAJICHTHOCTH BOCIIPOM3BEJCHHOTO JIGKAPCTBEHHOTO Iperapara Juis
BeTepuHapHOro mnpuMmeHeHus. (B pexa. PenepanbHbix 3akoHOB 0T 02.08.2019 N 297-@3, or
28.04.2023 N 171-®3)

4.1. Tlpu npoBeneHUU YCKOPEHHOM MpOIEAYyphl SKCIEPTU3bl JIEKAPCTBEHHOrO IIperapara s
BETCPUHAPHOTO TMPUMEHEHHUS, TMPEIHA3HAYCHHOTO I JICYEHUS JIOMAlTHUX  KUBOTHBIX,
onpezaeneHHbIx DenepanbHbIM 3akoHOM OT 27 nekabps 2018 roma N 498-P3 "OO6 0TBETCTBEHHOM
oOpallleHud ¢ KUBOTHBIMM M O BHECEHHMM H3MEHEHH B OTJEJIbHbIE 3aKOHOJATENIbHbIE AaKThl



https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l33
https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l33
https://normativ.kontur.ru/document?moduleid=1&documentid=447769#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=447769#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=453044#l0

Poccuiickoit @enepaunun', U 3aperucTpUPOBAHHOTO B KayeCTBE JIEKAPCTBEHHOTO Mpemnapara s
MCIUIIUHCKOI'0 IMPUMCHCHUA, B MLCIIX €TI0 FOCyﬂapCTBCHHOﬁ perucrtpaiiiu BMCECTO OTUYCTA
pa3paboTurMka O pe3yibTaTax JOKJIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOTO CpEICTBa IUIf
BCTCPUHAPHOI'O MPUMCHCHUA MOT'yT GBITB MpCaACTaBJICHBI PE3YJIbTAThI JOKIIMHHUYCCKOI'O
HCCJIEIOBAHMSI COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O CPEACTBA AJI MEIUIIMHCKOTrO MPUMEHEHHU, a
BMECTO OTYETa O pe3yjbTaTax KIMHUYECKOI'O HCCIIEOBaHMUS JIEKApCTBEHHOrO Ipenapara Jyis
BETEPUHAPHOTO NMPUMEHEHHS - 0030p HAYyYHBIX PadOT O pe3yjbTaTaxX KIMHUYECKHX HCCIETOBAHHMA
JICKAPCTBCHHOTO Ipfriapara Ijid MCAUIHUHCKOIO HNPUMCHCHHA Ha BHUHJAAX KHUBOTHBIX, KOTOPBIM
IpeHa3HayaeTcsl MCCIIelyeMblil JIeKapCTBEHHBIM mpemnapaT. (B pen. denepaibHOro 3akoHa OT
28.04.2023 N 171-93)

5. Ha skcniepTusy pasin4HbIX JEKapCTBEHHBIX ()OPM OJTHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
JUIL  BETEPUHAPHOTO TPUMEHEHMs 3asABUTENb MPEACTABISCT OTHACIbHBIC 3asBICHUS |
pETUCTpAIIIOHHBIE TOChEe Ha KaXIyI0 JeKapcTBeHHY0 (opmy. Ilpu ycioBum oIHOBpEMEHHOM
NOJa4YM Ha SKCIEPTU3Y OIHOU JIEKAPCTBEHHON ()OPMBI C Pa3IMYHBIMHU JO3UPOBKOW, KOHIICHTpAIIHEH,
00bEMOM 3asBUTENb IPEACTABISACT OJHO 3asABICHUE U PETHCTPALMOHHOE JOCHhE C MPHIIOKECHUEM
MaKeTOB IEPBUYHOM YMAKOBKM M BTOPUYHOW YMakoBKH. Ha MakeTax NepBUYHOH YIAaKOBKH H
BTOpH‘-IHOﬁ YIAaKOBKH YKAa3bIBAIOTCSA BCC IPOU3BOJAUMBIC JO3HMPOBKH, KOHLCHTpALIUU, 00BEMBI U
KOJIMYECTBO 03 B YIIAKOBKE JIEKAPCTBEHHOTO TpenapaTa Jjsi BETEPHHAPHOTO NPUMEHEHUS. (B pei.
®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B ciyyae HempencTaBieHHs C 3asBICHHEM O TOCYAAPCTBEHHOW PETHCTPALMU JIEKAPCTBEHHOTO
npernapara JUisl  BETEPUHAPHOIO  NPUMEHEHHUS  JIOKYMEHTOB, IOJATBEP)KIAIOIIMX  YIIIATy
rOCYy/IapCTBEHHOW MOILJIMHBI U yYKA3aHHBIX B MyHKTE 7 4YacTU 2 HACTOSIICH CTaThbU, CBEACHUU O
JULEH3UAX, YKa3aHHbIX B IyHKTaX | ¥ 2 yacTu 3 HacTrosIued CTaThbM, a TAKXKE BbIJABAECMbBIX
(mpenocTaBiIsieMbIX) YHOJHOMOYEHHBIMH (hefiepaibHBIMU  OpraHaMM HUCIOJHUTENBHOW BJIACTH
JIOKYMEHTOB (CBEJICHUH), YKa3aHHBIX B MyHKTE 2.1 yacTu 3 HacTOAIIEH CTaThU, YIOJIHOMOUYCHHBIN
(benepanbHBI OpraH MCIOJHUTEIBHON BIACTH 3alpalllBaeT YKa3aHHbIE JOKYMEHTHI (CBEICHUsS) B
MOPSAJIKE MEKBEJJOMCTBEHHOTO HH(OPMALIMOHHOTO B3auMoiecTBUS. (B pel. DenepaabHOro 3aK0oHa
o1 27.12.2019 N 478-93)

7. He nomyckaercs HCIONb30BaHUE B KOMMEPUECKHMX IeNlsiax HH(popManuu o pe3ylbTaTax
JOKIMHHUYECCKUX I/ICCJ'IGI[OBaHI/Iﬁ JICKAPCTBCHHLIX CPCACTB HW  KIIMHUYCCKHUX I/ICCJ'IGIIOBaHI/Iﬁ
JIEKAPCTBEHHBIX MPENApaTOB JJIi BETEPUHAPHOTO MPUMEHEHUS, MPEICTABICHHON 3asiBUTENEM IS
TOCYJITapCTBEHHOM PErHCTPallUK JICKAPCTBEHHBIX MPENapaToB, 0€3 ero corjiacus B TEYCHUE MIECTH
JeT C JAaThl TOCYAapCTBEHHOW perucrpanuu pedepeHTHOro JEeKapCTBEHHOrO Mpernapara B
Poccuiickoit @enepanuu.

8. Jlep>kaTesib MM BJaJelel] PETUCTPALIMOHHOTO yIOCTOBEPEHHs JIEKapCTBEHHOIO MpenapaTa Jjs
BETEPUHAPHOTO MPUMEHEHUsS IMPEJCTaBIsieT B  YINOJIHOMOYEHHBIM (enepanbHbli  Opran
UCTIOJIHUTENILHONW BJIACTH OTUYET IO pe3yjbTartaM (papMakoHaA30pa OJMH pa3 B LIECTh MeECALEB B
TEUCHHE JIBYX JIET ITOCJIE TOCYIapCTBEHHON PEruCTpaliy JISKApCTBEHHOTO Mpernapata B Poccuiickoit
®deneparuy, 3aTeM €KEroHO B TEUCHUE MOCIEAYIOIUX TPeX JIET U B JajbHEHIIEM OJMH pa3 B TPU
roga. (B pexn. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

Crarps 18. - YTparuia cuiy. (B pea. @enepajbHOro 3aK0Ha 0T _
30.01.2024 N 1-D3)
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Crartba 19. IlpunsiTie penieHUus 0 Bbliaye IKCIEPTHOMY YUYpPeKIAeHUI0
3a/IaHUSA HA NMPOBeJAeHMe IKCIEPTU3bI JIEKAPCTBEHHOI0 CpeAcTBA (B
pen. @enepanbHoro 3akona or 22.12.2014 N 429-®3 (pea. ot
13.07.2015))

Honooswcenus wacmu 1 cmamou 19 (6 peo. @edepanvrnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHE8OM eOUHOU 20CY0apCmEEeHH Ol
UHGOPpMAUUOHHOU cucmeMmbl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHoul
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHblX u MyHUWURATbHBIX YCTY2
(pynxyuir)", npumenaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCcmeeHHblX
npenapamoe 01 MeOUyUHCKO20 NPUMEHEHUSA, NOOmEepHcoarouiue haxm 20cyoapcmeeHHou
pecucmpayuu, Ha OyMasicHoOmM Hocumee u OyOIUKAmMbl Pe2UCmpayuoOHHbIX YOOCMO8ePeH Ul
JIeKapCmMeEEeHHbIX NPenapamos 0aa mMeouyunckoz2o npumenenus c¢ 01.01.2025 ne evtoaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEHHBLIL (hedepanbHblil Op2an UCHOTHUMETIbHOU 611ACMU 34 6bl0aYell
YKa3anno20 0yonuKkama Hanpaeisiemca 6blNUCKA U3 20cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJIeKMPOHHOU
HOORUCHIO YROSIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

Honooswcenus uacmu 1 cmamou 19 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUs ROCPEOCmEOM (hedepantbHoll 20Cy0apCmeeHHOu
ungpopmayuonnoit cucmemul ""Eounsiit nopman 20cyoapcmeeHnbvix u MyHUYURAIbHBIX YCI1Y2
(pynkyuir)"', npumenaromea c 01.01.2026. /lyonukamor pecucmpayuoOHHbIX YOOCMOEEPEHU
JIeKapcmeeHHbIX NPenapamos onsa eemepunaprozo npumenenusn ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPpeoCcme 01 6emepUHaApHo20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoa1HoOMO4eHHbLIL (hedepanbHblil OpP2an UCNOTHUMETbHOU 611aCMU 34 8bl0ayell
YKa3anno20 0yoauKkama Hanpaeisaemcs 6blNUCKA U3 20CY0apCmEEeHH020 peecmpa
JIeKApCMEEHHBIX CPEOCH 8, NOONUCAHHAA YCUIEHHOU K8AUPUUUPOBAHHOU I]1IEKMPOHHOU
HOONUCHIO YHOTHOMOUEHHO20 TUUA YROTHOMOUYCHHOZ0 (PedepanbHOo20 Op2ana UCHOTHUMENbHO
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1. B TeueHue uyerblpex pabouux JAHEH CO JHS NPUHATHS 3asABICHUS O TOCYAApCTBEHHOU
pPErucTpaluy JIEKApCTBEHHOTO Mpernapara Uik 3asBJI€HUs O MPU3HAHUU JIEKApCTBEHHOTO Tpernapara
ophaHHBIM JIEKaPCTBEHHBIM TIpenapaToM COOTBETCTBYIOLIMH YIOJHOMOYEHHBIN (eaepanbHbIii
OpraH MCIOJHUTEIbLHONW BJIACTH MPOBOJIUT MPOBEPKY MOJHOTHI, TOCTOBEPHOCTU W MPABHJIBHOCTH
oopMmIIeHHS TIPE/ICTaBIEHHBIX JIOKYMEHTOB PETUCTPAI[MOHHOTO JIOCh€ Ha JIEKapCTBEHHBIN
mpernapar M NPUHUMAET pElIeHWEe O BbIaye 3aJaHus Ha mpoBeneHue: (B pen. PDenepalibHbIX
3akoHOB 0T 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

Honosxcenua nynkm 1 wacmu 1 cmamou 19 (6 peo. @edepanvrozo 3axona om 30.01.2024 N
1-D3), kacaowuecsa npedocmasieHus 20cy0apCcmeeHHbIX YCye npu 00pawieHuu
J1eKapCMEEeHHbIX CPeOCcme 01 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeenHoi UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeennoil ungpopmayuonnoit cucmemsl ""Eounuiii nopman zocyoapcmeeHHbvIX U
MyHuyunanwvhvix yciaye (pynkuuir)'', npumenaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX NPEenapamog 01 MeOUUUHCKO20 NPUMEHEHUS,
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noomeepiicoarouue haxm 20cyoapcmeeHHou pecucmpayuu, Ha 0YMAa3cHoOM Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCMO6EPEHUIL 1eKaAPCMEEHHbIX NPENnapamos 0
meoununckozo npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopawenusn
JIEKAPCMEEHHBIX CPEOCME 01 MEOUUUHCKO20 NPUMEHEHUSA NPU €20 00PAueHUU 6
YROTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 61aCHU 34 8bl0AYUell YKA3AHHO020
0yOnuKama HAnPAeNAEmMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCcma,
HOONUCAHHAA YCUTIEHHOU K8AUDUUUPOBAHHOU IJIEKMPOHHOU ROORUCHIO YROTHOMOYEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU enacmu (nynkm 5 cmamou 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

Honooswcenun nynkm 1 wacmu 1 cmamou 19 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N
1-D3), kacarowuecsa npedocmasieHus 20Cy0apCcmeeHHbIX YC1y2 npUu 00pauieHuu
JIeKapCMEEHHbIX CPeOCcme 01 6emMePUHAPHO20 NPUMEHEHUA NOCPEOCIEOM (edepaibHoll
2ocyoapcmeennoll ungopmayuonnou cucmemut ""Eounvlii nopman zocyoapcmeennvix u
MyHuyunanvhvlx yciaye (yukuyuir)'', npumenaiomesa c 01.01.2026. /[yoauxamot
PecucmpayuoHHbIX yOOCHMOGEPEHUTL 1eKAPCMEEHHBIX NPENaApamos 011 6emepuHapHozo
npumenenus c 01.01.2026 ne evioaromca. Cyovekmy odpauienus 1eKapCcmeeHHbvlx cpeocme 01
6eMepUHAPHO20 RPUMEHEHUA NPU €20 00paAU|eHUU 8 YNOTTHOMOYEHHbLIL (hedepatbHblil Op2an
UCHOTHUMEIbHOU 61ACMU 34 6bl0AYell YKA3AHHO020 0YONUKaAma HANPAeAAemcs 6bINUCKA U3
20Cy0apcmeenno20 peecmpa 1eKapcmeeHHblX CpeoCcme, NHOORUCAHHAA YCUTIEHH O
KéanuguyuposanHoil 31eKmpoHHOll ROORUCHIO YROTHOMOYEHHO20 JIUUA YHOTITHOMOUEHHO20
deoepanvnozo opzana ucnonnumensvroii énacmu (nyukm 6 cmamou 4 Medepanvnozo 3aKkona om
30.01.2024 N 1-®3).

1) SKCHCPTU3BI JOKYMCHTOB, IMPCACTABJICHHBIX IJId OIPCACICHUA BO3MOXKHOCTHU paCcCMaTpUBAThb
JIeKapCTBEHHBIH Mpenapar A1 MEJUIIMHCKOTO IPUMEHEHHS B KauecTBe Op(haHHOTO JIEKAPCTBEHHOTO
npenapara; (B pexn. @enepanproro 3akona ot 30.01.2024 N 1-P3)

Ilynkm 2 cmamou 19 oeiicmeyem 0o 01.01.2026 (noonynkm "a""'nynkma 15 cmamou 1
®Deodepanvnozo 3axona om 30.01.2024 N 1-D3).

2 - 3) IlyukTsl yTpatuiu cuiy. (B pen. @enepanbroro 3akoHa ot 30.01.2024 N 1-D3)

4) HSKCHIepTU3Bl JICKAPCTBEHHOTO CpEACTBA B OTHOIICHWHM JIEKAPCTBEHHOTO TMperapara s
BETEPUHAPHOT0 IPUMEHEHUSI.

Hlonosxcenusn vacmu 2 cmamou 19 (¢ peo. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagienus 20cy0apCmeen X Yciy2 npu 00pauieHu 1eKapCcmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHGOpMayuUOnHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uau) hedepanvHoit 20cyoapcmeenHol
unghopmayuonnoii cucmemst ""Eounvlit nopman 2ocyoapcmeennvblx u MyHUWURAIbHHIX YCY2
(pynxyui)", npumenaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue haxkm 2ocyoapcmeeHHoul
pecucmpayuu, Ha OyMasCHOM HOcumee u OyoaUKamol pecucmpayuoOHHbIX YOOCMOB8ePEeH Ul
J1eKapCmeEEeHHbIX NPenapamos 0aa meouyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CpeoCcme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaHoMo4eHHblIl (hedepanbHblil Op2an UCHOTHUMENbHOU 671ACHMU 34 8bl0ayell
YKa3aHH020 OyonuKkama Hanpaeisiemcsa 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
nOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOSTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @eodepanvrozo 3axkona om 30.01.2024 N 1-D3).
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IHonosxcenusn vacmu 2 cmamou 19 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocmea 0711 6emMePUHAPHO20 NPUMEHEHUA ROCPEOCHBOM (hedepanbHOll 20CYO0apCmeeH ol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX u MyHUYUNATbHBIX YCIIY2
(¢pynukyuir)", npumensarwomesa c 01.01.2026. /lyoaukamel pecucmpauyuoOHHbIX YOOCHO8EPEHUIL
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumernenus ¢ 01.01.2026 ne evioaromces.
Cybvexkmy oopawienusn 1eKapCcmeeHHblX cPeocma 0Jisl 6eMePUHAPHO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCHOTHUMETbHOU 611aCMU 34 6bl0ayell
YKa3annoz2o 0yonukama Hanpasisaemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1EKMPOHHOU
HOONUCHIO YHOTIHOMOUEHHO20 TUYA YROTHOMOYECHHO20 (hedepanbHo2o Opeana UCHONHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

2. YHONMHOMOYEHHBIH (QenepaibHblii OpraH WCIOJHUTEIFHOW BIIACTH HANpABISIET B JIMYHBINA
KaOMHET OKCIEPTHOTO  YYpPEXKJIEHUS B  €IUHOW  CcHCTeMe MOAMNHCAHHOE  YCHIIEHHOM
KBAIM(ULUMPOBAHHON  AJIEKTPOHHOW  MOJMNMCHIO  3a/JlaHu€ Ha  MPOBEACHHUE  BKCIEPTU3,
MPEeyCMOTPEHHBIX YacThi0 | HACTOAIIEH CTaThU, B IMYHBINM KaOWHET 3asSBUTEISI B €UHON CUCTEME -
MOJINUCAHHOE YCUJIEHHOW KBATU(PUIMPOBAHHOMN AJIEKTPOHHOMN MOJIUCHIO YBEIOMIIEHUE O IPUHATOM
pPELIEHUH O BbIJAye 3a/laHMs HA MPOBEACHHUE SKCIIEPTU3, MPEAYCMOTPEHHBIX YacThi0 1 Hacrosmen
CTaThbU, M B Cllydae HEOOXOAMMOCTH O BhIJaue pas3pelieHus Ha BBO3 B Poccuiickyro denepariuio
KOHKPETHOW MapTUH, CEPUH 3aPETUCTPUPOBAHHBIX U (WJIM) HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB MM 00 OTKa3e B NPOBEACHUM TaKUX HKCIEPTHU3 C yKa3aHMEM NPUYMH OTKa3a. (B pen.
®denepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenun vacmu 3 cmamou 19 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmagienus 20cy0apCmeen bIX Yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHPOpMayUOHHOIL cucmembl 6 cghepe 30pasooxpanenusn u (unu) gedepanvHoil 20cy0apcmeeHHoll
ungpopmayuonnoit cucmemul ""Eounsiit nopman 20cyoapcmeeHnbvix u MyHUYURAIbHBIX YCI1Y2
(pynkyuir)", npumenaromesa c 01.01.2025. Pezucmpayuonnsvie yoocmosepenus 1eKapcmeeHHblX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMaxsxcHom Hocumee u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCMOBEPEHUT
JIeKapcmeeHHbIX NPenapamos 0na meouyunckozo npumenenus c 01.01.2025 ne évioaromces.
Cyovexkmy odpawenus 1eKapcmeeHHbIX CPeOCme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoa1HoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 8bl0ayell
YKa3auH020 0yonuKkama Hanpaeisaemca 6bINUCKaA U3 20cy0apCmeennozo peecmpa
JIeKapCmMEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ATUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YNOSTHOMOYECHHO20 (hedepanbHo2o 0peana UCHOIHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

IHonosxcenusn vacmu 3 cmamou 19 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagieHus 20cy0apCmeenHbX Yciy2 npu 00pauieHu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuUHapHOzZ0 NPUMEHEHUSL NOCPEeOCHEOM (hedepanbHOIl 20CyOapCmeeHHOl
ungopmayuonnou cucmemot "'Eounvtit nopman 2ocyoapcmeennsblx u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensromcesn c 01.01.2026. /lyonauxameol pezucmpauyuoHHbIX yOOCHOEEPEHU
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMeEHEHUs nPu e2o
odpauieHuu 6 ynoaiHoOMO4YEeHHBLIL (hedepanbHblil OpP2an UCNOJIHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonuKkama Hanpaeisaenca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I/1IEKMPOHHOU
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HOORUCHIO YHOJIHOMOUEHHO20 TUUA YHOTIHOMOUEHHO20 (hedepaibH020 0P2aHa UCHOIHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3. B ciydae BBbISIBIEHUS OTCYTCTBUS HJIM HEIOCTOBEPHOCTH HH(OPMAIUMH, COJAEpKaIICHCS B
NPEJICTABICHHBIX  3asgBUTENIEM  JIOKyMEHTaX,  yIOJHOMOYEHHbI  (enepanpHblii  opran
VCIIOJIHUTENIbHOM BJACTU HaIpaBJIIE€T 3asBUTENIO IMOCPEICTBOM €IMHOIO IOpTaja WM B €ro
JUYHBIM KaOWHET B €IMHOM cucTeMe 3ampoc 00 yTOYHEHHHM 3TOW HHGOpMalUH, MOANUCAHHBIN
YCUJICHHON KBaTH(PUIMPOBAHHON 3IIEKTPOHHON MOJNUCHIO (Jlajiee - 3ampoc YMOJTHOMOYEHHOTO
dbeneparbHOTO OpraHa MCIOJHHUTENIbHON BiacTh). (B pea. deaepanpHoro 3akona ot 30.01.2024 N
1-©3)

Honooswcenus wacmu 4 cmamou 19 (6 peo. @edepanvrnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOIL 20CYO0APCMEEHH O
UHpopmayuonnoil cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopmain 20cy0apcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(¢pynxyui)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, nOOmeepicoaloujue axkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHOM HOcumee u OyoaUKamol pe2ucmpayuoHHbIX YOOCMO8epeH Ul
JIeKapCmeEeHHbIX NPenapamaos 0 MmeOuyunckozo npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEeHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACMU 34 6bl0aUell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKa U3 20cy0apCcmeennozo peecmpa
JIeKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUDUUUPOBAHHOIU IJ1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbro2o Opeana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-D3).

Ilonoscenun wacmu 4 cmamou 19 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUS ROCPEOCHEOM (hedepanvbHOll 20Cy0apCcmeeHHoll
ungpopmayuonnoit cucmemsl ""Eounsiit nopman 20cyoapcmeennbvix u MyHUYURAIbHBIX YCIIY2
(pynkyuir)", npumenaromea c 01.01.2026. /Iyonukamor pecucmpayuoHHbIX YOOCMOBEPEHUIL
JIeKapcmeeHHbIX NPenapamos 0nsa eemepunaprozo npumenenusn ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawenus 1eKapcmeeHHbIX CPeoCcme 01 6emePpUHaApHo20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaiHoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 6bl0aYell
YKa3auH020 OyonuKkama Hanpaeisaemca 6bINUCKaA U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYCHHO20 (hedepanbHo20 Opeana UCHOHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4. 3asBuTeNb 00s3aH HAIIPABUTh MOCPECTBOM €IMHOIO OPTajia B YHOJIHOMOYEHHBIN (hefepaibHbIi
OpraH HCIIOJIHUTEIbHON BJIACTU WM B JMYHBIN KaOMHET yIMOJIHOMOYEHHOrO (eiepalibHOTO OpraHa
UCTIOJIHUTENIFHOW BJIACTH B €IWHOW CHUCTEME IOJANUCAHHBIM YCHJIEHHON KBaTU(HUIIMPOBAHHON
AIIEKTPOHHOM  MOAINHKCHIO OTBET HA 3alpoc  YHOJHOMOYEHHOro (enepaJbHOrO  OpraHa
UCTIOJIHUTENILHOW BJIACTH B CPOK, HE MPEBBILAIOLINI JeBSIHOCTa pabouuX AHEW CO JHS MOJIYy4YEeHHUS
YIOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIOJIHUTEIBHON BJIACTH 3JIEKTPOHHOTO YBEOMIIEHUS O
MOJIyYEHUHU 3asBUTEIEM JaHHOro 3ampoca. Cpok, yKa3aHHbBIM B 4acTH | HacTOALIEH CTaTbH,
MIPUOCTAHABIMBAETCA CO JIHS HANpaBJICHMs IOCPEACTBOM €IMHOr0 MOopTalia UM B JINYHBIA KaOUHET
3asgBUTENS B €MHONW CHUCTEME 3arpoca YIOJIHOMOUYEHHOTO (eiepajIbHOro opraHa MCHOIHUTEIbHOM
BJIACTH /10 JIHS HAlpaBJICHUS 3asBUTENIEM IOCPEICTBOM €IMHOI0 MopTaja WM B JIMYHBIM KaOUHET
YIOJIHOMOYEHHOTO (heIepaJIbHOrO OpraHa MCIOJHUTENFHONW BJIACTH B €IMHON cUCTeMe OoTBeTa. B
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cy4yae, €ClIM OT HWMEHHM 3asBUTENS JEUCTBYeT €ro MpeAcTaBUTeNb ((U3UYECKOE JIUIIO),
YIOJIHOMOYEHHBINA JACHCTBOBATh OT UMEHU 3asBUTEIISI HA OCHOBAHUM JJOBEPEHHOCTH B AJICKTPOHHOM
dopMe B MAIIMHOYMTAEMOM BHJE, OTBET Ha 3alpoC MOXKET OBITh MOANUCAH YCHUJICHHON
KBAJM(UIUPOBAHHONW  3JEKTPOHHOW TOAMMCHIO JIMOO  YCHJIEHHOM  HEKBaJH(PHIMPOBAHHON
3JICKTPOHHOU MoANHUCKI0. (B pea. denepanbabix 3akoHOB oT 30.01.2024 N 1-®3, ot 31.07.2025 N
304-®3)

5. OcHoBaHueM JUIsl OTKa3a B OPraHHU3alUU HKCIEPTU3, MPEAYCMOTPEHHBIX YacThi0 1 HacTosIen
CTaThH, SBISICTCS TPEACTaBICHUE HEOOXOIUMBIX IJIs MPOBEICHUS MPEIyCMOTPEHHBIX IKCIIEPTH3
JOKYMEHTOB B HETMOJHOM O0BEME WIIM HEMPEACTABICHUE 3asBUTEIEM B YCTAHOBJICHHBIH CpPOK
OTBETa Ha 3aIpoC YMOJHOMOYEHHOTO (eaepalbHOr0 OpraHa HCIOJHUTEIBLHON BIIACTH, a TAaKXKE
MPEACTABICHUE JIOKYMEHTOB, HE COJEP)KAIMX HCYEPIBIBAIOIIETO TMEPEUHs] HEOOXOAUMBIX
CBEIICHU.

Honosxcenun vacmu 6 cmamou 19 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCMEEHH O
UHGOpMayuonHOU cucmemsl 8 cghepe 30pagooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHol
ungpopmayuonnoit cucmemol ""EOounsiii nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynxuyuir)", npumenaromesn c 01.01.2025. Pezucmpayuonnuie y0ocmogepeHus 1eKapcmeeHHbIX
npenapamoes 014 MeOUUUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeeHHoll
pecucmpayuu, Ha OYMa3icHOM HOcumese u OyOIUKAmMbl Pe2UCMPAUUOHHBIX YOOCMO8EPEHUTL
JIeKapcmeeHHbIX NPenapamos 0na Meouyunckozo npumenenus c 01.01.2025 ne evioaromes.
Cyovexkmy odpawenus 1eKapCcmeeHHbIX CPeOCme 0 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoa1HOMO4YEHHBLIL (hedepanbHblil OP2an UCNOTHUMEIbHOU 611aCmU 34 6bl0ayell
YKA3aHH020 0yOIUKAma HAnpaeIsaemcs 6blNUCKA U3 20CY0apCmeeHH020 peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YROJTHOMOUEHHO20 TUUA YROJTIHOMOUEHHO20 (hedepatbHo20 Op2ana UCHOIHUMETbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

IHlonosxcenun wacmu 6 cmamou 19 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cyo0apCmeen blX ycuy2 npu 00pauieHuu 1eKapCmeeHHblX
cpeocme 07151 6emepuHapHOz0 NPUMEHEHUS ROCPEOCHEOM (hedepanbHOoll 20Cy0apCcneeHHOul
ungopmayuonnou cucmemot "'Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /[yonuxameol pezucmpayuoHHbIX yOOCHO6EPEHU
JIeKapCmMeeHHbIX npenapamoe 014 eemepunaprozo npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMEHEHUs RPU €20
odpauieHuu 8 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJTHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYCHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

6. Ilpn oTkasze B opraHu3alMM HKCIEPTU3bI, MPEAYCMOTPEHHOW NMYHKTOM 4 4vacth | HacTosmen
CTaTbU, JOKYMEHTHI, BXOSAIIME B COCTaB PETUCTPALMOHHOIO JOChE HA JIEKAPCTBEHHBIN IIpernapar
JUTsl BETEpUHAPHOTO MIPUMEHEHHU S, MOTYT ObITh BO3BpAILIEHbI 3asBUTENIO HA OCHOBAaHUH €ro 3arpoca,
MOJNMCAHHOTO YCWJIEHHON KBaJU(UIMPOBAHHONW D3JEKTPOHHOM TOAMMUCHIO M HANpaBIEHHOTO
MOCPEACTBOM €IMHOTO MOpTasia B yIOJIHOMOYEHHBIN (hefiepanbHblii OpraH NCIOJHUTEIBHON BIACTH
WIN JTUYHBINA KaOWHET YIOJHOMOYEHHOTO (e/lepaIbHOro OpraHa UCIOJHUTEIBHON BIACTH B €IUHON
cucTeMe, B TEUCHHME TPUILATH pabouux IHEH cO AHA NMPHUHATUS YIOJIHOMOYEHHBIM (eaepalbHbIM
OpraHOM UCIIOJIHUTENIFHOW BJIACTH pelIeHHss 00 OTKa3e B OpPraHM3alUU TaKOH SKCIIEPTHU3BI.
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YronHoMOueHHBIH  (enepanbHBIA OpraH HCIOTHUTEIHHOM BJIACTH BO3BpAIlaeT 3asBUTEIIO
YKa3aHHBIE JOKYMEHTHI B TE€UYCHUE JCCATU PadOUYUX JTHEH CO JHS MOITYYCHHS] COOTBETCTBYIOIIECTO
3ampoca 3asBUTeNs. B chmydyae, ecnM OT HMMEHM 3asBUTENS JCHCTBYET €ro NpeacTaBUTEINb
(pusmyeckoe IHUIO), YMOJTHOMOYCHHBINM JEWCTBOBATH OT HMMEHH 3asBHUTEIS HA OCHOBAaHUU
JIOBEPEHHOCTU B DJIEKTPOHHOM (hopMe B MAIIMHOYUTAEMOM BHUJE, 3alIPOC MOXET OBbITh MOJIMUCAH
YCUJICHHOM KBTU(DUIIUPOBAHHOMN AJIIEKTPOHHOMU MOAMKUCHIO 60 YCUJICHHOM
HEKBaATM(HUIIUPOBAHHOMN 3JIEKTPOHHOM moanuckio. (B pen. deaepanbHbix 3akoHOB 0T 02.08.2019 N
297-®3, ot 30.01.2024 N 1-®3, ot 31.07.2025 N 304-P3)

Crarps 20. JkcniepTU3a 10KYMEHTOB, NPEACTABJICHHBIX IS
onpeaeJeHUs BO3MOKHOCTH PACCMATPUBATH JICKAPCTBEHHbIH
npenapar JJi MeAMIUHCKOI0 NIPUMEHEeHHs B KayecTBe OP(PaHHOI0
JIEKAPCTBEHHOI0 npenapara (B pea. @enepajbHOro 3aK0Ha 0T
30.01.2024 N 1-D3)

1. Ilpouenypa ompeneneHuss BO3MOKHOCTHM pPacCMaTpUBaTh JIEKAPCTBEHHBIM Mpemapar Jyist
MEIUIIMHCKOTO TIPUMEHEHHS B KadecTBe Op(AHHOrO JIGKQpCTBEHHOTO Tperapara MOXKET
MPOBOAUTHCS KaK B OTHOUIEHWHM JIEKQPCTBEHHOIO Ipenapara, 3aperucCTpUpPOBAHHOIO B
COOTBETCTBUM ¢ HacTosmuM DeaepalbHBIM 3aKOHOM JIMOO B COOTBETCTBHM C aKTaMH,
coctaBisitomuMu 1ipaBo Coro3a, TaKk U B OTHOIICHUHM HE3aPETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara. OKCHEpTH3a JOKYMEHTOB, IMPEACTABICHHBIX I OMNPENETICHUS BO3MOXKHOCTH
paccMaTpuBaTh JEKapCTBEHHBIN Mpenapar Ui MEIUIIMHCKOTO IPUMEHEHHS B KaueCTBE OPPaHHOTO
JIEKapCTBEHHOIO IIpenapara, COCTaBICHUE KOMUCCUEN DKCIIEPTOB 3aKIFOUEHUS O BO3MOXHOCTH WU
HCEBO3MOXHOCTH paCCManI/IBaTB HeKapCTBeHHBIfI npenapaT JII MEOUITMHCKOT O HpI/IMCHeHI/ISI B
KauecTBe Op(aHHOTO JIEKAPCTBEHHOTO TMpernapaTa W HampaBieHHEe B JIMYHBIA KaOWHET
YIIOJITHOMOYEHHOTO (he/lepaibHOTO OpraHa HMCIOJHUTEIBHON BJIACTH B €IMHOW CHUCTEME JTAaHHOTO
3aKTI0YEHUS B (hOpME ANEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO YCUJIICHHON KBaTU(UIIUPOBAHHOM
AIIEKTPOHHOM TOJIUCHI0, OCYIIECTBISIOTCS B CPOK, HE MPEBBIMIAOIINI TPUALIATH PaboYnX AHEH cO
JTHSl HaIlpaBJICHUS B JMYHBIM KAaOWHET HKCIEPTHOTO YUPEXKJICHHUS B €IUHOW CHCTeMe 3a/aHuf
YIOJIHOMOYEHHOTO (heiepaibHOTO OpraHa MCHOJHUTEIHLHON BIIACTH M CIEAYIOIIMX JOKYMEHTOB U
CBEICHUI:

1) 3asBiIeHHEe O MIPU3HAHUU JICKAPCTBEHHOTO Mpernapara oppaHHBIM JEKAPCTBEHHBIM IpErapaToM,
cocTaBleHHOoe 1O (Qopme, YTBEPKIEHHOM  YNOJTHOMOUYEHHBIM  (elepalbHbIM  OpPraHOM
WCITOJTHUTEIIbHON BJIACTH, MOAMUCAHHOE YCWJICHHONW KBATU(PUITMPOBAHHON IJIEKTPOHHOH MOJITUCKHIO
YIOJTHOMOYEHHOTO TPEJCTAaBUTENS IOPUAMYECKOro JIMIA, JACHCTBYIONIETO B COOCTBEHHBIX
MHTEpecax WIN YIOJIHOMOYEHHOTO MPEICTABISTh HHTEPECHI IPYTrOro IOPUANYECKOTO JIUIA;

2) xomus JOKyMEHTa Ha pPYCCKOM $3bIK€, 3aBEPEHHOIO B YCTAHOBJICHHOM IMOpPAJIKE H
MOJATBEP>KTAIOLIETO TPAaBOMOYHOCTD 3asIBUTEIS TI0JaBaTh 3asBICHUE O MPU3HAHNUU JIEKAPCTBEHHOIO
npemnapara oppaHHbIM JIEKAPCTBEHHBIM ITpenapaToM (IIpU HEOOXOIMMOCTH);

3) obocHoBaHue opdaHHOCTH 3a00JIeBaHUS, HE OTHECEHHOTO0 B COOTBETCTBUU ¢ DeneparbHbIM
3akoHOM OT 21 Hoa6ps 2011 roga N 323-®3 "OO6 ocHOBax OXpaHbl 3J0pOBbSl Tpa)xJaH B
Poccuiickoit ®enepauun" k penkuMm (opdaHHbIM) 3a00J€BaHUSM, B TOM 4YHCIE MOAPOOHAs
UHpOpPMAIHS O AUATHOCTHKE, TPOPHIAKTUKE MITH JICYEHUH TaKOTO 3a00JIeBaHMS,

4) yTBepKIeHHas MHCTPYKIHMS MO MEAMIIMHCKOMY MPHUMEHEHUIO JIEKapCTBEHHOro IIpernapara,
3apErUCTPUPOBAHHOTO B COOTBETCTBHH C HacTosiuM DenepanbHbIM 3aKOHOM, WIH 0OIIas
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XapaKTepUCTHKA JICKApCTBEHHOI'O Ipernapara, 3aperMCTPUPOBAHHOIO B COOTBETCTBUHM C aKTaMH,
cocrapisonmmu npaso Coro3a (Ipu HAINYKUH);

5) MHCTPYKUHMA 10 MEAUIMHCKOMY IPUMEHEHHIO WJIM KpaTKas XapaKTepUCTHKA JIEKapCTBEHHOI'O
npernapara, yTBep>KACHHbIE B CTpaHe MPOU3BOAUTENS (IIPH HATUYHHN);

6) KOIUHU JOKYMEHTOB, 3aBEPCHHBIX B YCTAHOBJICHHOM IMOPSAKE W TOATBEPKAAOMUX (HaKT
pEerucTpalnuy JIEKapCTBEHHOrO IMpenapara B MHOCTPAHHBIX IOCYyAapcTBax B KadecTBe OphaHHOTrO
JIEKApCTBEHHOIO INpenaparta (Mpy HaTu4KH ),

7) NPOEKT XapaKTePUCTUKU HE3aPETUCTPUPOBAHHOIO JICKAPCTBEHHOIO Iperapara, COAEPKallero
ClIeAyIoUIe MUHHMMAJbHbIE CBEICHHUA O HE3apEerMCTPUPOBAHHOM JIEKApPCTBEHHOM IIpernapare
(lomyckaercsl MMpEACTaBICHUE NPOEKTAa XapaKTEPUCTUKU HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOIO
npenapara, COCTaBJIEHHOTO B COOTBETCTBUM C JOCTYINHBIMH JaHHBIMM 110 IPOBEAECHHBIM
KJIMHUYECKUM MCCJIEI0BAaHUSAM JIEKapCTBEHHOIO IIpernapara MU JOKJIMHUYECKHUM HCCIEA0BAHUAM
JIEKapCTBEHHOT'O CPEACTBAa HA MOMEHT IOJjauy 3asBJICHHs O IPU3HAHUU JIEKAPCTBEHHOTr0 Mpenapara
op(haHHBIM JIEKAPCTBEHHBIM IIPENIAPATOM):

a) HAUMEHOBaHME JIEKAPCTBEHHOro Ipernapara (MeXIyHapoJHOE HENAaTeHTOBaHHOE, WU
rPYHNIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMUS);

0) JiekapcTBeHHas popma ¢ yKa3aHHEM HAUMEHOBAHHI M KOJMYECTBEHHOTO COCTaBa JICUCTBYIONINX
BEIIECTB M KAUYECTBEHHOTO COCTaBa BCIIOMOTATENbHBIX BEIIeCTB (IpU HEOOXOIMMOCTH
KOJIMYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX BEIIECTB);

B) (hapMakouHAMUKA U (apMaKOKHHETHKA;
T') MOKa3aHUs JIsl IPUMEHEHHUS,
1) MPOTUBOIIOKA3aHUS JJIs1 TPUMCHCHUS;

e) BO3MOJKHEIE TTOOOYHEIE I[CflCTBI/ISI 1 HCKCJIATCIIBHBIC PCAKIH ITPU MPUMECHCHHUHU JICKAPCTBCHHOI'O
npenapara JJjis1 MCAUIUHCKOT'O IPUMCHCHUA

’K) HAaMMEHOBAaHMSI U aJpeca IPOU3BOJACTBEHHBIX IIJIOLIAJ0K MPOU3ZBOIAUTENS JIEKAPCTBEHHOTO
npenapara;

3) cBeIeHHs O pPa3paboTUMKe JIEKapCTBEHHOIO CpelcTBa (AeprkaTesie  pPEerucTpariOHHOTO
y0CTOBEpPEHUS);

8) cBeeHUs O TEKYIIEM cTaTyce pa3paboTKU He3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara,
a Tak’Ke IJIaH ero pa3paboTKH;

9) 0630pbI JOKIMHUYECKUX MCCIIEAOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX HCCIEI0BaHUN
HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIpernapara, JOCTYIIHbIE Ha JACHb [101a4y 3asiBICHUS;

10) oTueTsl O MPOBENEHHBIX JOKIMHUYECKUX HCCIEIOBAaHUSAX JIEKapCTBEHHOTO CpeAcTBa U
KJIMHUYECKHX MCCIIEJIOBAHUSAX HE3aperuCTPUPOBAHHOIO  JIEKApCTBEHHOrO Ipemapara (mpu
HaJIMYUN);

11) pexBU3UTHI JOKYMEHTA, MOATBEPHKAAIOIIETO YIIaTy FOCYyAapCTBEHHON MOIUIHHBI.

2.B CJIydac HECAOCTATOYHOCTHU NMPCACTABJICHHBIX MATCPUAJIOB B LCIIAX MMPOBCACHUSA SKCIICPTU3BI IJIA
OnmpeACIICHHUA BO3MOXHOCTH pacCMaTpHuBaTb J'IeKapCTBeHHHﬁ npemnapar ajdd MCIUIHUHCKOIO
MNPpUMCHCHUA B KA4YCCTBC Op(l)aHHOFO JICKAPCTBCHHOTO IIpCIlapaTa JSKCIICPTHOC YUPCIKICHUC
HampasJIsICT B JIAYHBLIM KaOWHET 3asBUTEIS B GHHHOﬁ CUCTEME 3arpoc O MNOpcaACTaBICHUU



HEOOXOJMMBIX  MaTepUaliOB, MOJNUCAHHBIA  pPYKOBOAMUTENEM  (YHOJIHOMOYEHHBIM  JIMLIOM)
OKCHEPTHOTO YUPEKACHUS C MCIOJIB30BAaHMEM YCHJICHHON KBaJHU(PHIMPOBAHHON 3JIEKTPOHHOU
HOJANMCH. 3asiBUTENIb 00s3aH HAIIPABUTH B JIMYHBIA KAaOMHET 3KCIIEPTHOIO YUPEXKIEHHUS B €IUHOU
CHCTEME TOAMMCAHHBIN YCUIIEHHONW KBATU(UIIMPOBAHHON JIEKTPOHHON MOIIMCHIO OTBET HA 3aIpoC
B CpPOK, HE MpPEBBIALIMN MEeCTUAeCATH pabdouyux JAHEH CO JHA IOJYy4YEHHs] SKCIEpTHBIM
YUPEXKJIEHUEM AIEKTPOHHOI'O YBEAOMIIEHUS O MMOIYYEHHUH 3asBUTENEM 3ampoca. Cpok, yKa3aHHBIN B
4yacTH | HaAcTOALIEH CTaTbH, MPUOCTAHABIMBACTCSA CO JHs HAIPABJICHMS 3asBUTENIO B €r0 JIMYHBIN
KaOMHET B €IMHON CHUCTEME 3arpoca SKCIEPTHOTO YUPEKACHHUS 10 IHS HANPABICHUS 3asBUTEIIEM B
JUYHBIA KAOMHET SKCIIEPTHOIO YUPEKACHUS B €IMHON CUCTEME OTBETA Ha 3alpOC U HE yUUTHIBACTCS
IIPY MUCUUCIICHUU CPOKA IIPOBEICHMS IKCIIEPTU3BI JOKYMEHTOB, IIPEACTABICHHBIX IS OLPEACIICHUS
BO3MO)KHOCTH pPaccMaTpuBaTh JIEKAPCTBEHHBIM IIpenapar Uil MEIULUHCKOIO IPUMEHEHHUS B
Ka4yecTBe OP(aHHOIO JIEKAPCTBEHHOI'O Mpemnapara.

3. B cpok, HE TPEBBIIAIOIIUN MATH padOYMX IHEH CO IHS HAmpaBlICHUS B JMYHBIA KaOWHET
YIOJIHOMOYEHHOro  (eiepajJbHOr0 OpraHa MCIOJHHUTEIbHONH BJIAacTH B €IUMHOW CHUCTEMe
3aKJIIOYEHHUs, YKa3aHHOIO B YacTH | HacTOsALIEH cTaThu, YIOJIHOMOYEHHBIN (efepaibHblii OpraH
VCIIOJIHUTEJIBHOM BJIACTU OCYLIECTBISET OLIEHKY 3aKJIIOUEHHUS Ul ONPEIEICHUs €r0 COOTBETCTBHUSA
3a/laHUI0 Ha IPOBEJIEHUE SKCIEPTU3bl M HANpPABISIET B JIMYHbIA KaOMHET 3asBUTENS B €IUHOU
cucTeMe MOANMCAHHOE YCUIEHHOW KBaJU(UIMPOBAHHON 3JIEKTPOHHON MOJIMCHIO YBEAOMIIEHHE O
pe3ynbTartax IMPOBEAECHHON 3KCHEPTU3bl C MPUIOKEHHUEM KOMMM SKCIEPTHOrO 3aKIO4eHus (C
COXpaHEHMEM KOH(UIEHIMANbHOCTH MH(OpPMAIMM O COCTaBe KOMHCCHM 3KCIIEPTOB) U
BO3MOKHOCTH WJIM HEBO3MOXXHOCTH PACCMATPUBATh JICKAPCTBEHHBIM Ipenapar Ui MEIULUHCKOTO
IPUMEHEHUs B KauecTBE Op(aHHOr0 JEKapCTBEHHOTO Mpernapara.

Crarps 21. - YTpaTtuia cuiy. (B pea. @enepajbHOro 3aK0Ha 0T _
30.01.2024 N 1-®3)

Crarps 22. - YTpaTruia cuiy. (B pea. @enepajbHOro 3aK0Ha 0T _
22.12.2014 N 429-P3 (pen. ot 13.07.2015))

Ilonoscenua cmamou 23 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3), kacarwouuecs
npeoocmaenenus 20Cy0apCmeeHHbIX yCiy2 npu 00pauieHuu 1eKapCmeeHHblX cpeocme 0ns
MEOUYUHCKO20 RPUMEHEHUA NOCPEOCIMEOM eOUHOT 20CY0apCMEEeHHON UHPOPMAUUOHHOU
cucmemul 6 chepe 30pagooxpanenun u (unu) hedepanvHoil 20cyoapcmeennoil UHPOPMAUYUOHHOTL
cucmemut ""Eounstit nopman zocyoapcmeeHHblX U MyHUWURAAbHBIX YCaye (ynkuyuir) ',
npumenarwomesn c 01.01.2025. Pecucmpayuonnuie y0ocmogepenus 1eKapcmeeHHbvlX npenapamaoe
0J151 MEOUYUHCKO20 NPUMEHEH U, NOOMmEepHcoatouue haxkm 20cyoapcmeeHHoll pecucmpayuu,
Ha Oymadicnom Hocumere u OyOnuUKamol pecucmpayuoHHbIX YOOCMO8EPEHUI 1eKaPCMEEHHBIX
npenapamog 0na meouyunckoz2o npumenenus c¢ 01.01.2025 ne evioaromcea. Cyovexmy
odpawenun 1eKapCmeeHHbIX cpeocme 01 MeOUYUHCKO20 NPUMEHEHUA NPU €20 00pau|eHUU 6
YHOTHOMOYEHHDBLIL (hedepanbHblil Op2an UCNOTHUMETIbHOU 671ACHMU 3a 8b10AYell YKA3AHHO20
0ybnuKama HanPAeNAEmMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCcmeeHHbIX CpeoCcma,
HOORUCAHHAA YCUTICHHOU KEAIUDUUUPOBAHHOTL IIEKMPOHHOU ROORUCHIO YROTIHOMOYEHHO20
JUUA YROTTHOMOYECHHO20 (hedepanbHo20 Opeana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).
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Crarps 23. JkcnepTu3a KauecTBa JIEKAPCTBEHHOI0 CPeICTBA U
IKCIEPTU3A OTHOLICHUS 0KMAAEMOH MOJIb3bl K BO3MOKHOMY PUCKY
NPUMEHEHHUS JIEKAPCTBEHHOI0 Npenapara JIJs MeIuIHHCKOr 0
npuMeHenus (B pea. @enepanabHOro 3akona ot 22.12.2014 N 429-@3
(pea. ot 13.07.2015))

1. DkcrepTU3a KavyecTBa JIEKAPCTBEHHOTO CPEJCTBA U DKCIIEPTHU3a OTHOIICHUS OXKUIACMOM IOJIb3bI
K BO3MOXXHOMY PHUCKY NMPHUMEHEHUs JIEKQPCTBEHHOTO IMpemnapara JJis MEAUIIMHCKOrO MPUMEHEHHUS,
COCTaBJICHME KOMHCCHSIMU DKCIIEPTOB 3aKIIOYCHHH IO pe3yJibTaTaM IPOBEICHHBIX JKCIEPTH3 H
HAlpaBlICHUE  OTHUX  3aKIIOYCHUWH, TMOAMHUCAHHBIX  YCHJICHHBIMA  KBaJTU(UIIMPOBAHHBIMH
AJICKTPOHHBIMH TIOJAMUCSAMH, B JIMYHBIA KaOWHET YIOJHOMOYEHHOrO (eaepaibHOro0 opraHa
WCIIOJTHUTEIIbHOW BJIACTH B €IUMHON CHUCTEME OCYIIECTBISIOTCS B CPOK, HE IPEBBIIIAIONIUMN CTa
JEeCATH paboynX JHEH cOo JHS HAMpaBICHUS B JIMYHBIA KaOWHET SKCIEPTHOTO YUPEKACHUS B €IUHOM
CUCTEME COOTBETCTBYIOIIETO 3aJaHMsI YIIOJTHOMOYECHHOTO (heepaqbHOr0 OpraHa MCIOTHUTEIbHOM
BJIACTU U HEOOXOTUMBIX IOKyMEHTOB. (B pea. PeaepanbpHoro 3akona oT 30.01.2024 N 1-D3)

2. B TeyeHue NEBSHOCTa THEH CO AHSA IOJNyYEHHs YHMOJHOMOYEHHBIM (elepaabHbIM OpPraHOM
UCTIOTHUTEIILHOW BJIACTH YBEIOMJICHUS B JICKTPOHHOM (OpPME O TIOJTYUYCHUU 3asIBUTEIICM PEIICHUS
0 TMPOBEACHUU OKCHEPTH3, MPEIyCMOTPEHHBIX YacThl0 | HACTOSIIEW CTaTbu, 3asgBUTEINb
NPECTaBISIET B DKCIEPTHOE YUPEKICHHUE JUIs IPOBEACHUS SKCIIEPTH3bl Ka4eCTBa JIEKAPCTBEHHOTO
CpencTBa 00pa3Ilbl JICKAPCTBEHHOTO Mperapara JUisl MEIUIIMHCKOTO IPUMEHEHUS, TIPOU3BEICHHOTO
B COOTBETCTBHH C TPEOOBAHUSMHU OIBITHO-POMBIIIICHHOTO W (WJIH) TMPOMBIIUIEHHOTO
PEriIaMCHTOB, YTBCPIKACHHBIX PYKOBOJAUTCIIEM MPOU3BOAUTEIIS JICKAPCTBECHHBIX CPEACTB, a4 TAKKE B
COOTBETCTBYIOIIUX  CiIydasx oOpa3ibsl  (apManeBTHYeCKod  cyOCTaHIIMH,  TecT-IITamma
MHKPOOPTaHU3MOB, KYJbTYPhI KJICTOK, o6pa3u},1 BCIICCTB, MPUMCHACMBIX JIsI KOHTPOJIA Ka4eCTBa
JIEKapCTBEHHOTO CpEACTBa MyTeM CPAaBHEHHUS C HUMH HUCCIEAYEeMOTO JIEKapCTBEHHOTO CpECTBa,
CHGHI/I(i)I/I‘IGCKI/Ie PCarcHThI, H€06XO)II/IMBI€ AJId TpOBCACHUA HCHBITAaHUU 06pa311013 JICKApCTBCHHBIX
MpenapaToB, B KOJIMYECTBAX, HEOOXOIUMBIX ISl BOCIPOM3BECHUS METOIOB KOHTPOJISI KayecTBa. (B
pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

3. Ilpu mnomydeHuu oOpa3LOB JIEKAPCTBEHHOrO mpenapata U (hapMaleBTHUECKOW CyOCTaHLUU
HKCIIEPTHOE YUPEXKJEHUE HalpaBisgeT B JMYHBIM KaOMHET 3asBUTENSl B €IMHOM CHUCTEMe
yBeIOMJICHHE, TIOATBEPKIatolee MoIydeHHe yKa3aHHbIX 00pa3uoB. (B pen. PenepaabHOro 3aKkoHa
o1 30.01.2024 N 1-93)

4. Yxa3zaHHBIH B 4YacTH 2 HAaCTOSILIENH CTaThbU CPOK Ui TPEACTaBICHUS 3asgBUTENIEM OOpas3IoB
JIEKapCTBEHHOTO IpernapaTta U (hapMaleBTHUYECKON CyOCTaHIIMKM He BKJIIOYAETCS B CPOK MPOBEICHUS
9KCIIEPTU3, NMPETyCMOTPEHHBIX 4YacThio 1 Hacrosimed cratbu. (B pen. PenepalibHOTO 3aKOHA OT
30.01.2024 N 1-®3)

5. Yactp yTpatmna cuiy. (B pea. @enepanpHoro 3akona oT 30.01.2024 N 1-03)

Honoswcenus cmamou 24 (6 peo. @edepanvnozo 3axona om 30.01.2024 N 1-®D3), kacarowjuecs
npeooCcmasnenus 20cyo0apcmeeHblX yciy2 npu 00pauieHuu 1eKapCcmeeHHblX cpeocme 0
6eMepUHAPHO20 RPUMEHEHUA NOCPEOCMEOM (hedepanbHOoll 20Cy0apCcneeHH Ol UHPOPMAYUOHHOT
cucmemut ""Eounsiit nopman zocyoapcmeennvblx u MyHuyunanbHulx yciaye (ynkuyuiy) ',
npumensaromcsn ¢ 01.01.2026. /lyonuxamol pecucmpauuoHHbLX YOOCHOGEPEHUIL 1eKAPCHEEHHBIX
npenapamog 01a eemepunaphnozo npumenenus ¢ 01.01.2026 ne évioaromcsa. Cyovexmy
o0pauienun 1eKapcmeeHHbIX CPeOCme 011 6emePUHAPHO20 NPUMEHEHUA NPU €20 00pauieHuuU 6
YRONTHOMOYUEHHDBLI (hedepanbHblil OP2aH UCNOTHUMEbHOU 61aCMU 34 6bl0aUell YKA3AHHO020
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dyOnuKama HanpaenAemca 6bINUCKA U3 20CY0aPCMEEHHO20 peecmpa 1eKapCcmeeHHbIX CPeOCcma,
NOONUCAHHAA YCUICHHOU KEAUDUUUPOBAHHOUL I1EKMPOHHOU NOORUCHIO YNOTHOMOUEHHO20
JUUA YROJTHOMOYEHHO020 (hedepanbHo20 0P2ana UCROJITHUMEIbHOU é1acmu (nyHkm_6 cmamovu 4
Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

Cratbs 24. JKCcnepTH3a Ka4eCcTBA JEKAPCTBEHHOI0 CPe/ACTBA U
IKCIEPTU32 OTHOUICHHUS 0KMAAEMOM MO0JIb3bl K BO3MOKHOMY PUCKY
NPUMEHEHUS JIEKAPCTBEHHOI'0 Npenapara J1jisi BeTePUHAPHOT0
NpUMeHeHUs

1. DkcnepTu3a KayecTBa JEKaPCTBEHHOIO CPEACTBA U DKCIEPTHU3a OTHOLICHMS 0XKMIA€MOU IOJIb3bI
K BO3MOXXHOMY PHUCKY IPUMEHEHHUs JIEKAPCTBEHHOI'O IpernapaTa JJisi BETEpPUHAPHOTO NPUMEHEHMUS,
COCTaBJICHUE KOMHMCCHSIMHM DJKCIEPTOB 3aKIIOUYEHUH IO pe3yibTaTaM YKa3aHHBIX 3KCIEPTU3 U
HaIpaBJIEHUE TaKUX 3aKIIOYEHHUI B JIEKTPOHHOM (JOopME B yIOJIHOMOYEHHBIHN (pesepanbHblil opran
UCIIOJIHUTENIBHOW BJIACTU OCYILECTBIISIOTCA B CPOK, HE MPEBBIAIOLINNA cTa pabouyux JHEW co AHA
MOJIy4YE€HHUsI JKCHEPTHBIM YUPEXKJIEHUEM B JJIEKTPOHHOM (opme 3agaHus YIOJIHOMOYEHHOIO
(benepaabHOro OpraHa UCHOJIHUTENBHOM BJIACTH C IOKYMEHTaMH, yKa3aHHbIMH B yacTu 3 ctatbu 17
HacTosero dexepanbHOro 3akoHa. (B pelx. PexepanbHbix 3akoHOB oT 22.10.2014 N 313-d3, ot
13.07.2015 N 241-®3, ot 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2. B Teuenme Tpuanatd pabouumx AHEW CO IHS TOJYYCHHS YIOJHOMOYEHHBIM (heaeparbHbIM
OpPraHOM HCIOJHUTEJIBHOW BIACTH YBEAOMIIEHHUS B 3JEKTPOHHOU (hopMe O MOJyYeHUH 3asBUTEIEM
pelleHus O IPOBEJCHUM YKa3aHHbIX B YacTU | HacTosIENd CTaTbU DSKCHEPTU3 3asABUTEIb
IIPEJICTABIISIET B OKCIIEPTHOE YUPEXKIECHUE AJI IPOBEAEHUS DKCIEPTU3BI KayecTBa JIEKAPCTBEHHOTO
cpelcTBa 00pa3lbl JIEKAPCTBEHHOTO IpernapaTa /Ui BETEpUHAPHOTO MPUMEHEHHUs, TPOU3BEIECHHOTO
B COOTBETCTBHHU C TPEOOBAHUSAMH TEXHOJOTHUECKUX PETJIAMEHTOB, YTBEP)KICHHBIX PYKOBOAUTEIIEM
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, @ TAK)XKE€ B COOTBETCTBYIOIIMX CIy4yasX TECT-IITaMMBI
MHUKPOOPIaHU3MOB, KYJbTYPbl KIETOK, 00pa3ibl (hapManeBTHUECKOM cyOcTaHIMKM, 00pa3ibl
BEIIECTB, MPUMEHSAEMBIE JJIs1 KOHTPOJS KadecTBa JIEKAPCTBEHHOIO CpPEJCTBA, B KOJIMYECTBaX,
HEOOXOIMMBIX JJIsi BOCIIPOM3BEIEHUSI METOI0B KOHTPOJIS KauecTBa. (B pell. denepanbHbIX 3aKOHOB
o1 02.08.2019 N 297-®3, ot 30.01.2024 N 1-P3)

3. Ilpu monyueHuu 0Opa3OB JIEKAPCTBEHHOTO TMperapata U (papMaieBTHUYECKOW CyOcTaHIIUU
DKCIIEPTHOE YUPEKICHHE B J€Hb MOIy4YeHHUS OOpa3IOB HAaMpaBisieT B AJICKTPOHHOU (opme
3asIBUTENII0O  YBEJIIOMIIEHHE, MOATBEp)KAAIollee IOJIy4eHHE YKa3aHHbIX oOO0pas3loB. (B pen.
®epnepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

4. Yka3zaHHBIH B 4YacTH 2 HAaCTOSILIEH CTaThbU CPOK Ui TPEACTaBICHUS 3asBUTENIEM OOpas3IoB
JIEKapCTBEHHOTO IpernapaTta U (papMaleBTHUYECKON CyOCTaHIIMKM He BKJIIOYAETCS B CPOK MPOBEICHUS
JKCIEPTU3, MPETyCMOTPEHHBIX 4YacThio 1 Hacrosimed cratbu. (B pen. PenepalibHOTO 3aKOHA OT
30.01.2024 N 1-®3)

5. Yactp yTpatuna cuiy. (B pea. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

Crarba 25. [loBTOpPHOE NpOBeIeHNE IKCIEPTU3BI JIEKAPCTBEHHBIX
cpeacts (B pea. ®enepanabHoro 3akona ot 22.12.2014 N 429-d3 (pen.
or 13.07.2015))
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1. B ciydasx HegocTaTOYHOM 0O0CHOBAaHHOCTHU WJIM HEMOJIHOTHI 3aKII0YEHHS] KOMHCCHH 3KCIIEPTOB,
HAJIMYUS B HEM TIPOTHUBOPEUYMBBIX JAHHBIX, PaIbCU(DHUKAIINH BBIBOJOB YKCIIEPTU3HI JIEKAPCTBEHHOTO
CPEICTBA, COKPBITUS OT YIOJHOMOYEHHOIO (QelepalbHOTO OpraHa WCHOJHUTEIBHON BIACTH
OCHOBaHUM /s OTBOJAA OJKCIEpPTa BCJIEICTBUE €ro 3auHTEPECOBAHHOCTH B  pe3yJsbTarax
COOTBETCTBYIOIIEH PKCHEPTU3bl, HAJTMUUSA JAHHBIX O MPSIMOM JHMOO KOCBEHHOM BMEIIATEIbCTBE B
MPOLIECC COOTBETCTBYIOIIECH 3KCIEPTU3bI JIHI], HE YYaCTBYIOIIUX B €€ MPOBEJACHUH, HO OKa3aBIIUX
BJIMSHUE Ha IPOLECC W PEe3yNbTaThl €€ MPOBEICHUS, YIMOIHOMOUYEHHBIM (efepalbHbIM OpPraHOM
WCIIOJIHUTEJIbHOM BJIACTH HA3HAYAETCsl MOBTOPHAs HKCIEPTU3A JICKAPCTBEHHOI'O CpeACTBa U (MIIN)
aThyeckas skcnepru3a. (B pen. PepepanmpHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. or

13.07.2015))

IHlonosxcenusn wacmu 2 cmamou 25 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecsa npedocmasienus 20cy0apCmeeHbIX yciy2 npu 00pauieHuu 1eKapCcmeeHHblX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CYO0apCMEEHH O
UHGOpMayUOHHOU cucmembl 8 cghepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnoit cucmemol ""EOounsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCI1Y2
(¢pynxuyuir)", npumenaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoes 014 MeOUUUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeeHHoll
pecucmpayuu, Ha OYMa3CHOM HOcumese u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCMO8EPEHUTL
JIeKapcmeeHHbIX NPenapamos 0na Meouyunckozo npumenenus c 01.01.2025 ne evioaromes.
Cyovexkmy oopaweHus 1eKapCcmeeHHbIX CPeOCme 0 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCNOTHUMETbHOU 611aCMmU 34 6bl0aUell
YKa3annoz2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YROJTHOMOUEHHO20 TUYA YROJTIHOMOUEHHO20 (hedepatbHo20 Op2ana UCHOIHUMETbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Ilonoscenua wacmu 2 cmamou 25 (¢ peo. @edepanvnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIxX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUS ROCPEOCHEOM (hedepanbHOIl 20Cy0apCcmeeHHol
ungpopmayuonnoit cucmemul ""Eounsiit nopman 2ocyoapcmeeHnvix u MyHUUURATbHBIX YCIY2
(pynkyuir)"', npumenaromea c 01.01.2026. /lyonukamor pecucmpayuoOHHbIX YOOCMOEEPEHU
JleKapcmeeHHbIX NPenapamos onsa eemepunaprozo npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPpeoCcme 01 6emepUHaApHo20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoa1HoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 8bl0ayell
YKa3auH020 0yonuKkama Hanpaeisaemca 6bINUCKaA U3 20cy0apCmeennozo peecmpa
JIeKapCmMEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ATUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YROJIHOMOUEHHO20 (PedepanbH0o20 OP2ana UCHOIHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2. IloBTOpHas sKcHEpTU3a JEKApPCTBEHHOIO CPEACTBA MPOBOJIUTCS C YYETOM pe3yJIbTaTOB paHee
IPOBEIEHHONW SKCHEPTU3bl B CPOK, YCTAHOBJIEHHBIH YIOJIHOMOYEHHBIM (heJiepaibHbIM OpraHOM
WCIIOJTHUTENIbHOM BJIACTH W HE MPEBBILAIONIUN TpUAIaTH pabodyux AHEH cOo JHS MOIy4YeHUS
HKCHEPTHBIM YUPEXKJACHHUEM B JIMYHOM KaOMHETE B €IMHOW cHCTEeMe 3aJaHMs Ha NpOBEIEHUE
MOBTOPHOM JKCIIEPTHU3BI JIEKapCTBEHHOI'O CpeICTBa, HOJIMCAaHHOTO YCUJICHHOM
KBAJTM(HUIMPOBAHHON 3JIEKTPOHHOH moanuceio. (B pen. PenepanbHbIX 3akoHOB_oT 22.12.2014 N
429-93 (pen. or 13.07.2015), ot 30.01.2024 N 1-P3)

3. ®unaHcoBoe oOeCIEUCHHE BBINIOJIHECHUS 3aJaHHs Ha IMPOBEACHHE IOBTOPHOH AKCIEPTHU3HI
JIEKapCTBEHHOT'O CPEICTBAa HE ocymiecTBiseTcs. (B pena. denepanbHoro 3akoHa oT 22.12.2014 N
429-®3 (pen. or 13.07.2019))
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Ha npasoomnouienus, 603HuKaroujue npu 00pawieHuU 1eKapCmeeHHbIX cPeocme 0
MeOUYUHCKO020 npumenenus, ne pacnpocmpansaomcs ¢ 01.01.2026 nonoscenus cmamou 26 (6

peo. Deodepanvrnozo 3axona om 30.01.2024 N 1-D3) (nynkm_7 cmamvu 4 Dedepanvrozo 3aKona
om 30.01.2024 N 1-D3).

CraTtba 26. YckopeHHas1 NPOUEAYPA IKCIEPTU3BI JIEKAPCTBEHHbIX
CpeacTB

1. YckopenHas mpoleaypa SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B ILEISIX TOCYJapCTBEHHOM
PETHCTpAlMK JIEKAPCTBEHHBIX IPEMapaToB MPUMEHSIETCS B OTHOMICHUH Op(haHHBIX JIEKAPCTBEHHBIX
[IpenaparoB, IEPBBIX TPEX JIEKAPCTBEHHBIX IIpENapaToB, perucrpupyeMsix B Poccuiickoit
®denepallui B Ka4€CTBE BOCIPOM3BEIICHHBIX JICKAPCTBEHHBIX MpenapaToB, 0YEPEAHOCTh KOTOPBIX
ONpeAeNsieTcss B COOTBETCTBMM C HOMEPOM M JAaTOM BXOJAIIMX 3asBJICHUH O TOCYIJapCTBEHHOM
pPEruCTpaluy JIEKAPCTBEHHBIX MPENapaToB B paMKax OJHOIO MEXIYHApOIHOIO HENAaTEHTOBAHHOIO
HAaMMEHOBAHMSI JICKAPCTBEHHOTO Tpenapara Wik rpyninupoBOYHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO
npernapara, JICKapCTBEHHBIX MpernapaToB JJIsi BETEPUHAPHOIO MPUMEHEHHUS, MIPeHa3HAYEHHbIX I
JIeUYEHUs JIOMAIIHUX JKUBOTHBIX, onpeeseHHbIX denepanbHbIM 3akoHOM OT 27 niekabps 2018 rona
N 498-d3 "OO6 0TBETCTBEHHOM OOpaIlleHUH C )KUBOTHBIMH M O BHECEHWU U3MCHCHHUI B OT/CIIbHBIC
3aKoHOJaTeNnpHble  akThl Poccuiickoit ®enepauuun”, W 3aperucTpUpPOBAaHHBIX B KayecTBE
JIGKapCTBEHHBIX TMPENapaToB Mg MEAUIMHCKOIO MPUMEHEHHS, M JICKAPCTBEHHBIX MpenapaTos,
MpeHa3HAYEHHBIX UCKITIOYUTEIIBHO JIJIsl IPUMEHEHHUSI HECOBEPIIEHHOJICTHUMU T'pakKJaHaMu. (B pel.
®denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 13.07.2015 N 241-®3, oT
28.04.2023 N 171-®3)

2. YckopeHHas TpoIeaypa JKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB B IENAX TOCYAapCTBEHHOM
pPETHCTpaIiK JICKAPCTBEHHBIX MPEIapaToB HE MPUMEHSETCS B OTHONICHHH: (B pea. DenepanbHOro
3axoHa ot 22.12.2014 N 429-®3 (pexa. ot 13.07.2015))

1) OuoananmoroBeix (OHOMOMOOHBIX) JIEKAPCTBEHHBIX TMIpernapatoB (OmoaHamorom); (B pen.
®enepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

2) pedepeHTHBIX JEKapCTBEHHBIX IpenapaToB (3a HCKIIOYEHUEM Op(aHHBIX JEKapCTBEHHBIX
npemnapatoB); (B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) BOCHPOM3BENEHHBIX JIEKAPCTBEHHBIX MpenaparoB (3a HCKIIOUYEHHEM [MEPBBIX  TpexX
peructpupyemblx B Poccuiickoil Penepanyy B KauecTBE BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX
MpernapaToB U JIEKAPCTBEHHBIX MPENapaToB, MPeAHA3HAYEHHBIX HCKIIOUUTENbHO JJIS PUMEHEHUS
HECOBEPIICHHOJIETHUMH I'PaX/1aHaMH, a TAK)KE JIEKAPCTBEHHBIX NIPENApaTOB, MPEAHA3HAYEHHBIX IS
JIeYeHUs JIOMAIIHUX JKUBOTHBIX, onpeeneHHbx denepanbHbiM 3akoHOM OT 27 nekabps 2018 rona
N 498-®3 "O6 0TBETCTBEHHOM OOpAIICHHUH C KUBOTHBIMU M O BHECEHUU M3MEHEHHUH B OT/EIbHbBIE
3aKOHOJarenpHble akThl Poccuiickorn @enepanuu', ¥ 3apEerUCTPUPOBAHHBIX B KadeCTBE
JIEKapCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO NMpUMeHeHus); (B pel. denepaibHBIX 3aKOHOB OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015), ot 28.04.2023 N 171-D3)

4) HOBBIX KOMOWHAIMH 3apeTUCTPUPOBAHHBIX paHee JIEKapCTBEHHBIX Npenapartos; (B pei.
®enepanbHOro 3akoHa o1 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

5) JeKapCTBEHHBIX TIPENapaToB, 3apETHCTPUPOBAHHBIX paHEe, HO IPOM3BEIACHHBIX B JPYTHX
JIEKapCTBEHHBIX (DOpMax B COOTBETCTBHH C MEPEYHEM HAUMEHOBAHUI JIEKapCTBEHHBIX (OpPM H B
HOBOM 103upOBKe; (B pen. PenepanbHoro 3akona oT 22.12.2014 N 429-D3 (pen. ot 13.07.2015))
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6) JeKapCTBEHHBIX MPENapaToB Ui MEIUIMHCKOTO MPUMEHEHUs, TOCYJapCTBEHHAsl PEerucTpanus
KOTOPBIX OTMEHEHA, MpPU MX PErHCTPAllUd B KadyeCTBE JIEKAPCTBEHHBIX MpenapaTroB it
BeTepuHapHOro npuMeHeHus. (B pea. @enepanpHoro 3akona ot 28.04.2023 N 171-P3)

3. YckopeHHas mpoleaypa 3KCHEePTH3bl JIGKAPCTBEHHBIX CPEICTB IMPOBOAMUTCS IO PEHICHUIO
COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOTO (hefepaibHOTO OpraHa HWCIOJHHUTENBHON BJIacTH Ha
OCHOBAHMU 3asIBJIICHUS 3asBHUTENS B CPOK, HE MPEBBIIAIONINI BOCBMUICCATH pabounx mHel. [Ipu
TOM JKCIIEPTU3a JOKYMEHTOB, COJIEPKAIIMXCS B PETUCTPALIMOHHOM JIOChE HA JIGKAPCTBEHHBIN
npernapar, MpOBOJUTCS B CPOK, HE NMPEBBINIAIOIIUIN JecaTH pabouux IHEW, SKCIepTH3a KayecTBa
JICKapCTBEHHOTO CPEJCTBA M JKCIEPTHU3a OTHOIICHHS OXHUIAEMOH TOJb3bl K BO3MOKHOMY PHCKY
NPUMEHEHHS JIEKAPCTBEHHOIO Iperapara MPOBOAITCS B CPOK, HE MPEBBIMAIONIMNA IECTUICCITH
pabouux nuei. (B pea. OeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pea. ot 13.07.2015))

3.1. Yacts yrpaTuiia cuiy. (B pen. @enepanbroro 3akoHa ot 30.01.2024 N 1-D3)

4. VYckopeHHas TMpoIeaypa OKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IPOBOJUTCS B IOPSAKE,
ycTaHoBJIeHHOM ctatbsiMu 17, 19, 20, 23 u 24 nactosimero denepanbHOro 3akoHa, U HE 0O3HAYAET
CHIDKEHHUS TpeOOBaHMI K 0€3011aCHOCTH, KaueCTBY U 3(()EKTUBHOCTH JICKAPCTBEHHBIX MPEIapaToB.
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Crarbs 27. PelieHue 0 rocyJapCTBEHHON perucrpauuu
JIEKaPCTBEHHOI'0 mpemnapara

1. B cpok, He npeBbILIAOIINN YeThIpeX pabouux JIHEH co IHS MOIy4YeHUs 3aKIF0UEHUH KOMHUCCHU
DKCIIEPTOB II0 pe3yJIbTaTaM »JKCIEPTHU3bl KadyecTBa JIEKAPCTBEHHOTO CPEACTBA M 3KCIEPTU3bI
OTHOLICHHS OKUIAEMOM IOJIb3bl K BO3MOXXHOMY PUCKY IIPMMEHEHHs JIEKAPCTBEHHOTO Ipernapara,
COOTBETCTBYIOIINUN YIIOJIHOMOYEHHBIH (eepalibHblil OpraH HCIOJIHUTEIbHOW BiacTu: (B pex.
®enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 31.07.2025 N 304-D3)

Ilonoscenua nynkma 1 vacmu 1 cmamou 27 (¢ peo. @edepanvnozo 3axona om 30.01.2024 N
1-®D3), Kacaowuecsa npedocmasnenHus 20Cy0apcmeeHHbIX Yy npu oopauienuu
JIEKAPCMBEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUA ROCPEOCHEOM eOUHOT
20¢y0apcmeenHoll UHpOpMayuoHHoIl cucmemsl é cghepe 30pasooxpanenusn u (unu) gedepanvroi
2ocyoapcmeennoit ungpopmayuonnoit cucmemsl ""Eounulit nopman 20cyoapcmeeHHvIx u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenaiomcesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapCcmeeHHbIX nPenapamaog 01 MeOUUYUHCKO20 NPUMEHEHUS,
noomeepcoarouiue haxm 20cyoapcmeeHn ol pecucmpayuu, Ha GyMaxcHom Hocumeie u
0yonuKamol pe2ucmpayuoHHbIX YOOCMOEEPEHUIL 1eKapCMEEHHbIX RPENnapamog 0
meoununckozo npumenenusn ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopawenus
JIEKAPCMEEHHBIX CPEOCE 01 MEOUUUHCKO20 NPUMEHEHUSA NPU €20 00paueHUuU 6
YHONTHOMOYEHHDBLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 671ACHMU 34 8b10AYell YKA3AHHO20
0ybnuKama HanPAeNAEmMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCcmeeHHbLX CpeoCcma,
HOORUCAHHAA YCUTICHHOU KEAUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YNOTHOMOYEHHO20
JUUA YROTTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

IHonosxcenuna nynkma 1 wacmu 1 cmamou 27 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-®D3), kacarowuecsa npedocmasnenHus 20Cy0apcmeeHHblX yCiy2 npu oopauienuu
J1eKapcmeeHHbIX CPeOCcme 01 6emePUHAPHO20 NPUMEHEHUSA NOCPEOCHEOM (hedepanbHoll
2ocyoapcmeeHHou ungopmayuonnoii cucmemst "'Eounviit nopman zocyoapcmeennvix u
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MyHuuunanvhlx yciaye (pynkuuir)'’, npumenaromes c 01.01.2026. /Jyoauxamot
PecucmpayuoHHbIX yOOCMOGEPEHUTL 1EKAPCMEEHHBIX NPENaApamos 014 6emepuUHapHozo
npumenenus ¢ 01.01.2026 ne evioaromca. Cyovekmy oopauieHus 1eKapcmeeHHbiX cCpeocme 0ns
6€eMepPUHAPHO20 RPUMEHEHUA NPU €20 00paAU|eHUU 8 YNOSIHOMOYEHHBLIL (hedepatbHblil Op2an
UCHOTTHUMEIbHOIL 61aCMU 3 6bl0AYell YKA3AHHO020 0YONUKaAmMa HANPAGAAEmCcsa 6bINUCKA U3
20Cy0apcmeenHo20 peecmpa 1eKapcmeeHHblX CpeoCcme, NOONUCAHHAA YCUNEHHOU
KéanuguuyuposanHoil 31eKmpoHHoll ROORUCHIO YROTHOMOYEHHO20 JIUUA YHOTIHOMOYEHHO20
dedepanvrozo opeana ucnonnumenvuou earacmu (nynkm 6 cmamou 4 @edepanvHozo 3aKona om
30.01.2024 N 1-®3).

1) ocymiecTBisIeT OLEHKY 3aKIIOYCHUH KOMHCCHU SKCIIEPTOB JUIS OIPEICIICHUS COOTBETCTBUS
3a/IaHUI0 HA TIPOBEJICHUE ITUX dKCIepTus; (B pea. enepanbHoro 3akoHa oT 30.01.2024 N 1-03)

2) mpUHHMMAET pElIeHHUE O TOCYJapCTBEHHOW PETUCTpalliy JIEKApCTBEHHOrO IMpernapara Win 00
OTKa3e B IOCYJIapCTBEHHOM PEruCTpaliy JIEKAPCTBEHHOTO MIpenapara;

3) BHOCHUT NIpU NPUHATHH PELIEHUs] O FOCYAAPCTBEHHOW perucTpaliu JIEKapCTBEHHOrO Mpernapara
JAaHHbIE O 3apErMCTPUPOBAHHOM JICKAPCTBEHHOM IIpenapaTe, B TOM 4Hciie O (hapMaleBTHYECKOM
cyOcTaHIIMM, BXOJMIIEH B COCTaB JIEKAPCTBEHHOIO IIpernapaTa, B TOCYAApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB U BbIAET 3aBUTEIIO PErHMCTPALIMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO
npernapara IMyTeM HaIpaBJICHUs 3asiBUTEIIO IOCPEICTBOM €IMHOTO NOpTalla UM B JIMYHbIN KaOMHET
3asBUTEJI B €IMHOM CUCTEME BBIIUMCKU M3 TOCYAAPCTBEHHOI'O PEECTpa JEKAPCTBEHHBIX CPEACTB,
MOAMUCAHHOM YCWJIEHHOW KBaJU(UIMUPOBAHHON AJIEKTPOHHOW TMOJNUCHI0, ¢dopMa KOTOPOM
YTBEP)KJAETCA  YNOJHOMOYEHHBIM  (eiepalibHbIM  OpPraHOM  HUCIIOJIHUTENIBHOW  BJACTH,
COIIACOBAHHbIE HOPMATUBHYIO JOKYMEHTAIMI0, HOPMATHUBHBI JIOKyMEHT, HWHCTPYKLHUIO IIO
IIPUMEHEHHIO JIEKapCTBEHHOIO IIpernapaTa M MAakKeThl I[EPBUYHOW YINAKOBKM W BTOPHUYHOU
(moTpeOuTeNbCcKOl) YIAaKOBKU C yKa3aHHMEM Ha HMX HOMEpa 3alliCH B rOCYJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB M JIaThl €ro IOCYJAapCTBEHHOW PETUCTPALMM WM B Cllydae HNPUHATHS
pemieHus 00 OTKa3e B TOCYJapCTBEHHOM perucTrpanuu JIEKapCTBEHHOTO Ipernapara HampaBisieT
3asBUTEINIO MOCPEACTBOM €IUMHOIO MOpTaja WM B JUYHBIA KaOMHET 3asBUTEIN B €IUHON CHCTEME
yBEAOMJIEHHE 00 3TOM C YKa3aHHEM NPUYUH TAKOro OTKa3a. 3a BblJAa4y PETrUCTPALlMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Tperapara B3uMaeTcs FoCyJapCTBEHHAs MOIIJIMHA B COOTBETCTBUU
¢ 3akoHoAarenscTBOM Poccuiickoit @enepanuu o Hasorax u cobopax. (B pen. denepaabHOro 3aKOHa
o1 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2. OcHoBaHMEM Il OTKa3a B TOCYJapCTBEHHOM DPETUCTpAllMU JIEKapCTBEHHOrO Mpernapara s
MEAMIMHCKOTO IPUMEHEHHs SABIIETCS 3aKIIOUEHHE COOTBETCTBYIOLIETO  YIIOJIHOMOYEHHOTO
denepanbHOrO0 OpraHa UCHOJHUTENBHOM BIACTH O TOM, YTO KayecTBO U (Wiu) 3((EeKTUBHOCTH
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IpenapaTa JUisi MEAUIIMHCKOTO IPUMEHEHNUS HE MTOATBEP K IEHBI
MOJIYUYCHHBIMU OAaHHBIMU HJIM YTO PHUCK MNPUYUHCHUA BpEAa 3O0POBBIO UYCIIOBEKA BCICIACTBUC
npremMa JISKapCTBEHHOTO MpenapaTa Ui MEAULUHCKOTO MPUMEHEHUS MPEeBbIaeT 3((HeKTUBHOCTh
ero npuMeHeHus. (B pea. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

3. IloBTOpHOE mpeacTaBlieHHE B COOTBETCTBYIOUIMI YIIOJIHOMOYEHHBIH (enepanbHblii oprax
VCIIOJIHUTENIBHOM BJIACTH JIEKAPCTBEHHOI'O Iperapara, B OTHOLUIEHMHM KOTOPOTO IOJyYeH OTKa3 B
rOCYy/IapCTBEHHOW PETUCTPALlMd M KOTOPBIM BIOCIEICTBUU MOJBEPrcs M3MEHEHHUIO B YaCTU €ro
COCTaBa, paccMaTpUBAETCA KakK IPEJCTABICHUE HOBOIO JIEKAapCTBEHHOIO IIpenapara Ha €ro
rOCYy/IapCTBEHHYIO PETUCTPALMIO HE3aBHCHUMO OT COXPaHEHMs €ro MepBUYHOTO0 HAaUMEHOBAaHHUSA. (B
pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03 (pen. ot 13.07.2015))

4. Tlpu mnpenocTaBlIeHUM 3agBUTEIEM B COCTaBE PErMCTPAIMOHHOIO JOChE Ha JIEKAPCTBEHHBIM
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npenapart s BETCPUHAPHOTO MPUMEHEHHS KONHMH PEIICHHUS YIMOJTHOMOYCHHOTO (enepaabHOro
opraHa HCIOJIHUTEIBHOU BJIACTU O MMPOBCACHNHN MHCIICKTUPOBAHUA MIPOU3BOAUTECIIA JICKAPCTBCHHBIX
CPEIICTB CPOK MPHHSATHS PEIICHHUS O TOCYJAapCTBCHHOW PETUCTpAIMM JICKAPCTBEHHOTO Iperapara
AJi1 BETCPUHAPHOTO MPUMCHCHU A MMPUOCTAHABIMBACTCA CO JHSA MOJTYYCHUA 3aKJIIO‘IeHI/II71, YKa3aHHBIX
B 4YacTH | HacTosmield CTaThu, OO JHS HPUHSATHS YIOJHOMOYECHHBIM (elepalbHbIM OpraHoM
HUCIOJIHUTEILHOU BJIACTU pelICHUA O BbLAAYC WA 06 OTKa3€ B BbIJAa4€ 3aKJIOYCHUA O COOTBETCTBHUU
MIPOM3BOJIUTENSl JICKAPCTBCHHBIX CPEACTB TPEOOBAHUSM MPABUII HAJUICKAIICH MPOU3BOJCTBEHHOU
MPAKTUKH, HO HE 00Jiee YeM Ha CTO BOCEMbJecAT pabounx mHel. (B pen. denepanbHOro 3aKOHA OT
04.06.2018 N 140-D3)

5. OcHoBaHMeM [UIsi OTKa3a B TOCYIJapCTBEHHOH perucrpainuu JIeKapCTBEHHOrO IpernapaTta i
BETEPUHAPHOTO TPUMEHEHUS SIBIISCTCS 3aKIIOYCHHUE YIOJHOMOYEHHOTO (eaepaabHOro OopraHa
UCIIOJTHUTENIbHOM BJacTH O TOM, 4YTO KauecTBO M (W) 3(PPeKTUBHOCTH PEruCTPUPYEMOro
JIEKApCTBEHHOI'O TIpenapara JJisi BETEPUHAPHOTO MPUMEHEHHUS HE TMOATBEPXKICHBI MOTYyYECHHBIMHU
JAaHHBIMA WJIM YTO PUCK NPUYMHEHHUS BpeAa 3J0pPOBBI0 J>KMBOTHOTO BCJEJICTBHUE IpHEMa
JICKapCTBEHHOTO TMpemnapara JUisi BETEPHHAPHOTO NPUMEHEHHUs MpeBbImaeT 3()(HEKTHBHOCTh €ro
MPUMEHEHHUS, 0TKa3 YIOJIHOMOYEHHOr0 (eiepalibHOTO OpraHa MCIOJIHUTEIbHONM BJIACTH B BbIJAUe
3aKJTFOYCHUST O COOTBETCTBHH IPOU3BOJIUTEIS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABUI
HaJJIeXKalled MPOU3BOJACTBEHHOW TMPAKTUKUA JUIS KaXKIO0M MPOM3BOACTBEHHON  IUIOMIAJIKH
PErUCTPUPYEMOTO JIEKAPCTBEHHOT'O Tpernapara IJis BETEPUHAPHOrO0 NMPUMEHEHUsS B Cilyyae, eciu
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O IMpernapara AJis BEeTePHUHAPHOTO MPUMEHEHUS! OCYIIECTBIACTCS 3a
npeaenamu Poccuiickoit denepariuu, win OTCYTCTBUE TaKOTo 3akitodeHus. (B pen. denepanbHoOro
3axoHa oT 04.06.2018 N 140-P3)

Crarps 27.1. B3auM03aMeHs1€MOCTD JIEKAPCTBEHHbBIX MPENapaToB sl
MEIUIMHCKOr0 NnpuMeHeHus (B pea. @exepajbHOIO 3aK0HA OT_
27.12.2019 N 475-®3)

1. BzanmozamenseMocTs JICKAPCTBCHHLBIX  IMpPCapaTroB Ijd MCIUIHUHCKOI'O IMPUMCHCHU A
onpeneNnsercss  YNOJHOMOYEHHBIM  (eiepaJbHbIM  OpPraHOM  HCHOJHMTENBHOM  BIIACTH,
OCYHIECTBIISIIOIMM  TOCYJAapCTBEHHYIO  PETHUCTPALMI0  JIEKapCTBEHHBIX  IPENapaToB IS
MEIUIUHCKOTO MPUMEHEHHs, B paMKax OJHOI0 MEXJIyHapOAHOIO HEMaTeHTOBAaHHOTO (WU
XUMHUYECKOIo, HIN prnHHpOBOLIHOFO) HAaMMCHOBaHHUs Ha OCHOBEC 3aKIIOUYCHUA KOMHUCCHHUN
DKCIEPTOB 3KCIEPTHOIO YUYPEKICHHS O B3aMMO3aMEHSEMOCTH JIEKapCTBEHHOIO Ipemnapara i
MCIUIUHCKOI'0 MNPHUMCHCHUSA 1mbo o TOM, YTO HeKapCTBeHHBIﬁ npemnapar i MCIUIHUHCKOI'O
NPUMEHEHUs HE ABIIsIETCA B3auMo3aMmeHseMbIM. llopsaok ompeneneHus B3aMMO3aMEHSEMOCTH
JICKAPCTBCHHLBIX IIPErapaTroB A MCAUIHHCKOIO IMPUMCHCHUA U (1)OpMa 3aKJIFOYEHUA KOMUCCHUU
AKCIEPTOB AIKCIEPTHOIO YUPEKIAEHUS O B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IIPENapaToB IS
MCIUIUHCKOI'0 MNPHUMCHCHUIA 1mbo o TOM, 4YTO HeKapCTBeHHLIﬁ npenapar i1 MCIUIHUHCKOI'O
NPUMEHEHHUS He SBISETCS B3aMMO3aMEHSEMbIM, YCTAHABJIMBAIOTCS (elepaabHbIM OpraHoM
UCIIOJTHUTENIbHOM  BJIACTH, OCYLIECTBIAIOMIMM (YHKIMU 1O BBIpaOOTKE U  peanusaluu
rOCYyJJapCTBEHHOH  MOJUTHKM ¥  HOPMATHBHO-TIPABOBOMY  peryilupoBaHHi0 B cdepe
3IpaBOOXPAHEHMs, [0 COMNIACOBAHUIO C (elepaTbHBIM OpPraHOM HCIOJHUTEIBHOW BIIACTH,
OCYILECTBIISAIOUIMM (YHKIIMHU 10 JIMIIEH3UPOBAHUIO NTPOU3BOICTBA JICKAPCTBEHHBIX CPEACTB. (B pel.
®enepanbHoro 3akoHa ot 19.10.2023 N 503-03)

2. KoMuccust 3KCHEpTOB 3KCIEPTHOTO YUPEKIACHUS AAET 3aKII0YEHHE O B3aMMO3AMEHSIEMOCTH
JIKapCTBEHHOI'0 Tpernapara A MEIUIUHCKOrO NMPUMEHEHHUS MO0 O TOM, YTO JIEKapCTBEHHBIH
npenapar s MEAUIMHCKOrO NPUMEHEHUsI HE SBISETCS B3aMMO3aMEHSEMbIM, Ha OCHOBAaHUU
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CIIEIYIOINUX KPUTEPHUEB (XapaKTEPUCTHUK):

1) okBuBaieHTHOCTh (Mg OWoOaHAIOrOBHIX (OMOMOMOOHBIX) JICKAPCTBEHHBIX IpEnapaToB
(bnoaHamoroB) -  COTMOCTABUMOCTH) KA4YECTBEHHBIX UM  KOJMYECTBEHHBIX  XapaKTCPUCTHUK
dapMalieBTUYECKHX  CyOCTaHIMA HMJIM  COIOCTaBUMOCTh  aHTHIEHHOTO COCTaBa  BAaKIIMH.
Hcnonp30BaHue pa3ivyuHBIX COJIeH, F(UPOB, KOMIUJICKCOB, H30MEPOB, KPUCTAIUTMUECKUX (OPM H
JPYTUX TPOU3BOJHBIX OJHOTO M TOTO K€ JICHCTBYIOIIECTO BEIIECTBA HE SBJISICTCS MPETISTCTBUEM IS
OTIpe/ICNICHUs] B3aMMO3aMCHIEMOCTH JICKAPCTBCHHBIX IIPEMaparoB, €CIM TpH TMPOBEACHUH
UCCIIC/IOBAaHUST ~ OMOAKBHBAJICHTHOCTH  JICKAPCTBEHHOTO  Iperapara WM UCCICIOBaHHS
TEPareBTHYECKON YKBUBAJICHTHOCTH JICKAPCTBEHHOTO Mpernapara JoKa3aHO OTCYTCTBUE KIIMHUYECKH
3HAYUMBIX Pa3anduil (hapMakKOKUHETUKH U (WH) 3P (HEKTUBHOCTH U 0€30MMaCHOCTH JIEKAPCTBEHHOTO
npernapara Jyisi MEIUITUHCKOTO TPUMEHEHUS;

2) SKBHBAJIIEHTHOCTH JieKapcTBeHHON (opMbl. [loa SKBUBaJIEHTHBIMH JIEKAPCTBEHHBIMU (hopMaMu
MOHUMAFOTCSI pPa3HbIC JICKAPCTBCHHBIC (POPMBI, UMEIONTUE OJMHAKOBBIC CIIOCOO BBEICHUS U CIIOCO0
NPUMEHEHHUs, O0JIaJalolie COMOCTaBUMBIMU (PapMaKOKHHETUYECKUMU XapaKTEePUCTUKAMU H
(bapMakoJIOTUYECKUM JIEUCTBHEM M OOECIEYUBAIOIIME TAaKXKE JIOCTHKEHHUE HE0OXOAMMOro
kinuHu4eckoro s dexra. Paznmuuus nexapcTBEHHBIX (OpM HeE SBISIOTCS MPENATCTBUEM IS
OTIpe/ICNICHUs] B3aUMO3aMCHICMOCTH JICKAPCTBCHHBIX IPEMapaToB, €CIU MPH  IPOBEIACHHUH
UCCIIeIOBaHMsI ~ OMOIKBUBAJICHTHOCTH  JICKAPCTBEHHOIO  Mpernapara WIM — HCCIETOBAHHUS
TEPaIeBTHYECKON IKBUBAJICHTHOCTH JICKAPCTBEHHOTO Tpernapara JoKa3aHO OTCYTCTBUE KIIMHUYCCKH
3HAYUMBIX pPa3anduii (hapMakKOKUHETUKH U (WIH) 3P(HEKTUBHOCTH U 0€30MMaCHOCTH JIEKAPCTBEHHOTO
nperapara JUisi MIUITUHCKOTO TIPUMEHEHUS;

3) 9KBHUBAJIEHTHOCTh WJIM COIMOCTABUMOCTH COCTaBa BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO
npenapara ajis MEIUIMHCKOTO TpUMEHEHMs. Pa3znuuust cocTaBa BCHOMOTaTENbHBIX BEIECTB
JIEKApCTBEHHOT'O TIpenapara He SIBJISIOTCS MPETSITCTBUEM IS OMPEEICHUST B3aMMO3aMEHIeMOCTH
JIEKapCTBEHHBIX IMIpPEMapaToB, €CIM TMpPH TMPOBEACHUU UCCIEIOBAHHUS OHWOIKBUBAJICHTHOCTH
JIEKApCTBEHHOT'O0  TIpermapara  WIM  HUCCIEJAOBAHHMS  TEPANEeBTUUECKOW  DKBUBAJICHTHOCTHU
JIEKApCTBEHHOI'0  Mpernapara JI0Ka3aHO OTCYTCTBUME  KJIMHUYECKH 3HAUYUMBIX  pa3Inuuid
dbapmakokuHeTHk U (W) 3¢G(HEKTUBHOCTH M 0O€30MAaCHOCTH JICKAPCTBEHHOTO Tperapara s
MEAUIIMHCKOTO MpuMeHeHHs. [Ipy HamMuuy KITMHUYEeCKH 3HAYUMBbIX pa3nuinuii papMakOKUHETUKU U
() »sddexTuBHOCTH U OE30MACHOCTU JIEKAPCTBEHHOrO TMperapara Jyuisi MEIUIIUHCKOTO
MIPUMEHEHHUS B3aMMO3aMEHSIEMOCTh OINPEACNAETCS C YKa3aHUEM Ha MCKIIIOUEHHUE OTAENIbHBIX TPYIII
MaIleHTOB;

4) UIACHTUYHOCTD criocoba BBCACHUA U crocoba MIPUMCHCHUS;

5) COOTBCTCTBUC IMPOU3BOAUTCIIA JICKAPCTBCHHOTO CPCACTBA Tpe6OBaHI/I$IM paBUJI HaJjIeKaIen
HpOHSBO}ICTBeHHOﬁ IIPaKTHUKH.

3. be3 HeoOxoamMoCTH JOKa3aTelbCTBA OMOIPKBUBAICHTHOCTH OCYIIECTBISICTCS OMpEIEICHUe
B3aMMO3aMEHSIEMOCTH BOCIIPOM3BEICHHBIX JIGKAPCTBEHHBIX TMIPEMaparoB, KOTOpbie: (B pel.
®epnepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) mpenHa3HaueHbl Il NApEHTEPAIBHOrO (MOAKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPHUBEHHOTO,
BHYTPUIJIa3HOTO, BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTaBHOIO, BHYTPHUKOPOHAPHOTO) BBEIEHUS W
NpEeCTaBISIOT c000 BogHbIE pacTBOpPHL; (B pea. DenepanbHoro 3akona ot 30.01.2024 N 1-93)

2) npeacTaBIAOT co0O0M pacTBOPHI [ IEPOPaAIbHOTO NMpUMEHEeHUs!; (B pe. DenepalbHOTO 3aKOHA
o1 30.01.2024 N 1-P3)

3) npousBeneHbl B (pOopMe MOPOILIKOB MM JTHO(PHIN3ATOB JUISl IPUTOTOBJICHUSI PACTBOPOB; (B pel.
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®denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4) snstotes razami; (B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5) SBISIFOTCS YITHBIMU WJIM TJIQ3HBIMH JIEKAPCTBCHHBIMU TIperiapaTaMu, MPOU3BEICHHBIMU B opme
BOJHBIX PacTBOpOB; (B pea. denepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

6) mpenHa3HA4YCHbI JUISI MECTHOTO M (WJIM) HAPY)KHOTO NPHUMEHEHHS] M TPHUTOTOBJICHBI B (opMe
BOJIHBIX pacTBOpPOB; (B pea. PenepanbHoro 3akoHa oT 30.01.2024 N 1-P3)

7) mpeAcTaBiIsSIOT OO0 BOIHBIC PACTBOPHI JIUISI HCIIOJIb30BAaHMS B JOPME WHTAISIIHUNA C TIOMOIIBIO
HeOyaif3epa Wik B KaUeCTBE HA3AIBHBIX CIIPEEB, MPUMEHIEMBIX C TOMOIIBIO CXOJHBIX (TIOXOXKUX,
aQHAJIOTUYHBIX) YCTPOUCTB (MpUOOPOB, ammapaToB). (B pen. @enepanpHoro 3akona oT 30.01.2024 N
1-®3)

4. Oco0eHHOCTHU OIpENEICHHs B3aUMO3aMEHSIEMOCTH OMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENaparos,
KOMOMHHPOBAHHBIX JICKAPCTBEHHBIX IpenapaTroB (colepiKalmux KOMOWHANMIO IBYX U Ooiee
HeﬁCTBYIOIHHX BeIIIeCTB), JICKAPCTBCHHLIX IpEIapaTroB IJjid MApCHTCPAJIbHOrO IIHUTAaHUA U
HEJIO3MPOBAHHBIX JICKAPCTBEHHBIX IPEMapaToB yCTaHABIMBAIOTCA  (eAepalbHBIM  OPraHoOM
UCIIOJHUTENIbHOM  BJIACTH, OCYLIECTBIAIOIIMM (YHKUMU 10 BBIpaOOTKE U  peanusaluu
TOCYAAapCTBEHHOM  TNOJUTHKA W  HOPMAaTHBHO-TIPABOBOMY  DPETryJHMpOBaHHIO B  cdepe
3/[paBOOXPAHEHMS, IO COMVIACOBAHMIO C (herepaabHBIM OPraHOM MCHOJHUTEIBHOM BIIACTH,
OCYILIECTBIISIOMNM (DYHKINU MO JIUIEH3UPOBAHUIO ITPOM3BOJICTBA JEKAPCTBEHHBIX CPEACTB. (B peil.
®enepanbHoro 3akoHa ot 19.10.2023 N 503-D3)

5. OnpeﬂeneHI/Ie B3aUMO3aMCHACMOCTU HE OCYHICCTBIACTCA B OTHOHMICHUHU JICKAPCTBCHHBIX
PACTUTCIIBHBIX NPCapaToB, TOMCONATUYCCKUX JICKAPCTBCHHBIX ITPEIIaApaTOB.

6. q)OpMI/IpOBaHI/Ie NEpeUHA B3aWMO3aMCHACMBIX JICKAPCTBCHHBIX MpC€rapaTtoB A MCAUIMHCKOTO
MMPUMCHCHUA OCYHICCTBIIACTCA 9KCIICPTHBIM YUPCKACHUEM IMoCpeACTBOM O6T>CI[I/IH6HI/I$I
JICKAPCTBCHHLIX IMPEIaparoB B OTACIbHBIC TIPYIIIbl, B KEDK}IOI\/'I N3 KOTOPBIX JICKAPCTBCHHLIC
npenaparsl ABJIAOTCS B3aMMO3aMCHACMBIMU.

7. B ciydae BKIIOYEHHS B HHCTPYKLUHIO IO MEIUIMHCKOMY HPHUMEHEHHUIO JIEKapCTBEHHOI'O
Ipernapata Ha OCHOBAaHUM pE3yJIbTaTOB COOTBETCTBYIOIIUX HCCIENOBAaHWM IOKa3aHWW JIs
NPUMEHEHHUS, KOTOpble€ OTJIMYAIOTCA OT IMOKa3aHWM [ NPUMEHEHHUs JPYIHX JeKapCTBEHHBIX
IpernapaToB W3 TIPyNIbl  B3aMMO3aMEHSEMBIX JIEKApCTBEHHBIX IIPENaparoB, B IIEpEYHE
B3alMO3aMEHSAEMbIX JIEKaPCTBEHHBIX IMpENapaToB A MEAMIIMHCKOIO MPUMEHEHHUs JOJKHA OBITh
yKa3aHa COOTBETCTBYIOIIas HHPOPMALIHSL.

8. IlepeueHp B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX MPENapaToB A MEIULMHCKOIO MPUMEHEHUS
pa3Meniaercs  yHNOJHOMOYEHHBIM  (eiepalibHbIM ~ OpPraHOM  HCIOJHUTENBbHOM  BIJIACTH,
OCYILECTBISIOIIMM  TOCYJAapCTBEHHYIO  PErHUCTPALMI0  JIEKAPCTBEHHBIX  IIPENaparoB Ul
MEAMIIMHCKOTO TPUMEHEHHs, Ha CBOeM oduinaibHOM caiite B cetu "Uutepuer". MHpopmanus B
[IEPEYHE B3aMMO3aMEHSAEMBIX JICKAPCTBEHHBIX IIPEMApaToB Il MEIUIMHCKOIO IPUMEHEHHUS
OOHOBJISIETCS YKa3aHHBIM (pe/iepalibHbIM OpPraHOM HCIIOJIHUTENbHOM BIACTH C Y4Y€TOM HOBBIX
3apETrUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENAPATOB [UIsl MEAULUHCKOIO IMPUMEHEHUS U BHECEHHBIX
W3MEHEHUN B JOKYMEHTBI, COJEp>KAIIHECs B PErUCTPALMOHHBIX JIOChE HA 3apErMCTPUPOBAHHBIC
JIEKapCTBEHHBIE IIPENapaThl 11 MEAULIMHCKOTO IPUMEHEHUS.

9. Tlopsimok ucrmonp30BaHusi HHGOPMAITMH O B3aMMO3aMEHSEMBIX JICKAPCTBEHHBIX MperapaTax AJis
MEJIUIMHCKOTO MPUMEHEHHUs U TMOPSAOK Ayl pa3zbsCHEHHM MO BOIPOCAM B3aUMO3aMEHSIEMOCTH
JICKapCTBEHHBIX MPENaparoB JUIsi MEAULHUHCKOTO MPUMEHEHHs yCTaHaBIMBAIOTCS (enepaabHbIM
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OpraHOM HCIIOJTHUTEIBHONW BJIACTH, OCYIIECTBISIOMNMM (YHKIUHA TIO BBIPAOOTKE M pean3aliiu
TOCYIapCTBEHHOW  TIOJUTUKA W  HOPMATUBHO-TIPABOBOMY  PETyJMpPOBaHHIO B  cepe
3IpaBOOXpPAHEHHUs, IO COIJIACOBAaHHUIO C (emepaibHbBIM OPraHOM HCITOJIHUTEIBHOW BJIACTH,
OCYIICCTBIISIONUM (PYHKIIHH IO JTUIICH3UPOBAHUIO TPOM3BOCTBA JICKAPCTBEHHBIX CPEJCTB. (B pei.
®denepanpHoro 3akoHa ot 19.10.2023 N 503-D3)

Crarba 28. PerncTtpaniuoHHoe ya10CcToOBepeHHe JJeKAPCTBEHHOTO
npenapara

1. PeructpanmoHHO€ yIOCTOBEPEHME JIEKAPCTBEHHOI'O IIpenapara ¢ YKa3aHHUEM JIEKapCTBEHHBIX
GopM M 03MPOBOK BBIIAETCS OECCPOYHO, 3a UCKIIOYEHHEM PETUCTPALUOHHOIO YJOCTOBEPEHMS
JIEKapCTBEHHOI'O TIIpenapara, BBIJABa€MOI0 CO CPOKOM JCHCTBHS IATH JIET, Ha BIIEPBBIC
peructpupyemseie B Poccuiickoit @enepanny JeKapCTBEHHbBIE IPENapaThl.

2. Ilo ucrteyeHuu yKa3aHHOIrO B 4YacTH | Hacrosimied CTaTbu CpOKa BblIaeTcs OeccpodyHoe
PETUCTPALIMOHHOE YJIOCTOBEPEHME JIEKAPCTBEHHOT'O Ipenapara Ipu YCIOBHM MOATBEP)KIEHUS €T
roCyJJapCTBEHHOMN pErucTpanuu.

3. B ciayuyae BHeceHHMs B cOOTBETCTBMM cO crarbsiMu 30 m 31 Hacrosmero denepalbHOTO 3aKOHA
WU3MEHEHUH B COJEPKAIIUECS B PETUCTPAMOHHOM JIOChE HA 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npernapar  AOKYMEHTBI, 3aTparuBarOIlMX  CBEIACHMS, OTPaKEHHbIE B  PETUCTPALMOHHOM
YIOCTOBEpEHUH  JIEKAPCTBEHHOTO  Mperapara,  YHOJHOMOYECHHBIM  (emepanbHbIi  opraH
VCIIOJHUTEIIBHOM BJIACTU BBIAAET HOBOE PErMCTPALMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOIO
npernapara, COAEprKallee BHECEHHbIE B HEro H3MeHeHus. (B pel. denepanbHOro 3akoHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

4. Yacte yrpatuna cuiy. (B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

Ha npasoomnouienus, 603HuKaroujue npu 00pauieHuU 1eKapCmeeHHbIX cPeocme ons
MeOUYUHCK020 npumenenusi, ne pacnpocmpansiomcs ¢ 01.01.2026 nonoscenus cmamou 29 (8
peo. Deoepanvrozo 3akona om 30.01.2024 N 1-D3) (nynkm 7 cmamou 4 PedepanvHozo 3aKona
om 30.01.2024 N 1-D3).

Crartba 29. lloaTBepikaeHne rocy1apCcTBEHHON perucTpauuu
JIEKAPCTBEHHOI'0 npenapara (B pea. PeaepajibHOro 3aK0Ha 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Honosxcenusn vacmu 1 cmamou 29 (¢ peo. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagieHus 20cy0apCmeenHbX yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHGOpMayuoOnHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uu) hedepanvHoil 20cyoapcmeenHol
unghopmayuonnoii cucmemst ""Eounuiit nopman 2ocyoapcmeennvblx u MyHUWURAIbHHIX YCITY2
(¢pynxyuir)", npumenaromesn c 01.01.2025. Pecucmpayuonnuvie y0ocmogepeHus 1eKapcmeeHHblX
npenapamoe 011 MeOUUYUHCKO20 RPUMEHEHU, NOOmEep coalouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasCHOM HOcumee u OyoaUKamyl pecucmpayuoOHHbIX YOOCMO8ePeH Ul
JIeKapCmMeEEeHHbIX NPenapamos 0 mMeouyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
oOpauienuu 8 ynoa1HoOMO4eHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACMU 34 6bl0aYell
YKa3anHo020 0yonuKkama Hanpaeisaenca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
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JIeKApCMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @eodepanvrozo 3akona om 30.01.2024 N 1-D3).

Honooswcenus wacmu 1 cmamou 29 (6 peo. @edepanvrnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cyo0apCmeenHvIX yciy2 npu 00pauieHuu 1eKapCcmeeHHblX
cpeocme 0711 6emePUHAPHO20 NPUMEHEHUA ROCPEOCHBOM (PedepanbHOll 20CY0apCmeeH ol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeenHblX u MyHUYUNATbHBIX YCIIY2
(pynkyuir)", npumenarwomesa c 01.01.2026. /lyoaukamel pecucmpauuoOHHbIX YOOCHIO08EPEHUIL
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cybvexkmy oopawienus 1eKapCcmeeHHbIX cPeoCcma 0151 6emePUHAPHO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2aH UCHOTHUMETbHOU 611aCMU 34 6bl0aUell
YKa3annoz2o 0yonukama HanpasiAaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbHo20 0p2ana UCHOTHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1. TloaTBepkaeHHE TOCYIAPCTBEHHOW PErMCTPallUM JIEKAPCTBEHHOrO Ipernapara OCYIIECTBIAETCS
IpU BblJaY€ OECCPOUHOIO PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKapCTBEHHOI'O IIpernapara B
cly4yae, yKa3aHHOM B 4Yactu 2 crtatbu 28 Hacrosimero ®denepanbHOro 3akoHa, B CpOK, HE
IPEBBIIIAIOIINN COpOKa pabo4yMX JHEW CO JHS HAIpaBJIEHUS MOCPENCTBOM E€IUHOTO IOpTana B
YIOJTHOMOYEHHBIN  (eiepalibHblil  OpraH HMCHOJHUTENbHOM BIACTH WU JIMYHBIA KaOWUHET
YIIOJTHOMOYEHHOTO (pe/IepaIbHOTO OpTraHa MCIIOJIHUTEFHON BIACTH B €AMHOMN CHCTEME 3asiBICHUS O
MOATBEPKJIECHUU T'OCYJIapCTBEHHOM PErucTpalydy JIEKApCTBEHHOrO Ipernapara Jjis MEIULMHCKOIO
NPUMCHCHUS, U B CPOK, HE TPEBBINIAOIINNA TPHUALATH TPEeX pabounMx JHEH CO IHS TPHUHSATHUS
3asBJIEHUSI O TOCYJAapCTBEHHOM pErucTpaluy JIEKAPCTBEHHOrO Ipernapara JJjisi BETEPUHAPHOTO
NPUMEHEHHUS, MOJNUCAHHOTO YCUJICHHOM KBaJIU(UIMPOBAHHOW AJIEKTpOHHOM mnoanuchio. He
OCYILECTBIAETCS MOATBEPKACHUE I'OCYIapCTBEHHON PETMCTpalii B OTHOLLIEHHM JIEKAPCTBEHHOIO
mpenapara Jijii BETEpUHAPHOTO MPUMEHEHHWs, HE HaxOJHUBIIErocss B oOpaieHuu B Poccuiickoit
@denepanuy B TeUeHHE Tpex M Oojiee JIeT, a TakKe B OTHOIIEHUH JIEKAPCTBEHHOI'O CPEJCTBA,
MIPOM3BEIEHHOTO C HapyIIeHHEeM TpeOOBaHMsI, yCTAHOBJIEHHOI0 4acThio 3.7 ctarbu 71 HacTosmIero
@denepanbHOro  3aKOoHa. 3asBIE€HHWE O TMOATBEPKACHHM TOCYJApCTBEHHOM  pErucTparuu
JIEKapCTBEHHOIO Ipernapara MOKET ObITh MOJNMCAHO YCHUJIEHHOM KBaJU(UIUPOBAHHOM
AIIEKTPOHHOM TOJMUCHI0 JHOO YCHJICHHON HEKBaTH(PUIIMPOBAHHOW AIEKTPOHHOW MOJIMHUCHIO B
cly4yae, €ClIM OT HWMEHHM 3asBUTENS JIEUCTBYeT €ro mpeAcTaBUTeNb ((U3HUYECKOe JIUIIO),
YIOJIHOMOYEHHBIA AEHCTBOBAaTh OT UMEHU 3asBUTEIISI HA OCHOBAHUM JTOBEPEHHOCTH B AJIEKTPOHHOM
dopme B mammHounTtaemMoM Buiae. (B pen. denmepampHbix 3axkoHOB oT 30.01.2024 N 1-®3, ot
31.07.2025 N 304-P3)

Honoscenusn wacmu 2 cmamou 29 (¢ peo. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowjuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapCcmeeHHbIxX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHBOM eOUHOIL 20CYO0APCMEEHHOTL
UHGOPpMAUUOHHOU cucmembl 8 chepe 30pasooxpanenusn u (uau) hedepanvbHoil 20CyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromesn c 01.01.2025. Pezcucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoe 07151 MeEOUYUHCKO20 RPUMEHEHU, nOOmeEepcoaoujue hakm 20cyoapcmeeHnoul
pecucmpayuu, Ha OyMasicHom Hocumee u OyoOaUKamol pe2UcmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKAPCMEEHHBIX NPEnapamos 011 meOuyuncko2o npumenenus ¢ 01.01.2025 ne gvroaiomcs.
Cybvexkmy odopawienus 1eKapcmeeHHbIX cPeoCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2aH UCNOTHUMETbHOU 611aCMmU 34 6bl0ayell



https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l364
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l365
https://normativ.kontur.ru/document?moduleId=1&documentId=504480#l7045
https://normativ.kontur.ru/document?moduleId=1&documentId=504480#l7846
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l34
https://normativ.kontur.ru/document?moduleid=1&documentid=504009#l1630
https://normativ.kontur.ru/document?moduleid=1&documentid=504009#l1630
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0

YKa3aHH020 0yOauKama Hanpasisaemcs 6bINUCKA U3 20Cy0apCmeeHH020 peecmpa
JIeKApCMEEHHBIX CPeOCH8, NOONUCAHHAA YCUTICHHOU K8ANUPUUUPOBAHHOIL IJ1IeKMPOHHOU
HOORUCHIO YHOSITHOMOUECHHO20 TUUA YHOTTHOMOUCHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

IHlonosxcenusn wacmu 2 cmamou 29 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHU ROCPEOCHEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnoii cucmemst ""Eounviit nopman zocyoapcmeeHnblx U MyHUYURATbHBIX YCY2
(¢pynxyui)", npumenaromcesn c 01.01.2026. /[yonuxameol pecucmpayuoHHbIX YOOCHO6EPEHU
JleKapCmeeHHbIX npenapamoes 0 eemepunaprno2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 013 6emepUHapHo20 NPUMEHEHUS RPU €20
odpauienuu 8 ynoa1HOMO4eHHbLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKa U3 20cy0apCmeennozo peecmpa
JIeKApCMEEHHBIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8AUDUUUPOBAHHOIU IJ1IeKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTIHOMOUEHHO20 (PedepanbH0o20 OP2ana UCHOIHUMENbHOU
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2. 3asBiIeHHWE O TOATBEPXKICHUU TOCYJAPCTBEHHOW PETUCTpAIlMU JIEKApCTBEHHOTO Iperapara
HAIpPAaBISETCS IOCPEICTBOM €AMHOrO IoOpTaja B YIOJIHOMOYEHHBIH (QenepalbHblil opran
WCTIOJTHUTEIIGHON BIACTH WM JIMYHBIA KAaOWHET YIIOJIHOMOUYEHHOTO (e[epaibHOr0 OpraHa
WCIIOJTHUTENIHOM BJIACTH B €MHON CHCTEME HE paHee YeM 3a CTO BOCEMbBJECAT JHEH J0 UCTEYCHUS
CpPOKa JEHCTBUS PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKApCTBEHHOIO Ipernapara U HE IO3JHEe
OKOHYaHMS CpoKa ero aeucTus. (B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-P3)

2.1. Yactp yrpaTtuna cuiy. (B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. IlonTBepkJieHUE TOCYJApPCTBEHHON pErucTpaluy JIEKApCTBEHHOrO Ipenapara OCYIIEeCTBISETCS
[0 pe3ysbTaTaM JKCIIEPTU3bl OTHOLIEHUS OKUAAEMOM IOJB3bl K BO3MOXHOMY PHUCKY NPUMEHEHHUS
JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAaHWU pE3YyJbTaTOB MOHHUTOPHHra 3(P(QEKTUBHOCTH H
0€30IaCHOCTH  JIEKAPCTBEHHOT'0 IpenapaTa, MPOBOJUMOIO JepXkaTeileM WU  BlajeiblieM
PEruCTPaIIOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOTO IpernapaTa JUOO0 YIOJIHOMOYEHHBIM HMHU
IOPUANYECKUM JIMIIOM, & TaKXe COOTBETCTBYIOIIMM YIOJTHOMOUYEHHBIM (eepalbHbIM OpraHOM
VCIIOJTHUTENIbHOM BJIACTU B COOTBETCTBUU C TpeOoBaHUsAMH cTaTbi 64 Hactosimero denepaabHOro
3aKOHa.

4. K 3as9BI€HUIO O MOATBEPKIECHNUN FOCYJaPCTBEHHOM perucTpanuu JeKapCTBEHHOTO Ipenapara s
MEIUIIMHCKOTO TpuMeHeHus mpwmiaratotrcs: (B pen. denmepanpHoro 3akoHa or 04.06.2018 N
140-D3)

1) JOKyMEeHTBI, cojepKallue pe3yJbTaThl MOHMTOpPUHTa 3(PPEeKTUBHOCTH U Oe30MacHOCTU
JIEKapCTBEHHOI'0 Ipenapara JUisi MEAMIMHCKOIO NPUMEHEHHs, MPOBEIEHHOIO JAepXKaTeleM WU
BJIAJICJIBLIEM PETHCTPALIMOHHOTO YIOCTOBEPEHHsI JIEKAPCTBEHHOrO Ipernapara JUlsl MEeIULUHCKOIO
OpUMEHEHHUsS JIMOO YMOJHOMOYEHHBIM UM IOPUAMYECKHM JIMLOM, 1O (opme, yTBepxkIAeHHOU
YIOJHOMOYEHHBIM (eiepabHbIM OPraHOM HCHOJIHUTENbHOU BiiacTH; (B pe. denepaabHOro 3aKOHa
or 04.06.2018 N 140-D3)

IHonoscenuna nynkma 2 wacmu 4 cmamou 29 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N
1-D3), kacarowueca npeoocmasieHus 20Cy0apCcmeeHHbIX YCiye npu odpawieHuu
JIeKapcmeeHHbIX CPeOCcné 01 MeOUYUHCKO20 NPUMEHEHUSL ROCPEOCHEOM eOUHOIl
20Cy0apcmeeHH ol UHPOpMayUuoOHHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uiu) geoepanvHoii
2ocyoapcmeennoi ungpopmayuonnoit cucmemsl ""Eounuitii nopman 20cyoapcmeeHHbvIX u
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Mmynuyunanovuvlx ycaye (pynxkuyuir)"', npumenaromesn c 01.01.2025. Pecucmpayuonnule
yoocmogepenus 1eKapcmeeHHbIX npenapamog 011 MeOUUUHCKO20 NPUMEHEHUS,
noomeepoiicoarouiue haKkm 2ocyoapcmeeHHoll pecucmpayuu, Ha OYMaA3cHOM Hocumene u
0yonuKamol pe2ucmpayuoHHbIX YOOCMO6EPEHUIL 1eKaAPCMEEHHBIX NPENnapamog 0
meoununckozo npumenenus ¢ 01.01.2025 ne svioaromea. Cyovekmy oopawenus
JIEKAPCMEEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00PAUueHUU 6
YROTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEIbHOU 61aCHU 34 8bl0aYUell YKA3AHHO020
0ybnuKama HanPaeNAEmca 6bINUCKA U3 20CY0APCMEEHHO20 peecmpa 1eKapCmeeHHbIX CpeoCcma,
HOONUCAHHAA YCUTIEHHOU K8ANUPUUUPOBAHHOU I]1IEKMPOHHOI ROORUCHIO YROTHOMOYEHHO20
JUUA YROTHOMOYEHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU enacmu (nyukm 5 cmamou 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

Honoswcenusa nynkma 2 wacmu 4 cmamou 29 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N
1-®3), kacarowuecsa npedocmasnenHusn 20Cy0apcmeeHHbIX yCiy2 npu 0opauienuu
JIeKapCMeEEeHHbIX CPeOCcme 01 6emePUHAPHO20 NPUMEHEHUSA NOCPEOCMEOM (hedepaibHOoll
2ocyoapcmeennoll ungopmayuonnou cucmemul ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanwvhulx yciaye (yukuyuir)'', npumenaiomes c 01.01.2026. /[yoauxamot
PecucmpayuoHHBIX yOOCHMOGEPEHUTL 1eKAPCMEEHHBIX NPENAPaAmos 014 6emepuUHapHozo
npumenenus c 01.01.2026 ne evioaromca. Cyovekmy odpauienus 1eKapCcmeeHHbvlx cpeocme 01
6eMepUHAPHO20 RPUMEHEHUA NPU €20 00PaAU|eHUU 8 YNOSTHOMOYEHHbLIL (hedepatbHblil Op2an
UCROTHUMEIbHOU 6]1ACMU 3 6bl0aAYell YKA3AHHO020 0YONUKaAmMa HAnPAeAAemcs 6bINUCKA U3
20Cy0apcmeenno20 peecmpa 1eKapCcmeeHHblX CpeoCcme, NOONUCAHHAA YCUTEHHOU
KéanuguyuposanHoil 31eKmpoHHOll ROORUCHIO YROTHOMOYEHHO20 JIUUA YHOTIHOMOUEHHO20

deoepanvnozo opzana ucnonnumensvroii énacmu (nyukm 6 cmamou 4 Medepanvnozo 3aKkona om
30.01.2024 N 1-®3).

2) CBCIACHUA O HAaTC NPCAOCTABJICHUA U PCTUCTPAMOHHOM HOMEPEC JIMICH3WW Ha IMPOU3BOACTBO
JIEKapCTBEHHBIX CPEACTB, WM CBEACHUS O JaTe IPENOCTaBICHHUS M PETHCTPALMOHHOM HOMEpE
3aKIIIOYCHUA O COOTBETCTBHH IIPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB TpC60BaHI/I$[M IpaBuil
Ha/JIeKallel  MPOU3BOACTBEHHOM  MpaKTHKH, WJIM  KOMUS  cepTU(uUKaTta COOTBETCTBUSA
MPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB IJId MEAUIUHCKOI'O IMPUMCHCHUA Tpe6OBaHI/I$IM ImpaBujI
HaJJIeXKalled  MPOU3BOJACTBEHHOM  MNPAaKTUKM  EBpasMiickOro  3KOHOMHYECKOIO  COI03a,
NpeaoCTaBJICHHBIX YIIOJTHOMOYCHHBIM (1)€I[epaJ'II>HI>IM OopranomMm HUCIIOJTHUTETbHON BJIACTH B
OTHOLICHUH IPOM3BOJACTBEHHOM IUIOIIAJKHU JIEKAPCTBEHHOIO Ipenapara Uisi MEAMIIMHCKOIO
NPUMEHEHHUs, TOCyJapCTBEHHAas perucrpamnuss KOTOpOro IOJITBEPKIACTCSI B Cclydyae, ecid
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara A MEAUIMHCKOIO NMPUMEHEHMsI OCYILIECTBIISIETCS B
Poccuiickoit @enepanuy; (B pea. Penepanbubix 3akoHOB 0T 04.06.2018 N 140-D3, oT 27.12.2019 N
478-03, or 30.01.2024 N 1-P3)

IHonosxcenun nynkma 3 wacmu 4 cmamou 29 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-D3), kacarowueca npeoocmasieHus 20Cy0apCcmeeHHbIX YCiye npu odpawieHuu
JIeKapcmeeHHbIX CPeOCné 011 MeOUYUHCKO20 NPUMEHEHUSL ROCPEOCHE8OM eOUHOIl
20Cy0apcmeeHHoU UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeennoit unghpopmayuonnoit cucmemst ""Eounutii nopman 2ocyoapcmeeHHuvix u
MyHuyunanwvhvlx yciaye (ynkuuir)'’, npumensaomces c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamog 01 MeOUUUHCKO20 NPUMEHEHUS,
noomeepcoarouiue haxm 20cyoapcmeeHH ol pecucmpayuu, Ha OGyMaxcHom Hocumeie u
0yOnuKamol pe2ucmpayuoHHbIX YOOCMOEePEHUIL 1eKapCMEEHHbIX RPEnapamog 0
meoununckozo npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopawenusn
JIEKAPCMEEHHBIX CPEOCE 01 MEOUUUHCKO20 NPUMEHEHUS NPU €20 00PalueHUU 6
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YHOTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 61aCHU 34 8bl0aUell YKA3AHHO020
0ybnuKama HanPaeNAEmca 6bINUCKA U3 20CY0APCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeoCcma,
HOONUCAHHAA YCUTIEHHOU K8AUPUUUPOBAHHOU I]1IEKMPOHHON ROORUCHIO YNOTIHOMOYEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU enacmu (nyukm 5 cmamou 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

Honoswcenus nynkma 3 uacmu 4 cmamou 29 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N
1-D3), kacarowuecsa npedocmasieHus 20cy0apCcmeeHHbIX YC1y2 NpU 00pawieHuu
JIeKapCMEEHHbIX CPeOCcme 01 6eMePUHAPHO20 NPUMEHEHUSA NOCPEOCMEOM (hedepaibH ol
2ocyoapcmeennoi unghopmayuonnoit cucmemsl ""Eounutii nopman 2ocyoapcmeeHHuvIX u
MyHnuyunanovuvlx ycaye (pynxkuyuir)"', npumensarwomesn c 01.01.2026. /[yonuxamot
PecucmpayuoHHbIX yOOCMOGEPEHUTL 1eKAPCMEEHHBIX NPENaApamos 014 6emepuUHapHozo
npumenenus ¢ 01.01.2026 ne svioaromca. Cyovekmy oopauieHus 1eKapCcmeeHHblX cpeocma 0is
6eMepUHAPHO20 RPUMEHEHUA NPU €20 00PaAU|eHUU 8 YNOTTHOMOYEHHbLIL (hedepatbHblil Op2an
UCHOTHUMEIbHOU 6]1aCMU 34 6bl0aYell YKA3AHHO020 0YONUKaAma HAnPaeIaemcs 6bINUCKA U3
20Cy0apcmeenHo20 peecmpa 1eKapCcmeeHHblX CpeoCcme, NOONUCAHHAA YCUTEHHOU
KéanuguyuposanHoil 31eKmpoHHOll ROORUCHIO YROTHOMOYEHHO20 JIUNA YHOTIHOMOUEHHO20
deoepanvnozo opzana ucnonnumensvroii énacmu (nyukm 6 cmamou 4 Medepanvnozo 3aKkona om
30.01.2024 N 1-@3).

3) KomMs TPENOCTAaBICHHON YIMOJHOMOUYEHHBIM OPraHOM CTPaHbl MPOU3BOIUTENS JHUICH3UM HA
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara il MEAULIUMHCKOTO NMPUMEHEHHsS U €€ IepeBoJ Ha
PYCCKUI SI3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM MOPSAKE, a TaKXe KONUA 3aKIIOUYCHUS O
COOTBETCTBUU MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM MpPaBHJI HaJJIeKaIleH
MPOU3BOJICTBEHHOW TPAKTUKH, WJIA KOMUS CepTU(UKATa COOTBETCTBUS  IPOU3BOIUTEIS
JIEKapCTBEHHBIX CPENCTB I MEAUIIMHCKOTO TMPUMEHEHHs TpeOOBaHUSAM MpaBUJl HaJJIeKaIleH
MPOU3BOACTBEHHOMN TPAKTUKHA EBpaswuiickoro 3KOHOMHYECKOTO COH03a, BBIJIAHHBIX
YIOOTHOMOYEHHBIM  (peiepallbHbIM ~ OpPraHOM  WCIOJNHUTENBbHOM  BIACTH B OTHOUICHHH
MPOU3BOACTBCHHON IUIOIIAJKMA JIEKAPCTBEHHOIO Mpenapara g MEIUIMHCKOrO IPUMEHEHHS,
rOCyJapCTBE€HHAasi  pEerucTpanus  KOTOpPOro  MOATBEPKIAETCA,  WIM  KONMS  pelIeHUs
YIOJHOMOYEHHOTO  (efepaibHOr0  OpraHa  HCHOJHUTENIbHOM  BJIacTH O  IPOBEICHHUM
dbapMaleBTUYECKON HMHCIEKIIMH TMPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB ISl MEIUIUHCKOTO
MPUMEHEHUS Ha COOTBETCTBHUE TPEOOBAHUSM IMPABUJ HAJJICKAIEH MPOU3BOJCTBEHHON MPAKTUKHU
EBpa3niickoro s5KOHOMHUYECKOTO COI03a B CIydae, €Clii MPOU3BOJCTBO JEKAPCTBEHHOIO IMpernapara
JUTST MEAUITUHCKOTO MMPUMEHEHHUsI OCyIIecTBIsieTcs 3a npeaenamu Poccuiickoit deneparuu. (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4.1. B oTHOIIEHUHN OMOJIOTHYECKUX JIEKAPCTBEHHBIX MpPEnapaToB JUIsI MEIUIIMHCKOTO MPUMEHEHUS
3asBUTENb JOMOJHHUTEIBHO TMPEICTABISET PE3yNbTaThl MEPOIPHITHH, MPETyCMOTPEHHBIX TUIAHOM
yOpaBIE€HUS  PHCKaMM,  YTBEPKJICHHBIM  YIOJIHOMOYEHHBIM  (peliepalbHbBIM  OpPraHOM
UCTIOTHUTENIHOW BJIACTH TPU OCYIIECTBICHHH TOCYIAPCTBEHHON pPErHCTPalliU JIEKAPCTBEHHOTO
npenapara JAias MeIUWIUHCKoro mpumeHeHus. (B pen. denepanbHoro 3akoHa or 04.06.2018 N
140-@3)

4.2. K 3asBNeHNI0 0 MOATBEPKIECHUN TOCY/IapCTBEHHOM PEruCTpallM JIEKAPCTBEHHOTO Ipernapara
JUIT  BETEPUHAPHOTO TPUMEHEHUsS] TPWIAraloTCs JOKYMEHTBI, COJEpXaIlhe pPe3yJIbTaThl
MOHHTOpHHTA () (HEKTUBHOCTH M 0E30MaCHOCTH JIEKAPCTBEHHOTO Ipemnapara Jisi BETEPUHAPHOTO
MPUMEHEHHUS, TMPOBOJAMMOrO JEpXKATeJIeM WIH BJIQJCIbIEM PETUCTPAIIMOHHOTO YIOCTOBEPECHHS
JEKapCTBEHHOTO TMpemnapara Ui BETEPUHAPHOTO MPUMEHEHHS JHOO YIOJTHOMOYEHHBIM WM
IOpUIMYECKUM JIMIIOM, TI0 (opMe, YTBEPKICHHOW YIIOJTHOMOYEHHBIM (elepaibHbIM OpPraHOM
WCTIOJTHUTEIILHOM BJIACTH, ¥ JOKYMEHTHI, yKa3aHHBIC B MyHKTax 1, 2 - 2.2, moamynkrax "a", "6", "k",
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n_n

"n" nynkta 4 wyactm 3 crarbu 17 Hacrosmero ®enepanbHOro 3akoHa. B oTHOLIEHHH
MMMYHOOHMOJIOTUYECKUX JICKAPCTBEHHBIX TMIPEMapaToB Jisi BETEPUHAPHOIO MPUMEHEHUs He
MIPEJCTABIISIIOTCS CBEJCHUS], YKa3aHHbIe B mojanmyHkTe "K" myHkTa 4 yactu 3 cratbu 17 HacTosiero
®denepanbHOro 3akoHa. B OTHOIIEHWM JIEKApCTBEHHBIX TPEMApaToB Il BETEPUHAPHOTO
MPUMEHEHHUS, MOJYUYEHHBIX C MPUMEHEHUEM T€HHO-MH)KEHEPHO-MOIU(MUIIMPOBAHHBIX OPraHU3MOB
WM COJEpPKAIUX TaKUE OPraHU3Mbl, JOMOJHUTEIBHO MPEICTaBIAIOTCS CBEACHUS, YKa3aHHBIC B
nyHkte 13 gactu 3 crateu 17 Hacrosmero deaepanbHoro 3akoHa. (B pen. deaepanbHBIX 3aKOHOB
o1 04.06.2018 N 140-®3, ot 02.08.2019 N 297-D3)

Honosxcenusn wacmu 4.3 cmamou 29 (6 peo. @edepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 0151 MEOUYUHCKO20 NPUMEHEHUS NOCPEOCMEOM eOUHOTL 20CY0aPCMEEHHOTL
UHOpMaUUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHol
ungopmayuonnoit cucmemsl ""EOunsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynxuyuir)", npumenaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoes 014 MeOUUUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeeHHoll
pecucmpayuu, Ha OYMaNCHOM HOcumee u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCMO8EPEH UL
JIeKapcmeeHHbIX NPenapamos 0ia Meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopawenus 1eKapcmeeHHbIX CPeOCme 0 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoa1HOMO4YEHHBLIL (hedepanbHblil OP2an UCNOTHUMETbHOU 611aCmU 34 6bl0ayell
YKa3anno2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOTHUMEbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Ilonoscenua wacmu 4.3 cmamou 29 (¢ peo. @edepanvrnozo 3axkona om 30.01.2024 N 1-®D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUS ROCPEOCHEOM hedepanvbHoll 20Cy0apCcmeeHHoll
ungpopmayuonnoit cucmemul ""Eounsiit nopman 20cyoapcmeeHnbvix u MyHUYURAIbHBIX YCI1Y2
(pynkyuir)"', npumenaromea c 01.01.2026. /lyonukamor pecucmpayuoOHHbIX YOOCMOEEPEHU
JleKapcmeeHHbIX NPenapamos onsa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPpeoCcme 01 6emepUHaApHo20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoa1HoOMO4eHHbLIL (hedepanbHblil OpP2an UCNOTHUMETbHOU 611aCMU 34 8bl0ayell
YKa3anno20 0yoauKkama Hanpaeisaemcs 6blNUCKA U3 20CY0apCmEEeHH020 peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YHOTHOMOUEHHO20 TUUA YROTHOMOUYCHHOZ0 (PedepanbHo20 Op2ana UCHOTHUMENbHO
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.3. 3asgBuTens BIpaBe NPEACTABUTh C 3asABICHUEM O TMOATBEPKACHUM TIOCYIapCTBEHHON
PETUCTPALIMM JIEKAPCTBEHHOI'O IpernapaTa PEKBU3UTHI JTOKYMEHTA, IOJITBEP/KIAIOLIET0 yIUIATy
rOCyJJapCTBEHHOM MOILUIMHBI 3a MOATBEPXKACHUE IOCYJaPCTBEHHON PETHUCTPALMU JIEKAPCTBEHHOTO
npenapara, a TakXke BblJaBaeMble (TMPEAOCTaBIsEMbIE) YIOJIHOMOYEHHBIMU (henepanbHbIMU
OpraHaMM MCIIOJIHUTEIbHON BIIACTH JTOKYMEHTHI (CBEIEHMsI), yKa3aHHbIE B MyHKTax 2 U 3 vactu 4
HacTosILEel cTaThbu. B ciydyae HMX HeENpenCTaBICHHs YIOJIHOMOYEHHBIH (QenepanbHblil oprax
UCIIOJIHUTENIbHOM BJIACTH  3alpaliuBaeT yKa3aHHbIE JOKYMEHTBhl (CBEIECHHS) B  MOPSJIKE
MEKBEJIOMCTBEHHOTO HH()OPMAIIMOHHOTO B3auMOEHCTBUS. (B pea. DenepanbHBIX 3aKOHOB OT
27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

Hlonosxcenusn wacmu 5 cmamou 29 (6 ped. @edepanvrnozo 3axkona om 30.01.2024 N 1-D3),
Kacarowuecs npe0ocmagieHus 20cyoapcmeeHHblX Yy npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUSA NOCPEOCMBOM €OUHOIL 20CY0aPCMEEHH O
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UHOpMayUOHHOI cucmembl 6 chepe 30pasooxparnenusn u (unu) hedepanvroil 20cyoapcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX u MYHUYUNATbHBIX YCIIY2
(pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie yoocmosepenus 1eKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHU, ROOMEepIHcoarouue Paxkm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMaxcHom Hocumee u OyOIUKAmbl Pe2UCmpPayUOHHbIX YOOCMO8ePEeH UL
JIeKAPCMEEHHBIX NPENApamoe 014 MeOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCHOTHUMETbHOU 611aCMU 34 6bl0ayell
YKa3annoz2o 0yonukama Hanpasisaemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHH O KEATUDUUUPOEAHHOIL ITIEKMPOHHOTL
HOONUCHIO YHOTIHOMOUEHHO20 TUYA YROTHOMOYECHHO20 (hedepanbHo2o Opeana UCHONHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenun wacmu 5 cmamou 29 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHOz0 NPUMEHEHUS ROCPEOCHEOM (hedepanbHOIl 20CYy0apCcmeeHHOl
ungopmayuonnou cucmemot ""Eounstii nopmain 20cy0apcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX YOOCHO6EPEHU
JleKapCmeeHHbIX npenapamoes 0sa eemepunapruo2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 071 6emepUHapHo20 NPUMEHEHU RPU €20
oOpauieHuu 8 ynoIHOMOYEeHHbLIL (hedepanbHblil Op2an UCHOTHUMETIbHOU 611ACHU 34 8bl0aYell
YKa3anno20 0yonukama Hanpaeisiemcs 6bINUCKa U3 20cy0apCcmeennozo peecmpa
JIeKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8AUDUUUPOBAHHOIUL IJ1IeKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOT
énacmu (nynkm 6 cmamou 4 @edepanvrozo 3axona om 30.01.2024 N 1-D3).

5. B Tteuenuwe mnaTH pabouyux JHEH CO JHS HANpPAaBJIEHUS IOCPEACTBOM €IUHOTO IOpTaja B
YIOTHOMOYEHHBIN (eiepallbHblil OpraH HMCHOJHUTENbHOW BIACTH WU JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (he/IepaabHOro OpraHa UCIOJIHUTEIbHON BIACTH B €MHON CUCTEME 3asIBJICHUS O
MOATBEPKJIECHUNU TOCYJAPCTBEHHOW PpETUCTpallMU JIEKAPCTBEHHOrO0 IIpernapara M JOKYMEHTOB,
COJIEpXAIINX pe3yiabTaThl MOHUTOpPUHTa H(P(PEKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO
npenapara, MPOBOJAUMOIO JEp)KAaTeleM WM BIAJEIbLUEM PETHCTPALUMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOTI'0 MpernapaTa JM00 yIOoJHOMOYEHHBIM UMH IOPUANYECKUM JIUIIOM, YTIOJTHOMOYEHHBIH
dbenepanbHBI OpraH UCHOTHUTENbHOU BiacTu: (B pen. denepampHoro 3akoHa ot 30.01.2024 N
1-®3)

1) mpoBOIUT MPOBEPKY IOJHOTHI CBEIEHUMN, COJIEPXKALIUXCA B MPEACTABICHHBIX 3asBUTENIEM
JIOKyMEHTax;

2) TpUHUMAET pelieHHue O MPOBEICHHHM WU 00 OTKa3e B MPOBEIACHUU DKCIEPTH3BI OTHOIICHHS
0°KHM/Ia€MOM TMOJIB3bl K BO3MOKHOMY PUCKY MPUMEHEHHS JIEKAPCTBEHHOIO MpernapaTta Ha OCHOBAHUH
pe3yabTaTOB MOHHTOpPUHTA dS(PGEeKTHBHOCTH © O€30MaCHOCTH JICKAPCTBEHHOTO TIperapara,
MPOBOJIUMOIO JIE€PKATENIEM WM BIAJIEIbLEM PETHMCTPALMOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpemapara 160 YIOOJIHOMOYCHHBIM UMH IOPUIUYCCKHUM JIMIIOM, a4 TaK¥XKC @enepanLHHM opranom
WCTIOTHUTENILHOM BJIaCTH B COOTBETCTBUU C TpeOoBaHMSAMH cTaThil 64 Hactosimero denepanbHOTo
3aKOHa;

IHlonosxcenuna nynkma 3 uacmu 5 cmamuu 29 (6 ped. @edepanvhozo 3akona om 30.01.2024 N
1-D3), kacaowuecsa npedocmasieHus 20Cy0apCmeeHHbIX YCIye npu 00pawieHuu
J1eKapCMeEEeHHbIX CPeOCcme 01 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCMEOM eOUHO
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii



https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l364
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l365
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l34
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l34
https://normativ.kontur.ru/document?moduleId=1&documentId=504480#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0

2ocyoapcmeeHHou ungopmayuonnoii cucmemst "'Eounviit nopman zocyoapcmeennvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX NPEenapamog 01 MeOUUUHCKO20 NPUMEHEHUS,
noomeepacoaoujue haxm 20cyoapcmeeH ol pecucmpayu, Ha OYMasxcHom Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCHOo8ePEeHUIl 1eKapCmEeHHbIX NPEenapamos 0
Mmeouyunckoz2o npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauienus
JIeKapCMEEHHBIX CPEOCH8 011 MEOUUUHCKO20 NPUMEHEHUS RPU €20 00paueHuu 6
YRONTHOMOYEHHDLIL (hedepanbHblil OP2aH UCNOTHUMEbHOU 611aCMU 34 6bl0aUell YKA3AHHO020
0yOnuKama HanpaenAemca 6bINUCKA U3 20CY0apCMEEeHH020 peecmpa 1eKapCmeeHHbIX CPeOCcma,
NOONUCAHHAA YCUICHHOU KEAIUDUUUPOBAHHOUL I1EKMPOHHOU ROORUCHIO YNOTHOMOUYEHHO20
JUUA YROJTHOMOYEHHO020 (hedepanbHo20 0P2aHa UCROJITHUMEIbHOU é1acmu (nyHKm 5 cmamobu 4
Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

Hlonosxcenua nynkma 3 wacmu 5 cmamou 29 (6 ped. @edepanvhozo 3akona om 30.01.2024 N
1-D3), kacarouwuecsa npedocmaesienus 20cy0apcmeeHHvIX yciiye npu 00pauieHuu
JIEKAPCMEEHHBIX CPEOCHE 01l 6eMEPUHAPHO20 NPUMEHEHUA NOCPEOCMmEOM (hedepanbHoil
2ocyoapcmeenHou ungpopmayuonnoi cucmemsl ""Eounulii nopman 20cyoapcmeeHHviX u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenatomes c 01.01.2026. /Jyoauxamot
PpecucmpayuoHHBIX YOOCHMOBEPEHUIL 1eKAPCMEEHHBIX NPEnapamos 071 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromca. Cyovekmy odpauienus 1eKapcmeeHHblx cpeocme 01
6eMepUHAPHO20 RPUMEHEHUA NPU €20 00pauieHUU 8 YHOJTHOMOYEeHHbLIL (hedepanbHblil op2an
UCNOTTHUMEIbHOIL 61ACMU 34 6bl0aUell YKA3AHHO020 0YOIUKama Hanpaeaaemcsa 6bINUCKA U3
20Cy0apcmeenHoz0 peecmpa 1eKapcmeeHHblX CPeoCma, HOORUCAHHAA YCUTEHH O
Keanuguuyuposannoil 31eKmporHOoll ROORUCHIO YNOJTHOMOUYEHHO20 JIUUA YHOTIHOMOUEHHO20
dedepanvrozo opeana ucnonnumenvuou earacmu (nynkm 6 cmamou 4 @edepanvnozo 3aKona om
30.01.2024 N 1-®3).

3) HampaBiseT B JMYHBI KaOMHET SKCHEPTHOIO YUPEKICHUS B €IMHOW CHCTEME MOANHUCAHHOE
YCUJIEHHON KBaTU(PHUIIMPOBAHHOW 3JEKTPOHHOW IMOANKCHIO 33JaHHE HA IPOBEJCHHE SKCIEPTHU3BI,
IIPEyCMOTPEHHON IIYHKTOM 2 HACTOSILEN YacTH, a TAK)XKE HAIPaBIISIET 3asBUTEINO IOCPEICTBOM
€MHOI0 MopTaia WK B JUYHbBIN KaOMHET 3asBUTENS B €IMHOM cucTeMe MOJNUCAaHHOE YCUJIEHHOU
KBAJM(HUIUPOBAHHON 3JIEKTPOHHON MOAMUCHI0 YBEJOMJICHHE O HPUHATOM pELICHHH O BblIaye
3a/laHusl Ha NPOBEJCHHE YKa3aHHOW SKCIEepTU3bl JUOO 00 OTKa3e B MPOBENECHUU YKa3aHHOU
HKCHEPTH3BI C YKa3aHUEM MTPUUYUH OTKa3a. (B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Ilonoscenun wacmu 6 cmamou 29 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasieHus 20cy0apCmeen X yciy2 npu 00pauieHuu 1eKapCcmeeHHblxX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHBOM eOUHOIL 20CY0APCMEEHHOTL
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uau) hedepanvbHoil 20CyoapcmeeHHol
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoe 0711 MEOUYUHCKO20 RPUMEHEHU, hOOmeEepcoaoujue hakm 20cyoapcmeeHnoul
pecucmpayuu, Ha OyMasicHOM HOcumene u OyoauUKamol pe2ucmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKApPCMEEHHBIX NPENnApamos 014 meOuyuncko2o npumenenus c¢ 01.01.2025 ne gvioaromcs.
Cyb6vexkmy oopawienus 1eKapcmeeHHbIX cPeoOCche 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJIHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonuKkama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTHOMOYECHHO20 (hedepanbHozo 0peana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).
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IHonosxcenusn wacmu 6 cmamou 29 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocmea 0711 6emMePUHAPHO20 NPUMEHEHUA ROCPEOCHBOM (hedepanbHOll 20CYO0apCmeeH ol
ungopmayuonnou cucmemot "'Eounstit nopman 2ocyoapcmeeHnblX u MyHUYURATbHBIX YCIIY2
(¢pynukyuir)", npumensarwomesa c 01.01.2026. /lyoaukamel pecucmpauyuoOHHbIX YOOCHO8EPEHUIL
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumernenus ¢ 01.01.2026 ne evioaromces.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeoCcma 0151 6emePUHAPHO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCHOTHUMETbHOU 611aCMU 34 6bl0ayell
YKa3annoz2o 0yonukama Hanpasisaemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1EKMPOHHOU
HOONUCHIO YNOTTHOMOUEHHO20 TUUA YHOTHOMOYECHHO20 (hedepanbro2o op2ana UCHOAHUMEbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

6. B citydae BbISIBICHUS] HEAOCTOBEPHOCTH U (WJIM) HEJOCTaTOUHOCTU MH(OpMALIMU, CoAepKalleics
B IPE/ACTaBIEHHBIX 3asBUTENEM JIOKyMEHTaX, YIOJIHOMOYEHHBIH (QenepaibHblii  oprax
VCIIOJIHUTEJIbHOM BJIACTH HAIPABIISIET 3asBUTEINIO MOCPEACTBOM E€AMHOIO NOpTaja WIM B JIMYHBIN
KaOMHET 3asBUTENs B €IUMHOW cuUCTeMe 3ampoc 00 YTOYHEHUM YKa3aHHON uH(opmManuuy,
MOMMCAHHBIA YCUJICHHOW KBaJTU(UIIMPOBAHHOW MICKTPOHHOW MOAMHUCHIO. (B pen. DeaepanbHOroO
3axkoHa oT 30.01.2024 N 1-®3)

Honosxcenun vacmu 7 cmamou 29 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA HOCPEOCMEOM eOUHOU 20CY0apCm8eHHOU
UHGOpMayUOHHOU cucmemul 8 cghepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHol
ungopmayuonnoit cucmemsl ""EOounsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(pynkyuir)", npumenaromesa c 01.01.2025. Pecucmpayuonnsvie yoocmosepenus 1eKapcmeeHHbX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue haxkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMascHOM Hocumee u OyOnNUKamol pecucmpayuoOHHbIX YOOCMOB8ePeH Ul
JIeKapcmeeHHbIX NPenapamos 0na meouyunckozo npumenenus c 01.01.2025 ne eévioaromces.
Cyovexkmy odpawenusn 1eKapCcmeeHHbIX CPpeoCcme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 8bl0aUell
YKa3aHH020 0yOIUKAma HAnPAaeIAemcs 6blNUCKA U3 20CY0APCMEEHH020 peecmpa
JIeKapCMEEeHHbIX CPeOCm e, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
nOONUCHIO YNOJIHOMOUEHHO20 TUYA YHOSTHOMOYECHHO20 (hedepanbHo20 0peana UCHOIHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

IHlonosxcenun vacmu 7 cmamou 29 (¢ ped. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagieHus 20cy0apCmeenHbiX yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuUHapHOzZ0 NPUMEHEHUSL NOCPEeOCHEOM (hedepanbHOIl 20CyOapCcmeeHHOl
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensromesn c 01.01.2026. /lyonuxameol pezucmpauyuoHHbIX yOOCMOEEPEHU
JIeKapCmMeeHHbIX npenapamoe 01a eemepunapro2o npumernenus c 01.01.2026 ne evioaromces.
Cybovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMEHEHUs PU €20
odpauieHuu 8 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJTHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonukama Hanpaeisaenca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTTHOMOYCHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

7. 3asBUTENb 00513aH HAMPABUTH TTOCPEJICTBOM €IUHOTO MOpTajia B YIOJHOMOYCHHBIN (DenepanbHbIi
OpraH HUCIIOJHUTENILHOW BJIACTH WJIM JIMYHBIM KaOWMHET YIOJIHOMOYEHHOTro (heepalibHOro opraHa
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WCIIOJTHUTEIIbHOW BJIACTH B €AMHOW CHCTEME TIOJMUCAHHBIA YCUJIEHHOW KBaTU(UIIMPOBAHHOMN
AIIEKTPOHHOM  TOJMHMCHIO OTBET Ha 3alpoc  YIOJIHOMOYEHHOro (enepanbHOro  opraHa
VCIIOJIHUTEIIBHOM BJIACTH, YKA3aHHOTO B 4acTH 6 HACTOSILEH CTATbH, B CPOK, HE IIPEBBILIAFOIINAN
JEeBSHOCTa pabouyuMx MJHEW cO MAHS TONYYEHHUS YIOJTHOMOYEHHBIM (elepaabHbIM OpPraHoOM
VICIIOJIHUTEIIBHOM BIIACTH 3JIEKTPOHHOTO YBEAOMIICHMS O IOJYYEHHMH 3asBUTEIEM TaKOIO 3ampoca.
Cpok, yKa3aHHBIH B 4YacTH S5 HACTOALIEH CTaThbu, NPUOCTAHABIMBAETCS CO JHS HaIlpaBJICHUS
3asBUTEIIIO MTOCPEICTBOM €AMHOTO MOpTaia WIK B JIUYHBIA KaOMHET 3asBUTENS B €IUHONU cCUCTEME
Takoro 3ampoca [0 JHS HalpaBlIE€HUs 3asiBUTENIEM IIOCPEIACTBOM E€IMHOIO IOpTaja B
YIOJIHOMOYEHHBIH  (efepanbHblii OpraH HUCIOJHUTEIBHOW BJIACTH WIM JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (heIepajIbHOr0 OpraHa MCIOJHUTEIBHON BIACTH B €IMHOW CHCTEME OTBETa Ha
TAKOM 3alpoCc M HE YYMTHIBAETCS INPU HCUYMCICHUM CpPOKa IMOATBEPKICHMS TOCYIapCTBEHHOU
pErUCTpalvy JIEKApCTBEHHOr0 Ipernapara. B ciyuae, eciiv OT MMEHM 3asBUTENS JEHCTBYET €ro
npeacTaBuTeNb ((pU3MUECKoe JMIO), YIMOJHOMOUYEHHBIN [eHCTBOBAaTh OT MMEHHU 3asBUTENS Ha
OCHOBAHMHU JIOBEPEHHOCTH B 3JICKTPOHHOH (hopMe B MAIIMHOYMTAEMOM BHJE, OTBET Ha 3arpoc
MOYET OBITh MOAMNUCAH YCUJICHHON KBATU(DULIUPOBAHHOHN 3JIEKTPOHHOM MOIMUCHIO JINOO YCUIEHHON
HEKBAJIM(UIUPOBAHHOM 31eKTpOHHON noanucklo. (B pexn. denepanpupix 3akoHoB oT 30.01.2024 N
1-®3, or 31.07.2025 N 304-D3)

Ilonoscenun vacmu 8 cmamou 29 (¢ ped. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MEOUUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU 20CYOaPCMEEHH Ol
UHpOpMayuonnoIl cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopman 20cyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(pynxyui)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmosepeHus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, OOmeepicoaloujue axkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHOM HOcumene u OyoauUKamol pe2ucmpayuoHHbIX YOOCMO8ePeH Ul
JIeKAPCMEEHHBIX NPEnapamoe 014 meOuyunckozo npumenenus ¢ 01.01.2025 ne gvroaromcs.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 MEOUUUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETbHOU 611ACMU 34 6bl0aUell
YKa3anno2o 0yonukama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbrozo 0peana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @edepanvrozo 3axona om 30.01.2024 N 1-D3).

IHlonosxcenun vacmu 8 cmamou 29 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmaegieHus 20cy0apCmeen bIX Yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuUHapHOzZ0 NPUMEHEHUSL NOCPEeOCHEOM (hedepanbHOIl 20CyOapCcmeeHHOl
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensromesn c 01.01.2026. /lyonuxameol pezucmpauuoHHbIX yOOCHO6EPEHU
JIeKapCmMeeHHbIX npenapamoe 01a eemepunapro2o npumenenusn c 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMEHEHUs nPU €20
odpauieHuu 8 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJTHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonuKkama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYCHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

8. OcHOBaHMEM [UIsl OTKa3a B IMPOBEACHMU DKCIEPTU3bl OTHOLIEHUS O0XXMIAEMOM IOJB3bl K
BO3MOKHOMY DPHUCKY IIPUMEHEHHs JIEKapCTBEHHOIO IIpenapara SBJIETCS IPEICTABICHHE
JOKYMEHTOB, COAEP)KalIMX pPe3yJbTaThl MOHUTOPHUHra J(PQPEKTUBHOCTH U  0E30MaCHOCTH
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JIEKapCTBEHHOI'0 MpernapaTa, U (WIM) B OTHOIIEHUH OMOJIOTMYECKHX JIEKApPCTBEHHBIX IpernapaToB
pEe3yIbTATOB OCYIIECTBICHHUS MEPONPHUSATHNH B COOTBETCTBUM C IUIAHOM YIPABJIICHHUS PUCKaMHU,
YTBEPKACHHBIM  YIIOJIHOMOYEHHBIM  (efiepalibHbIM OpPraHOM HCIOJIHUTEIBHOM BIACTH IPHU
OCYILECTBIICHUH TOCYAAPCTBEHHOM PErHCTpaliy JEKapCTBEHHOTO IpenapaTa, B HEMOJIHOM 00beMe,
OTCyTCTBHE HWH(pOpMaLWU, MOATBEpXkAaONMeH (akT yIulaThl TOCYJapCTBEHHOW MOUUIMHBI 3a
NOATBEP)KJIEHUE  TOCYJAapCTBEHHON  perucrpaluy  JIGKQpCTBEHHOro  Ipemapara,  Jubo
HENpPEeCTaBICHNE 3asBUTEJIEM B YCTAHOBJICHHBIN CPOK OTBETAa HAa YKA3aHHBIM B 4yacTH 6 HACTOSIICH
CTaThU 3ampoc YHNOJHOMOYEHHOTO (heAepaibHOTO OpraHa HUCIOJIHUTEIBHOW BIIACTH, a TaKXKe
OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaxX HH(QOpPMAIIHH, KOTOpas JOJKHA ObITh B HUX OTPaKeHa.

Honooswcenus uacmu 9 cmamou 29 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcnmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCEOM eOUHOU 20CY0apCHmEEeHH Ol
UHpopmayuonnoil cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot "'Eounstii nopmain 20cyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(¢pynkyuir)", npumensaromcesn c 01.01.2025. Pecucmpayuonnuie y0ocmosepeHus 1eKapcmeeHHbIX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, OOmeepicoaloujue pakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHOM HOcumee u OyOaUKAmbvl PecUcmpayuoHHbIX YOOCMO8ePeH Ul
JIeKapCMeEEeHHbIX NPenapamoe 0 MeOuyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexmy oOpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEeHHbLIL (hedepanbHblil Op2an UCHOTHUMETIbHOU 611ACHU 34 8bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCcmeennozo peecmpa
J1eKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHO KEATUDUUUPOBAHHOUL ITIeKMPOHHOIL
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @edepanvrozo 3axona om 30.01.2024 N 1-D3).

IHlonosxcenun vacmu 9 cmamou 29 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmaegienus 20cy0apCmeeHnbIX Yciye npu 00pauieHuu 1eKapcmeeHHblxX
cpeocme 07151 6emepuHapHOz0 NPUMEHEHUS ROCPEOCHIEOM (hedepanbHOoll 20Cy0apCneeHHONl
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX yOOCHO6EPEHU
JIeKapCmMeeHHbIX npenapamoeé 014 eemepunaprozo npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHo20 NPUMEHEHUs PU €20
odpauienuu 6 ynoaiHOMO4YEHHBLI (hedepanbHblil OP2aH UCHOTHUMETbHOU 611aCMU 3a 6bl0aYell
YKa3anno20 0yonukama Hanpaeisaemcs 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMBEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1EKMPOHHOU
HOORUCHIO YROSIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

9. DOkcneptus3a OTHOLUEHUS OKHUIAEMOW IMOJIb3BI K BO3MOXKHOMY PHUCKY IPUMEHEHUs
JEKApCTBEHHOI'O0  MpernapaTta B LEIAX INOATBEPKIACHUS TOCYJApCTBEHHOM  pPErHCTpaluu
JIEKapCTBEHHOIO IIpernapara IMpOBOJUTCS KOMHUCCUEN DKCIEPTOB DKCIEPTHOIO YUYPEKIAEHUS B CPOK,
HE MPEBBIMAILIUN TPUALATH paboynX JAHEW, MPU MOATBEPKACHUN TOCYIapCTBEHHON perucTpaiuu
JIEKapCTBEHHOI'O IIpenapara Uil MEAULUHCKOrO IPUMEHEHHs MU B CPOK, HE IIPEBbIIIAIOLIUN
OBaAlaTh Tpex padouumx JHEW, TMpuU TOATBEPKIECHUH TOCYJapCTBEHHOM  perucrpaiuu
JIEKapCTBEHHOTO Iperapara JUis BeTepuHapHOro MpuMeHeHus. (B pea. deaepaibHbIX 3aKOHOB OT
30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

Honosxcenusn wacmu 10 cmamou 29 (8 peo. @eodepanvnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npe0ocmagieHus 20cyoapcmeeHHblX Yy npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUSA NOCPEOCMBOM €OUHOIL 20CY0aPCMEEHH O
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UHOpMayUOHHOI cucmembl 6 chepe 30pasooxparnenusn u (unu) hedepanvroil 20cyoapcmeeHHoll
ungopmayuonnoit cucmemul ""Eounsiii nopman 20cyoapcmeeHnbvix u MyHUYUNATbHBIX YCI1Y2
(pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus a1eKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHU, ROOMEepIHcoarouue Paxkm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMaxcHom Hocumee u OyOIUKAmbl Pe2UCmpPayUOHHbIX YOOCMO8ePEeH UL
JIeKAPCMEEHHBIX NPENApamoe 014 MeOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaHoOMO4YEeHHbLIL (hedepanbHblil OpP2anH UCNOTHUMETbHOU 671ACMU 34 8bl0ayell
YKa3annoz2o 0yonukama Hanpasisaemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1EKMPOHHOU
HOONUCHIO YHOTIHOMOUEHHO20 TUYA YROTHOMOYECHHO20 (hedepanbHo2o Opeana UCHONHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenusn wacmu 10 cmamou 29 (8 peo. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUS ROCPEeOCHEOM (hedepanbHOll 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounstii nopmain 20cy0apcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX YOOCHO6EPEHU
JleKapCmeeHHbIX npenapamoes 0sa eemepunapruo2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 01 6emMePUHAPHO20 NPUMEHEHUS NPU €20
oOpauieHuu 8 ynoIHOMOYEeHHbLIL (hedepanbHblil Op2an UCHOTHUMETIbHOU 611ACHU 34 8bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCcmeennozo peecmpa
JIeKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8AUDUUUPOBAHHOIUL IJ1IeKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOT
énacmu (nynkm 6 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-D3).

10. B cirydae HETOCTaTOYHOCTH TPEACTABICHHBIX DKCIIEPTY MaTEpPHAIIOB JJIS Ja4YM 3aKIFOUYCHUS B
JUYHBIA KaOMHET 3asgBUTENs B €IMHOW CHCTeME HaIlpaBlseTcsl 3alpoc O IpeJCTaBICHUH
HEOOXOJUMBIX  MaTepUalioB, IMOJANUCAHHBIH  PYKOBOAMUTENEM  (YHOJHOMOYEHHBIM  JIULIOM)
HKCHEPTHOTO YUPEKACHUS C MCIOJIb30BAaHMEM YCHJICHHON KBaJM(PHUIMPOBAHHON 3JIEKTPOHHOU
noamnucu. (B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenusn vacmu 11 cmamou 29 (8 peo. @eoepanvnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeenbiX Yciy2 npu 00panieHuu 1eKapCcmeeHHbiX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHPOpMayUOHHOIL cucmembl 6 cghepe 30pasooxpanenusn u (unu) geoepanvHoil 20cy0apcmeeHHoll
ungpopmayuonnoit cucmemsl ""Eounsiit nopman 20cyoapcmeennbvix u MyHUYURAIbHBIX YCIIY2
(pynkyui)", npumenaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUUUHCKO20 RPUMEHEHUs, NOOmEep coaouiue hakm 2ocyoapcmeeHHoul
pecucmpayuu, Ha OyMasCcHOM HOcumee u OyOaUKAmyl PecUcmpayuoOHHbIX YOOCMOB8ePEeHUl
J1eKapCmMeEEeHHbIX NPenapamos 0aa meouyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeoCcCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaiHomMo4eHHblIl (hedepanvHblil Op2an UCNOTHUMENbHOU 611ACMU 34 6bl0aYell
YKa3anH020 0yonuKkama Hanpaeisiemcsa 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIeKapCmMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOT K8ATUDUUUPOBAHHOU I]1eKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenusn wacmu 11 cmamou 29 (8 peo. @eodepanvnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npe0ocmagieHus 20cyoapcmeeHHblX Yy npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUA NOCPEOCHEOM (hedepanbHoIl 20Cy0apCmeeHHOu
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unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWUNRAIbHBIX YCTY2
(¢pynxyuir)", npumenaromesn c 01.01.2026. /[yonuxameol pezucmpayuoHHbIX yOOCHO6EPEHU
JleKapCmeeHHbIX npenapamos 0isa eemepunapno2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 6emepUHapHo20 NPUMEHEHUS RPU €20
oOpauienuu 8 ynoa1HOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 611ACMU 34 6bl0aYell
YKa3anHo20 0yonuKkama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IeKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOTHUMENbHOT
eénacmu (nynkm_6 cmamou 4 @eodepanvrozo 3axkona om 30.01.2024 N 1-D3).

11. 3asBuTenp 0053aH HANPABUTH B JIMYHBIA KAOMHET SKCIIEPTHOTO YUPEKACHUS B €IUHON CHCTEME
NOJNMCAHHBIA YCHJIIGHHONW KBaTM(DPUUIUPOBAHHON 3JIEKTPOHHOW NOINKMCHIO OTBET Ha 3arpoc
9KCIIEPTHOIO YYPEXKACHUS B CPOK, HE NPEBBIMIAOIINNA IIECTUACCATH pabOyMX JHEH cO JHS
MOJIy4YEHUsI SKCIIEPTHBIM YUPEXKJIEHUEM HIIEKTPOHHOI'O YBEAOMJICHHUS O IOJYYEHHM 3asBUTEIIEM
yKa3aHHOTO 3anpoca. BpeMsi co aHs HampaBieHUs B JUYHbIN KaOMHET 3asSBUTENS B €IMHON CUCTEME
3ampoca AKCIEPTHOIO YUPEXKACHHUS JO0 JHsS HaIpaBlICHUs 3asiBUTEIEM B JIMYHBIA KaOUMHET
AKCIIEPTHOTO YUYPEKJIEHUSI B €IUHOI CUCTEME OTBETAa Ha yKa3aHHBIA 3allpoC HE YUYMUTHIBAECTCS IpPU
MCYMCIICHUH CPOKA MPOBEACHUS SKCIIEPTU3bI OTHOLICHUS 0KUAAEMOM MOJIb3bl K BO3MOKHOMY PUCKY
MIPUMEHEHHUs JIEKAPCTBEHHOI'O Ipernapara Ha OCHOBAHMM JIOKYMEHTA, COAEPIKALIEro pe3yJbTaThl
MOHHTOPHHTA YP(HEKTUBHOCTH U OC30IMACHOCTH JICKAPCTBEHHOTO mpenapara. (B pea. DeaepanbHOToO
3axkoHa oT 30.01.2024 N 1-®3)

Honosxcenusn wacmu 12 cmamou 29 (8 peo. @eoepanvnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOIL 20CY0apPCMEEHHOU
UHPOpMayUOHHOIL cucmembl 6 cghepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungpopmayuonnoit cucmemsl ""Eounsiit nopman 20cyoapcmeeHnbvix u MyHUYURAIbHBIX YCI1Y2
(pynkyuir)", npumenaromesa c 01.01.2025. Pezucmpayuonnvie yoocmosepenus 1eKapcmeeHHbX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMascHom Hocumee u OyOaUKamol pecucmpayuoOHHbIX YOOCMO8ePeH Ul
JIeKapcmeeHHbIX NPenapamoe 0na Mmeouyunckozo npumenenus c 01.01.2025 ne évioaromes.
Cyovexkmy odpawenus 1eKapcmeeHHbIX CPeOCme 0 MEOUYUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoa1HoOMO4eHHbLIL (hedepanbHblil OpP2an UCNOTHUMETbHOU 611aCMU 34 8bl0ayell
YKa3auH020 0yonuKkama Hanpaeisaemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YHOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOIHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honoxcenusn vacmu 12 cmamou 29 (6 peo. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagieHus 20cy0apCmeenHbIX Yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuUHapHOzZ0 NPUMEHEHUSL NOCPEeOCHEOM (hedepanbHOll 20CyOapCmeeHHOl
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensaromesn c 01.01.2026. /lyonuxameol pezucmpauyuoHHbIX yOOCHOEEPEHU
JIeKapCmeeHHbIX npenapamoe 014 eemepunapnozo npumenenus c 01.01.2026 ne évioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMeEHEHUs nPU €20
odpauieHuu 6 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJIHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonuKkama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTHOMOYECHHO20 (hedepanbHozo 0peana UCHOTHUMENbHOU
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).
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12. B cpok, HEe MpeBBIMAIOMUNA TATH pabOYMX JHEW CO JIHA HaAINpaBJICHUS B JIMYHBIA KaOWMHET
YIOJHOMOYEHHOTO (he/iepaabHOro OpraHa UCIOIHUTEIBHON BIACTH B €IMHON CUCTEME 3aKITIOYCHHUS
KOMHUCCHH IKCIEPTOB MO pe3ybTaTaM dKCIEPTU3bl OTHOIICHUS 03KUAEMOM MOJIb3bI K BO3MOKHOMY
PUCKY TIPUMEHEHHUs JICKapCTBEHHOTO Mpernapara, COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIN
dbenepanbHBIi OpraH UCHOJHUTEIbHON BiacTu: (B pea. denmepanpHoro 3akoHa ot 30.01.2024 N
1-©3)

1) OCYHICCTBIIAACT OLCHKY 3TOr'0 3aKJIIOYCHHUA UId OHNPCACIICHHA €ro COOTBCTCTBHA 3aJdaHUIO Ha
IIPOBEACHUC YKaSaHHOﬁ OKCIICPTU3BI;

2) NpPUHHUMAET pEUICHHWE O TMOJTBEPKACHUU TOCYJAAPCTBEHHOW PEruCTpalluK JIEKApCTBEHHOTO
mpernapata wid 00 OTKa3ze B MOATBEP)KICHUHM TOCYJIAapPCTBEHHON PETrMCTpalMM JIEKApCTBEHHOTO
npernapara;

Honosxcenua nynkma 3 wacmu 12 cmamou 29 (¢ peo. @edepanvrnozo 3axona om 30.01.2024 N
1-D3), kacarouwuecsa npedocmaesienus 20cyo0apcmeeHHvlX yciiye npu 00pauieHuu
JIeKAPCMEEHHbIX CPeOCme 01 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeennoll ungopmayuonnou cucmemut ""Eounvlii nopman zocyoapcmeennvix u
MyHuyunanwvhvix yciaye (pynkuyuir)', npumensiomea c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamog 011 MeOUUUHCKO20 NPUMEHEHUS,
noomeepicoaroujue haxm 20cyoapCcmeeHHol pecucmpayuu, Ha OYMaMNCHOM HocumeJe u
0yoOnuKamol pezucmpayuoHHbIX YOOCMO6ePEHUIl 1eKapCMEEeHHbIX NPEenapamos 0
meouyunckozo npumenenus c 01.01.2025 ne svioaromca. Cyovexkmy odopanjenun
JIEKAPCMEEHHBIX CPEOCHE 011 MEOUUUHCKO20 NPUMEHEHUS NPU €20 00paueHuU 6
YRONHOMOUEHHDBLI (hedepanbHblil OP2aH UCNOTHUMEIbHOU 61aCMU 34 6bl0auell YKA3aHHO020
dybnuKama HanPaeIAemca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCcma,
HOONUCAHHAA YCUTIEHHOU KEANUDUUUPOBAHHOU INEKMPOHHOU NOORUCHIO YROTHOMOUEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbro2o Opeana UCNOAHUMENbHOU enacmu (nynkm 5 cmamou 4
®Deodepanvnozo 3axona om 30.01.2024 N 1-D3).

Honosxcenua nynkma 3 wacmu 12 cmamou 29 (¢ peo. @edepanvrnozo 3axona om 30.01.2024 N
1-D3), kacaowuecsa npedocmasieHus 20Cy0apCmeeHHbIX YCIy2 nPpUu 00paujeHuu
JIeKApCMEEHHBIX CPEOCmE 01l 6eMEPUHAPHO20 RPUMEHEHUA NOCPEOCMEOM (hedepanbHoil
2ocyoapcmeennoll unopmayuonnou cucmemst ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanvhvlx yciaye (pynkuuir)'’, npumenatomes c 01.01.2026. /Jyoauxamot
pezucmpayuonHbIX YOOCHO06EPEHUIl 1eKAPCMEEHHbIX RPEnapamog 071 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromcsa. Cyovekmy oopawienus 1eKapcmeeHHblx cpeocme 01
6eMepUHAPHO20 RPUMEHEHUA NPU €20 00paU|eHU 8 YNOSIHOMOYUEHHBLI (hedepanbHblil Op2an
UCHOTTHUMEIbHOIL 61aCMU 34 6bl0aUell YKA3AHHO020 0YOIUKaAma HAnPaeIAemcsa 6bINUCKA U3
20Cy0apcmeenno20 peecmpa 1eKapCcmeeHHblX CpeoCcme, NOONUCAHHAA YCUTEHHOU
Keanuguuyuposannoil 31eKmporHHoil ROORUCHIO YROTHOMOYEHHO20 IUUA YHOIHOMOUEHHO20
dedepanvnozo opeana ucnonnumenvuou earacmu (nynkm 6 cmamou 4 @edepanvnozo 3aKona om
30.01.2024 N 1-®D3).

3) BHOCHUT TMpU TMPUHATUU pEIHIEHUS O MOATBEPXKIECHUU TOCYIapCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'O IIperapara CBEACHHUS B TOCYAAPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEIACTB U
BBIJIACT 3asBUTENIO OECCPOYHOE PETUCTPALMOHHOE YAOCTOBEPEHHE JIEKaPCTBEHHOI'O Ipernapara
MOCPECTBOM HAIPABJICHUS 4Yepe3 €IWHBIA MOpTal WIM JWYHbIH KaOWMHET 3asBUTENs B €IUHON
CHUCTEME BBIIMCKM M3 TOCYJAapCTBEHHOIO pEeCTpa JIEKAPCTBEHHBIX CPEACTB, MMOANHMCAHHOU
YCUJICHHOH KBaJM(UIIMPOBAHHOW 3JIEKTPOHHON moAmuceio. (B pen. demepanbHOro 3akoHa OT
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30.01.2024 N 1-®3)

13. OcHoBaHueM JyIsl OTKa3a B MOATBEPXKICHUU TOCYJAPCTBEHHOW PErHCTpaIMy JICKApCTBEHHOTO
mperapara sBISETCS 3aKIIOYEHHE COOTBETCTBYIOIIETO YMOJHOMOYEHHOTO (eAepaibHOrO OpraHa
WCITOJTHUTEIIbHON BJIACTH O TOM, YTO PUCK NMPUYMHEHUS BPE/Ia 3J0POBbIO YEIOBEKA WM JKHBOTHOTO
BCJICJICTBUE TIPHiEMa JIEKAPCTBEHHOIO IMpernaparta mpeBbimaeT 3(Q(GeKTUBHOCTh €ro MpuMeHEeHHsI. (B
pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

14. B mnepuonx mnpoBeAeHHUS MPOLEAYpbl MOATBEPKICHHUS TOCYAApCTBEHHOM perucTpanuu
JIEeKapCTBEHHOT' 0 pernapara ero odpaiienue B Poccuiickoit @enepannu He IPUOCTAHABIUBACTCS.

15. Jlomyckaercs oOpallleHue JIEKapCTBEHHBIX IpenapaToB [0 HMCTEYCHUS CPOKa TOIHOCTH,
MMPOU3BCACHHBIX B TCYCHUC CTa BOCBMHUJIACCATH KaJICHAAPHBIX IIHCI71 IOoCJIC JaTbl HNPUHATHUA
YIIOJTHOMOYCHHBIM (eIepaIbHbIM OPTaHOM HWCIIOJHHUTEIBHON BJIACTH PEIICHHS] O MOITBEPKICHUH
rOCYJTapCTBEHHON PETUCTpAIMH, B COOTBETCTBUU C MH(OpMaImei, coaepkamiencss B JOKyMEHTaxX
PETUCTPAIIMOHHOTO JIOChE Ha JICKAPCTBEHHBIN Mpernapar M0 JaThl MPUHITHS TaKOro peuicHUs. (B
pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-D3)

Crarbs 30. BHeceHHue U3MEHEHHMH B JOKYMEHTBI, COAep Kallecs B
PerucTpalMOHHOM J0Che HA 3apPerdCTPUPOBAHHBIN JIEKAPCTBEHHbIH
npenapar JJs MeJUIUHCKOT0 IPUMEeHEeHM I

Ilonoscenun vacmu I cmamou 30 (¢ ped. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CYOAPCMEEHHOTL
uHgopmayuonnoil cucmemnl 6 cpepe 30pasooxpanenusn u (unu) ghedepanvroii 20cyoapcmeenHoll
unghopmayuonnoui cucmemut ""EOunslii nopman 20cyoapcmeenHblX U MyHUUYURATbHBIX YCY2
(¢pynxyui)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapcmeeHHblX
npenapamoeg 0711 MEOUYUHCKO20 RPUMEHEHU, OOmeepicoaloujue pakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHOM Hocumese u OyOaUKamol pe2ucmpayuoHHbIX YOOCMO8ePeH Ul
JIeKApCMEEHHBIX NPEnapamoe 014 meOuyunckozo npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cyovexmy odpawienus 1eKapcmeeHHbX Cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2an UCNOTHUMETbHOU 611ACMU 34 6bl0aYell
YKa3anno2o 0yonukama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapCcmeeHHbIX CPeOCcn 8, ROORUCAHHAA YCUTCHHOU KeATUDUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YROSIHOMOUEHHO20 TUUA YHOTHOMOYCHHO20 (hedepanbrozo opeana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

I. B menmax BHECEHUSI U3MEHEHUU B JOKYMEHTHI, COJIEpXAUIMECs B PETHCTPAllMOHHOM J0ChE Ha
3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpPENapar il MEIULIMHCKOrO IPUMEHEHUS, AEPKATENb UIU
BJIAJIETICL] PETUCTPALMOHHOTIO YJAOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpernapara Wik YIOJIHOMOYEHHOE
UM JIpyTO€ IOPUINYECKOE JIUIIO (Jjajiee B HACTOSIIEH CTaThe - 3asBUTEIIb) HANPABIISIET TOCPEICTBOM
€MHOTO TIOpTajla B YMOJHOMOYEHHBIN (enepanbHBIi OpraH HWCIOJHHUTEIbHOW BIIACTH WA B
JUYHBIN KaOWHET YHMOJHOMOYEHHOTO (elIepalibHOTO OpraHa HCIOJTHHUTEIHHOW BJIACTH B €IUHOM
CHUCTEME TOIMMUCAHHOE YCWICHHOW KBATM(DHUIIMPOBAHHOW SJEKTPOHHON TOAMKCHIO 3asBICHUE O
BHECEHUU TaKUX U3MEHEHUH 1o opme, yCTAaHOBIEHHOM YIOTHOMOYEHHBIM (heJiepaabHbIM OPraHOM
WCTIOJTHUTENIBHOW BJIACTH, U MIpUJIaraéMble K HEMY U3MEHEHUS B YKa3aHHBIE JTOKYMEHTHI, a TaKXe
JIOKYMEHTBI, TIOJITBEPKIAIOIIIEe He0OX0IMMOCTh BHECEHHUS TaKMX M3MEHEHHH. B ciydae, eciam oT
WMEHH 3asgBUTENSl JEHCTBYET €ro MpeaAcTaBUTENb ((HU3MYECKOE JHI0), YIOTHOMOYEHHBIH


https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l34
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l21
https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l14
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l364

JNeiiCTBOBaTh OT MMEHM 3asBUTENII HAa OCHOBAaHUHM JIOBEPEHHOCTH B JJEKTPOHHOU (opme B
MalIMHOYMTAEMOM BHJIE, 3asBICHUE O BHECEHUM W3MEHEHUH B JOKYMEHTBI, COJEp)KallUecs B
PErMCTPAallMOHHOM JI0Ch€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar il MEIULUHCKOTO
NPUMEHEHHS, MOKET OBITh MOJIHMCAHO YCHJIEHHOW KBATU(HUIIMPOBAHHON 3JIEKTPOHHOM MOAIHUCKHIO
100 YCUIIEHHON HEeKBANIU(DPUIIMPOBAHHOMN 3JIEKTPOHHOM moanuckio. (B pea. denepanbHbIX 3aKOHOB
o1 04.06.2018 N 140-P3, ot 30.01.2024 N 1-P3, ot 31.07.2025 N 304-D3)

Honosxcenusn wacmu 1.1 cmamou 30 (6 peo. Dedepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHEOM eOUHOTL 20CYOapCHEEHH O
UHOpMaUUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHoll
ungopmayuonnou cucmemut ""Eounstii nopman 2ocyoapcmeenHviX u MyHUYUNATbHBIX YCIIY2
(pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus a1eKapcmeeHHblX
npenapamoeg 014 MeOUUUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeeHHoll
pecucmpayuu, Ha OYMa3icHOM HOcumee u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCMO08EPEHUTL
JIeKapcmeeHHbIX NPenapamos 0na Meouyunckozo npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopaweHus 1eKapCcmeeHHbIX CPeOCme 0 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaHoOMO4YEeHHBLIL (hedepanbHblil OpP2an UCNOTHUMETIbHOU 671ACMU 34 8bl0ayell
YKa3anno2o 0yonuKkama Hanpasisaenmca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOTHUMETbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1.1. IIpy HEOOXOUMOCTH BHECEHUS B JOKYMEHTBI, COJIEprKalllMecs] B PErUCTPAllMOHHOM J0ChE Ha
3aperuCTpUPOBAaHHBIM JIEKAPCTBEHHBIN Hpernapar [Uisi MEIULUHCKOIO MPHUMEHEHUs, HU3MEHEHHM
OTHOCHUTEJIBHO MECTa MPOU3BOJICTBA JEKAPCTBEHHOTO Ipenapara JUisi MEAULUHCKOIO MPUMEHEHHS,
TpeOyIOIMX TPOBEACHMSI  OKCIEPTH3bl  KayecTBa  JIEKAPCTBEHHBIX  CPEJCTB,  3asBUTENb
JIOTIOJTHUTEILHO HaMpaBisieT MOCPEICTBOM €IUMHOI0 IMopTaja B YINOJIHOMOYEHHBIH (enepanbHbIi
OpraH MCIOJHUTEIBHONW BJIACTH WJIM JIMYHBIA KaOWMHET YIOJIHOMOYEHHOro (erepalbHOr0 OpraHa
VCIIOJIHUTENIBHOM BJIACTH B €IMHOM cucteMe: (B pea. PenepanbHoro 3akoHa oT 30.01.2024 N 1-P3)

Ilonoscenua nynkma 1 vacmu 1.1 cmamou 30 (6 ped. @edepanvrnozo 3axkona om 30.01.2024 N
1-®D3), Kacarowuecsa npedocmasnenus 20Cy0apcmeeHHbIX Yy npu oopauienuu
JIEKAPCMBEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUA ROCPEOCHEOM eOUHOT
20¢y0apcmeenHoll UHpOpMayuoHHoIl cucmemsl é chpepe 30pasooxpanenusn u (unu) gedepanvhoil
2ocyoapcmeennoit unghpopmayuonnoit cucmemsl ""Eounulit nopman 20cyoapcmeeHHvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenaiomcesa c 01.01.2025. Pecucmpayuonnoie
yoocmogepenus 1eKapCcmeeHHbIX nPenapamaog 011 MeOUYUHCKO20 NPUMEHEHUS,
noomeepcoarouiue haxm 20cyoapcmeeHH ol pecucmpayuu, Ha GyMaxcHom Hocumeie u
0yonuKamol pe2ucmpayuoHHbIX YOOCMOEEPEHUIL 1eKapCMEEHHbIX RPEnapamog 0
meoununckozo npumenenusn c 01.01.2025 ne svioaromcea. Cyovekmy oopawenus
JIEKAPCMEEHHBIX CPEOCE 01 MEOUUUHCKO20 NPUMEHEHUSA NPU €20 00PaueHUuU 6
YHONTHOMOYEHHDBLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 671ACMU 34 8b10AYell YKA3AHHO20
0ybnuKama HanPAeNAEmMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCcmeeHHbIX CpeoCcma,
HOORUCAHHAA YCUTICHHOU KEATUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YROTHOMOYEHHO20
JUUA YROTTHOMOYECHHO20 (hedepanbHo20 Opeana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

1) CBCACHUA O HAaTC MNPCHAOCTABJIICHUSA U PCTUCTPALMOHHOM HOMCEPC JIMIICH3WU Ha IMPOU3BOACTBO
JICKAPCTBCHHBIX CPCACTB, a TaKXKC KOIHWIO 3aKIOYCHHA O COOTBETCTBUHU MPOU3IBOIUTEIIA
JICKAPCTBCHHLIX CPCACTB JII MCIUIHUHCKOIO HNPUMCHCHHA Tp€6OBaHI/IHM IpaBHII Ha;[nen(ameﬁ
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NPOM3BOJICTBEHHON TIPAaKTUKH, WM KOMHIO cepTH(UKaTta COOTBETCTBUS  IMPOU3BOIUTEIIS
JICKAPCTBCHHLIX CPCACTB JII MCIUIHWHCKOIO HNPUMCHCHHA Tp€6OBaHI/ISIM IIpaBHJI Ha):[nencameﬁ
NPOM3BOJICTBEHHON  TPAKTUKH  EBpPa3sMHCKOr0O  SKOHOMHYECKOTO  COI033,  BBIJAHHBIX
YHOJHOMOYCHHBIM @eﬂepaHLHBIM OopraHomM HUCIIOJIHUTEILHON BJIACTU B OTHOIICHUM HU3MEHEHHOU U
(MIH) JOTIOJTHEHHOM MPOU3BOACTBEHHOM TUIOIIAIKH JIEKAPCTBEHHOTO IIpernapaTa Jjisi MeIUIIHHCKOTO
MPUMEHEHHUS, WIA KOMHIO PEHICHHs YIMOJTHOMOYEHHOTO (eIepallbHOr0 OpraHa HCIOIHUTEIhHOM
BJIACTH O MPOBEACHUU (papMaleBTUYECKOW WHCIICKIIMU POU3BOICTBA JIEKAPCTBEHHBIX CPEACTB IS
MCECOUIITUMHCKOI'O MNPUMCHCHUSA Ha COOTBETCTBUC TpC6OBaHI/I$IM IpaBuJI Haﬂnemameﬁ
MIPOM3BOJICTBEHHOM NPakTUKK EBpa3uiickOro SKOHOMHUYECKOTO COI03a B OTHOIICHHH M3MEHEHHON U
(uIM) 1ONOJHEHHOMW MPOU3BOJICTBEHHON IIJIOLIAAKH JIEKAPCTBEHHOTrO Mpernapara i MEIULIUHCKOTO
NPUMEHEHHsT B ClIydae, €CJIHM IPOW3BOJACTBO JICKAPCTBEHHOTO TIpenapara OCYIICCTBISIETCS B
Poccuiickoit denepanuu; (B pen. @eaepanbuoro 3akona ot 30.01.2024 N 1-D3)

Honoxcenua nynkma 2 vacmu 1.1 cmamou 30 (6 peo. Dedepanvrozo 3axona om 30.01.2024 N
1-D3), kacarouwuecsa npedocmaesienus 20cy0apcmeeHHvIX yciiye npu 00pauieHuu
JIeKAPCMEEHHBIX CPeOCmE 01 MEOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (uau) ghpedepanvroi
2ocyoapcmeennoul ungopmayuonnou cucmemul ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanwvhvix yciaye (pynkuyuir)'', npumensaiomea c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapCcmeeHHbIX nPenapamaog 0 MeOUUUHCKO20 NPUMEHEHUS,
noomeepicoaroujue haxm 20cyoapCcmeeHHol pecucmpayuu, Ha OYMaMNCHOM HocumeJe u
0yOuKamol pezucmpayuoHHbIX YOOCMO6ePEHUIL 1eKapCMEEHHbIX NPEnapamos 0
meouyunckozo npumenenus c 01.01.2025 ne svioaromca. Cyovexkmy odpanjenun
JIEKAPCMEEHHBIX CPEOCHE 011 MEOUUUHCKO20 NPUMEHEHUS NPU €20 00paujeHuu 6
YRONMHOMOUEHHDBLI (hedepanbHblil OP2aH UCNOTHUMEIbHOU 61aCMU 34 6bl0auell YKA3aHHO020
dybnuKama HanPaeIAemca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeoCcma,
nOONUCAHHAA YCUICHHOU KEAUDUUUPOBAHHOU IIEKMPOHHOU NOORUCHIO YNOJTHOMOYEHHOZ20
JUUA YROTHOMOYECHHO20 (hedepanbHo2o 0peana UCNOAHUMENbHOU enacmu (nynkm 5 cmamou 4
®Deodepanvnozo 3axona om 30.01.2024 N 1-D3).

2) KOIUIO TPETOCTABICHHOW YIMOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOAUTENS JIMIICH3UU HA
IIPOU3BOJACTBO JIEKAPCTBEHHOIO IIpemnapara sl MEAUIUMHCKOIO NPUMEHEHUS U €€ IMEPEBOJ Ha
PYCCKUI 43bIK, 3aBEPEHHBIE B YCTAHOBICHHOM TIOPSAKE, a TaKKE KOIUIO 3aKIIOUYECHUS O
COOTBETCTBUU TMPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM TMpPaBHII HaJJIeKaIIeH
MPOU3BOJICTBEHHON TMPAaKTHUKW, WJIA KOMUIO cepTU(UKATA COOTBETCTBUS  MPOU3BOIUTENS
JIEKapPCTBEHHBIX CPENCTB I MEAUIIMHCKOTO TMPUMEHEHHs TpeOOBaHUSAM MpaBUJl HaJJIeKaIleH
MPOU3BOJACTBEHHOMN TIPAKTUKHA EBpazwuiickoro 3KOHOMHWYECKOTO COK03a, BBIIAHHBIX
YIOJTHOMOYEHHBIM (eiepabHBIM OPraHOM HCTIOJTHUTENLHON BJIACTH B OTHOIICHUH W3MEHEHHOU U
(W) JOTOJHEHHOW TMPOW3BOJICTBEHHON TUIOMIAKA JIEKAPCTBEHHOTO TMpernapara, WIW KOIHUIO
pellleHuss yMOJTHOMOYEHHOTO (eAepalbHOr0 OpraHa HCIOJHUTEIBHOW BJIACTH O TPOBEACHHUH
dbapmareBTUUeCKO WHCTIEKIIMA TIPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB Il METUITMHCKOTO
MPUMEHEHUS Ha COOTBETCTBUE TPEOOBAHUSM IMPABWI HAJICKAIICH MPOU3BOJCTBEHHON MPaKTUKH
EBpa3uiickoro 3kOHOMHUYECKOr0 COK03a B CIydae, €CIU MPOU3BOACTBO JIEKAPCTBEHHOrO IMperapara
ocyuecTBisiercss 3a mnpexaenamu Poccuiickoir ®enepanuu. (B pen. denepalibHOro 3akoHa OT
30.01.2024 N 1-®3)

Honoswcenusn wacmu 1.2 cmamou 30 (¢ peo. Deoepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeen X yciy2 npu 00panieHu 1eKapCcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCMEOM eOUHOU 20CY0apCmEeHH Ol
UHGOpMaAUUOHHOU cucmembl 8 chepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
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unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWUNRAIbHBIX YCTY2
(¢pynkyuir)", npumenaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamos 011 MeOUYUHCKO20 RPUMEHEHU, hoOmeepicoaruue haxkm 20cyoapcmeeHH ol
pecucmpayuu, Ha OyMasCHOM HOcumee u OyoauUKamoyl pecucmpayuoHHbIX YOOCMO8epeHUll
JIeKapCMeEEeHHbIX NPEenapamaoe 0 mMeouyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpawienuu 8 ynoaiHOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMENbHOU 61ACHU 34 6bl0aYell
YKa3anno20 0yonuKkama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
J1eKApCMEEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @eodepanvrozo 3axkona om 30.01.2024 N 1-D3).

1.2. TIpy HEOOXOMMOCTH BHECEHHS B JOKYMEHTBI, COJICPIKAIIUECS B PETHCTPAIIMOHHOM JIOChEe Ha
3apErUCTPUPOBAHHBINA JICKAPCTBEHHBIM Mpenapar [Jjs MEAUUUHCKOTO NPUMEHEHHS, W3MEHECHHI
OTHOCHTEJIBHO TIOKa3aTeliell KauecTBa JISKapCTBEHHOIO Mperapara Jyisi MeJUIIMHCKOTO TIPUMEHECHUS
n (I/IJII/I) MCTOJ0B KOHTPOJIA Ka4uCCTBA JICKAPCTBCHHOI'O IpcIiapara Ayl MCAUIHUHCKOI0 IMPUMCHCHUS,
TPeOYIOIMX  TMPOBEIACHHUS  JKCIIEPTH3bl  KAauyecTBa  JICKAPCTBEHHBIX  CPEACTB,  3asBUTEIIb
JIOTIOTHATEIIFHO HAIPABJISICT TOCPEICTBOM EAMHOIO IMOpTajia B YIOJHOMOYCHHBIN (hemepanbHbIi
OpraH WUCIIOJIHUTEIILHOW BJIACTH WJIM JINYHBIM KaOWHET YIOJHOMOYEHHOro (helepalibHOro opraHa
WCIIOJTHUTEJIbHON BJIACTH B €UHOM cucTteme: (B pen. Penepanbroro 3akona ot 30.01.2024 N 1-D3)

IHlonosxcenua nynkma 1 vacmu 1.2 cmamou 30 (6 peo. Dedepanvnozo 3akona om 30.01.2024 N
1-®3), kKacarowuecs npedocmasnenusn 20Cy0apCcmeeHHbIX yCiy2 npu 0opauienuu
JIeKapCMEEHHbIX CPeOCme 01 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCMEOM eOUHOU
20¢y0apcmeenHoll UHPOPpMAYUOHHOIL cucmembl 6 chepe 30pasooxpanenusn u (uau) gedepanvroi
2ocyoapcmeennoll ungopmayuonnou cucmemst ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenaiomcesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapCcmeeHHbIX nPenapamaog 01 MeOUYUHCKO20 NPUMEHEHUS,
noomeepcoarouiue haxm 20cyoapcmeeHH ol pecucmpayuu, Ha OyMaxcHom Hocumee u
0yonuKamol pe2ucmpayuoHHbIX YOOCMOEePEHUIL 1eKapCmMEEeHHbIX RPEnapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauienusn
JIEKAPCMBEEHHBIX CPEOCME 01 MEOUUUHCKO20 NPUMEHEHUA NPU €20 00paueHul 6
YRONTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 61aCMU 34 8bl0AYell YKA3AHHO020
0ybnuKama HaAnPAeIAEMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCcmeeHHblLX CpeOCcma,
NOONUCAHHAA YCUTICHHOU KEAUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YNOTIHOMOYEHHO20
JUUA YROTTHOMOYEHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU énacmu (nynkm 5 cmamovu 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

1) cBeaeHust 0 Jare MPEIOCTABICHUS W PETUCTPAIMOHHOM HOMEpE JIMIEH3WH Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEACTB MJIM CBEIAEHUS O JaTe€ NPEeJOCTaBICHUS U PErUCTPALlMOHHOM HOMeEpe
3aKJTIOYEHUSI O COOTBETCTBUU TIPOM3BOJMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABUI
HaJJeXameld TMPOM3BOACTBEHHOW  TMPAKTUKHM WM KOMHUIO  CepTH(HUKATA  COOTBETCTBUS
MIPOU3BOUTEINSI JICKAPCTBEHHBIX CPEJCTB MJIsi MEIUIIMHCKOTO NMPUMEHEHHsI TPEOOBaHUSIM TIPaBUI
HaJUIeKalled MpPOM3BOJACTBEHHOM NpPakTUKU EBpazvilcKOro 3KOHOMHYECKOTO COH03a, BBIAAHHBIX
(MpemoCTaBICHHBIX) YIIOJTHOMOYEHHBIM (enepaabHbIM OpPraHOM HCIOJIHUTEIBHOW BJIAcTH B
OTHOILIEHUU TPOU3BOJCTBEHHOM IUIOIIAJKA JIEKAPCTBEHHOrO IMpernapaTa, B CiIy4yae, eclH
MIPOM3BOJICTBO JIEKAPCTBEHHOTO TIpemapara ocymecTBisiercss B Poccuiickoit denepanuu; (B pen.
®epnepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

Honoswcenusa nynkma 2 wacmu 1.2 cmamou 30 (¢ peo. Dedepanvrozo 3akona om 30.01.2024 N
1-D3), kacaowuecsa npedocmasieHus 20cy0apCcmeeHHbIX YCIy2 npu 00pauieHuu
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JIeKapCmMeEEeHHbIX CPeOCcme 01 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeeHHou ungopmayuonnoii cucmemst "'Eounvlit nopman zocyoapcmeenuvix u
MyHuyunanwvhvlx ycaye (pynkuuir)'’, npumenaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmoeepenus 1eKapcmeeHHbIX NPenapamaog 01 MeOUUUHCKO20 NPUMEHEHUS,
noomeepacoaoujue axm 20cyoapcmeeH ol pecucmpayul, Ha OYMasxcHom Hocumene u
0yonuKamol pezucmpayuoHHbIX YOOCHo6ePeH Ul 1eKapCMEeHHbIX NPenapamos 0ns
Mmeouyunckoz2o npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopausenus
JIeKApCMEEHHBIX CPeOCHE 011 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00paueHuu 6
YRONTHOMOYEHHDLIL (hedepanbHblil OP2aH UCNOTHUMEbHOU 61aCMU 34 6bl0aUell YKA3AHHO020
dydnuKama HanpaenAemca 6bINUCKA U3 20CY0aPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCma,
NOONUCAHHAA YCUICHHOU KEAIUDUUUPOBAHHOTL I1IEKMPOHHOU NROORUCHIO YNOTHOMOUYEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo2o Opeana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
@Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

2) KOIMIO TNPEIOCTABICHHON YIOJIHOMOYEHHBIM OPraHOM CTPaHbl HPOM3BOJIUTENS JHUIEH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOIO0 Ipernapara A MEIUIUHCKOIO IMPUMEHEHMs U €€ IepeBOJl Ha
PYCCKHUH 53bIK, 3aBEPEHHBIEC B YCTAHOBJICHHOM IOPSJIKE, a TAKXKE CBEJICHHS O JIaTe MPeAOCTaBICHHS
U PETUCTPALIMOHHOM HOMEpE 3aKJIIOUEHHSI O COOTBETCTBUU IIPOU3BOJUTENIS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUAM MpaBWJ HaJIeKalled IPOU3BOJICTBEHHOM NPAaKTUKU, WIM KOMMIO CepTH(HKATa
COOTBETCTBUSl INPOMU3BOJAUTENSI JIEKAPCTBEHHBIX CPEACTB JJIi MEIULUHCKOIO IPUMEHEHUS
TpeOOBaHUAM MpaBWJI HaJUIeXkKallell MPOU3BOACTBEHHONW NPaKTUKU EBpa3uiickoro 3KOHOMHUYECKOTO
CO033, BBIJAHHBIX YIIOJHOMOYEHHBIM (peepanbHbBIM OpPraHOM HCIIOJIHUTENFHOW BJIACTH B
OTHOLIEHUH TPOM3BOACTBEHHOHN IUIOLIA/IKK JIEKAPCTBEHHOIO IIperapaTra, WIN CBEIEHUS O JaTe
IPEIOCTABIEHUSI U PETUCTPALIMOHHOM HOMEpE PELEHUS YIOJTHOMOUYEHHOTO (peiepalibHOrO opraHa
UCTIOJIHUTENIBHOW  BJIACTM O MpPOBEAECHUH  (apMaleBTUYECKONW HHCHEKIUH MPOU3BOJCTBA
JIEKapCTBEHHBIX CPEACTB AJII MEIUIMHCKOTO MPUMEHEHHUsI Ha COOTBETCTBHE TPEOOBAaHUSAM IpaBUII
HaJJIeXKalled TPOU3BOACTBEHHOM NPAaKTHKM EBpa3MiiCKOro HSKOHOMHUYECKOTO COI03a, €CIIH
IIPOM3BOJCTBO  JIEKAPCTBEHHOI'O Mpernapara OCYIIECTBIsAECTCA 3a Impenenamu  Poccuiickoit
Oenepanuu. (B pen. DenepanpHoro 3akoHa oT 30.01.2024 N 1-P3)

Ilonoscenua wacmu 1.3 cmamou 30 (¢ ped. @edepanvrnozo 3axkona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CYO0APCMEEHHOTL
UHopmayuonnoil cucmemnl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanbHoil 20cy0apcmeenHoll
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromesn ¢ 01.01.2025. Pezcucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, OOmeepicoalouiue haxkm 20cyoapcmeennou
pecucmpayuu, Ha OyMascHom Hocumesne u OyOIUKamol pe2UcmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKApPCMEEHHBIX NPEnapamoe 011 meOuyunckozo npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeoCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 8 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJTHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonukama Hanpaeisaenca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapcmeeHHbIX CPpedCcn8, ROORUCAHHAA YCUTCHHOU K8ATUDUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTTHOMOYCHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

1.3. [lpunaTtue pemieHUs O BHECEHWHM W3MEHEHHMH WM 00 OTKa3e BO BHECCHMHM HW3MCHCHHH B
JIOKYMEHTBI, COJEp KAIIUECs B PErUCTPALMOHHOM J10ChE HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
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npenapar Ui MEAMIMHCKOTO MPUMEHEHHs, B Cllydae HEOOXOAMMOCTH MPOBEICHUS SKCIEPTH3BI
KayecTBa JIEKAPCTBEHHBIX CPEACTB M (WJIM) HKCIEPTU3bl OTHOLICHUS OKUJIAEMOW IIOJIb3BI K
BO3MOKHOMY PHUCKY NPHUMEHEHHUs JIEKAPCTBEHHOI'O MperapaTta Uisi MEAULUHCKOIO NPUMEHEHHS
OCYILIECTBJISIETCS] B CPOK, HE MPEBBIIAIOUINI MATUAECITH pabounX JHEH, a B OCTAJIbHBIX CIy4asX B
CPOK, HE TPEBBIIIAIOIMUNA JIecATH pabouyux IHEH cO JHS HaIpaBJICEHUS MOCPEICTBOM EIHMHOIO
MopTaia B YIOJTHOMOYEHHBIH (heiepanbHblii OpraH WCIOJHUTEIBHON BIIACTH WM JIMYHBIA KaOWMHET
YIOJHOMOYEHHOTO (he/iepaqbHOro OpraHa UCIOJHUTEIBHON BIACTH B €MHON CUCTEME 3asBJICHUS O
BHECEHUHM Takux u3zMeHeHuil. (B pen. denepanbHbix 3akoHOB 0T 04.06.2018 N 140-P3, ot

30.01.2024 N 1-®3)

Honoswcenusn uacmu 1.4 cmamou 30 (¢ peo. Deoepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcnmeeHHbIX
cpeocma 07151 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCMEOM eOUHOUL 20CYOapCMEeHHOU
UHpopmayuonnoil cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot "'Eounstii nopmain 20cyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(pynxuyuir)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, OOmeepicoaloujue pakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHOM HOcumee u OyOaUKAmbvl PecUcmpayuoHHbIX YOOCMO8ePeH Ul
JIeKapCMeEEeHHbIX NPenapamoe 0 MeOuyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX CPeocme 011 MEOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEeHHbLIL (hedepanbHblil Op2an UCHOTHUMETIbHOU 611ACHU 34 8bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCcmeennozo peecmpa
JIeKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8AUDUUUPOBAHHOIUL IJ1IeKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-D3).

1.4. YnonHoOMOYeHHBI (enepalbHbIl OpraH MCIOJIHUTEIbHOW BJIACTH C YYETOM pe3yJIbTaToOB
dapMakoHag30pa W TMPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEJCTB, HAXOIAIIUXCS B
IpaXAaHCKOM 000pOTE, YCTaHOBJIEHHBIM TPEOOBAHUSM K UX KaueCTBY B TE€UEHHE JECITH pabouux
JTHEeW co JIHS MOCTYIUIEHHsI COOTBETCTBYIOIIEH MHGpOpMalMU pa3MelaeT Ha CBOeM O(UIMAIbHOM
caiite B cetn "MHTEepHET" CBENEHN O HEOOXOIUMOCTH BHECEHUS B MHCTPYKIIUIO TI0 MEIUITTHCKOMY
IIPUMEHEHHUIO JIEKAPCTBEHHOI'O Ipenapara U3MEHEHUM B OTHOLICHWM CBEICHUN O MOKAa3aHUAX IJIs
NPUMEHEHUS M MPOTHBOIOKA3aHUSIX JUIsl IPUMEHEHUs JIEKapCTBEHHOI'O IpernapaTa, BbISIBICHHBIX
NOOOYHBIX JEHCTBUAX, HEXKENATEIbHBIX peaKUsaX NPy MPUMEHEHUH JIEKapCTBEHHOIO MpenapaTa u
HaIpaBJIseT MOANNCAHHOE YCUJICHHON KBaTU(UIIMPOBAHHOMN 3JIEKTPOHHOMN MOJNUCHIO YBEAOMIIEHHE
B JMYHBIA KaOMHET 3asBUTENS B €IMHOW CHUCTEME, a TaKKe B JIMUHble KaOWHETHI 3asiBUTENEH B
€MHON CUCTEME, SBISIOLIUXCS JIepKaTesIMU UITH BialebllaMi PErHCTPAIIMOHHBIX yI0CTOBEPEHUM
B3aMMO3aMEHSAEMBIX  JICKAPCTBEHHBIX MpenaparoB (WIM  YIOJIHOMOYEHHBIX HMMHU JAPYTHX
opuanueckux Jmn). (B pen. denepanbHbix 3akoHOB oT 27.12.2019 N 475-@3, ot 30.01.2024 N
1-03)

Honosxcenusn wacmu 1.5 cmamou 30 (6 peo. Dedepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEeOCHEOM eOUHOIL 20CY0aPCMEEHHOTL
UHGOPpMAUUOHHOU cucmembl 8 cghepe 30pasooxpanenusn u (uau) hedepanvHoil 20CyoapcmeeHHoul
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, NOOmeEepcoaoujue hakm 20cyoapcmeeHoul
pecucmpayuu, Ha OyMa3cHom Hocumee u OyOaUKamol pe2ucmpayuoHHbIX YOOCMO8ePEeH Ul
JIeKapCMEEHHbIX NPEnapamoe 01 meOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvrioaromcs.
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Cybvexkmy oopawienus 1eKapCcmeeHHbIX cPeoCcma 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCNOTHUMETbHOU 611aCMmU 34 6bl0ayell
YKa3annoz2o 0yonuKkama Hanpaeisaenca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
J1eKapcmeeHHbIX CPeOCh e, ROONUCAHHAA YCUICHHOU K8ATUDUUUPOBAHH O IJIEKMPOHHOU
HOONUCHIO YHOTTHOMOUEHHO20 TUYA YROTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMEbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1.5. lepxatenp Uiy BiAJeNEl] PETHCTPALlMOHHOIO y/IOCTOBEPEHHS JIEKAPCTBEHHOI'O Ipenapara, a
TAK)KE JIEPIKaTENH WIH BIIAJENbIbl PErMCTPALIMOHHBIX YJOCTOBEPEHUN JIEKAPCTBEHHBIX MIPENApaTOB
(MM yNOJIHOMOYEHHBIE MMM  JpyrMe  IOPUAMYECKHE  JIMLA), KOTOpble  SBJISIOTCSA
B3aMMO3aMEHsAEMbIMHU, 0053aHbl HANPABUTh B JIMYHbII KaOMHET yHOJIHOMOYEHHOro (enepaabHOro
OopraHa  HCIIOJHHUTEIBHON  BIACTH  NOJNHMCAaHHBIE  YCWJICHHBIMH  KBaJM(UIIMPOBAHHBIMU
JJIEKTPOHHBIMU IOANHUCAMHU 3asBICHHUS O BHECEHUU W3MEHEHUU B JIOKYMEHTBI, COICpXKAILHUECS B
PEerucTpalOHHBIX JOChE Ha 3aperMCTPUPOBAHHBIE JIEKAPCTBEHHbIE MpenapaThl sl MEIUIUHCKOTO
IIPUMEHEHNUS, B OTHOLICHUN CBEICHUN, YKa3aHHBIX B NHCTPYKLIMHU 110 MEIULUHCKOMY IPUMEHEHUIO
JEKapCTBEHHBIX IIpenapaToB, B TEUEHUE COpoKa pabouux JHEH €O JHA IOJIy4YEeHHUS
YIOJIHOMOYEHHBIM (he/iepaibHbIM OPraHOM MCIIOJHUTEIBHOM BIIACTH 3JEKTPOHHOTO YBEAOMIIEHUS O
MOJIyYEHUHU JIep>KaTeleM WM BIAAEIbLEM PEruCTPallMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOIO
npenapara (WM YIOJHOMOYEHHBIM UM JIPYTMM IOPUIUYECKUM JIMIIOM) HH(OpMALUY, YKa3aHHOU B
yactu 1.4 Hacrosueil cratbu. JlaHHOEe TpeOOBaHME HE PAaCHpPOCTPAHSAETCS HA CIy4ad BHECEHHS B
MHCTPYKLUHMIO [0 MEOUIMHCKOMY IIPUMEHEHHUIO JIEKApCTBEHHOIO Ipenapara W3MEHEHUU B
OTHOLIEHUHM HOBBIX IIOKA3aHUU JJIs NPUMEHEHHUsS JIEKapCTBEHHOI'O Iperapara Ha OCHOBAHHUU
pE3yJIbTaTOB COOTBETCTBYIOLIUX HCCIENOBaHUN. B ciydae, ecinum OT MMEHHU 3asBUTENS JIEUCTBYET
€ro npejacTraBUTeb ((PU3MUECKOE JHI0), YIOJTHOMOYEHHBIN IeMCTBOBATh OT UMEHU 3asBUTENS Ha
OCHOBAHUH JIOBEPEHHOCTH B JIEKTPOHHON (hopMe B MAIIMHOYUTAEMOM BHUJIE, 3asBJICHUE O BHECEHUU
U3MEHEHUH B JTOKYMEHTBI, COJIEpKalecs] B PETUCTPALIMOHHOM JOChE€ Ha 3aperucTpUpOBaHHBIN
JIeKapCTBEHHbIM mpenapat Ui MEeIUIUHCKOrO MPUMEHEHUS, MOXKET ObITh MOJIMHCAHO YCHUJIEHHOM
KBAIM(ULUMPOBAHHON  3JEKTPOHHOM MOANUCHIO JHOO YCHUJIEHHOM HEKBaIU(PHUIIMPOBAHHON
AIIEKTPOHHON MOAMUCKIO. (B ped. PeaepanbHbIX 3akoHOB 0T 27.12.2019 N 475-P3, ot 30.01.2024 N
1-®3, ot 31.07.2025 N 304-93)

Ilonoscenua wacmu 2 cmamou 30 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CYO0APCMEEHHOTL
UHopmayuonnoil cucmemnl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeenHoll
ungopmayuonnoit cucmemul ""Eounsiii nopman 2ocyoapcmeennvix u MyHUUURAAbHBIX YCAY2
(pynxyuir)", npumensaromesn ¢ 01.01.2025. Pezcucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoe 07151 MeEOUYUHCKO20 RPUMEHEHU, nOOmeEep coaoujue hakm 20cyoapcmeeHnol
pecucmpayuu, Ha OyMascHom Hocumesne u OyoOaUKamol pe2UcmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKApPCMEEHHBIX NPEnapamoe 011 meOuyunckozo npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 8 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJTHUMENbHOU 61ACMU 34 6bloauell
YKa3zannoz2o 0yonuKkama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYCHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

2. Pemienne o mpoBENEHUM SKCHEPTH3bl KayeCTBA JIEKAPCTBEHHBIX CPEACTB U (MJIM) 3KCHEPTHU3bI
OTHOUICHUS 0’KMJIAEMOU TMOJIb3bl K BO3MOXKHOMY PHCKY NMPHUMEHEHHS JIEKapCTBEHHOI'O Iperapara
Ui MEIMLMHCKOTO  TMPUMEHEHHUS TNPUHUMAETCS B COOTBETCTBUU C  YTBEPXKICHHOU


https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l364
https://normativ.kontur.ru/document?moduleid=1&documentid=351582#l21
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l70
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l70
https://normativ.kontur.ru/document?moduleid=1&documentid=504009#l1638
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l364

YIOJHOMOYEHHBIM (pesiepabHbIM OpraHOM HMCIIOHUTEIBHON BIAacTH Kiaccuukaiueil n3MeHeHul,
BHOCHUMBIX B JOKYMEHTBI, COJEpPKAIMECs B PETHCTPALMOHHOM JOChE€ Ha 3aperucTpUpPOBAHHBIN
JIEKapCTBEHHBIN mpenapar. (B pea. deaepanbaoro 3akoHa oT 30.01.2024 N 1-D3)

Honooswcenus wacmu 3 cmamou 30 (8 peo. @edepanvrnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcnmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uaiu) hpedepanvHoil 20cyoapcmeeHHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHblX u MyHUWUNRATbHBIX YCTY2
(pynxyui)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCcmeeHHblX
npenapamos 011 MeOUYUHCKO20 RPUMEHEHU, NOOmeepHcoarwue akm 2ocyoapcmeeHHou
pecucmpayuu, Ha OyMasCHOM HOcumee u OyoauUKamol pecucmpayuoHHbIX YOOCMO8epeHul
JIeKapCmMeEEeHHbIX NPenapamaos 0 mMeouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexmy oOpawieHus 1eKapcmeeHHbIX Cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEHHBLIL (hedepanbHblil Op2an UCHOTHUMETbHOI 611ACHU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEHHBIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOIU IJ1IeKMPOHHOU
HOONUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

3. 3asBuTENb BIIpaBe MPEICTaBUTH 110 COOCTBEHHOM MHUIIMATHBE BMECTE C 3asIBJICHUEM O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COZAEp)KalIHecs B PErMCTPALMOHHOM JIOChE€ Ha 3aperucTPUpPOBAHHBIN
JEKapCTBEHHbI Ipemapar s MEAMLIMHCKOIO IPUMEHEHHS, PEKBU3UTHl JOKYMEHTOB,
HOATBEPXKIAIOIIMX YIJIaTy TOCYAapCTBEHHOM MOIUIMHBI 32 BHECEHHUE B JIOKYMEHTBI, COJep Kalecs
B PErMCTPALlMOHHOM JIOChE Ha 3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT sl MEAUIIMHCKOTO
NPUMEHEHUs, U3MEHEHUH, TpeOyIoIUX MPOBEACHUS IKCIEPTU3bI JEKAPCTBEHHBIX CPEACTB B YaCTH
HKCIIEPTU3Bl KAauecTBa JIEKAPCTBEHHOIO CPEACTBA M (MJIM) 3KCHEPTU3bl OTHOIIEHUS O0XKHUIAeMOU
NOJIb3bl K BO3MOXXHOMY PHCKY IPUMEHEHHs JIEKApCTBEHHOIO IIpernapaTta il MEIULIMHCKOIO
NPUMEHEHHUS, TOCYJapCTBEHHOH TMONUIMHBI 3a BHECEHHWE B JOKYMEHTBI, COJepKaluecs B
PETUCTPALIMOHHOM J0ChE Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN IpenapaT Uisl MEAUIIMHCKOTO
NPUMEHEHUs, U3MEHEHUH, He TpeOYIOIUX MPOBEIEHUS SKCIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA, a
TaKXKe BblJaBaeMble  (IPEAOCTaBIsEMbIE)  YIOJIHOMOYEHHBIMU  (ellepalbHbBIMU  OpraHaMH
MCIIOJTHUTENILHOM BJIaCTH IOKYMEHTHI (CBeJIeHUs), yKa3aHHbIe B yacTax 1.1 u 1.2 Hacrosien cTaTby.
B cnyuae ux HempencTaBiieHUs YIOJTHOMOYEHHBIH (elepaibHblil OpraH MCIOJHUTEIbHON BIAcTH
3ampanvBaeT — yKa3aHHble ~ JOKYMEHTbl  (CBEJEHHSA) B  TOPSAKE  MEXKBEJIOMCTBEHHOTO
UH(POPMALIMOHHOTO B3auMoieicTBHs. (B pen. DeaepanbHbIx 3akoHOB OT 27.12.2019 N 478-d3, ot
30.01.2024 N 1-®3)

Honoswcenus wacmu 4 cmamou 30 (6 peo. @edepanvrnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagieHus 20cy0apCmeenHbIX Yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHO 20CYOapCmEeHHOU
UHGOpMayuonHoUl cucmemsl 8 cghepe 30pasooxpanenusn u (uu) hedepanvHoit 20cyoapcmeenHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvlx u MyHUWUNAIbHBHIX YCTY2
(pynkyui)", npumenaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUUYUHCKO20 RPUMEHEHU, NOOmEep coalouue haxkm 2ocyoapcmeeHHoul
pecucmpayuu, Ha OyMasCcHOM HOcumee u OyOaUKAmyl PecUcmpayuoOHHbIX YOOCMOB8ePEeHUl
JIeKapCmMeEEeHHbIX NPenapamos 0 meouyuncko2o npumernenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy odpawenusn 1eKapcmeeHHvlX CpeoCcme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauienuu 8 ynoa1HoOMO4eHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611aCMU 34 6bl0aYell
YKa3anH020 0yonuKkama Hanpaeisaemca 6bINUCKA U3 20Cy0apCmeenHozo peecmpa
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JIeKApCMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @eodepanvrozo 3akona om 30.01.2024 N 1-D3).

4. B TteueHue nATH paboyuX JHEH CO JHS MOCTYIUICHUS YKa3aHHOTO B 4acTH | HAcTOsAIIEH CTaThu
3asIBJICHUS U HEOOXOJUMBIX JJOKYMEHTOB yIIOJTHOMOYEHHBIN (heepaabHblii OPraH UCTIOTHUTEILHOM
Biactu: (B pexn. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Honosxcenua nynkma 1 wacmu 4 cmamou 30 (6 ped. @edepanvrozo 3akona om 30.01.2024 N
1-D3), kacarowueca npedocmasieHus 20Cy0apCmeeHHBIX YCay2 npu odpawieHuu
JIEKAPCMEEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCEOM eOUHOTL
20Cy0apcmeeHH ol UHPOPpMayUOHHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uau) geoepanvHoii
2ocyoapcmeennou unghpopmayuonnoit cucmemst ""Eounutii nopman zocyoapcmeeHHuvIX u
MyHuyunanwvhvix yciaye (pynkuyuir)'', npumensiomcea c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamaog 01 MeOUUUHCKO20 NPUMEHEHUS,
noomeepicoaroujue haxm 20cyoapCcmeeHHoul pecucmpayuu, Ha OYMaMNCHOM HocumeJie u
0yonuKamol pezucmpayuoHHbIX YOOCHO06ePEeHUIl 1eKAPCMEEHHBIX NPERAPaAmog 0
meouyunckozo npumenenus c 01.01.2025 ne svioaromca. Cyovexkmy odpauienun
JIEKAPCMEEHHBIX CPEOCHE 011 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00paueHuU 6
YRONTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEIbHOU 61ACHU 34 6blOAYUell YKA3AHHO20
0ybnuKama HanNPaeNAEmca 6bINUCKA U3 20CYOAPCMEEHHO20 Peecmpa 1eKapCmeeHHbIX CPeOCcma,
HOORUCAHHAA YCUTICHHOU K8AIUDUUUPOBAHHOUL I1IEKMPOHHOU ROORUCHIO YROJTHOMOYEHHO20
JUUA YNOTHOMOYEHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU enacmu (nyukm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

1) MMPOBOAUT MMPOBEPKY MOJHOTBI U HTOCTOBECPHOCTU CBG)ICHPIIZ, COACPpIKAINUXCA B MPEACTABICHHBIX
3asABUTCIICEM MaTCpUalIax;

2) mpUHUMAET pellleHre O MPOBEJACHUN YKA3aHHBIX B YACTH 2 HACTOAIIEH CTaThbl COOTBETCTBYIOIINX
HKCTIEPTHU3 JIEKAPCTBEHHOTO CPEJICTBA MU 00 OTKAa3€ B UX MPOBEIACHUH;

3) HampaBiseT B JIMYHBIM KaOMHET 3asBUTENSl B €JUHOW CHCTEME MOANMCAHHOE YCUJIEHHOU
KBaTM(UIIMPOBAHHOMN 3NIEKTPOHHOMN MOJMKUCHIO YBEIOMIIEHHWE O MPUHSATOM PEIICHUH WU B CIydae
MPUHATHUSA peleHns 00 0TKa3e B MPOBEJACHUU COOTBETCTBYIOIIEH DKCIIEPTU3HI C YKA3aHUEM MPUIHH
Takoro otkasa. (B pen. ®enepaibHbIX 3aKk0HOB OT 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot
30.01.2024 N 1-®3)

Ilonoscenun wacmu 4.1 cmamou 30 (¢ ped. @edepanvrozo 3axkona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIxX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOIL 20CYOAPCMEEHHOTL
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uiu) hedepanvHoil 20CyoapcmeeHHol
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensaromesn c 01.01.2025. Pezcucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUUYUHCKO20 RPUMEHEHU, ROOmeepicoalouiue haxkm 20cyoapcmeennou
pecucmpayuu, Ha OyMasicHOM HOcumene u OyoauUKamol pe2ucmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKAPCMEEHHBIX NPENnApamoe 01a meOuyuHckozo npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cyb6vexkmy oopawienus 1eKapcmeeHHbIX cPeOCme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJTHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTHOMOYECHHO20 (hedepanbrozo 0p2ana UCHOTHUMETbHOU
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eénacmu (nynkm 5 cmamou 4 @eodepanvrozo 3axkona om 30.01.2024 N 1-D3).

4.1. B cnyuyac BBIABICHUS HEIOCTOBEPHOCTH CBEIEHUM, COICPXKAIUMUXCS B IPEICTaBICHHBIX
3asgBUTEJIEM MaTepuaiax, YIOJHOMOYEHHBIH (eepaibHblii OpraH MCIOJHUTEIBHOW BIIACTH
HanpaBiseT B JMYHBbIA KaOMHET 3asiBUTEN B €AMHOM cUcTeMe 3ampoc 00 YTOUHEHMM YKa3aHHBIX
CBEJICHUH, TOJMHMCAHHBIA YCHJICHHOH KBaTU(HUIMPOBAHHOW S3JIEKTPOHHOM NOANHCHIO. (B pei.
®denepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Honosxcenusn wacmu 4.2 cmamou 30 (6 peo. Dedepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHIEOM eOUHOTL 20CYOapCHEEHH O
UHOpMayuoHHoIl cucmembul 6 chepe 30pagooxpanenusn u (uau) hedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2
(¢pynxuyuir)", npumenaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoeg 014 MeOUYUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMa3icHOM HOcumee u OyOIUKAmMbL Pe2UCMPAUUOHHBIX YOOCMO8EPEHUTL
JIeKapcmeeHHbIX NPenapamos 0na Meouyunckozo npumenenus c 01.01.2025 ne evioaromes.
Cyovexkmy oopawenus 1eKapCcmeeHHbIX CPeOCme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCNOTHUMETbHOU 611aCMmU 34 6bl0aUell
YKa3anno2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbHo20 0p2ana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.2. 3asBUTENb 0053aH HANPABUTh B JIMUHBIA KaOWHET YIOJIHOMOYEHHOro (efepalbHOro OpraHa
WCIIOTHUTENIbHON BIAcCTH B €IUHOW CHCTEME MOJNMCAHHBIN YCHICHHOW KBaTU(UIIUPOBAHHON
AIIEKTPOHHOM  MOAINHKCBIO OTBET HA 3alpoc  YIOJHOMOYEHHOro  (perepaJbHOrO  OpraHa
UCTIOTHUTENIbHOM BJIACTH B CPOK, HE MPEBBIIAIONINI I€BIHOCTa pabo4YnX AHEH cO HS MOTydeHUs
YIOJHOMOYEHHBIM (eiepaibHbIM OpraHOM HCIOJHUTENBHON BIACTH 3JIEKTPOHHOTO YBEIOMIIEHUS O
MOJIyYEHUU 3asiBUTENEM JAaHHOro 3ampoca. Cpok, yKa3aHHbIA B 4YacTU 4 HACTOSIIEH CTaThW,
NPUOCTAHABIMBAETCA CO JIHA HANpaBi€HHUs B JIMYHBIA KaOWHET 3asBUTENs B €IUHON cucteme
3ampoca yrnoJIHOMOYEHHOTO (peiepalbHOTr0 OpraHa UCIIOTHUTEILHON BIACTH J0 JHS HANIPABICHUS B
JMYHBII KaOWHET YNOJHOMOYEHHOIO (peiepalibHOr0 OpraHa MCIOJHUTENbHOW BJIACTU B €IUHOU
CHUCTEME OTBETa Ha JAHHBINA 3aMpOC U HE YUYUTHIBAECTCS MPU UCUHUCICHUU CPOKA MPUHATUS PEIICHUS
O BHECEHMM U3MEHEHHH B JOKYMEHTBI, COJEpXalluecs B PErUCTPALlMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM TMpenapar Uisi MEAMIMHCKOTO TpUMEHeHHs. (B pell.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenun wacmu 5 cmamou 30 (¢ ped. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowjuecs npedocmagienus 20cy0apCmeeHHbX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CY0APCMEEHHOTL
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uiu) hedepanvHoil 20CyoapcmeeHHol
ungopmayuonnou cucmemut ""Eounvtii nopman 20cyoapcmeennvix u MyHUYUNATbHBIX YCITY2
(pynxyuir)", npumensaromesn ¢ 01.01.2025. Pezcucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoe 07151 MeOUYUHCKO20 RPUMEHEHU, nOOmeEep coaoujue hakm 20cyoapcmeeHnoul
pecucmpayuu, Ha OyMasicHoOmM Hocumesne u OyoaUKamol pe2ucmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKAPCMEEHHBIX NPENnApamoe 01 meOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
o0pauieHuu 6 ynoaHOMOYEHHBLIL (hedepanbHblil OP2aH UCNOTHUMETbHOU 671ACMU 34 8bl0ayell
YKa3annoz2o 0yonuKkama Hanpaeisaenca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
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HOORUCHIO YHOJIHOMOUEHHO20 TUYA YROTIHOMOUECHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

5. OcHOBaHMEM J/Ji1 OTKa3a B MPOBEJCHUU YKa3aHHBIX B YAaCTU 2 HACTOSIICH CTaThbU IKCIEPTHU3
SBJISICTCSL TIPEJICTABIICHUE JOKYMEHTOB, NMEPEUYMCICHHBIX B 4YacTaX | W 3 Hacrosmied cTaThd, B
HETNOJTHOM 00BeMe, HEMPEICTABICHHUE 3asBUTEIIEM B YCTAHOBJICHHBI CPOK OTBETA HA yKa3aHHBIN B
yacTu 4.1 HacTosmed CTaThbU 3alpoC YIMOJHOMOYECHHOTO (heepasbHOTrO OpraHa HCIOJTHUTEIbHON
BJIACTH, a TaKXKe OTCYTCTBUE B TMPEACTABJICHHBIX JIOKYMEHTaX JOCTATOYHBIX CBEACHUH,
MOATBEPXKIAIOIMNUX HEOOXOJIUMOCTh BHECEHHS WM3MCHCHHMH, WM OTCYyTCTBHE WH(MOpMaIH,
MOATBEpXKIAtoIeH (DakT ymiaTel TOCYJapCTBEHHBIX IMOIUIMH, YKa3aHHBIX B YacTH 3 HACTOSIICH
crathu. (B pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-P3, ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

6. YKazaHHbIC B YaCTU 2 HACTOSIIEH CTaThbU SKCHEPTU3BI MPOBOAATCS B MOPSAIKE, YCTAHOBICHHOM
cratheid 23 Hacrosmiero deaepanbHOro 3aKOHa.

7. B cpok, He TpEBBIAIONINN MATH pabO4YMX JHEH CO JIHA HAMpaBICHHs MOCPEACTBOM €IMHOTO
nopTaia B YIOJTHOMOUYEHHBIH (heiepanbHblii OpraH WCIOJHUTEIBHON BIIACTH WM JIMYHBIA KaOUMHET
YIOJTHOMOYCHHOTO  ()eIepaIbHOTO OpraHa HCIOJHUTEIBHOW BJIACTH B  CIUHOM CHCTEME
MOJMUCAHHBIX YCHIIEHHBIMU KBaTU(UIIUPOBAHHBIMU JJIEKTPOHHBIMH MOMANUCAMHU 3aKIIOYCHHIMA
KOMHCCHM D3KCHEPTOB MO pe3yjbTaTaM yKa3aHHBIX B YacTH 2 HACTOAILIECH CTAaTbU SKCIEPTH3,

YIOJTHOMOYEHHBIN (hefiepanabHblii OpraH MCIONHUTENBHON BiacTH: (B pen. DenepaibHbIX 3aKOHOB
o1 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-P3)

IHlonoscenun nynkma 1 wacmu 7 cmamou 30 (6 ped. @edepanvrozo 3axkona om 30.01.2024 N
1-®D3), Kacaowuecs npedocmasneHus 20Cy0apCcmeeHHbIX yCiy2 npu oopauienuu
JIEKAPCMBEEHHBIX CPEOCHE Ol MEOUUUHCKO20 NPUMEHEHUA ROCPEOCHEOM eOUHOT
20¢y0apcmeentoll UuHpOpMayuoHHOI cucmemul é chepe 30pagooxpanenusn u (unu) gedepanvroit
2ocyoapcmeennoit ungpopmayuonnoit cucmemsl ""Eounulii nopman 20cyoapcmeeHHuvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenaiomces c 01.01.2025. Pecucmpayuonnsie
yoocmoegepenus 1eKapCcmeeHHblX nPenapamog 011 MeEOUYUHCKO20 RPUMEHEHUS,
noomeepcoarouiue axm 20cyoapcmeeHH ol pecucmpayuu, Ha OGyMaxcHom Hocumee u
0yonuKamol pe2ucmpayuoHHbIX YOOCMOEEPEHUIL 1eKapCMEEHHbIX RPENnapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauienus
JIEKapCmMeEeHHbIX CPeOCH8 01 MEOUWUHCKO20 NPUMEHEHUSA NPU €20 00PAuLeHUU 6
YRONTHOMOYEHHDBLIL (hedepanbHblil OpP2an UCHOTHUMEbHOU 61aCHU 34 8bl0aUell YKA3AHHO020
0yonuKama HanpaeNAemcs 6bINUCKA U3 20CY0aPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCcma,
HOORUCAHHAA YCUTICHHOU KEAUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YNOTHOMOYEHHO20
JUUA YROTTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

1) mpuHMMaeT pelleHne O BHECEHUH U3MEHEHUH B JOKYMEHTBI, CO/IepKAIINEecs B PErUCTPallMOHHOM
JI0ChE Ha 3aperuCTpUPOBAHHbIN JIEKapCTBEHHBIN Mpenapat JUisi MeJUIIMHCKOTO IPUMEHEHUs, i1 00
OTKa3€ BO BHECEHUU TaKUX U3MEHEHUI;

2) BHOCHUT B TOCYAApCTBEHHBIH PpEECTp JIEKApPCTBEHHBIX CPEACTB HAa OCHOBAHWM PEUICHMS O
BHECEHHN W3MEHEHHH B JAOKYMCHTEI, coacpKammecss B  PErHCTpalMOHHOM  JOChE€ Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar JUisi MEAULIUHCKOTO0 MPUMEHEHHUs, HeOOXOaMbIe
u3MeHenus; (B pen. enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

Honoswcenusa nynkma 3 wacmu 7 cmamou 30 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N
1-D3), kacaowuecsa npedocmasieHus 20cy0apCcmeeHHbIX YC1y2 npu 00pawieHuu
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JIeKapCmMeEEeHHbIX CPeOCcme 01 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeeHHou ungopmayuonnoii cucmemst "'Eounvlit nopman zocyoapcmeenuvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'', npumenaomcesa c 01.01.2025. Pecucmpayuonnsie
yoocmoeepenus 1eKapcmeeHHbIX NPenapamaog 01 MeOUUUHCKO20 NPUMEHEHUS,
noomeepacoaoujue axm 20cyoapcmeeH ol pecucmpayul, Ha OYMasxcHom Hocumene u
0yonuKamol pezucmpayuoHHbIX YOOCHO08ePEeHUIl 1eKapCMEeHHbIX NPEnapamos 0
Mmeouyunckoz2o npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopausenus
JIeKApCMEEHHBIX CPeOCHE 011 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00paueHuu 6
YRONTHOMOYEHHDLIL (hedepanbHblil OP2aH UCNOTHUMEbHOU 61aCMU 34 6bl0aUell YKA3AHHO020
dybnuKama Hanpaenaemcs 6bINUCKA U3 20Cy0apCcmeeHHO20 Peecmpa 1eKapcmeeHHbIX Cpeocma,
NOONUCAHHAA YCUICHHOU KEAIUDUUUPOBAHHOTL I1IEKMPOHHOU NROORUCHIO YNOTHOMOUYEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo2o Opeana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
@Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

3) BbLIAET 3asBUTENI0O HOBOE DPETMCTPALIMOHHOE YJIOCTOBEPEHME JIEKAPCTBEHHOrO Ipernapara B
cilyyae U3MEHEHHUs CBEACHUH, COIEPIKAIIUXCSI B HEM, ITyTE€M HallpaBJIEHUs 3asSBUTEIIO IOCPEICTBOM
€AMHOr0 TMOopTaja WIM B JIMYHBIA KaOWHET 3asBUTENs B €OUHOM CHUCTEME BBIIUCKU U3
rocyJJapCTBEHHOI'O peectpa JIeKapCTBEHHbIX CpPEACTB, HOJIMCAaHHON YCUJICHHOM
KBaJIM()ULIMPOBAHHON 3JIEKTPOHHOM moanuchio. (B pen. PenepayibHbIX 3aK0HOB OT 22.12.2014 N
429-03 (pex. ot 13.07.2015), ot 30.01.2024 N 1-P3)

8. OcHoBaHMEM [UIsl OTKa3a BO BHECEHUUM M3MEHEHMH B JOKYMEHTBHI, COJAepXKalluecs B
PETrUCTPAllMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpenapar JUisi MEAULUHCKOTO
NPUMEHEHHS, SBISIETCS 3aKIIOUEHHE YMOJHOMOUYEHHOTO (hefepaibHOTO OpraHa HCIIOJHUTEIBHON
BJACTH O BO3MOXKHOCTH CHIKEHHSI O€30MacHOCTH, KadecTBa, 3(PPEKTHMBHOCTH JIEKapCTBEHHOI'O
CPEJICTBA B Clly4ae BHECEHUS TAaKUX U3MEHEHUH.

9. Jlomyckaercss oOpaleHHE JIEKapCTBEHHBIX NpernaparoB s MEIUIUHCKOTO IMPUMEHEHMS 0
UCTEUYEHUsI CpPOKa TOAHOCTH, NPOM3BEICHHBIX B TEUEHUE CTa BOCBMMIECATH IHEW IMOCIE JaThl
NPUHATHUS YIOJHOMOYEHHBIM (peIepaIbHBIM OPraHOM HCIIOJIHUTEIBHOW BJIACTH pEIHICHUsS O
BHECEHUHU U3MEHEHUI B JOKYMEHTBI, COJEpIKAIMECSd B PETUCTPALIMOHHOM JI0ChE, B COOTBETCTBUU C
uH(popMaler, coaepkamieiics B JOKYMEHTaX pEerucTpalliOHHOTO J0Ch€ Ha JIEKapCTBEHHBIM
npenapar 10 JaThl NpUHATHA Takoro pemeHus. (B pen. dexepanbHoro 3akoHa ot 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

10. IIpaBurtensctBo Poccuiickoit @enepanuu BIpaBe YCTaHOBUTh OCOOCHHOCTH BHECEHHUs
W3MEHEHUN B JIOKYMEHTBI, COJEp)KAIIHMECS B PErMCTPALIMOHHOM JOChE€ HA 3apEerUCTPUPOBAHHBIN
JIeKapCTBEHHbIM MpenapaT s MEAMIMHCKOTO TMPUMEHEHHUs, B ciydyae Ae(eKTyphl MU pHCKa
BO3HUKHOBEHHUS N1€(DEeKTypbl JIEKapCTBEHHBIX IIPENapaToB B CBA3M C BBEJACHHEM B OTHOIICHHUH
Poccuiickoit ®enepanuyu  OrpaHUYUTENBHBIX MEp JKOHOMUYECKOIO Xapakrepa. (B pen.
®enepanbHoro 3akoHa ot 08.03.2022 N 46-P3)

Crartbs 31. BHeceHne H3MEHEHUI B JOKYMEHTBI, COJAepKalIuecs B
PerucTpanMOHHOM /10Che HA 3aperdCTPUPOBAHHBIN JIEKAPCTBEHHbIH
npenapar AJs BeTepUHAPHOI0 IPUMEHEHUA

IHlonosxcenun wacmu I cmamou 31 (¢ ped. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npe0ocmagieHus 20cyoapcmeeHHblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
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cpeocme 0711 6emePUHAPHO20 NPUMEHEHUA ROCPEOCMEOM (hedepanbHoll 20CY0apCcmeeH ol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX u MYHUYUNATbHBIX YCIIY2
(pynkyuir)", npumensarwomesa c 01.01.2026. /lyoaukamel pecucmpauuOHHbIX YOOCHIO08EPEHUIL
JIeKapCmeeHHbIX npenapamoe 014 eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cybvexkmy oopawienus 1eKapCcmeeHHbIX cPeoCcma 0151 6emePUHAPHO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2aH UCNOTHUMETbHOU 611ACMU 34 6bl0aUell
YKa3annoz2o 0yonukama Hanpaeisaenmca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOONUCHIO YHOTTHOMOUEHHO20 TUYA YHOTHOMOYEHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

1. B memsix BHECEHUsS M3MEHCHHH B JOKYMEHTBI, COJAEPIKAIIUECS B PErHCTPAIMOHHOM J0ChE Ha
3apErUCTPUPOBAHHBIN JICKAPCTBCHHBIN Mpenapar Jyisl BETCPHHAPHOTO IPUMEHEHUS, JICP)KATEIIb TN
BJIQJICTICI] PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOI'O Tpernapara Hid yIMOJTHOMOYECHHOES
UM JPYroe PUANYECKOe JIHIIO (J1aree B HACTOSIIEH CTaThe - 3asIBUTEIIb) HANIPABJISICT MOCPEACTBOM
€MHOTO MopTaja B yIOJTHOMOYCHHBIN (efiepanbHbIii OpraH UCTIOTHUTEILHOW BIIACTH MOAIMMCAHHOES
YCUJICHHON KBaIU(DUIIMPOBAHHON SJCKTPOHHOW IOMAIUCHIO 3asABJICHUE O BHECCHHHM TaKUX
U3MEHEHHH 10  (opme, yCTaHOBJICHHOW  YIOJHOMOYEHHBIM  (belepaqbHBIM  OpPraHOM
UCTIOJIHUTEIILHOW BIIACTH, W NpPHJIAraeMble K HEMY U3MCHCHHUS B YKa3aHHBIC TOKYMEHTBI, a TaKkKe
JIOKYMEHTBI, IIOATBEPKIAOIINE HEOOX0IMMOCTh BHECCHUS TaKNX W3MeHEeHUH. [Tpu HeoOXxoauMocTH
BHECCHUsI M3MCHCHWI B JOKYMCHTBHI, COJACp)KalllMecs B PErHCTPAlMOHHOM JIOChe Ha
3apErUCTPUPOBAHHBIN JICKAPCTBCHHBIN Mpenapar i BETEPHHAPHOTO MPUMEHEHUS, B CIydasx
W3MEHEHHUs U (MJIK) JOIOJHEHHS POM3BOACTBEHHOM IUIOIIAIKH JCKAPCTBEHHOI'O CPEICTBA, a TAKIKE
W3MCHEHUS TTOKa3aTeliel KadecTBa JICKapCTBEHHOTO Tperapara JJisi BETEPUHAPHOTO MPUMEHEHHSI U
(M) METOJIOB KOHTPOJISl KauecTBa JIEKAPCTBEHHOTO Tpenapara A BETePUHAPHOTO MPUMEHEHUs
3asIBUTEINIb JOMOJIHUTEIPHO HAMPABJISET IMOCPEICTBOM EIUHOTO TMOpTaa B YIOJTHOMOYCHHBIH
dbenepanbHBIi OpraH HUCHOJHUTENBLHOM BIACTH CIEAYIONIUME JTOKYMEHTHI (CBelneHus): (B pen.
®enepanbHbiX 3ak0HOB OT 04.06.2018 N 140-D3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

1) cBexeHus 0 jaTe MPEAOCTABIEHHUS M PErMCTPALMOHHOM HOMEpE JIMLEH3UH Ha MPOM3BOJCTBO
JEKapCTBEHHBIX CPEJCTB, IPEJOCTABICHHOW MPOM3BOJUTEII0 JICKAPCTBEHHOIO IIpernapara Juls
BETEPUHAPHOTO IIPUMEHEHUS, Ul POCCUICKUX MPOU3BOAUTENEH; (B pell. PenepanbHbIX 3aKOHOB OT
04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2) cBeleHUsl O JaTe MPEIOCTaBICHUS M PETUCTPAIMOHHOM HOMEpPE JIMIICH3WHU Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEICTB, MPEIOCTABICHHON MPOU3BOIUTENO (hapMalleBTHUECKON CyOcTaHIIuH,
BXOJISIIIIEH B COCTaB JIEKAPCTBEHHOTO Mperapara Jyisl BETEpUHAPHOTO TPUMEHEHUS, NI POCCHICKUX
npousBoauTeneit; (B pen. denepanbHbix 3akoHOB oT 04.06.2018 N 140-P3, ot 27.12.2019 N
478-D3)

3) Konus TOKyMEHTA, BBIJAHHOIO YIIOJIHOMOUYEHHBIM OPraHOM CTPAHbl IPOU3BOAUTENS ISl KaXKION
IIPOU3BOJCTBEHHOHN IUJIOMIAJKH JIEKAPCTBEHHOIO IpernapaTta JUisi BETEPUHAPHOTO INPUMEHEHUS M
MOJTBEPXKIAIOIIETO COOTBETCTBUE MPOU3BOAUTENS JIEKAPCTBEHHOTO Iperapara TpeOOBaHHIM
IIpaBUJI HAJIEXKAaIleW MPOU3BOACTBEHHOMN MPAKTUKH, U €T0 MEPEBOJ HA PYCCKHUH SI3bIK, 3aBEPEHHBIE
B YCTAaHOBJICHHOM IIOpSIJKE, @ TaKKe KOIHsS 3aKIOYEHUs O COOTBETCTBUM IIPOU3BOJUTEINS
JIEKapCTBEHHBIX CPEACTB TPEOOBaHUSAM TMpaBWJ HaJJIeKallell NpPOU3BOACTBEHHONM MPAKTHKH,
BBIJJAHHOTO YTIOJIHOMOYEHHBIM (peiepaibHbIM OpPraHOM HCIOJHHUTEIBHON BIACTH JUISL KaKIOU
MIPOM3BOJICTBEHHON MJIOMIAKHU JIEKAPCTBEHHOTO Mpernapara Jjisi BETEpUHAPHOTO MPUMEHEHHUS], JINO0
KOIHUs pEeLIEHUs O IPOBEACHUU WHCIEKTUPOBAHMS IIPOU3BOAMTEIN JIEKAPCTBEHHBIX CPEACTB,
HNPUHATOIO YHOJHOMOYEHHBIM (eepabHbIM OpPraHOM HCIIOJIHUTEIBHOW BIIACTH JUISl KaXJOH
IIPOU3BOJCTBEHHON IUIOLIAJKK JIEKAPCTBEHHOIO IIpenapara sl BETEPUHAPHOIO IPUMEHEHUS.
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VKa3zaHHbIE JOKYMEHTBHl MPEJICTABISAIOTCS B CIydae, €CIU IPOU3BOACTBO JIEKAPCTBEHHOIO
mpernapara il BETEPUHAPHOIO NPUMEHEHUS OCYUIECTBIIETCS 3a Ipenenamu Poccuiickoit
®denepannn; (B pen. DenepanpHoro 3akona oT 04.06.2018 N 140-D3)

4) xomus JOKYMEHTa, BBIAAHHOIO YIIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOJUTEL
dapmanieBTUYeCKOH ~ CyOCTaHIMM M HOATBEPXKIAIOMIETO  COOTBETCTBHE  IPOM3BOJIUTENS
dapmanieBTHYeCKOM cyOCTaHIMH, BXOJMIIEH B COCTaB JIEKAPCTBEHHOIO Ipemnapara i
BETEPUHAPHOTO NPUMEHEHHUs, TPeOOBaHUAM MPaBUII HaUIeKAIEH MPOU3BOACTBEHHON MPAKTUKH, U
€ro MepeBOJ Ha PYCCKUH S3bIK, 3aBEPEHHbIE B YCTAHOBJICHHOM IOpsJKE, B Clyyae, ecilu
MPOM3BOJICTBO (papMaleBTUYECKON CyOCTaHIIMM OCYIIECTBISETCS 3a mpenenamu Poccuiickoit
®denepanun. (B pea. Penepabroro 3akoHa oT 04.06.2018 N 140-D3)

Honosxcenusn vacmu 1.1 cmamou 31 (6 peo. Dedepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6eMeEPUHAPHO20 RPUMEHEHUA NOCPEOCMEOM (hedepanbHOll 20CYy0apCneeHH Ol
ungopmayuonnou cucmemot ""Eounstii nopmain 20cy0apcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(¢pynxyui)"', npumensaromcesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX YOOCHO6EPEHU
JleKapCmeeHHbIX npenapamos 0isa eemepunaprno2o npumenenusn ¢ 01.01.2026 ne svioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX Cpeocme 0711 6emepuUHapHo20 NPUMEHEHUS RPU €20
oOpauwieHuu 8 ynoIHOMOYEHHBLIL (hedepanbHblil Op2an UCHOTHUMETIbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKa U3 20cy0apCcmeennozo peecmpa
JIeKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOIUL IJ1IeKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUUA YNOTIHOMOUECHHO20 (hedepanbHo20 0p2ana UcnoJIHUMeNbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1.1. B cnyuae u3MeHeHus W (WJIM) JOMOJIHEHUS HPOM3BOJCTBEHHOM IUIOMIAKMU JIEKAPCTBEHHOTO
CpeACTBa JIOKyMEHTHI, YKa3aHHbIE B YacTH | HACTOSIIEH CTAaThH, MPEICTABISIOTCS 3asBHTEIEM B
OTHOILEHUH H3MEHseMON W (MJIM) JOMOJIHAEMON MPOU3BOACTBEHHOHN IUIONIA/KHU JIEKAPCTBEHHOTO
cpeactBa. PemeHne o BHECEHWH W3MEHEHHWH B JOKYMEHTHI, COJEpIKAIUECS B PETUCTPAIIIOHHOM
JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIM Mpenapar A BEeTEpUHAPHOTO MPUMEHEHHUs, WIN
00 OTKa3e B WX BHECEHWH TNPUHUMAETCS B Cllydyae HEOOXOJWMOCTH TPOBEICHHS DKCIEPTH3BI
JIEKapCTBEHHOTO CPEJICTBA B CPOK, HE MPEBBINIAIONIUI IMIECTUIECCATH ISATH pabouyux JHEH, a B
OCTAJIBHBIX CIIy4asX B CPOK, HE MPEBBHIMAIOMINAN BAALUATH pabO4YMX AHEH CO JHS HaNpaBJICHUS
MOCPEJICTBOM €MHOTO MOpTaja B YIOJIHOMOYEHHBIN (eepanbHblii OpraH UCIIOIHUTEIBHON BIACTH
3as1BJICHHS O BHECEHUU TaKuX U3MEHEeHUH. (B pen. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3,
o1 30.01.2024 N 1-®3, ot 31.07.2025 N 304-P3)

Honoswcenusn uacmu 1.2 cmamou 31 (¢ peo. Deodepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cyo0apCmeeHHvlX yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuUHapHOz0 NPUMEHEHUSL NOCPEeOCHEOM (hedepanbHOIl 20CyOapCmeeHHOl
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensromesn c 01.01.2026. /lyonauxameol pezucmpauuoHHbIX YOOCHO6EPEHU
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumernenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMEHEHUs NPU €20
o0pauieHuu 6 ynoaHOMOYEHHBLIL (hedepanbHblil OP2aH UCNOTHUMETbHOU 61aCMU 3a 6bl0ayell
YKa3annoz2o 0yonukama Hanpaeisaenca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROSIHOMOUEHHO20 TUUA YHOTHOMOYCHHO20 (hedepanbrozo opeana UCHOTHUMENbHOU
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

1.2. B cmywae peopraHuzanuy JAep)KaTeias WU BIAAENblla PErMCTPALMOHHOIO YAOCTOBEPEHUS
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JIEKapCTBEHHOTO IpenapaTa JAjsl BETepUHApHOIO MPUMEHEHUs, pa3paboTunKa WM MPOU3BOIUTEIS
JIEKapCTBEHHOIO IIpernapara i BETEPUHAPHOIO0 IPUMEHEHHUs B 3asBJIICHUM O BHECEHUM U3MEHEHUN
B JOKYMEHTBI, COAEPKAILUECSA B PETUCTPALIMOHHOM JIOChE HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar AJisi BETEpUHApHOI0 IPUMEHEHUs, YKa3bIBAIOTCS JaHHbIE JOKYMEHTA, TOATBEPKIAIOIIErO
BHECEHHUE COOTBETCTBYIOIIMX M3MEHEHUN B ENUHBIN rocyIapCTBEHHBIH PEECTP IOPUANYECKUX JIMIL
(11 opraHu3anui, 3aperuCcTPUPOBAaHHBIX Ha Tepputopun Poccuiickoil ®eneparuu), Wil HUHOTO
JIOKYMEHTa, MOJTBEP’AAIOLIEr0 pPEeOopraHu3alyi0 IOPUAMYECKOro A (i1 OpraHu3alui, He
3apEeTUCTPUPOBAHHBIX Ha Tepputopuu Poccuiickoit ®enepanuu). 3asBleHHE O BHECEHUU
U3MEHEHUN B JTOKYMEHTBI, COIEP)KAIIUECS B PETHCTPALIMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIN
JIEKApCTBEHHBIN Ipenapar s BETEPUHAPHOIO IIPUMEHEHUs, U IPUIAraeMble K HEMY JTOKYMEHTBI
HaMpaB/IAIOTCAd IOCPEICTBOM €IUMHOIO IOpTaja B YIOJHOMOYEHHBIH (QenepanbHblil  oprax
UCTIOJIHUTENILHOW BJIACTH HE IO3JHEE YeM uepe3 TPUIIaTh pabdo4yux THEH CO JHSA BHECEHUS
COOTBETCTBYIOIIMX H3MEHEHUH B ENMHBIA TOCyJapCTBEHHBIM peecTp IOpPUAWYECKHX JUI (I
OpraHM3aluii, 3aperucTpupoBaHHbIX Ha TeppuTopuu Poccuiickoii denepauuu) wuam co AHA
IPUHATHS COOTBETCTBYIOLIETO JOKYMEHTA, IOATBEPKAAIOIIEIO PEOPraHU3ALMI0 HOPUIANYECKOTO
auna ([ opraHu3aluii, HE 3aperucTpUpOBaHHBIX Ha Tepputopuu Poccuiickoit ®enepauun). B
Cllydae pEOpraHu3alMM  JepJKaTelld WIM  BIAAElIbllda PErMCTPAMOHHOIO  YJOCTOBEPEHHUS
JIEKapCTBEHHOI'O IIpenapara JJisi BETEPUHAPHOTO NPUMEHEHUS 3asBJICHUE O BHECEHUH U3MEHEHUN B
JOKYMEHTBI, COAEpKAIINUECs B PErUCTPALMOHHOM JJOChE HA 3apPETrMCTPUPOBAHHBIN JIEKApCTBEHHBIN
npenapar il BETEPUHAPHOIO NPUMEHEHHs, NOJAETCA IOPUIUYECKUM JIMIIOM, KOTOPOMY B XOJ€E
peopraHM3aluy MepeJaHo MpaBO BIAJACHUS TAKUM PErMCTPAL[MOHHBIM YAOCTOBEpEHUEM. (B pei.
®enepanbHbIX 3ak0HOB 0T 02.08.2019 N 297-@3, ot 30.01.2024 N 1-P3)

1.3. 3asBnenus, yka3zaHHble B 4acTsax | - 1.2 HacTosmed cTatbu, MOTYT OBITH TOJIHACAHBI
YCUJIEHHOU KBaJTM(DULIUPOBAHHOMN 3JEKTPOHHOMU MO AITUCHIO 1100 YCUJIEHHOU
HEKBATU(UIIMPOBAHHON AJIEKTPOHHOU TMOJMUCHIO B Cydyae, €ClId OT UMEHU 3asBUTEINS JEHCTBYET
ero npejacTaBuTeNb ((PU3HUECKOE JHI0), YIOTHOMOYEHHBIN IeCTBOBATh OT MMEHM 3asBHUTENS Ha
OCHOBAHUU JOBEPEHHOCTHU B JIEKTPOHHOU (hopMe B MaIIMHOUKUTAaeMOM BHjie. (B pen. DenepaabHOTO
3akoHa oT 31.07.2025 N 304-P3)

2. B CJIyda€ BHCCCHUA W3MCHEHUI B JOKYMCHTHBI, COACPNKAIIUECA B PErUCTPAlMOHHOM JOCHE Ha
3apeFHCTpHpOBaHHBIﬁ J'IeKapCTBeHHHﬁ npemnapar Ajisl BETCPUHAPHOTO IMPUMCHCHHA, B OTHOHICHUHN

nn "W e o n

CBEJICHUH, yKa3aHHBIX B moamyHkTax "e", "x", "k", "a1", "", "c¢", "x" mynkra 7 wactu 3 ctathu 17
HacTosmero ®enepanbHOr0 3aKOHa, W3MEHEHUS U (MIM) JIOTMOJIHEHHS TPOU3BOJICTBEHHOM
TJIOMIAJKA JICKAPCTBEHHOTO CPEICTBA, a TakXKe B Clydae HW3MEHEHHUs TIoKa3arejedl KadecTBa
JIEKapCTBEHHOTO Mpemnapara Jisi BETEpUHAPHOTO MPUMEHEHHUs U (M) METOJJOB KOHTPOJISI KadecTBa
JIEKAapCTBEHHOTO  TIpermapara [yIi BETEPUHAPHOTO TMPUMEHEHHSI TPOBOJUTCS  DKCIIEPTH3a
JIEKapCTBEHHOTO CPENICTBA ISl BETEPUHAPHOTO MPUMEHEHHs. B ciiydae HE0OXOIMMOCTH BHECCHHUS
WHBIX HW3MEHEHMA B  JIOKYMEHTHI, COJEpXallhecs B  PErHUCTPAIlMOHHOM  JOChe  Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIN MpenapaTr s BETEPUHAPHOIO NPUMEHEHUs, SKCIEepTH3a
JIEKapCTBEHHOT'O CPEJICTBA ISl BETEPUHAPHOTO NMPUMEHEHHs He TipoBoauTcs. (B pen. denepanbHbIX

3ak0HOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

Honoscenun wacmu 3 cmamou 31 (¢ ped. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUsL ROCPEOCHEoM (hedepanbHoll 20Cy0apCcmeeHHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWURAIbHHIX YCTY2
(¢pynxuyuir)", npumenarwomcesn c 01.01.2026. /lyonuxamol pecucmpayuoHHbIX yOOCHOGEPEHU
JleKapCcmeeHHbIX npenapamoes 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawenus 1eKapcmeeHHbIX CPeOCme 01 6emePUHAPHOZ0 NPUMEHEHUS NPU €20
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odpauienuu 8 ynoa1HOMO4eHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACMU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
J1eKApCMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOTHUMENbHOT
eénacmu (nynkm_6 cmamou 4 @eodepanvrozo 3axkona om 30.01.2024 N 1-D3).

3. 3asBUTENb BIpPaABE MPEICTABUTH 110 COOCTBEHHONW MHUIMATHBE BMECTE C 3asBJICHUEM O BHECEHUH
U3MEHEHUN B JIOKYMEHTBI, COJEP)KAIIMUECS B PErMCTPALlMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN
JIEKapCTBEHHBI IpemapaT Uil BETCPUHAPHOIO  IPUMEHEHUS, PEKBHU3UTHI JOKYMEHTOB,
MIOATBEPKIAIOIINX YIUIATY I'OCYIapCTBEHHOM ITOIUIMHBI 32 BHECEHUE B JIOKYMEHTBI, COEpKAILHUECS
B PETUCTPALIMOHHOM JI0ChE Ha 3apETUCTPUPOBAHHBIN JIEKapCTBEHHBIN Ipenapar JUisi BETEPUHAPHOIO
IPUMEHEHHUS, U3MEHEHUH, TPeOYyIOINUX IPOBEAEHUS AKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJICTBA, WU
U3MEHEHUH, He TpeOyIoUMX MPOBEICHHsI SKCHEPTU3bl JIEKapCTBEHHOIO cpelcTBa. B ciyudae
HEOOXOJUMOCTH M3MEHEHMsSI CBEJCHHI, COJEp)KallUXCsi B PETUCTPALIMOHHOM YJIOCTOBEPEHHUU
JIEKapCTBEHHOTO IpenapaTa JJis BETEpPUHAPHOIO IIPUMEHEHUS, C 3asBJICHUEM, YKa3aHHBIM B 4acTy |
HACTOALIEH CTaThbU, 3asBUTENIb BIIPABE IPEICTAaBUTh MO COOCTBEHHONW HMHMIIMATUBE PEKBU3UTHI
JIOKYMEHTA, IOATBEPKAAIOLIET0 YIUIATy TOCYIapCTBEHHOM MOLUIMHBI 33 BbIIaYy PETHCTPALMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIpernapaTa. 3asiBUTENb BIIpaBe MPEACTaBUTH IO COOCTBEHHOM
VMHULMATUBE CBEICHMS O JIMLECH3MUAX, YKa3aHHblE B IyHKTax 1 u 2 vactu 1 Hacrosiuen cratbu, a
TaK)Ke BBIABAEMbIC YIOJHOMOYCHHBIMH (peepaibHBIMH OpraHaMH HWCIOJIHUTEIBHOW BIIACTH
JOKYMEHTBI, yKa3aHHblE B IIyHKTe 3 4YacTu | Hacrosiued craTbu. B cilydae HenpencTaBieHHs
YKa3aHHbIX JIOKYMEHTOB (CBEIE€HUI) YIOJIHOMOYEHHBIH (peiepalbHblii OpraH HCHOJHUTEIbHOU
BJIACTH 3allpalllMBaeT YyKa3aHHblE JOKYMEHTHI (CBEJEHMs) B TOPSJIKE MEXBEIOMCTBEHHOIO
nH(pOpMaLlMOHHOIO B3auMozaeicTeus. (B pen. deaepanbHbix 3akoHOB OT 27.12.2019 N 478-®3, ot
30.01.2024 N 1-®3)

4. B cpok, HE TIPEBBIIIAONINN TSATH pabo4YMX JHEH CO JTHS MOCTYIUICHHS YKa3aHHOTO B 4acT |
HACTOAIIEH CTaThbU 3asBJICHUS M HEOOXOTUMBIX TOKYMEHTOB, YIMOJIHOMOYEHHBIN (enepanbHblIii
OpraH UCMOJIHUTENbHOM BiacTH: (B pen. PeaepanbHoro 3akoHa ot 31.07.2025 N 304-D3)

1) NpOBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHMM, CONEPIKALIUXCS B MPEICTaBIECHHbIX
3asBUTEIIEM JOKYMEHTAX;

2) NpUHUMAaeT pellieHre O NMPOBEIECHNUN SKCIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA JJIl BETEPUHAPHOIO
IpUMEHEeHUs WK 00 OTKa3e B €€ MPOBE/ICHUHY;

Ilonoscenua nynkma 3 wacmu 4 cmamou 31 (¢ peo. @edepanvnozo 3axona om 30.01.2024 N
1-D3), kacarouwuecs npedocmasieHus 20CyoapcmeeHHbIX YCiye npu 00pauieHuu
JIeKapcmeeHHbIX CPeOCcme 01 6emePUHAPHO20 NPUMEHEHUA ROCPEOCHEOM (hedepanbHoll
2ocyoapcmeennoil ungpopmayuonnoit cucmemsl ""Eounuitii nopman zocyoapcmeeHHbvIX U
Mynuyunanvhvlx yciaye (ynukuyuii)'', npumenatomes c 01.01.2026. /[yoauxamot
PecucmpayuoHHbIX yOOCHO8EPEHUIL 1eKAPCMEEHHBIX NPENaApamos 0711 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromcea. Cyovekmy odpawienus 1eKapcmeenHvlx cpeocme 01
6eMmMepuHapHO20 NPUMEHEHUA NPU €20 00pauieHul 8 YNOJIHOMOYEHHbLIL (hedepanbHblil op2an
UCNOTTHUMEIbHOIL 611ACMU 3a 6bl0ayell YKA3aHHO020 0yOIUKama HanpaeIAemcs 6bINUCKA U3
20Cy0apcmeennozo peecmpa 1eKapcmeeHHblX Cpeocma, HOORUCAHHAA YCUTLEHH O
K6anuguuyuposannoil 31eKmporHHOoil NOORUCHIO YNOJTHOMOUEHHO20 JIUUA YHOTITHOMOUEHHO20
dedepanvnozo opeana ucnonnumenvrou eaacmu (nynkm 6 cmamou 4 Medepanvhozo 3aKona om
30.01.2024 N 1-®3).

3) HampaBisSieT IOCPEICTBOM €IMHOTO TMOpTaja 3asBUTENI0 TOJANUCAHHOE YCHUJICHHOU
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KBJIM(ULMPOBAHHOMN 3JIEKTPOHHOMN MOJMUCHIO YBEAOMJIEHHE O IPUHATOM PEUICHUH WU B CiIydae
NPUHATUS pEIIeHUss 00 OTKa3e B MPOBEACHUM OSKCHEPTHU3bl JIEKAPCTBEHHOI'O CpPEACTBa JUIs
BETEPUHAPHOTO MPUMEHEHHS C YKa3aHHEeM MPUYHMH TaKoro oTkasa. (B pen. denepanbHOro 3aKkoHa OT
30.01.2024 N 1-®3)

Honosxcenusn wacmu 4.1 cmamou 31 (6 peo. Dedepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecsa npedocmasieHus 20cyo0apCmeeHHiX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHU ROCPEOCHEOM (hedepanbHOIl 20Cy0apCmeeHHOl
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHblX u MyHUWUNRATbHBIX YCTY2
(¢pynxyui)", npumenaromcesn c 01.01.2026. /[yonuxameol pecucmpayuoHHbIX YOOCHO6EPEHU
JleKapCmeeHHbIX npenapamoes 0 eemepunaprno2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 013 6emepUHapHo20 NPUMEHEHUS RPU €20
oOpauieHuu 8 ynoaHoMOo4eHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 81ACMU 3a 8bl0ayell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKa U3 20cy0apCmeennozo peecmpa
JIeKApCMEEHHBIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8AUDUUUPOBAHHOIU IJ1IeKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.1. B cityuae BBISIBIICHUSI HEIOCTOBEPHOCTH | (MJIM) HEIOCTATOYHOCTH CBEIACHUM, CONEPKAIIMXCS B
NPEJCTaBICHHBIX  3asBUTENIEM  MaTepuanax,  YIOJIHOMOYEHHBbIH  (eaepanbHbId  Opran
UCIIOJIHUTENIbHOM BJIAacTH HAampaBisieT IOCPEACTBOM €IMHOTO MopTana 3asBUTEN0 3ampoc 00
YTOYHEHHH YKa3aHHBIX CBEJCHUMN, MOANUCAHHBIA YCHUJICHHON KBaTU(UIIMPOBAHHON 3JIEKTPOHHOM
noAnucklo. (B pen. Peaepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

Honosxcenusn uwacmu 4.2 cmamou 31 (6 peo. Dedepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmaegieHus 20cy0apCmeen bIX Yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuHapHOz0 NPUMEHEHUS ROCPEOCHIEOM (hedepanbHOoll 20Cy0apCcneeHHONl
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX yOOCHO6EPEHU
JIeKapCmeeHHbIX npenapamoe 014 eemepunaprozo npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMEHEHUs RPU €20
odpauieHuu 6 ynoaiHoOMO4YEeHHbLIL (hedepanbHblil OP2an UCHOTHUMENbHOU 611aCmU 3a 6bl0ayell
YKa3anno2o 0yonukama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbro2o Opeana UCHOTHUMENbHO
énacmu (nynkm 6 cmamou 4 @edepanvrozo 3axona om 30.01.2024 N 1-D3).

4.2. 3asBuTenp 00s3aH HANpPaBUTh IOCPEICTBOM €IMHOTO TMOpTajla B YINOJIHOMOYEHHBIH
denepanbHBIE OpraH HCHOJHHUTEIBHON BIACTH MOJINMHCAHHBIA YCHJICHHOH KBaJU(pHIMPOBAHHON
JJIEKTPOHHOM  MOJNMCBIO OTBET HAa 3alpoc  YINOJIHOMOYEHHOro (heepaJbHOrO  opraHa
UCTIOJIHUTENILHOW BJIACTH B CPOK, HE MPEBBILAIOIINNA AEBIHOCTa PabOUYMX JHEH CO JTHS MOIy4eHUs
YIOJTHOMOYEHHBIM (eiepaibHbIM OpPraHOM HCIIOJIHUTENBHON BJIACTH 3JIEKTPOHHOTO YBEOMJIEHUS O
NIOJIyYE€HUHU 3asBUTENEM JaHHOro 3ampoca. Cpoku, ykasaHHble B 4yacTH l.1 Hacrosiuel crarby,
IIPUOCTAaHABJIMBAIOTCS CO JIHSA HAINPABJICHHS IOCPEICTBOM E€IMHOIO IOpTaja 3asBUTEII0 3alpoca
YIOJIHOMOYEHHOT0 (hefiepalibHOrO OpraHa MCIOJHUTEIBHOW BJIAcTH JI0 JIHS HAaIlpaBlICHHS
MOCPEACTBOM €IMHOTO MOpTasia B yIOJIHOMOYEHHBIN (hefiepanbHblii OpraH UCIOJHUTEIBHON BIACTH
OTBETa HAa JAaHHBI 3aIpOC M HE YYUTHIBAIOTCSA IPU HCUYHMCIEHUU CPOKAa NPUHATHSA PELIEHUS O
BHECEHMH W3MEHEHUH B JOKYMEHTBI, COJepKalluecs B PETUCTPAllMOHHOM JOChe Ha
3aperucTpUpOBaHHBIN JIEKApCTBEHHBIN Ipenapar Ajs BETEpUHApHOIo IpUMEHEHUs. B ciyuae, ecnu
OT MMEHHU 3asBUTENs [JEHCTBYET €ro NpeAcTaBUTENb ((pHU3MUecKoe JIMI), YHOJTHOMOYEHHBIN
JecTBOBaTh OT MMEHM 3asBUTENII HAa OCHOBAaHMM JOBEPEHHOCTH B JJIEKTPOHHOU ¢opme B


https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l70
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l70
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l365
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l70
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l365

MAaIIMHOYMTAEMOM BHUJIE, OTBET HA 3aIIPOC MOXKET OBITh MOMNHUCAH YCUJIEHHON KBATM(PUIIMPOBAHHON
AIIEKTPOHHOHN MOANHUCKIO JIN00 YCUIIEHHOW HEKBATU(DUIIMPOBAHHOM 3JIEKTPOHHOM MOINKCHIO. (B pEI.
®denepanbhbiX 3akoHOB 0T 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

5. OcHOBaHMEM I OTKa3a B TPOBEICHUM OSKCHEPTH3bl JICKAPCTBEHHOTO CpPEICTBA A
BETEPUHAPHOTO MPUMEHEHUS SIBJISETCS MPEACTaBICHUE JOKYMEHTOB, YKa3aHHbBIX B 4acTsax | u 3
HACTOSIICH CTaThbH, B HEMOJHOM OOBEME WM OTCYTCTBHE B MPEJICTABICHHBIX JIOKYMEHTax
JIOCTaTOYHBIX CBEACHH, MOATBEPKIAIONUX HEOOXOIUMOCTh BHECEHUS HW3MEHEHUH, JHOO
HEIPEACTABICHUE 3asBUTEIIEM B YCTAHOBJIICHHBIM CPOK OTBETAa Ha YyKa3aHHbIH B yactu 4.1
HACTOSIIEH CTaThH 3aMpoC YIOJTHOMOYEHHOTO (hefepaabHOr0 OpraHa MCIOJHUTEIBHON BIacTH. (B
pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

6. DkcrnepTusa JEKapCTBEHHOI'O CPEICTBa Il BETEPUHAPHOIO INMPUMEHEHUS B LIEISAX BHECEHUS
WU3MEHEHUN B JIOKYMEHTBI, COJIEP)KAIIUECS B PETHCTPALIMOHHOM JOChE Ha 3aperuCTPUpPOBAHHBIN
JIEKApCTBEHHBIM IIpenapar Juisi BETEPUHAPHOIO IIPUMEHEHHUs, OCYIUECTBISETCS B IOPSIKE,
YCTaHOBJICHHOM CTaTbed 24 HacTosmero denepalbHOro 3aKOHa.

Honoscenun wacmu 6.1 cmamou 31 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuUHapHo20 NPUMEHEHUS ROCPEOCHEOM (hedepatvbHOIl 20Cy0apCmeeH ol
ungopmayuonnoit cucmemsl ""EOounsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynxuyuir)", npumenaromces c 01.01.2026. /lyonuxamol pecucmpayuoHHbIX yOOCHOGEPEHU
JleKapcmeeHHbIX NPenapamos 0nsa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy odpawenus 1eKapCcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 RPUMEHEHUS NPU €20
odpauieHuu 6 ynoa1HOMO4YEHHBLIL (hedepanbHblil OP2an UCNOTHUMETbHOU 611aCmU 34 6bl0ayell
YKa3auH020 0yonuKkama Hanpaeisaemca 6bINUCKaA U3 20cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YHOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOIHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

6.1. B cpok, He MPEeBBIMAIONINI TATH paboyuX JHEH CO JHS HAMpaBICHHS MOCPEICTBOM €IMHOTO
noprajia B YIOJHOMOYEHHBIH (eepaibHbIi OpraH WCIOJHUTEIBHONW BJIACTH TOAMMCAHHOTO
YCUJIEHHOM KBaTH()HUIIMPOBAHHON AJIEKTPOHHON MOIMHUCHIO 3aKIFOUEHUS KOMHCCHM JKCIIEPTOB IO
pe3yiapTaTaM yKa3aHHOM B 4YacTH 2 HACTOSIIEH CTaThbW OSKCHEPTHU3bI, YIOJIHOMOYECHHBIN
denepanbHBI OpraH HCIONHUTENbHON BiacTu: (B pen. demepanbHbix 3akoHOB oT 22.10.2014 N
313-@3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N 1-P3, ot 31.07.2025 N 304-D3)

1) mpuHMMaeT pelieHne O BHECEHUU U3MEHEHUH B JJOKYMEHTBI, CO/IEPIKAIIUECS B PETUCTPALIMOHHOM
JI0OCbE€ Ha 3apErMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar AJis BETEPUHAPHOIO MPUMEHEHUS, WU
00 oTKa3e BO BHECEHUHU TaKuX U3MeHeHwui; (B pen. denepanpHoro 3akoHa ot 22.10.2014 N 313-03)

2) BHOCHUT B TOCYAAPCTBEHHBIM PpEECTp JIEKApCTBEHHBIX CPEACTB HAa OCHOBAHMM PEUIECHMS O
BHECEHMH W3MEHEHMH B JOKYMEHTBI, COJepKalluecs B PETUCTPAllMOHHOM JOChe Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN INpenapar JUisl BETEPUHAPHOTO MPUMEHEHUs, He0OXO0AUMbIe
u3MeHenus; (B pen. @enepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, ot 30.01.2024 N 1-D3)

3) BHOCHT B TOCYIapCTBEHHBIM pEeCTp JEKapCTBEHHBIX CPEICTB B Ciydae HEOOXOJIMMOCTH
M3MEHEHUS C COXPAHEHUEM TEKYLIEro HOMepa 3alliCU B TOCYAapCTBEHHOM PEECTpe JIEKaAPCTBEHHBIX
CPEICTB W HAMPABISICT 3aABUTEIIO IOCPEACTBOM EIAMHOTO TOpTajia WM B JIMYHBIA KAaOWMHET
3asBUTENSI B €IMHOW CHUCTEME BBINHMCKY U3 TOCYJAPCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX CPEACTB,
MOAMKUCAHHYI0 YCUJIEHHOW KBaTU(UIIMPOBAHHOMN SJEKTPOHHOM MOAMHCHIO. (B pen. denepalibHOTO
3akoHa oT 31.07.2025 N 304-D3)
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6.2. B cnydyae BHeCEHUs] UBMEHEHHI B JIOKYMEHTHI, COAECPKAIIMECS B PErUCTPALIMOHHOM JI0ChE Ha
3apEeTUCTPUPOBAHHBIA JIGKAPCTBEHHBIM MpernapaT JUuisi BETEPUHAPHOTO NPUMEHEHUs, B YaCTH,
Kacaromieicss W3MEeHEeHHsT W (WJIM) JOTMOJIHEHHs] MPOW3BOJCTBEHHON IUIONIAJIKH JIEKAPCTBEHHOTO
npenapara, npu MNPeCTaBICHUU 3asBUTENIEM B COOTBETCTBHM C MYHKTOM 3 4acTH | HacTosIei
CTaThU KOIUHU PEIICHUS YMOJHOMOUYCHHOTO (heIepaIbHOrO OpraHa HMCIOJHUTEILHON BJIACTH O
MPOBEICHUH WHCIIEKTUPOBAHUSI IPOU3BOIUTEISI JIEKAPCTBEHHBIX CPEJICTB CPOK, YKAa3aHHBIM B 4acTH
6.1 HacrosIIel cTaThbH, MPUOCTAHABIMBACTCS CO JHS MOTYUYEHHUS 3aKIFOUYCHUS] KOMUCCUH DKCIIEPTOB
JIO0 JTHSI TIPUHSATHUS YIIOJTHOMOUYEHHBIM (De/iepaabHbIM OPraHOM HCTIOJHUTEILHOM BIIACTH PEIICHHS O
BBIJIa4ue WJIM OO0 OTKa3e B BBIJIAYe 3aKIIOUYCHHUS O COOTBETCTBUHU IMPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB TPEOOBAHMAM TPABUI HA/JICKAIIEH TPOU3BOJICTBEHHON MTPAKTUKH, HO HE OoJiee 4eM Ha CTO
BOCEMbJIeCAT pabouux nHeH. (B pea. DeaepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

7. OcHOBaHWEM Il OTKa3a BO BHECCHHMM HM3MCHECHUH B JIOKYMEHTBI, COJCpXKaluecs B
PErUCTPALIMOHHOM JI0Ch€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Uil BETEPUHAPHOIO
NPUMEHECHHS, B CIy4asX, HE TpPEOYIOIIMX MPOBEACHUS DKCHEPTH3bI JICKAPCTBEHHOTO CPEICTBA,
ABJIACTCA MPEACTABICHNUEC JOKYMCHTOB, YKA3aHHBIX B HaCTAX 1u3 HaCTOﬂHIGf/i CTaTbH, B HCIIOJIHOM
00beMe MITM OTCYTCTBUE B TPEACTABICHHBIX JOKYMEHTAX CBEJICHUH, KOTOPBIC JIOJKHBI OBITh B HUX
OTPaKCHBI, TUOO HETPEACTABICHUE 3asSBUTEJIEM B YCTAHOBJICHHBIN CPOK OTBETa Ha yKa3aHHBIA B
yacTi 4.1 HacTosIIeH CTAaThU 3alPOC YIOJIHOMOYEHHOTO (eepalibHOIO OpraHa WCIOJHUTEIbHOU
Bnactu. (B pen. ®enepanproro 3akona ot 04.06.2018 N 140-D3)

7.1. OcHoBaHWeM Ui OTKa3a BO BHECEHHHM HW3MEHEHUN B JIOKyMEHTHI, COJAEp)Kaluecs B
PErUCTPALIMOHHOM JI0Ch€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mperapar Uil BETEPUHAPHOIO
NPUMEHEHHS, B CJIydYasx, TPEOYIOUIMX TPOBEICHHUS SKCIEPTU3bl JICKAPCTBEHHOTO CPEICTBA,
SBIISICTCS 3aKIIOYCHHE YIOJHOMOUYEHHOTO (elepalbHOTO OpraHa HWCIOJIHHUTEIBHOW BIAcTH O
BO3MOXXHOCTH CHIDKEHUSI 0€30MacHOCTH, KauecTBa, d()PPEKTUBHOCTU JEKApCTBEHHOTO Mpernapara
BCJIICACTBUEC BHECCHUA U3MEHEHU! B YKa3aHHBIE OOKYMCHTHI, OTKa3 YHIOOJHOMOYCHHOTIO
denepanbHOTO OpraHa WCIOJHUTENBHOW BIACTU B BblJau€ 3aKIIOYEHUS O COOTBETCTBUU
MIPOU3BOUTEINS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM TMPABWII HAJIEKAIICH MPOU3BOIACTBEHHOM
NpPaKTUKA B ClOy4yae W3MEHEHUS U (WIu) JIOTOJHEHUS TMPOU3BOACTBEHHON  IUIOMIAJIKH
JIEKapCTBEHHOTO Tperapara, eciii MPOU3BOJICTBO JIEKAPCTBEHHOTO TIpernapara Jijisi BETepUHApHOTO
MPUMEHEHUs OCYIIeCTBIseTcs 3a mpenenamu Poccuiickort denepanuu, UIU OTCYTCTBHUE STOTO
3akimoueHus. (B pea. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

8. HomyckaeTcsi oOpallleHue JEeKapCTBEHHBIX IpenapaToB i BETEPUHAPHOTO MPUMEHEHUS 10
UCTEYCHUS CpPOKa TOJHOCTH, NPOU3BEICHHBIX B TEYCHUE CTa BOCBMMIECATH IHEH IOCIIE IaThbl
IOPUHATHUS YIOJHOMOYEHHBIM (peiepalibHbIM OPraHOM HCIIOJIHUTENbHOM BJIACTU pELIEHUs O
BHECEHMH U3MEHEHUM B JOKYMEHTBI, COAEPKALIUECS B PETUCTPALIMOHHOM J10ChE HA JICKAPCTBEHHBIN
mpenapar, B COOTBETCTBUU C HH(poOpMaIueil, coaepkaieiicss B JOKyMEHTaX pPerucTparioHHOTO
JI0ChEe Ha JIEKapCTBEHHBIM IpemnapaT 10 JaThl MPUHATUS Takoro pemeHus. (B pea. dexepaibHOro
3akoHa oT 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

Crarps 32. OTMeHa rocy1apCTBEHHOM PerucTPAUU JIEKAPCTBEHHOT' 0
npenapara

Pemienne 06 oTMeHe rocyapcTBEHHOM PErHCTpallMM JEKApCTBEHHOTO IMpernapara U UCKIIOUEHHH
JIEKapCTBEHHOT'O IIperapaTa U3 roCyIapCTBEHHOIO PEeCcTpa JIEKapCTBEHHBIX CPEICTB MPUHUMACTCA
YIOJHOMOYEHHBIM (heZiepabHbIM OPTaHOM MCTIOJTHUTENBHOM BIACTH B Clyvae:

1) mpencTaBiaeHns COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (he/iepaibHbIM OpPraHOM HCTIOHUTEIbHON
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BJIACTH 3aKJIIOYEHUS O PUCKE MM 00 yrpo3e 310pOBbIO, JKU3HU 4YEJIOBEKA WIIM >KMBOTHOIO IpHU
NPUMEHEHUH JICKApCTBEHHOTO TpernapaTa, MPEBHINAINMX €ro 3PQEeKTUBHOCTD, MO pe3yJibTaTaM
OCYILECTBIIIEMOI0 UM MOHUTOPUHIa OE€30I1aCHOCTH JIEKAPCTBEHHOTO IIpenapara;

Honoswcenun nynkma 2 cmamou 32 (6 peo. @edepanvnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcnmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uaiu) hpedepanvHoil 20cyoapcmeeHHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHblX u MyHUWUNRATbHBIX YCTY2
(pynxyui)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCcmeeHHblX
npenapamos 011 MeOUYUHCKO20 RPUMEHEHU, hoOmeep coaruue haxkm 20cyoapcmeeHH ol
pecucmpayuu, Ha OyMasCHOM HOcumene u OyOIUKAmbl Pe2UCmpPayUOHHbIX YOOCMO8ePEeHUl
JIeKapCmMeEEeHHbIX NPenapamaos 0 mMeouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexmy oOpawieHus 1eKapcmeeHHbIX Cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEHHBLIL (hedepanbHblil Op2an UCHOTHUMETbHOI 611ACHU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEHHBIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOIU IJ1IeKMPOHHOU
HOONUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

IHlonoscenua nynkma 2 cmamou 32 (6 peo. @edepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6eMeEPUHAPHO20 RPUMEHEHUA NOCPEOCMEOM hedepanbHOoll 20CYy0apCneeHH Ol
ungopmayuonnou cucmemot ""Eounviit nopman 2ocyoapcmeeHuvix u MyHUYUNATbHBIX YCI1Y2
(¢pynxyuir)", npumensarwomesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX YOOCHO6EPEHU
JIeKapCmMeeHHbIX npenapamoe 01a eemepunaprozo npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 01 6emepuUHapHo20 NPUMEHEHUs RPU €20
odpauieHuu 6 ynoaHOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611ACMU 34 6bl0aYell
YKa3anno2o 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1EKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YROTIHOMOUEHHO20 (PedepanbHo20 Op2ana UCHOIHUMENbHOU
énacmu (nynkm 6 cmamou 4 @edepanvrozo 3axona om 30.01.2024 N 1-D3).

2) mojauu JepXareieM WIM BIAJENbIEM PETUCTPALlMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOI'O
npenapara WIM YIOJHOMOYEHHBIM WM JPYTUM IOPUIMYECKHM JIMIIOM 3asiBI€HUS 00 OTMEHe
TOCYapCTBEHHOW  PETUCTpAallUM  JIEKAPCTBEHHOIO  IIpernapara, IOANHMCAHHOTO  YCHJIEHHOM
KBaJIM(ULIMPOBAHHON 3JEKTPOHHOW MOJIMUCKHIO, MYTEM €ro HallpaBJIeHHUs MOCPEACTBOM €IUHOTO
nopTaja B yIOJHOMOYEHHBIN (eliepaibHbIil OpraH UCIIOJIHUTENbHON BIACTH WM JIMYHBIM KaOUHET
YIOJHOMOYEHHOTO (heJiepaabHOr0 OpraHa MCIOJHUTENbHOM BIacTU B eIuHOM cucrteMe. B ciyuae,
€CJIM OT MMEHHU JepKareis WIM Biajeiblia PETMCTPALlMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara JIeMCTBYET €ro MpeAcTaBuTeNb ((hU3HUecKoe JIUI0), YIIOJTHOMOYEHHBIN AEHCTBOBATh OT
MMEHU JIepKaTelsl WK Biajeiblia pETUCTPAllMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOTO Mpernapara
Ha OCHOBAHMM JOBEPEHHOCTH B 3JIEKTPOHHOW (opMe B MaIIMHOYMTAEMOM BHJE, 3asBJIEHUE 00
OTMEHE TOCYAApPCTBEHHOM PpErucTpaliy JIEKApCTBEHHOI'O IIpernapara MOXKET ObITh IMOANHCAHO
YCUJIEHHOW HEKBaTH(PUIMPOBAHHOW 3JEKTPOHHOU MOANUCHIO; (B pen. denepaabHBIX 3aKOHOB OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

3) HemoATBEP)KICHUSI TOCYIapCTBEHHON PETHCTpAIlMU JIEKAPCTBEHHOTO TperapaTa Mo MCTEUCHUU
CpPOKa JIEUCTBUS PETUCTPALIMOHHOIO YA0CTOBEPEHUS, BBIJAHHOTO HA IIATh JIET;

4) HenpeaCTaBICHU 3asiBUTENIEM MH(OpMAIK, KOTOpast MOXKET MOBJIEYb 32 COOOH HE0OXOAUMOCTh
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BHECEHUSI M3MCHCHMM B JIOKyMEHTBI, COAEpXKAIIMECS B PETUCTPALMOHHOM JOChE HA
3aperuCTpUPOBAaHHBIN JIEKApCTBEHHBIM IIpernapar, B TEUEHUE TPUALATUH padOYuX AHEW CO AHS
HACTYIUJICHUSI 9TUX U3MECHEHHU;

5) ocymecTBIEHHSI TOCYAAPCTBEHHOW PETUCTPAIMK JIEKAPCTBEHHOI'O Mperapara TOJ TOPTrOBBIM
HauMCHOBAHUEM 3apCruCTpUpPOBAHHOIO paHee o 3TUM TOProBbIM HauMMCHOBAHUEM
JICKApCTBEHHOTO TpernapaTa, OTIIMYAIOIIEroCsl KaYeCTBEHHBIM COCTAaBOM JICHCTBYIOLIMX BEUIECTB; (B
pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

6) OCYILECTBIICHHUS TOCYIAPCTBEHHON PEruCTpanyy OQHOTO U TOTO XK€ JIEKapCTBEHHOTO Ipenapara B
OTHOILIEHUM OJIHOTO M TOTO >K€ JepKaTels WU BIAAETbIla PETUCTPAIIMOHHOTO YJOCTOBEPEHUS
JIEKapCTBEHHOT'O TIperapara B BHJE JABYX M 0OoJiee JIEKapCTBEHHBIX NPENapaToB IOJ Pa3IMYHBIMU
TOProBbIMU HaMEHOBaHUsAMY; (B pen. PenepanbHoro 3akoHa oT 04.06.2018 N 140-P3)

7) BBIHECEHHS CYZIOM PEIICHUS O HApPYUIEHUH MPaB MpaBoo0IaaTessi 00bEKTOB MHTEIIEKTYaIbHOM
COOCTBEHHOCTH MPH OOpAIICHUH JIEKAPCTBEHHBIX CPEJICTB;

8) oTCcyTCTBHUSI JIEKapCTBEHHOTO Mpernapara B oopaiienuu B Poccuiickoit denepaiuu B TeueHUE TPEX
u 6onee ser; (B pen. GenepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

9) HCBBINOJHEHHS  JiepXKaTeleM WM  BIAACIBIEM  PErHCTPAMOHHOTO  YAOCTOBEPEHUS
JICKApCTBCHHOT'O IIpfrapara 100 YIOOJIHOMOYCHHBIM HWMHU JPYTIMM OPUIUYCCKHUM  JIMIOM
MEpONPUATHI MO0 00ECHeueHU0 O0e30IacHOCTH JIGKAPCTBEHHBIX INPENapaToB, YCTAaHOBJICHHBIX
YHOJIHOMOYCHHBIM @eﬂepaJII)HI)IM opraHom HUCIOJHUTEILHON BJIACTH B COOTBETCTBUM C YACTSIMU 3 u
4 cratbu 64 Hacrosiero denepaabHOrO 3aKOHA, B paMKax OCYIIECTBICHUS (hapMakoHam30pa; (B
pen. ®enepanbpHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

10) oTkaza nepkarenass WIM BIAJETblla PErMCTPALMOHHOIO YJOCTOBEPEHHUS JICKApPCTBEHHOI'O
npemnapara J1u00 YHOJIHOMOYEHHOTO UMH JIPYTOTr0 IOPUAMYECKOTO JINIA OT BHECECHHUS] W3MEHEHHUH B
MHCTPYKIHIO TIO MPUMEHEHHIO JISKapCTBEHHOT'O Mperapara, KacarolluXcsi HOBBIX MOATBEP)KICHHBIX
JaHHBIX O TOM, YTO PHCK NPUYMHCHUA BpEAa 3A0POBLIO YCIIOBEKA WM XUBOTHOI'O BCJICACTBUC
npruemMa JIEKapCTBEHHOrO Iperapara mpeBblmaeT 3()(EeKTHBHOCTh €ro npuMeHeHus. (B pex.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

Crartbs 33. I'ocyiapCcTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEIACTB

1. T'ocynapcTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB COAEPXKHUT IIEPEYEHb JIEKapCTBEHHBIX
IpenapaToB, MPOLICAIINX TIOCYJapCTBEHHYIO pEerucTpaluio, IepeueHb QapMaleBTUYECKUX
cyOcTaHIui, BXOJAIIMX B COCTAB JIEKAPCTBEHHBIX MPENIAPATOB, U CIEAYIOIIYI0 HH(POpMAIHIO:

1) B OTHOIIEHUH J€KAPCTBEHHBIX MIPENapaToB:

a) HAUMEHOBAaHUE JIEKApCTBEHHOIO Ipemnapara (MEXIyHapOJHOE HEMAaTeHTOBAaHHOE, WIH
TPYIIUPOBOYHOE, WM XMMHYECKOE U TOProBoe HauMeHOBaHus); (B pen. denepanbHOro 3aKkoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) nexapcTBeHHas GopMa ¢ YKa3aHHEM J03MPOBKH JIEKAPCTBEHHOIO Mpernapara U ero KOJMYecTBa B
MOTPEOUTENHCKOM YIIaKOBKE;

B) HaMEHOBAHME JIEpXKATENs WM BJIaJeJblla PErUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpenapara W CBEACHUS O pPETUCTpAllid Jep)KaTelis WM BIaJeiblla PETUCTPAIMOHHOTO
YAOCTOBEpPEHUsl JIEKAPCTBEHHOTO Tpenapara s MEAUIMHCKOrO TPUMEHEHHS B KayecTBE
HaJIOroIUIaTeNbIIMKa B CTpaHe perucrpanuu (A POCCHUMCKUX IOPUIWYECKUX JIMIl -
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uaeHTU(OUKAITMOHHBIM HOMep Hajoromtarenbiuka (MHH), nins mHOCTpaHHBIX FOPUIWYECKHUX JIHIL -
CTpaHa perucTpanvy, HAMMEHOBAaHUE PETHCTPUPYIOIIETO OpraHa, PEerucTpallMOHHBIA HOMEp, KO
HAJIOTOIUIATEeNbIIMKA B CTpaHE perucTpauuu (MHKOPIOpAlMU) WJIM €ro aHaior); (B pen.
®epnepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I‘) HAaMMCHOBAHUC U apCC NPOU3BOAUTECIIA JICKAPCTBCHHOI'O IMpCIiapaTa U CBCACHUA O pCrucTpauun
NPOM3BOJIUTENST JIKAPCTBEHHOTO Tperapara JUIsi MEAMIIMHCKOTO MPUMEHEHHS B KadyecTBE
HAJIOTOIUIATENBIIMKA B CTpaHe perucrpanuu (s POCCHUCKUX FOPUIMYCCKUX JIMI[ -
UICHTU(PUKAIIMOHHBIN HOMep Hanoromarenbimuka (MHH), mist nHOCTpaHHBIX IOPHINYECKUX JIHIT -
CTpaHa PETUCTpAIMK, HAUMEHOBAHHE PETUCTPUPYIOMIETO OpraHa, PEerHCTPAIMOHHBIN HOMEp, KOJ
HAJIOTOIIATENIbIIMKA B CTPaHE PETUCTpalK (MHKOPIOpAlUK) WM ero adajior); (B pex.
®epnepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

) dbapmakoTepaneBTHIECKAS rpyIma, KOJ JIEKAPCTBEHHOI'O npenapara no
AHAaTOMO-TEPANEBTUYECKO-XUMUIECKON KJIaccuukanuy, PEKOMEHI0BaHHOMU Bcemupnoi
opranu3zarueit 3apaBooxpanenus; (B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot

13.07.2015))

C) IMMOKa3aHud U IIPOTHUBONIOKAa3aHWA K HPUMCHCHHIO JICKAPCTBCHHOI'O IIpCIiapara,

) MOOOYHBIE ICWCTBUS JICKAPCTBEHHOT'O TIperapara;
3) CPOK 'OJJTHOCTH JIEKAPCTBEHHOTO Mpernapara;

1) YCJIOBHUS XpaHEHUs JIEKapCTBEHHOTO Mpenapara;
K) YCJIOBHSI OTIIyCKa JIEKAPCTBEHHOI'O IIpernapara;

J) HoMep (¢apMakomeWHOW CTaTbu MM B Cllyyae €€ OTCYTCTBHS HOMEpP HOpPMAaTHBHOU
JIOKYMEHTaIUU JIN00 HOPMAaTUBHOTO IOKYMEHTA;

M) JaTa TOCYJapCTBEHHON PETHUCTpAaIlMH JIEKaPCTBEHHOTO Iperapara W €ro PerucTpardOHHBINA
HOMEp, JlaTa 3aMEHbl pPErHMCTPAllMOHHOTO YJOCTOBEPEHMs JIEKAPCTBEHHOrO TMpernapara Ha
OeccpodyHOEe PETUCTPAIIIOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOTO Tperapara, Jara Mojadu
3asBJIEHUS] O TMOATBEP)KICHUU TOCYNAapCTBEHHON PEerucTpaliy JIEKapCTBEHHOIO Iperapara, JaTa
OTMEHBI TOCYJapCTBEHHOM PETUCTPAINH JIEKApPCTBEHHOTO Mpenapara; (B pea. PenepaibHOT0O 3aKOHA
o1 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

H) Ka4eCTBEHHBIH COCTaB M KOJIMYECTBEHHBIH COCTAB JCUCTBYIOIIMX BEIIECTB M KAaYECTBEHHBIN
COCTaB BCIIOMOTATENbHBIX BEIIECTB JIEKAPCTBEHHOTO Mpemnapara; (B pen. PenepalbHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) uHpopmaius 000 BCeX pa3pelieHHbIX BUAAX BTOPUYHOMN (MOTPEOUTENHbCKON) YIIaKOBKH; (B pea.
®enepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

) Jara MPUHATHS pPELIeHUS O BO3MOXKHOCTH paccMaTpuBaTh JIEKapCTBEHHBIM IpernapaTr Mpu
rOCYJapCTBEHHOM pEerucTpalud B KadyecTBE OpQaHHOTO JIEKapCTBEHHOro Impemapara (s
JIEKapCTBEHHBIX MPEnapaToB AJii MEIUIIMHCKOTO MpuMeHeHus); (B pea. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-@3 (pex. or 13.07.2015), ot 27.12.2019 N 475-D3)

p) Hamu4mMe JIEeKapCTBEHHOTO TMpernapara B IEpeYHe >KU3HEHHO HEOOXOAMMBIX M BaKHEHUIINX
JICKapPCTBEHHBIX MTPETapaToB (IS JICKAPCTBEHHBIX MPEMapaToB JII MEIUIIMHCKOTO IPUMEHEHU ); (B
pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N
475-03)
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C) HaJIu4Ke B JICKAPCTBEHHOM IperapaTe HApPKOTHYECKUX CPECTB, MCUXOTPOITHBIX BEIIECTB M UX
MPEKYpCOPOB, MOJICKAMKUX KOHTpoiaro B Poccuiickoii ®enepanuu, B COOTBETCTBHH C
3aKOHOJaTeNbCTBOM Poccuiickoit denepanuu, MEXIyHApOAHBIMU jAoroBopamu Poccuiickoit
@®enepany, B ToM uyuciae EauHON KOHBEHLMEH O HapKOTMUYECKHUX cpeiacTBax 1961 roma u
KonBenmuei o ncuxorponHsix BemectBax 1971 rona; (B pen. @enepanpHoro 3akona ot 22.12.2014
N 429-®3 (pea. ot 13.07.2015))

T) wHpOpPMAIMS O TOM, SBJISETCS JU JAaHHBIM JIEKAPCTBEHHBIA Tpenapar peQepeHTHBIM
JIEKapCTBEHHBIM MpemnapaToM; (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-d3 (pexn. or

13.07.2015))

y) CBeleHUs O MojJayde 3asBICHUS O BHECEHHMM WM3MEHEHHH B JOKYMEHTBHI, COJEpKallhecs B
PETUCTPALIMOHHOM JIOChE Ha JIEKapCTBEHHbIN mpemnapar; (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. ot 13.07.2015))

¢) moanmyHKT yTpaTui cuiy. (B pea. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

X) CPOK BBEACHHSI JICKAPCTBCHHOIO IperapaTa Uil BETCPUHAPHOTO NMPHUMEHCHHUS B TPAKIAHCKUIN
obopot; (B pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pea. ot 13.07.2015), ot
30.01.2024 N 1-®3)

11) ©H(GOPMAIHSI O TOM, SBJISETCS JIM JAHHBIA JICKApCTBEHHBIH Mperapar ophaHHBIM JIEKapCTBEHHBIM
npenapaToM, MMMYHOOHOJOIMYECKHM JIEKApCTBEHHBIM IIpernapaTroM, paanodapManeBTH4eCKUM
JIEKapCTBEHHBIM IIpENapaToM, FOMEONAaTHYECKUM JIEKAPCTBEHHBIM IIPENapaToM, OHMOJOTHYECKUM
JIEKapCTBEHHBIM IIPENapaToM, BBICOKOTEXHOJOTUYHBIM JIEKAPCTBEHHBIM IIPENapaToOM, BIIEPBBIC
3apeructpupoBaHiHbiM B Poccuiickoit denepanuum B cOOTBETCTBUU ¢ HacrosmuMm DenepanbHbIM
3aKOHOM WJIM aKTaMH, cocTaBisiomumu npaso Coro3a; (B pea. @enepanbHoro 3akona ot 30.01.2024
N 1-®3)

2) B OTHOULIEHUHU (hapMalleBTUYECKUX CYyOCTaHIIHIA:

a) HauMeHOBaHUE (apMaleBTUYECKOH CyOCTaHIMU (MEXAyHApOJHOE HENaTeHTOBAHHOE, WU
TPyNIIAPOBOYHOE, WIIM XHUMHUYECKOE M TOProBO€ HaMMEHOBaHUs), (popMa BBIMyCKa (C yKazaHHUEM
JIO3UPOBKH (TP HAJIM4YUM), (PACOBKH M YIAKOBKH); (B penl. DenepanbHbIX 3aKOHOB 0T 22.12.2014 N
429-®3 (pex. ot 13.07.2015), ot 30.01.2024 N 1-D3)

0) HauMEHOBaHHE M aJpec NPOU3BOIUTENS (hapMaleBTHUECKOW cyOcTaHIMU (U1 POCCUHCKUX
IOPUAMYECKUX JIUI] - UIeHTU(UKAIMOHHBIA HoMep Hanoromiarensika (MHH), g nnoctpanHbix
IOPUAMYECKUX JIML - CTpaHa pPETUCTpallid, HAaUMEHOBAHHWE PETUCTPUPYIOIIErO Oprasa,
PErUCTPALlMOHHBIA HOMEp, KOJI HaJOroIjaTeNblIiKa B CTpaHe PErucTpaluuu (MHKOPIOpALUU) WIH
ero ananor); (B pexn. @exepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

B) CPOK TOAHOCTH (hapMalleBTUYECKON CyOCTaHINY;
T') YCJIOBHS XpaHEeHUsI (hapMarieBTUYECKON CyOCTaHITNH;

n) Homep (apmMakomeMHONW cTaTbl WJIM B CiIy4ae €€ OTCYTCTBHSI HOMEp HOpPMaTHUBHOM
JOKYMEHTAIUH T100 HOPMAaTUBHOTO IOKYMEHTA;

€) Hamnuue ¢apMarieBTUYECKON CyOCTaHIIMM B TIEPEUYHE HAPKOTHYECKUX CPEICTB, MCUXOTPOITHBIX
BEILECTB U UX MPEKYPCOPOB, MOJUIEKAIUX KOHTpOIt0 B Poccuiickoil denepanuu, B COOTBETCTBUH C
3aKOHOJATeNbCTBOM Poccuiickoit dPenepanuu, MEXIyHApOAHBIMU AoroBopamMu Poccuiickoit
@enepan, B ToM uyuciae EuHON KOHBEHLMEH O HapKOTMUYECKHUX cpeiactBax 1961 roma wu
KonBenmueit o ncuxorponHeix BemectBax 1971 roga. (B pea. @enepanpHoro 3akoHa ot 22.12.2014
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N 429-®3 (pexn. ot 13.07.2015))

2. ®apmarneBTUyecKas CyOCTaHIMs, NPOU3BEICHHAs Ul pealu3allii, MOKET ObITh BKJIIOYEHA B
rOCYJTapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEJICTB Ha OCHOBAHUH 3asBIICHHS pa3pabOTUYHKa WIIH
IPOU3BOUTENS JIEKAPCTBEHHOI'O CPEJICTBA MO0 YIOIHOMOYEHHOTO UMM IOPUINYECKOTO JIHLA IIPU
YCIIOBHU MIPOBEICHUS B OTHOUICHUU TaKOW (hapMalieBTUYECKON CyOCTaHIIMH SKCIEPTU3bl KauecTBa
dapMmanieBTHYECKOH CyOCTaHIMM B MOpPAJIKE, YCTAaHOBIEHHOM cTaTbed 34  HacTosILero
@enepanbHOTO 3akoHa. B oTHOmeHHMH (apMaleBTHUECKUX CyOCTaHIMKA, MPOM3BEACHHBIX IS
peanu3alyy, B TOCYJApCTBEHHOM pPEECTPE JIEKAPCTBEHHBIX CPEICTB COJEPXKHUTCSA CIIEAYIOLIas
uHpOpMaLus:

1) nammeHoBaHMe (hapMaleBTHUECKOW cyOcTaHIMu (MEKIYHApOJHOE HENAaTeHTOBAHHOE, WIIN
TPYNIUPOBOYHOE, WM XMMHYECKOE M TOPrOBOE HAMMEHOBaHUs), ¢opMa BEIMYyCKa (C yKa3aHHEM
JIO3UPOBKH (TIPH HANUYUM), PAaCOBKH U yIAKOBKK); (B pen. PenepalibHbIX 3aKOHOB OT 22.12.2014 N
429-03 (pex. ot 13.07.2015), ot 30.01.2024 N 1-®3)

2) HaMMEHOBAHWE, aPeC MPOU3BOIUTENS (PapMaIleBTUIECKON CYyOCTaHIINH, a TaK)KE B OTHOUICHUU
JIEKapCTBEHHBIX CPEJCTB ISl MEAUIUHCKOTO IPUMEHEHHSI CBEJICHHUS O PETHCTPALIMH TIPOU3BOIUTEIS
dapmarieBTHYeCKOi CyOCTaHIIMM B KayecTBE HAJIOTOIUIATENbINMKA B CTpaHE perucTpamuu (aus
POCCHHCKHMX IOPHIMYECKHUX JHI - WACHTH(UKAMOHHBI HOMep Hajoromiarensimmka (MHH), mos
WHOCTPAaHHBIX IOPUAWYECKUX JIUI[ - CTpaHa PETUCTpAllMHd, HAMMEHOBAHUE PETUCTPUPYIOMIETO
OpraHa, perucTpallMOHHBIA HOMEp, KOJ HAJOTOIUIaTeNbIIMKa B CTpPaHE PETUCTPALUH
(MHKOpHOpanuM) WiK ero aHanor); (B pea. denepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

3) cpok roaHocTH apmalieBTUYecKoi cyoctanuuu; (B pea. deaepanbHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2019))

4) ycinoBus XpaHeHus (apmaneBTHUecKoil cyOcTtaniuu; (B pen. denepanbHOro 3aKoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

5) Homep QapMakoneiHOW cTaTbu JUOO B Clyyae €€ OTCYTCTBUS HOMEpP HOPMaTHBHOMN
JOKYMEHTAllUM WJIM HOPMAaTHBHOIO JOKyMeHTa; (B pen. PdexepanpHoro 3akoHa or 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

6) Hamuuue ¢apMaleBTUYECKON CyOCTaHIMM B NEpEeYHE HAPKOTUYECKUX CPEJCTB, MCUXOTPOIHBIX
BEIIIECTB U UX MPEKYPCOPOB, MOATESKAIMINUX KOHTpoIo B Poccuiickoit deneparium, B COOTBETCTBHHU €
3aKoHOAATeNnbCcTBOM Poccuiickoii  @Denepanny, MEXIyHAapOIHBIMU JI0oroBopamMu Poccuiickoin
Oenepanuy, B TOM 4yuciae EnuHON KOHBEHLIMEH O HApKOTHYECKMX cpeacTBax 1961 ronma u
KonBennueit o ncuxorponssix BemectBax 1971 rona; (B pen. denepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

7) nata BKJIOYeHUS (hapMmaleBTHUECKON CyOCTaHIMU B TOCYJApCTBEHHBIN peecTp JIeKapCTBEHHBIX
CpeACTB, JaTa BHECEHUS M3MEHEHUH B JOKyMEHTHl (hapMaleBTHUECKOM cyOcTaHIMu, [aTa
UCKJTIOUeHHsT (papMalieBTUUECKOW CyOCTaHIIMM W3 TOCYAapCTBEHHOIO peecTpa JeKapCTBEHHBIX
cpencts. (B pea. @enepanbpHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

3. HOpHI[OK BCACHUA TOCYyHAPCTBCHHOI'O PpeCCTpa JICKAPCTBCHHLBIX CPCACTB AJId MCIUIHUHCKOI'O
INPUMCHCHUA W TOPAHJOK BCIACHUA TOCYHAPCTBCHHOI'0 peeCTpa JCKAPCTBECHHBLIX CPCACTB JIA
BCTCPUHAPHOT'O NPUMCHCHUA YTBCPIKIAAOTCA COOTBCTCTBYIOIIUM YIOJITHOMOYCHHBIM (bCI[CpaJ'ILHLIM
opraHomM HCIIOJIHUTEILHOM BIACTH.

Crarbs 34. BkiloueHne B rocy1apCTBEHHbIN peecTp JIeKapCTBEHHbIX
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CPeICTB U HCKJIKYEHNE U3 IOCYAAPCTBEHHOI0 peecTpa
JIEKAPCTBEHHBIX CPeACTB hapMaleBTHYECKOM CyOCTAHIIM U,
NPOU3BEACHHOM N peanu3auum (B pea. PeaepajibHOro 3aKoHa 0T
22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1. Jng BrmoyeHus (apMareBTHUCCKONH CyOCTaHIIMM, TPOM3BEICHHOW JUIS peaau3allid, B
TOCY/IapCTBEHHBIA PEECTP JICKAPCTBEHHBIX CPEICTB, IPOBOJMUTCS IKCIEPTH3a €e KadecTBa. (B peil.
®denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Honooswcenus wacmu 2 cmamou 34 (6 peo. @edepanvrnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCHmEEeHH Ol
UHpOpmayuonnoil cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanbHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot ""EOunstii nopmain 20cyoapcmeeHHbiX U MYHUWUNATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnuie y0ocmogepeHus 1eKapcmeeHHbIX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, OOmeepicoaloujue axkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHOM Hocumee u OyoOIUKamol pe2ucmpayuoOHHbIX YOOCMO8ePeHUll
JIeKapCMeEEeHHbIX NPenapamoe 0 MeOuyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexmy oOpawieHus 1eKapcmeeHHbIX Cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEHHBLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonuKkama Hanpaeisiemca 6blNUCKa U3 20cy0apCmeennozo peecmpa
JIeKApCmMEEeHHBIX CPeOCh8, NOONUCAHHAA YCUICHHOU K8ATUDUUUPOBAHHOU IJ1IeKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-D3).

Honosxcenua nynkma 2 cmamou 34 (6 peo. @edepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cyo0apCmeenblX yciy2 npu 00pauieHuu 1eKapCcmeeHHblX
cpeocme 07151 6emepuHapHOz0 NPUMEHEHUS ROCPEOCHIEOM (hedepanbHOoll 20Cy0apCcmeeHHOul
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX yOOCHO6EPEHU
JIeKapCmMeeHHbIX npenapamoe 01a eemepunaprozo npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHo20 NPUMEHEHUs RPU €20
odpauienuu 6 ynoaiHOMO4YEHHBLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611ACMU 34 6bl0aYell
YKa3anno2o 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUTIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROSIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbro2o op2ana UCHOTHUMENbHOU
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2. DkcrnepTH3a KayecTBa yKa3aHHOW B yacTu 1 HacTosmIel cTaTby papMaleBTUYECKON CyOCTaHIINH,
COCTaBJIEHUE KOMHMCCHEW 3KCIEPTOB 3aKJIIOUEHUI IO pe3ysibTaTaM 3TOW 3KCIEPTU3bI, NOANUCAHUE
UX YCWIEHHBIMH KBaTM(QUIUPOBAHHBIMU JJIEKTPOHHBIMU TOJIUCSIMH, HaIlpaBJI€HUE JaHHBIX
3aKJIIOYEHUH B JIMYHBIA KaOWMHET YIMOJHOMOYEHHOTO (eepallbHOro oOpraHa HCHOJIHUTEIbHOM
BJIACTH B €IMHOM CHUCTEME OCYIIECTBIISIOTCS B CPOK, HE TPEBBIMAIOIMINNA TPUAIATH PabOUIHX THEH CO
JHS HampaBlIeHUs] B JIMYHBIM KaOWMHET OSKCIEPTHOIO YUPEeXKACHHUS B E€IUHOM cucreme
COOTBETCTBYIOIIETO 3a/laHus YIOJHOMOYEHHOTO (efepalbHOro opraHa MCIOJIHUTEIbLHOW BIACTH,
HNOJNMCAHHOTO YCHJIGHHOW KBAaNM(UIIMPOBAHHOM AJIEKTPOHHON TMOAINMUCHIO, U  CIETYIOIIUX
JIOKYMEHTOB (cBenieHui): (B pen. @enepanpHoro 3akoHa or 30.01.2024 N 1-P3)

1) cBeneHusi 0 JaTte MPENOCTaBICHHUS W PETHCTPALlMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEACTB WJIM CBEIAEHUS O JaTre MPeJOCTaBICHUS U PErUCTPALMIOHHOM HOMeEpe
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3aKIIIOYEHUS O COOTBETCTBUHU IIPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMUSM IMpPaBUII
Haﬂﬂemameﬁ HpOHSBOI{CTBCHHOﬁ IMMPAKTHUKHU, BbIAAHHBIX (Hpe,[[OCTaBJIeHHBIX) YIOOJIHOMOYCHHBIM
(benepaabHbIM OPraHOM MCIIOJHHUTEIBHON BJIACTH, B Cllydae, €CJIU IPOM3BOJCTBO JICKAPCTBEHHOI'O
cpeactBa ocyuiectBisiercss B Poccuiickoit ®enepauun; (B pen. denepanbHbpIX 3aKOHOB OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3)

Honoswcenusa nynkma 2 wacmu 2 cmamou 34 (6 peo. @edepanvnozo 3axona om 30.01.2024 N
1-D3), kacarowuecsa npedocmasieHus 20cy0apCcmeeHHbIX YC1y2 NpU 00pawieHuu
JIeKapCMeEEeHHbIX CPeOCme 01 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeeHHou ungopmayuonnoii cucmemst "'Eounvlit nopman zocyoapcmeenuvix u
MyHuyunanwvhvlx ycaye (pynkuuir)', npumenaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamog 0 MeOUYUHCKO20 NPUMEHEH U,
noomeepcoaroujue haxm 20cyoapcmeeHH ol pecucmpayuu, Ha OyMaxcHom Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCH08€ePEeHUIL 1eKapCMEeHHbIX NPEenapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauienusn
J1eKapCMEEHHBIX CPEOCH8 011 MeOUUUHCKO20 NPUMEHEHUS nPU €20 00paueHuu 6
YRONTHOMOYEHHDLIL (hedepanbHblil OP2an UCHOTHUMEIbHOU 61aCMU 34 8bl0aUell YKA3AHHO020
dydnuKama HanPaeNAemcsa 6bINUCKA U3 20CYOAPCMEEHHO20 pPeecmpa 1eKapCmeeHHbIX CPeOCma,
NOONUCAHHAA YCUICHHOU KEATUDUUUPOBAHH O INNEKMPOHHOI NOONUCHIO YNOTHOMOYEHHO20
JUUA YROTHOMOYCHHO20 (hedepanbHo2o Opeana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
@Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

Ilonoscenun nynkma 2 wacmu 2 cmamou 34 (6 ped. @edepanvrozo 3axkona om 30.01.2024 N
1-®3), kacarowuecsa npedocmasnenusn 20Cy0apCcmeeHHbIX YCiy2 npu 0opauwienuu
JIeKapcmeeHHbIX CPeOCcme 01 6emePUHAPHO20 NPUMEHEHUS ROCPEOCHEOM (hedepanbHoll
2ocyoapcmeennoul ungopmayuonnoil cucmemst ""Eounsiii nopman zocyoapcmeennwix u
MyHuyunanvuovix ycaye (pynxkyuir)'', npumenaomcs c 01.01.2026. /yonuxamuot
PecucmpayuoHHBIX yOOCHMOBEPEHUTL 1EKAPCMEEHHBIX NPENaApamos 011 6emepuHapHozo
npumenenus c 01.01.2026 ne evioaromcea. Cyovekmy odpawienus 1eKapCmeenHvlx cpeocme 0
6eMepuUHapHO20 NPUMEHEHUA NPU €20 00paAUleHUU 8 YNOTTHOMOYEHHbLIL (hedepantbHblil op2an
UCROJIHUMEIbHOU 671ACMU 3a 8b10AYEl YKA3ZAHHO020 OYOIUKAmMA HANPAGNAEMCA 6bINUCKA U3
20Cy0apcmeenno20 peecmpa 1eKapcmeeHHblX Cpeocme, HOORUCAHHAA YCUTEHH O
Keanuguuyuposannoil I31eKmpoHHoll ROORUCHIO YROIHOMOYEHHO20 TUUA YROTHOMOUEHHO20
deoepanvnozo opzana ucnonnumensvroii énacmu (nynkm 6 cmamou 4 @edepanvnozo 3aKkona om
30.01.2024 N 1-®D3).

2) KomMsl JIOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl IMPOU3BOJUTENS
JIEKapCTBEHHOTO CPEACTBA M MOATBEPKIAIOIIETO Pa3peIICHUE MPOU3BOJACTBA JIEKAPCTBEHHOTO
CPEICTBA, U €r0 MEPEBOJ HA PYCCKUH SA3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM ITOPSAIKE, a TAKXKE KOIHUS
3aKJTIOYEHUSI O COOTBETCTBUU TIPOM3BOJMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABUI
HaJJIeXkKalleld MPOU3BOICTBEHHON MTPAKTUKHU, BBIIAHHOTO YIIOJIHOMOYEHHBIM (heJiepaabHbIM OpraHOM
WCIIOJTHUTEIIbHOW BJIACTHU, JHUOO KOMHUS peIIeHUs YIOJTHOMOYEHHOTo (enepalibHOrO oOpraHa
WCTIONTHUTENILHOM BIACTH O TpOBeJACHHH (HapMalleBTUUECKON HWHCIEKIUH TMPOU3BOJCTBA
JIEKAPCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO MPUMEHEHHUS Ha COOTBETCTBHE TPEOOBAHHSAM IPABUIT
HaJJIeXKalen MpOU3BOACTBEHHOM NpPakTUKKA EBpasuiiCKOro 3KOHOMHUYECKOTO CO03a. YKa3aHHbIE
JIOKYMEHTBI TPEACTaBISAIOTCA B Cllyyae, €CIM MPOU3BOACTBO JIEKAPCTBEHHOIO CPENICTBA
ocymiecTBisieTcss 3a mnpeaenamu Poccuiickoit ®@eneparuu; (B pen. denepanbHbIX 3aKOHOB OT
04.06.2018 N 140-®3, ot 30.01.2024 N 1-D3)

3) JIOKYMEHT, COJEpKalluii CIeAyoImue CBeAeHHUS o (apMalneBTUYECKOl cyOcTaHuuu: (B pe.
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®depnepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

a) HaMMEHOBaHME (apMaIleBTUUECKON CyOCTaHIIMU, €€ CTPYKTypa, oOmue CBOWCTBa; (B perl.
®enepanibHOro 3akoHa or 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

0) HaMMeHOBaHHUe U ajpec nmpousBoauTes; (B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-D3
(pen. ot 13.07.2019))

B) TEXHOJOTHUs MPOU3BOJACTBA C ONMUCAHWEM CTAJUN MPOU3BOJCTBA U METOJOB KOHTPOJII Ha BCEX
craausx mnpousBojcTBa; (B pen. demepanpHoro 3akona orT 22.12.2014 N 429-d3 (pen. or

13.07.2015))

I') onucaHue pa3paboTKH Iporiecca Mpou3BoCcTBa; (B pen. denepanpHoro 3akoHa oT 22.12.2014 N
429-®3 (pen. ot 13.07.2019))

JI) ONHUCAaHWE KOHTPOJS KPUTHUSCKUX CTAIUi TIpoIecca IPOU3BOJICTBA U TPOMEKYTOUHOM
npoaykuud; (B pen. @enepansHoro 3akoHa oT 22.12.2014 N 429-D3 (pea. ot 13.07.2015))

€) JOKYMEHTAJIbHOE TMOATBEPXKICHUE (BaJWJallMsa) MPOIECCOB M (WJIM) UX OIEHKA; (B pell.
®denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

’K) CBOICTBA U CTPYKTypa AeHcTByIOIUX BellecTs; (B pea. denepanpHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2019))

3) XapakTepuctuka npumeceit; (B pen. deaepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

1) crenudukanms Ha (hapMaleBTHUECKYIO CyOCTaHIMIO B ee o0ocHOBaHue; (B pen. DeaepanbHOrO
3axoHa ot 22.12.2014 N 429-®3 (pexa. ot 13.07.2015))

K) aHaJUTHYECKHE METOAMKH, HCIOJIb3yeMble TIpPU OCYIIECTBICHUH KOHTPOJII KadecTBa
dapmarneBTuyeckoit cyocraniuy; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

J) TOKyMEHTAIBHOE MOATBEPXKICHUE (BATHIAINS) aHATUTUYCCKHUX METOJUK, HCIOJIb3YEeMbIX IPH
OCYIIECTBIICHUU KOHTpOJIS KauecTBa (papmarieBTudeckoil cyOcranuuu; (B pen. DemepanibHOro
3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

M) pe3yJbTaThl aHaU3a cepuil (hapmarieBTHUECKOM cyOcTanuuy; (B pen. PenepaibHOro 3aKkoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

H) TIepeveHb CTAaHJapTHBIX 00pa3IOB WM BEIIECTB, MCIIOJIB3YEMBIX TIPU OCYIIECTBICHUU KOHTPOIIS
KadecTBa; (B pen. dexepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pexn. ot 13.07.2015))

0) ONKCAaHHE XAPAaKTEPUCTHK M CBOWCTB yIAKOBOYHBIX MAaTEPHAIOB M YKYIIOPOYHBIX CPEJICTB; (B
pen. @enepanbHoro 3akoHa otT 22.12.2014 N 429-03 (pen. ot 13.07.2015))

I) JaHHbIE O cTaOWiIbHOCTU (hapmaleBTHUECKOW cyOcranumu; (B pen. deaepaqbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

p) cpok ronHocTH. (B pen. DenepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4) TOKyMEHT, COAEp KAl CBEACHUS O PETUCTPALIMU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEJIUIIMHCKOTO TPUMEHEHHS B KadeCTBE HAJIOTOIUIATEIbIIMKA B CTpaHE perucTpanuu (s
POCCUUCKHUX FOPUIUYECKHX JIUI - UACHTU(DUKAIIMOHHBI HOMep Hajorormnarensiuka (MHH), mis
MHOCTPAHHBIX IOPUIUYECKUX JIMI[ - CTPaHa pPErucTpalnyy, HAMMEHOBAaHUE PETUCTPUPYIOIIETO
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OpraHa, pEeTrUCTPAallMOHHBIA HOMEp, KOJA HAJOTOIUIATeNbIIMKAa B CTPaHE pPETHUCTPAIHUU
(uHKOpHOpanuUu) WK ero aHainor). (B pea. @exepanbHoro 3akona ot 28.12.2017 N 425-D3)

IHlonosxcenusn vacmu 3 cmamou 34 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 0151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHIEOM eOUHOTL 20CYOapCHEEHH O
UHOpMaUUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeenHblX u MyHUYUNATbHBIX YCIIY2
(¢pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus a1eKapcmeeHHblX
npenapamoe 011 MEOUYUHCKO20 RPUMEHEHUs, ROOmeepicoaouiue hakm 20cyoapcmeenHou
pecucmpayuu, Ha OyMaxcHom Hocumee u OyOIUKAmsvl Pe2UCmpayuoHHbIX YOOCMO8ePEeH UL
JIEKAPCMEEHHBIX NPENApamoe 01 MeOuyuHcKko2o npumenenus ¢ 01.01.2025 ne gvroaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCme 0151 MEOUUUHCKO20 NPUMEHEHUSA NPU €20
odpauieHuu 6 ynoa1HOMO4YEHHBLIL (hedepanbHblil OP2an UCNOTHUMENbHOU 611aCMmU 34 6bl0aUell
YKa3annoz2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKApPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYEHHO20 (hedepanbHo20 0peana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honooswcenus uacmu 3 cmamou 34 (8 peo. @edepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 6emePUHAPHO20 NPUMEHEHUS ROCPEOCHEOM (hedepaibHOll 20CY0apCmeeHHOu
ungpopmayuonnoit cucmemsl ""EOounsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynxuyuir)", npumenaromcesn c 01.01.2026. /lyonuxamol pecucmpayuoHHbIX yOOCMOGEPEHU
JIeKapcmeeHHbIX NPenapamos 0nsa eemepunaprozo npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeoCcme 01 6emePUHaApHO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaiHoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 6bl0aYell
YKA3aHH020 0yOIUKama HAnpaeIsaemcs 6blNUCKA U3 20CY0apCmeEeHH020 peecmpa
JIeKApCMEEHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I]1IEKMPOHHOU
HOORUCHIO YROJTHOMOUEHHO20 TUYA YROJTIHOMOUEHHO20 (hedepatbHo20 Op2ana UCHOIHUMETbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3. Jns mpoBeleHUs OKCIEePTU3bl KayecTBAa yKa3aHHOM B 4YacTH | HACTOSIIIEH CTaThu
dbapmalieBTUYECKON CyOCTaHIIMKM 3asBUTENh HAMpPABISET IOCPEACTBOM €IWHOTO TMopTana B
YIIOJIHOMOYECHHBIM  (peiepaibHbIii  OpraH HCHOJHUTEIRHONM BJIACTH WJIM JIMYHBIA KaOWHET
YHIOJTHOMOYEHHOTO (eiepallbHOTO OpraHa HCIOJHUTENBHONW BJIACTH B €IUHOW cucTeme: (B pes.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenun nynkma 1 wacmu 3 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-D3), kacarowueca npedocmasieHus 20Cy0apCcmeeHHbIX YCiye npu oopawieHuu
JIeKapcmeeHHbIX CPeocne 011 MeOUYUHCKO20 NPUMEHEHUS NOCPEOC 860M eOUHOU
20Cy0apcmeeHHOoU UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeennoit unghpopmayuonnoit cucmemsl ""Eounulii nopman 2ocyoapcmeeHHuvix u
MyHuyunanwvhvlx ycaye (pynkuuir)'’, npumensaomces c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapCcmeeHHbIX nPenapamaog 011 MeOUYUHCKO20 NPUMEHEHUS,
noomeepcoarouiue haxm 20cyoapcmeeHH ol pecucmpayuu, Ha GyMaxcHom Hocumeie u
0yOnuKamol pe2ucmpayuoHHbIX YOOCMOEEPEHUIL 1eKapCMEEHHbIX RPEnapamog 0
meoununckozo npumenenusn ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopauienus
JIEKAPCMEEHHBIX CPEOCE 01 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00paueHUU 6
YHOTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 61aCHU 34 8bl0aYUell YKA3AHHO020
0ybnuKama HAnPAeNAEmMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CpeoCcma,
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HOORUCAHHAA YCUTICHHOU KEAUDUUUPOBAHHOTL I]1IEKMPOHHOU ROORUCHIO YROTHOMOYEHHO20
JUUA YROTHOMOYEHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU enacmu (nyukm 5 cmamou 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

Honoswcenusa nynkma 1 wacmu 3 cmamou 34 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N
1-D3), kacarowuecsa npedocmasieHus 20Cy0apCcmeeHHbIX YC1y2 npU 00pawieHuu
JIeKapCMEEHHbIX CPeOCme 01 6emMePUHAPHO20 NPUMEHEHUA NOCPEOCIEOM (hedepaibHoll
2ocyoapcmeennou unghpopmayuonnoit cucmemsl ""Eounutii nopman 2ocyoapcmeeHHbvIX u
MyHnuyunanovuvlx ycaye (pynxkuyuir)"', npumensaromesn c 01.01.2026. /[yonuxamot
PecucmpayuoHHbIX yOOCMOGEPEHUTL 1eKAPCMEEHHBIX NPENapamos 01 6emepuHapHoo
npumenenus ¢ 01.01.2026 ne svioaromca. Cyovekmy oopauieHus 1eKapcmeeHHblX cpeocme 0is
6€eMepPUHAPHO20 RPUMEHEHUA NPU €20 00paU|eHUN 8 YNOSIHOMOYEHHbLIL (hedepatbHblil Op2an
UCHOTTHUMEIbHOIL 61aCMU 3 6bl0aAUell YKA3AHHO020 0YONUKaAmMa HAnPAeAAemcs 6bINUCKA U3
20Cy0apcmeenno20 peecmpa 1eKapcmeeHHblX CpeoCcme, NOORUCAHHAA YCUTIEHH O
KéanuguuyuposanHoil 31eKmpoHHOll ROORUCHIO YROTHOMOYEHHO20 JIUUA YHOTIHOMOUEHHO20
deoepanvnozo opzana ucnonnumensvroii énacmu (nyukm 6 cmamou 4 @edepanvnozo 3aKkona om
30.01.2024 N 1-®3).

1) 3asgBieHHME O BKJIIOYEHUHM B TOCYJAPCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEJACTB JaHHOU
(dapMarieBTUYECKONH CyOCTaHIMH, MOANUCAHHOE YCHJICHHON KBAIU(UIIMPOBAHHOM SIICKTPOHHOMN
MOJIKUCKHI0 3asBHUTENSA, a B Cllydae, ©CIM OT MMCHH 3asBHTENsS JEHCTBYET €ro NpeaCTaBUTEIIb
(uzmueckoe nMIO), YIOJTHOMOYCHHBIM JCHCTBOBaTh OT HMMEHHU 3asBUTENsI Ha OCHOBAaHUU
JIOBEPEHHOCTH B JJIEKTPOHHOH (popMe B MalIMHOYMTAEMOM BHUJIE, MOJIMUCAHHOE €r0 YCHJICHHOW
KBAJTM(HUIIMPOBAHHOW  JJICKTPOHHOW  TOJIKMCHIO WJIM  YCHWICHHOHW  HEKBaJIU(PHUIIMPOBAHHOU
AJIIEKTPOHHOU MOANMHKCHIO; (B pen. Denepanbubix 3akoHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N
304-03)

Ilonoscenua nynkma 2 vacmu 3 cmamou 34 (¢ peo. @edepanvnozo 3axona om 30.01.2024 N
1-®D3), Kacarowuecs npedocmasnenHus 20Cy0apcmeeHHbIX yCiy2 npu oopauienuu
JIEKAPCMBEHHBIX CPEOCHE Ol MEOUUUHCKO20 NPUMEHEHUA ROCPEOCHEOM eOUHOT
20¢y0apcmeenoll UHpOpMayuoHHoIl cucmemsl é cihepe 30pasooxpanenusn u (unu) gedepanvroi
2ocyoapcmeennoll ungopmayuonnou cucmemst ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenaiomcesa c 01.01.2025. Pecucmpayuonnvie
yoocmosepenus 1eKapCcmeeHHblX nPenapamog 011 MeOUyUHcK0o20 RpUMeHeHus,
noomeepcoaroujue paxm 20cyoapcmeeHH ol pecucmpayuu, Ha GyMasxcHom Hocumeie u
0yonuKamol pe2ucmpayuoHHbIX YOOCMOEEPEHUIL 1eKapCmMEEHHbIX RPENnapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauienus
JIEKAPCMEEHHBIX CPEOCME 01 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00PaueHUuU 6
YHOTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 61aACHU 3a 8bl0aYUell YKA3AHHO020
0ybnuKama HAnPAeNAEmMca 6bINUCKA U3 20CYOaPCMEEHHO20 peecmpa 1eKapCcmeeHHblX CpeoCcma,
HOORUCAHHAA YCUTICHHOU KEATUDUUUPOBAHHOTL IT1EKMPOHHOI ROONUCHIO YHOTHOMOUEHHO20
JUUA YROTTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

IHonosxcenuna nynkma 2 wacmu 3 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-D3), kacarowueca npedocmasieHus 20Cy0apCcmeeHHbIX YCiye npu oopawieHuu
JIeKapcmeeHHbIX CPeOCcme 01 6emePUHAPHO20 NPUMEHEHUS ROCPEOCMEoM (hedepanbHoll
2ocyoapcmeennoil ungpopmayuonnoit cucmemsl ""Eounuitii nopman zocyoapcmeeHHbvIX U
MyHuyunanwvhvlx yciaye (yukuyuii)'', npumenatomes c 01.01.2026. /Jyoauxamot
PecucmpayuoHHBIX YOOCHOBEPEHUIL 1eKAPCMEEHHBIX NPEnaApamos 0711 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromca. Cyovekmy odpauienus 1eKapCcmeenHblx cpeocme 01
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6eMepUHAPHO20 NPUMEHEHUA NPU €20 00pauleHUU 8 YNOTTHOMOYEeHHbLIL (hedepanbHblil opzan
UCNOTTHUMEIbHOIL 61aCMU 34 6bl0aUell YKA3AHHO020 0YOIUuKama HanpaeIaemcs 6blNUCKA U3
20Cy0apcmeennozo peecmpa 1eKapcmeeHHblX CpeoCcma, NHOORUCAHHAA YCUTEHHOU
K6anuguuyupoeannoil 31eKmporHHOil ROORUCHIO YNOJTHOMOUEHHO20 JIUUA YHOIHOMOUEHHO20
deodepanvnozo opzana ucnoinumenvhnoi eaacmu (nynkm 6 cmamou 4 Dedepanvno2o 3aKkoHa om
30.01.2024 N 1-®3).

2) peKBH3HTHI TOKYMEHTA, TOATBEPKJAIOIIET0 YILIaTy rOCy1apCTBEHHON MOIUTHHBI 32 BKIIIOUEHHE B
TOCYAAapCTBEHHBI  peecTp  JICKapCTBEHHBIX  CPeACTB  (papMaleBTHYECKOH  cyOcTaHIMH,
NPOM3BEACHHONW Ui pealu3alud, JIMO0 MO COOCTBEHHON HHHUIIMATHBE YKa3aHHBIM JIOKYMEHT.
VIOoIHOMOYEHHBIN  (hefiepanbHblii OpraH HCIOJHUTEIBHOW BIACTH MpOBepsieT (akT yIuIaTel
rOCyJapCTBEHHOM TONUIMHBI 3asBUTEJEM C HCIOJb30BaHHMEM HHpopMamuu 00 ymuaTe
rOCYAapCTBEHHOM TONUIMHBI, cojepikameiics B ['ocynapcTBeHHONW HMH(POPMAIMOHHON CHCTEME O
TOCYJApPCTBEHHBIX M MYHHUIIUMAIBHBIX IUIATE)KaX, Ha OCHOBAaHUHM NPEICTABICHHBIX 3asBHTEIEM
PEKBH3HTOB JIOKYMEHTa, IOJITBEPXKIAIOUIETO YIUIaTy TOCYJapCTBEHHOM NOUUIMHBEL, (B pem.
®enepasibHbIX 3aKOHOB 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-P3)

3) IIOKyMEHTHI, yKa3aHHbI€ B 4acTH 2 HacTosuledl crtathu; (B pea. demepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4) 3asgBieHUE O BblJaue paspelieHus Ha BBO3 B Poccuiickyio denepannio KOHKpETHOW HapTUU
HE3apErUCTPUPOBAHHOIO  JIEKAPCTBEHHOIO  CPEICTBA, IPEIHA3HAYEHHOIO U1 IMPOBEACHHUSA
yKa3aHHON »skcreptusbl. (B pen. dDenepanpHoro 3akona ot 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

Honosxcenusn uwacmu 3.1 cmamou 34 (6 peo. @edepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmaegienus 20cy0apCmeeHnblX Yciye npu 00pauieHuu 1eKapcmeeHHblxX
cpeocme 0711 MeOUUUHCKO20 RPUMEHEHUS NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHGOpMayuonHoU cucmemsl 8 cihpepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeenHol
ungpopmayuonnoit cucmemsl ""Eounsiit nopman 20cyoapcmeeHnbvix u MyHUYURAIbHBIX YCI1Y2
(pynxuyui)", npumenaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMaxsxcHom Hocumee u OyOnNUKAmyl PecUcmpayuoOHHbIX YOOCMO8ePEeH Ul
JIeKapcmeeHHbIX RPenapamos 0 meouyunckozo npumernenus c 01.01.2025 ne evioaromes.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeOCme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaHOMO4eHHbLIL (hedepanbHblil OpP2an UCHOTHUMETbHOU 611aCMmU 34 6bl0aUell
YKA3aHH020 0yOIUKAma HAnpaeIsaemcs 6blNUCKA U3 20CY0apCmEeHH020 peecmpa
JIeKapCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJIEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYCHHO20 (hedepanbHo20 0peana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honoswcenusn uacmu 3.1 cmamou 34 (¢ ped. Deoepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeenHbIX Yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuUHapHOzZ0 NPUMEHEHUSL NOCPEeOCHEOM (hedepanbHOIl 20CyOapCmeeHHOl
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /lyonuxamol pecucmpayuoHHbLX YOOCHIOBEPEHUTL
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumernenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMEHEHUs PU €20
odpauieHuu 8 ynoiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJIHUMEbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonuKkama Hanpaeisaenca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
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HOORUCHIO YHOJIHOMOUEHHO20 TUYA YROTIHOMOUECHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3.1. B ciyuae HempeACTaBIICHHs C 3asBJIICHHUEM O BKIIOYEHHUH B TOCYJAPCTBEHHBIA PEECTP
JICKapCTBEHHBIX CPENCTB (apMalleBTUUECKON CyOCTaHLIMU BbIIAaBa€MbIX (MPEAOCTABISIEMbIX )
YIOJTHOMOYECHHBIMU (heJiepaTbHbIMA OpPTaHAMHU HCIIOJIHUTEIBHON BIIACTH JOKYMEHTOB (CBEICHUIA),
YKa3aHHBIX B MyHKTax | W 2 9acTW 2 HACTOSIICH CTaThH, YIOJHOMOYCHHBIH (pepepaabHbIi opraH
WCIIOJIHUTEIIbHOM  BJIACTU  3allpallliBaeT yKa3aHHbIE JOKYMEHThl (CBEIEHMs) B MOPSAKE
MEXBEIOMCTBEHHOT0 HH(OPMAIMOHHOTO B3auMoOJeHCTBUSA. (B pen. DenepalibHbIX 3aKOHOB OT
27.12.2019 N 478-@3, ot 30.01.2024 N 1-P3)

Honooswcenus uacmu 4 cmamou 34 (8 peo. @edepanvrnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cyo0apCmeeH X yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM eOUHOIL 20CYO0APCMEEHHOIL
UHpopmayuonnoil cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopmain 20cy0apcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(¢pynxyui)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, nOOmeepicoaloujue axkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasCHOM HOcumene u OyOIUKAmyl PeCUCMPAUUOHHBIX YOOCHOBEPEH U
JIeKapCMmeEeHHbIX NPenapamoe 0 MeOuyunckoz2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEeHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACMU 34 6bl0aUell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKa U3 20cy0apCcmeennozo peecmpa
JIeKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUDUUUPOBAHHOIU IJ1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbro2o Opeana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-D3).

Ilonoscenua wacmu 4 cmamou 34 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUS ROCPEOCHEOM (hedepanvbHOll 20Cy0apCcmeeHHoll
ungpopmayuonnoit cucmemul ""Eounsiit nopman 2ocyoapcmeeHnvix u MyHUUURATbHBIX YCIY2
(pynkyuir)"', npumenaromea c 01.01.2026. /lyonukamor pecucmpayuoOHHbIX YOOCMOEEPEHU
JIeKapcmeeHHbIX NPenapamos 0nsa eemepunaprozo npumenenusn ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawenus 1eKapcmeeHHbIX CPeoCcme 01 6emePpUHaApHo20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaiHoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 6bl0aYell
YKa3anno20 0yoauKkama Hanpaeuasaemcs 6blNUCKA U3 20CY0apCmEeHH020 peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YROSIHOMOUEHHO20 (PedepanbH020 OP2ana UCHOIHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4. B Teuenue nsATU pabouux THEH CO JHS MPUHATHUS 3asSBJICHHS O BKIIOYCHUH yKa3aHHOW B yacTH |
HACTOSIIICH CTaThu (hapMaleBTUUECKOW CYOCTaHIIMH B TOCYJIapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX
CPEeICTB M JOKYMEHTOB, NEPEUMCICHHBIX B YacTH | M MyHKTe 2 4YacTU 3 HACTOSIIEH CTaThH,
YIIOJITHOMOYECHHBIA (heiepalibHbIi OpTaH MCIOJHUTENbHON BiacTH: (B pen. denepanbHBIX 3aKOHOB
o1 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 30.01.2024 N 1-D3)

1) IpoBOIUT MPOBEPKY MOJIHOTHI M JOCTOBEPHOCTU JAHHBIX, COJEPKAILIMXCS B IMPEICTaBICHHBIX
3asgBHUTENEM TOKyMeHTax; (B ped. PeaepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NPUHUMAET DPELIEHUE O HAIPABICHUU B DKCIEPTHOE YUPEXKICHHUE 3a/JaHus Ha NPOBEACHUE
AKCTEPTHU3bl KavyecTBa YKa3aHHOW B 4yacTu | Hacrosmied ctaThd (hapMaleBTHUYECKOW CyOCTaHIIUU
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WK 00 0TKa3e B TAKOM HaITpaBJICHUU,

Honoswcenusa nynkma 3 uacmu 4 cmamou 34 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N
1-D3), kacarowuecsa npedocmasieHus 20Cy0apCcmeeHHbIX YC1y2 NpU 00pawieHuu
JIeKapCMeEeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) gpedepanvhoii
2ocyoapcmeeHHou ungopmayuonnoii cucmemst ""Eounviit nopman zocyoapcmeennvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX NPEenapamog 01 MeOUUUHCKO20 NPUMEHEHUS,
noomeepacoaroujue axm 20cyoapcmeeH ol pecucmpayul, Ha OYMas3cHom Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCHO08ePEeHUIl 1eKapCMEEeHHbIX NPEnapamos 0
Mmeouyunckoz2o npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopauwienus
JIeKapCMEEHHBIX CPEOCHE 011 MeOUUUHCKO20 NPUMEHEHUSA nPU e20 00paujeHuu 6
YRONTHOMOYEHHDBLIL (hedepanbHblil OP2an UCHOTHUMEbHOU 61aCHU 34 8bl0aUell YKA3AHHO020
dydnuKama HanPaeNAemcsa 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCma,
NOONUCAHHAA YCUTICHHOU KEAUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YNOTHOMOYEHHO20
JUUA YROTHOMOYCHHO20 (hedepanbHo2o Opeana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
@Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

Ilonoscenun nynkma 3 wacmu 4 cmamou 34 (6 ped. @edepanvrozo 3axkona om 30.01.2024 N
1-®3), kacarowuecsa npedocmasnenHusn 20Cy0apCcmeeHHbIX YCiy2 npu oopauienuu
JIeKapCMEEeHHbIX CPeOCme 01 6emMePUHAPHO20 NPUMEHEHUA NOCPEOCHBOM (edepaibHoll
2ocyoapcmeennoll ungopmayuonnou cucmemut ""Eounvlii nopman zocyoapcmeennvix u
MyHuyunanvhvlx yciaye (yukuyuir)'', npumenaiomesa c 01.01.2026. /[yoauxamot
PecucmpayuoHHbIX yOOCHMOGEPEHUTL 1eKAPCMEEHHBIX NPENAPamos 011 6emepuUHapHozo
npumenenus c 01.01.2026 ne svioaromca. Cyovekmy oopawienusn 1eKapcmeeHHbiX cpeocme 01
6eMepuHapHO20 NPUMEHEHUA NPU €20 00pauleHUU 8 YNOTHOMOYEHHbLIL (hedepanbHblil op2an
UCNOTTHUMEIbHOIL 61aCMU 3a 6bl0aUell YKA3aHHO020 0yONUKama HanpaeIAemca bINUCKA U3
20Cy0apcmeenno20 peecmpa 1eKapcmeeHHblX CpeoCcme, NHOORUCAHHAA YCUTEHH O
Keanuguuyupoeannoil 31eKmpoHHOl ROONUCHIO YHOTHOMOYEHHOZ0 TUWA YNOTHOMOYEHHO20
geoepanvnozo opzana ucnonnumensvnoii énacmu (nynkm 6 cmamou 4 Medepanvnozo 3aKkona om
30.01.2024 N 1-®3).

3) HampaBiseT B JMYHBIA KaOWMHET 3asBUTENs] B €IMHOW CHUCTEME MOJIUCAHHOE YCHJIEHHOMN
KBaJIM(ULMPOBAHHOMN 3JIEKTPOHHOIN MOJNMCHIO YBEIOMIIEHHE O MPUHSATOM PEIICHUU WJIM B Cllydae
OTKa3a C yKa3aHHEM IpPHUYMH Takoro ortkasza. (B pen. denepaibHbIX 3aKOHOB oT 22.12.2014 N
429-03 (pex. or 13.07.2015), ot 30.01.2024 N 1-D3)

Honoscenusn wacmu 4.1 cmamou 34 (6 peo. Dedepanvnozo 3axona om 30.01.2024 N 1-D3),
Kacarowjuecs npedocmagienus 20cy0apCmeeHHbX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CY0APCMEEHHOTL
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uiu) hedepanvHoil 20CyoapcmeeHHol
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensromcsn c 01.01.2025. Pezcucmpayuonnuie y0ocmogepeHus 1eKapcmeeHHbIX
npenapamoe 07151 MeOUYUHCKO20 RPUMEHEHU, nOOmeEep coaoujue hakm 20cyoapcmeeHnoul
pecucmpayuu, Ha OyMasicHoOmM Hocumesne u OyoaUKamol pe2ucmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKAPCMEEHHBIX NPENnApamoe 01 meOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2aH UCNOTHUMETbHOU 611aCMmU 34 6bl0ayell
YKa3annoz2o 0yonukama Hanpaeisaenmcs 6bINUCKa U3 20cy0apCcmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
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HOORUCHIO YHOJIHOMOUEHHO20 TUYA YROTIHOMOUECHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenusn wacmu 4.1 cmamou 34 (6 peo. Dedepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecsa npedocmasienus 20cy0apCcmeeHplX yciy2 npu 00pauieHuu 1eKapCcmeeHHblxX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUS ROCPEOCHEOM (hedepanbHOll 20Cy0apCcmeeHHOl
unghopmayuonnoii cucmemst ""Eounvtit nopman 2ocyoapcmeenHHblX U MyYHUWURATbHBIX YCTY2
(¢pynxyuir)", npumenarwomesn c 01.01.2026. /lyonuxameol pecucmpayuoHHbIX yOOCHO6EPEHU
JleKapCmeeHHbIX npenapamoes 0 eemepunaprno2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawieHusn 1eKapcmeeHHbIX cpeocme 013 6emepUHapHo20 NPUMEHEHUS RPU €20
oOpauienuu 8 ynoa1HOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 611ACMU 34 6bl0aYell
YKa3anno20 0yonuKkama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
J1eKApCMEEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.1. B cityuae BBISIBIICHUS] HEIOCTOBEPHOCTH | (MJIM) HEJOCTATOYHOCTH CBEIACHUM, CONEPKAIIMXCS B
NPEJCTaBICHHBIX  3asBUTENIEM  MaTepuanax,  YIOJHOMOYEHHBIH  (enepaibHBIi  Opras
VCIIOJIHUTEJIbHOM BJIACTH HAIPABIISIET 3asBUTEINIO MOCPEACTBOM E€AMHOIO NOpTajla WIM B JIMYHBINA
KaOWHET 3asiBUTENS B €JUHOM CHCTEME 3ampoc 00 YTOYHEHHH yKa3aHHBIX CBEJCHUH, MOANUCAHHBIN
YCHJIEHHOM KBaIM(QUIMPOBAHHOW 3JIEKTPOHHOM NOANUCHIO. (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

Honoswcenus uacmu 4.2 cmamou 34 (¢ peo. Deoepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 MEOUUUHCKO20 NPUMEHEHUA ROCPEOCHIEOM eOUHOU 20CYOapPCHEEHH O
ungopmayuoHHoll cucmemul 6 cpepe 30pasooxpanenus u (unu) pedepanvHoil 20cy0apcmeeHHol
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(pynxyui)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamos 014 MeOUYUHCKO20 RPUMEHEHUS, ROOMEepHcOarwue hakm 20cyoapcmeenol
pezucmpayuu, Ha OyMa3@cHOM HOcumene u OyOJIUKAMbL PESUCMPAUUOHHBIX YOOCMOGEPEHUTL
J1eKApCMEEHHBIX NPEnapamoe 014 meOuyunckozo npumenenus ¢ 01.01.2025 ne gvroaromcs.
Cyovekmy oOpawienus 1eKapCmeeHHbIX cPeOCcme 0N MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauienuu 6 ynoaiHOMO4YEHHbLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611ACMU 34 6bl0aYell
YKa3aHH020 Oy01uKama HanpaeiAemcs blNUCKA U3 20Cy0apCmeeHH0z0 peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1EKMPOHHOU
HOONUCHIO YNOTHOMOUEHHO20 JIUUA YROTHOMOUECHHOZ0 (PedepanbHO20 Op2aHa UCHOIHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

Honoswcenusn uacmu 4.2 cmamou 34 (¢ peo. Deoepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeenHbIX Yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 0711 6emePUHAPHO20 NPUMEHEHUA NOCPEOCHEOM (PedepanbHOll 20Cy0apCmeeHHOu
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensaromesn c 01.01.2026. /lyonuxameol pezucmpauyuoHHbIX YOOCHO6EPEHU
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumernenus ¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMEHEHUs PU €20
odpauieHuu 6 ynoaiHOMOYEHHBLIL (hedepanbHblil OP2an UCNOJIHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonuKkama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEAUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YROJITHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbHo2o Op2ana UCHOTHUMENbHOU
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).
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4.2. 3asButenp o00s3aH HAMPaBUTh IOCPEACTBOM €IWHOTO TOpTajla B  YIMOJHOMOYCHHBIN
denepanbHBIE  OpraH HCIOJHUTEIBHONW BJIACTH WU JUYHBIH KaOWHET YMOJHOMOYEHHOTO
denepanbHOrO OpraHa HCIOJIHUTEIBHOW BJIACTH B €IUHOW CHUCTEME MOANMMCAHHBINA YCHIIEHHOM
KBAJTM(UIUPOBAHHON JIEKTPOHHOM MOJMUCHIO OTBET Ha 3alpocC YIMOJIHOMOUYEHHOTO (enepaibHOro
OpraHa HCIHOJHUTENIbHOM BIACTH B CPOK, HE MPEBBIIAIOIMIMNA JAEBSHOCTAa pabo4yuX AHEW CO JHA
MOJTyYeHHUsI YIOJHOMOYCHHBIM (PelepaibHbIM OpPraHOM HCIIOJIHUTEIBHON BIIACTH AJICKTPOHHOTO
YBEIOMIICHHS O MOJIyYEHUH 3asBUTENIEM JTaHHOTO 3arpoca. Cpok, yKa3aHHbIM B 4acTu 4 HacTOsALIEH
CTaTbU, IPUOCTAHABIIMBACTCS CO JHS HAIIPABJICHUS 3asBUTENIO TOCPEACTBOM €IMHOIO IOpTaia WK
B JIMYHBIN KaOUHET 3asBUTENS B €IMHON CHCTEME 3allpoca YIOJIHOMOYEHHOTO deiepaabHOro OpraHa
VCIIOJIHUTENIbHOM BIACTH A0 JHS HAINpaBJICHMs 3asBUTEIEM IIOCPEJCTBOM €IMHOIO IopTaja B
YIOJHOMOYEHHBIN  (eiepalibHblil  OpraH HMCHOJHUTENbHOM BIACTH WM JIMYHBIA KaOUHET
YIOJHOMOYEHHOTO (heIepajIbHOr0 OpraHa MCIOJHUTEIBHON BIACTH B €IMHOW CHCTEME OTBETa Ha
JAHHBI 3am0poC M HE YUWTHIBAETCA HPU HCUYUCICHUM CpPOKa HSKCIEPTU3bl KadyecTBa
(dapmaneBTUUECKOW CyOCTaHIIMU, MPOM3BEICHHON JUIsl peanu3aiuu. B ciydae, eciu OT MMEHH
3asgBUTENS JEHCTBYET €ro MpeACcTaBUTENb ((hU3HUECKOE JIMIIO), YIIOJIHOMOYEHHBIA EHCTBOBATh OT
MMEHH 3asBUTENIS] HA OCHOBAHUU JIOBEPEHHOCTH B 3JIEKTPOHHOM (popMe B MalIMHOYUTAEMOM BUJIE,
OTBET Ha JaHHBIA 3aIPOC MOKET OBbITh MOJANUCAH YCWJICHHON KBalW(DUIHMPOBAHHON SJIEKTPOHHOU
NOJNKMCHI0O MO0 YCWICHHOW HEKBATH()UIIMPOBAHHON AIIEKTPOHHOW TOAMHUCHIO. (B pen.
®denepanbHbiX 3akoHOB 0T 30.01.2024 N 1-P3, ot 31.07.2025 N 304-D3)

5. OcHoBaHMEM Ul OTKa3a B HAIpPAaBICHUM B DKCIIEPTHOE YUPEKICHUE 3aJaHUs HA IPOBEACHHE
OKCHEPTH3bl Ka4eCTBA YKa3aHHOW B YacTH | HacTosmiel ctaThu (apMameBTUYECKON cyOcTaHIHU
ABJISICTCA HENPEACTaBICHUE JOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSILEH CTaTbu, OTCYTCTBHE
uH(popMaluy, MOATBEpXKAaOLEed (aKT yIulaThl TOCYJApCTBEHHON MONUIMHBI 33 BKIIOYEHHE
bapmareBTHYeCKON CyOCTaHIMM, NMPOU3BEACHHON Ul pealu3alud, B TOCYAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJACTB, HENpPEACTABICHUE 3asBUTEJIEM B YCTAHOBJIEHHBIH CpOK OTBETa Ha
yKa3zaHHbIH B uyacTu 4.1 HacTosled cTaTbu 3amnpoc YMOJIHOMOYEHHOro (heepalbHOr0 opraHa
UCIIOJTHUTENIbHOM BJIACTU WM TPEACTaBICHUE JTOKYMEHTOB, HE COJEp KallUX HCUEPIBIBAIOIIETO
nepevHs HeoOXOoAUMBIX cBeieHuil. (B pen. denepanbHOro 3akoHa ot 22.12.2014 N 429-@3 (pen. ot

13.07.2015))

Ilonoscenun wacmu 6 cmamou 34 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasieHus 20cy0apCmeen X yciy2 npu 00pauieHuu 1eKapCcmeeHHblX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CYO0APCMEEHHOTL
UHopmayuonnoil cucmemnl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeenHoll
unghopmayuonnoni cucmemut ""EOunslii nopman 20cyoapcmeenHblX U MyHUYURATbHBIX YCY2
(pynxyuir)", npumensaromesn ¢ 01.01.2025. Pezcucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoe 07151 MeEOUYUHCKO20 RPUMEHEHU, nOOmeEep coaoujue hakm 20cyoapcmeeHnol
pecucmpayuu, Ha OyMascHom Hocumesne u OyoOaUKamol pe2UcmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKAPCMEEHHBIX NPEnapamoe 011 meOuyuncko2o npumenenus c¢ 01.01.2025 ne gvioaromca.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 8 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJTHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonuKkama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapcmeeHHbIX CPpedCcn8, ROORUCAHHAA YCUTCHHOU K8ATUDUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYCHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

IHlonoscenun wacmu 6 cmamou 34 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npe0oCcmagieHus 20cyoapcmeeHHblX yciy2 npu 00pauwieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUS ROCPEOCHEOM hedepanbHOIl 20Cy0apCcmeeHHoll
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unghopmayuonnoii cucmemst ""Eounviit nopman zocyoapcmeennvlx u MyHUYURAIbHBIX YCY2
(¢pynxyuir)", npumenaromesn c 01.01.2026. /[yonuxameol pezucmpayuoHHbIX yOOCHO6EPEHU
JleKapCmeeHHbIX npenapamos 0isa eemepunapno2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 6emepUHapHo20 NPUMEHEHUS RPU €20
oOpauienuu 8 ynoa1HOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 611ACMU 34 6bl0aYell
YKa3anHo20 0yonuKkama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YROJIHOMOUEHHO20 TUUA YNOTIHOMOUEHHO20 (PedepanbH020 OP2ana UCHOIHUMENbHOU
eénacmu (nynkm_6 cmamou 4 @eodepanvrozo 3axkona om 30.01.2024 N 1-D3).

6. B Teuyenme nsaTHaAumATH pabouMX IHEW CO IHA TIONYYCHHS PEIICHUS YIIOJIHOMOYEHHOI'O
denepanbHOrO OpraHa MCIOJHUTEIBPHOW BIIACTH O HANpaBICHUH B OJKCIEPTHOE YUPEKACHUE
3aJaHUsl Ha IIPOBEJICHWE OHKCIEPTU3bl KadecTBa YKa3aHHOH B dYacTH | HacTosmieidl craTbu
dapmarieBTHYeCKOl CyOCTaHIIMM 3asBUTENb MPEICTABISET B OKCHEPTHOE YUPEKACHHUE IS
NPOBEJCHUS JaHHOW SKCHEpTH3bl 00pasubl (apMaleBTUYECKOW CYyOCTaHIUM B KOJIWYECTBE,
HEOOXOIMMOM JIsi BOCIIPOM3BEJICHUS METOZO0B KOHTPOJISI Ka4eCTBa. DKCIIEPTHOE YUPESKICHUE TIPU
NOJTy4eHHH 00pa3loB yKa3aHHOW B 4acTH | HAcTOsIIEH CTaThu (papMareBTUYECKOW CyOCTaHIIUH B
TOT JXK€ JICHb HANpaBIsieT B JHUYHBIA KaOWMHET 3asBUTENSl B EIWHOW CHUCTEME YyBEIOMIICHHE,
HOJTBEPKIAIOIIEe MMOJyYeHHE 3TUX 00pa3loB. DTH CPOKM HE BKIIOYAKOTCS B CPOK IMPOBEICHUS
JaHHOM 3KcriepTu3sl. (B pel. denepanbHbix 3ak0HOB OT 22.12.2014 N 429-P3 (pen. ot 13.07.2015),
o1 30.01.2024 N 1-®3)

7. Yactb yTpatuia cuiy. (B pea. @enepanbpHoro 3akona oT 30.01.2024 N 1-03)

Honosxcenun vacmu 8 cmamou 34 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmaegieHus 20cy0apCmeen bIX Yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 0711 MeOUUUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCHmEEeHH Ol
UHPOpMaAyUOHHOIL cucmeMmbl 6 cihepe 30pasooxpanenusn u (unu) geoepanvHoil 20cy0apcmeeHHoll
ungpopmayuonnoit cucmemsl ""Eounsiit nopman 20cyoapcmeennbvix u MyHUYUNAIbHBIX YCI1Y2
(pynkyuir)", npumenaromea c 01.01.2025. Pezucmpayuonnsvie yoocmosepenus 1eKapcmeeHHblX
npenapamoe 011 MEOUYUHCKO20 NPUMEHEHUs, NOOmeEep coatouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMaxsxcHom Hocumee u OyONUKAmol PecUcmpayuoOHHbIX YOOCMO8ePEeH Ul
JIeKapcmeeHHbIX NPenapamos 0na meouyunckozo npumenenus c 01.01.2025 ne eévioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeOCme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 6bl0aYell
YKa3auH020 OyonuKkama Hanpaeisaemca 6bINUCKaA U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYCHHO20 (hedepanbHo20 Opeana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

IHonosxcenun wacmu 8 cmamou 34 (¢ peo. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHoz0 NPUMEHEHUs ROCPeOCmEoOM (hedepanbHOIl 20Cy0apCmeeHHOu
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWURAIbHHIX YCTY2
(¢pynxyuir)", npumenarwomesn c 01.01.2026. /lyonuxameol pecucmpayuoHHbIX yOOCHO8EPEHU
JIeKapcmeeHHbIX NPenapamos 0nsa eemepunaprozo npumenenusn ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPpeoCcme 01 6emePpUHaApHo20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaiHoMo4eHHblIl (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMmU 34 6bl0auell
YKa3anHo020 0yonuKkama Hanpaeisaenca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH8, NOONUCAHHAA YCUICHHOU K8ANUDUUUPOBAHHOU I]1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUHA YNOSIHOMOYECHHO20 (hedepanbHo20 0peana UCHOTHUMENbHOT
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eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

8. B cpok, He mpeBblLIAOMUK NATH pabo4ynX AHEW CO JHS HANpaBlIEHUS MOCPEICTBOM €IUHOTO
MopTaia B YIIOJTHOMOYEHHBIN (heiepanbHblii OpraH WCIOJHUTEIBHON BIIACTH WM JIMYHBIA KaOWMHET
YIOJHOMOYEHHOTO (he/iepaabHOro OpraHa MCHOJHUTENIbHOM BIACTH B €IMHON CUCTEME 3aKII0YCHHUS
KOMHCCHM SKCIEPTOB MO pe3yjibTaTaM 3KCIEPTH3bl KauecTBa yKa3aHHOW B 4dacTh | Hacrosmieit
CTaTh¥ (papMaleBTUUECKON CyOCTaHIIMM, YIIOJTHOMOUYEHHBIN (hefepaibHblii OpraH UCHOTHUTEIbHOM
Bnactu: (B pen. @eaepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBIACT OLCHKY TaKOI'o 3aKIOYCHHUA JIsA OMPECACIICHHA €ro COOTBETCTBUA 3aJaHUIO HaA
IMPOBCACHUC JIaHHOM OKCIICPTU3BI,

2) npUHUMAET pelIeHUEe O BKIIOUEHUH YKa3aHHOW B 4acTH | HacTosIIeH cTaTbu (papManeBTHIECKOM
CyOCTaHIIMM B rOCYJapCTBEHHbIN PEECTp JEKapCTBEHHBIX CPEJICTB WM pellleHHe 00 OTKa3e B TAKOM
BKJIIOUEHUU;

IHlonoscenun nynkma 3 wacmu 8 cmamou 34 (6 ped. @edepanvhozo 3axkona om 30.01.2024 N
1-®3), kacarowuecsa npedocmasnenHusn 20Cy0apCcmeeHHbIX yCiy2 npu oopauienuu
JIeKapCMEEHHbIX CPeOCme 01 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCMEOM eOUHO
20¢y0apcmeenHoll UHPOPMAUYUOHHOU cucmembl é chepe 30pagooxpanenun u (unu) hpedepanvroit
2ocyoapcmeennou ungpopmayuonnoi cucmemsl ""Eounulii nopman 20cyoapcmeeHHvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenaiomcesa c 01.01.2025. Pecucmpayuonnsie
yoocmogeepenus 1eKapcmeeHHbIX NPenapamaog 0l MeOUUUHCKO20 NPUMEHEHUS,
noomeepcoaroujue haxm 20cyoapcmeeHH ol pecucmpayuu, Ha OyMaxcHom Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCH08€EPEHUIL 1eKaApPCHEEHHBIX NPEnapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauienusn
JIEKAPCMEEHHBIX CPEOCE 01 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00PaueHUU 6
YROTHOMOYEHHDBLIL (hedepanbHblil OP2an UCHOTHUMEbHOU 61aCHU 34 6bl0aUell YKA3AHHO020
0ybnuKama HaAnPAeIAEMca 6bINUCKA U3 20CYOAPCMEEHHO20 Peecmpa 1eKapCcmeeHHblLX CPeOCcma,
HOONUCAHHAA YCUTICHHOU KEAUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YNOTHOMOYEHHO20
JIUUA YPROTHOMOUEHHO20 (hedepanbHo20 0p2ana UCnOJIHUmMENbHOU énacmu (nynkm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

IHlonosxcenuna nynkma 3 wacmu 8 cmamou 34 (6 ped. @edepanvhozo 3akona om 30.01.2024 N
1-D3), kacaowuecsa npedocmasieHus 20cy0apCmeeHHbIX YCIy2 NPpU 00paujeHuu
JIeKapCMEEHHBIX CPEOCHE 01 6eMEPUHAPHO20 NPUMEHEHUA NOCPEOCMmEOM hedepanbHoil
2ocyoapcmeennoll ungopmayuonnou cucmemst ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanvhvlx yciaye (pynkuuir)'’, npumenatomes c 01.01.2026. /Jyoauxamot
PpecucmpayuoHHbIX yOOCMOGEPEHUTL 1eKAPCMEEHHBIX NPEnapamos 014 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromcsa. Cyovexkmy oopawienus 1eKapcmeeHHblX cpeocme 01
6eMepUHAPHO20 RPUMEHEHUA NPU €20 00paU|eHU 8 YNOSIHOMOYUEHHBLI (hedepanbHblil Op2an
UCHOTTHUMEIbHOIL 61aCMU 34 6bl0aUell YKA3AHHO020 0YOIUKaAma HAnPaeIAemcsa 6bINUCKA U3
20Cy0apcmeenno20 peecmpa 1eKapcmeeHHblX CpeoCcme, NOONUCAHHAA YCUNEHHOU
Keanuguuyuposannoil 31eKmporHHoil ROORUCHIO YROTHOMOYEHHO20 IUUA YHOIHOMOUEHHO20
dedepanvnozo opeana ucnonnumenvuou earacmu (nynkm 6 cmamou 4 @edepanvnozo 3aKona om
30.01.2024 N 1-®3).

3) BHOCUT MpU NPUHATUU PELIEHUS O BKJIOYEHUM YKa3aHHOM B yacTh | Hacrosimiedl cratbu
dapmarieBTUUECKOW CyOCTaHIIMM B TOCYJApCTBEHHBIM PEECTp JICKAPCTBEHHBIX  CPENICTB
MPEeIyCMOTPEHHYI0 4YacThio 2 crathu 33 Hacrosimero denepalbHOTO 3aKoHA HHPOPMAIUIO H
HaIpPaBIIET 3asBUTENIO TOCPEACTBOM E€IMHOrO MOpTaja WM B JUYHBIA KaOWHET 3asBUTENs B
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€MHOW CHCTEME BBIUCKY M3 TOCYJapCTBEHHOTO peecTpa JICKAPCTBEHHBIX CPEACTB. (B pel.
®epnepanbHbIX 3aK0HOB OT 22.12.2014 N 429-®3 (pea. ot 13.07.2015), ot 27.12.2019 N 462-D3, ot
30.01.2024 N 1-®3)

9. OcHoBaHMeM JUisi OTKa3a BO BKJIIOYCHMHM YKa3aHHOM B 4YacTH | HACTOSIIEH CTaTbu
dapManeBTUYECKON CyOCTaHIIMU B TOCYAapCTBEHHBIA PEECTP JEKAPCTBEHHBIX CPEICTB SIBIISICTCS
3aKJIIOYEHUE COOTBETCTBYIONIETO YIIOJHOMOYEHHOTO (heepalIbHOTO OpraHa HWCIHOJHHUTEIbHON
BJIACTH O TOM, YTO Ka4ecTBO (papMareBTUYECKOW CYOCTaHIIMM HE MOATBEPKIACHO MOMyYECHHBIMH
naHHbIMU. (B pen. @enepanbabix 3aKk0HOB 0T 22.10.2014 N 313-D3, ot 04.06.2018 N 140-D3)

10. He nomyckaercsi BKJIIOUEHHE B TOCYIApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB OIHOM
(dapmareBTUUECKO CyOCTaHIIMM, TIPOU3BEACHHONW U peai3allii U BBIMTYCKAEMOW OJHHM U TEM
JKe TIPOU3BOJIUTENIEM, B BUJIE ABYX U O0Jiee peecTpOBhIX 3anmuceil. (B pen. deaepanbHOro 3aKkoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

11. BHecenue n3MeHEeHUN B TOKYMEHTHI Ha (papMalieBTUUECKYIO0 CYOCTaHIINIO, TIPOU3BEICHHYIO st
peanu3aniy 1 BKIIOYSHHYIO B TOCYJApPCTBEHHBII peecTp JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISETCS
B MOpsAKe, ycTaHOBIeHHOM cTaThsiMu 30 u 31 Hacrosimero denepalbHOTO 3aKOHA, C YIIIATOM
roCyJJapCTBEHHOM IOLUIMHBI, IPEIyCMOTPEHHON 3akoHoAaTenbCcTBOM Poccuiickoit denepanuu o
Hayorax u coopax. (B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

Honosxcenusn wacmu 12 cmamou 34 (6 peo. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecsa npedocmasieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCMEEHH O
UHGOpMayuOnHOU cucmemsl 8 cghepe 30pagooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHou
ungopmayuonnoit cucmemol ""EOunsiii nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynxuyuir)", npumenaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMas@cHom Hocumee u OyoOaUKamol pecucmpayuoOHHbIX YOOCMO8ePeH Ul
JIeKapCcmeeHHbIX NPenapamog 01 meouyunckozo npumernenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMmU 34 6bl0ayell
YKA3aHH020 0yOIUKAmMa HANPAaeIAemcs 6blNUCKA U3 20CY0APCMEEHH020 peecmpa
JIeKApCMEEHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YROJTIHOMOUEHHOZ0 (hedepatbHo20 Op2ana UCHOIHUMETbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honoswcenusn wacmu 12 cmamou 34 (6 peo. @eoepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagieHus 20cy0apCmeen biX Yciy2 npu 00panieHu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuUHapHOzZ0 NPUMEHEHUSL NOCPEeOCHEOM (hedepanbHOIl 20Cy0apCcmeeHHOl
ungopmayuonnou cucmemot ""Eounvtit nopman 2ocyoapcmeeHubvix u MyHUYURATbHBIX YCIIY2
(pynxyuir)", npumensaromesn c 01.01.2026. /lyonuxameol pezucmpauuoHHbIX yOOCHOEEPEHU
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumernenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMEHEHUs RPU €20
odpauieHuu 6 ynoaiHOMOYEHHBLIL (hedepanbHblil OP2an UCNOJIHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonukama Hanpaeisaenca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUTIEHHOU K8ANUPUUUPOBAHHOU I1EKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTIHOMOUYEHHO20 (PedepanbHo20 Op2ana UCHOIHUMENbHOU
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

12. Jomyckaetcsi oOpareHue (apManeBTHUYeCKOW CyOCTaHIIMM 10 MCTEYCHHS CpPOKa TOTHOCTH,
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NPOM3BEACHHONW ISl pealu3alliil B TEUEHHE CTa BOCBMHUICCATH JHEH TIOCie IaThl TPUHSTHS
YIOJTHOMOYECHHBIM ()eIepAIbHBIM OPTaHOM HCIIOJHHUTEIBHOW BIACTH PEHICHUS O BHECCHHUH
U3MEHEHHH B JJOKYMEHTHI Ha (papMaleBTHYECKyI0 CyOCTaHIUIO, B COOTBETCTBUU C MH(OPMAIUEH,
CoJIepiKalIeiics B JOKyMEHTaX Ha (apMaleBTUYECKYI0 CYOCTAHIMIO IO JaThl MPUHSATUS TAaKOTO
pemenus. (B pea. denepanpHbix 3akoHOB OT 22.12.2014 N 429-®03 (pen. ot 13.07.2015), ot
30.01.2024 N 1-®3)

13. Pemenue 00 WCKIIOYEHWH U3 TOCYIAPCTBEHHOTO pEeCcTpa JICKAPCTBEHHBIX CPEICTB
(bapManeBTHYCCKOM cyOcTaHIuH, MIPOU3BEICHHON JUISt pealii3aluu, MPUHUMACTCS
YIOJTHOMOYECHHBIM  (peiepalibHBIM  OpraHOM HMCIOJHUTENBHOM BIACTH B ciiydae: (B pen.
®denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) mpencraBiaeHHs] COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (hefiepaibHbIM OPraHOM HCIIOJTHUTEIHHON
BJIACTH 3aKIIIOUEHUS O PUCKE WUIIM 00 Yrpo3e >KU3HM WK 3J0POBbIO YeNIOBEKa JTMOO KMUBOTHOTO TPU
MCIIOJIb30BAaHUHU JIEKAPCTBEHHOTO CpeICTBA; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3
(pexn. ot 13.07.2015))

IHonoscenuna nynkma 2 wacmu 13 cmamou 34 (¢ peod. @edepanvrnozo 3axona om 30.01.2024 N
1-®3), kKacarowuecs npedocmasnenusn 20Cy0apCcmeeHHbIX yCiy2 npu 0opauienuu
JIeKapCMEEHHbIX CPeOCme 01 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCMEOM eOUHOU
20¢y0apcmeenHoll UHPOPMAUYUOHHOU cucmembl é chepe 30pagooxpanenun u (unu) hpedepanvroit
2ocyoapcmeenHou ungpopmayuonnoi cucmemsl ""Eounulii nopman 20cyoapcmeeHHviX u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumensaiomcesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX NPEenapamaog 0l MeOUUUHCKO20 NPUMEHEHUS,
noomeepacoaroujue axm 20cyoapcmeeH ol pecucmpayuu, Ha OyMasxcHom Hocumee u
0yonuKamol pe2ucmpayuoHHbIX YOOCMOEePEHUIL 1eKapCmMEEeHHbIX RPEnapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauienusn
JIEKAPCMBEEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00PaueHUU 6
YROTHOMOYEHHDBLIL (hedepanbHblil OP2an UCNOTHUMENbHOU 611aCHU 34 6bl0aUell YKA3AHHO020
0ybnuKama HaAnPAeIAEMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCcmeeHHblLX CpeOCcma,
NOONUCAHHAA YCUTICHHOU KEAUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YNOTIHOMOYEHHO20
AUUA YROTHOMOYEHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU énacmu (nyukm 5 cmamovu 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

Ilonoscenua nynkma 2 wacmu 13 cmamou 34 (6 peo. @edepanvrozo 3axkona om 30.01.2024 N
1-®D3), Kacarowuecsa npedocmasnenus 20Cy0apCcmeeHHbIX Yy npu oopauwienuu
JIeKapcmeeHHbIX CPeOCcme 01 6emePUHAPHO20 NPUMEHEHUA NOCPEOCMEOM (hedepanbHoll
2ocyoapcmeennoil ungpopmayuonnoit cucmemsl ""Eounuiii nopman zocyoapcmeeHHbvIX U
Mynuyunanvhvlx yciaye (ynukuyuii)'', npumenatomes c 01.01.2026. /Iyoauxamot
PecucmpayuoHHBIX yOOCHOBEPEHUTL 1eKAPCMEEHHBIX NPENAPaAmos 011 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromcea. Cydvekmy odpawienus 1eKapCmeenHvlx cpeocme 01
6eMepuUHapHO20 NPUMEHEHUA NPU €20 00pau|eHUU 8 YNOTTHOMOYEeHHbLIL (hedepanbHblil opzan
UCNOTTHUMEIbHOIL 611ACMU 3a 6bl0ayell YKA3aHHO020 0yOIUKama HanpaeIAemcs 6bINUCKA U3
20Cy0apcmeennozo peecmpa 1eKapcmeeHHblX Cpeocma, HOORUCAHHAA YCUTLEHH O
K6anuguuuposannoil 31eKmporHHOil ROORUCHIO YNOJTHOMOUEHHO20 JIUUA YHOTIHOMOUEHHO20
dedepanvnozo opeana ucnonnumenvrou eaacmu (nynkm 6 cmamou 4 Medepanbhozo 3aKona om
30.01.2024 N 1-®3).

2) HampaBJeHUs Pa3pabOTUMKOM JIEKAPCTBEHHOTO CPEACTBA MM IPOU3BOAUTENIEM JICKAPCTBEHHOTO
cpeAcTBa JIMOO YIMOJHOMOUYEHHBIM HMMHU JPYIMM IOPHIMYECKUM JIMIOM IOCPEICTBOM €IUHOI0
nopTaja B yIOJHOMOYEHHBIN (eliepaitbHbIil OpraH UCIIOJIHUTEIFHON BIACTH WX JIMYHBIA KaOMHET
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YIOJIHOMOYEHHOI0  (eiepaJbHOr0 OpraHa MCHOJHHUTEIbHONH BIACTM B €IUHOW CHUCTEME
MNOJNMCAHHOTO YCHWJICHHOW KBaJU(HUIMPOBAHHOW 3JEKTPOHHOM TOAMMCHIO 3asBICHUS 00
UCKJIIOYEHUM M3 TOCYJapCTBEHHOI'O pPEECTpa JIEKAPCTBEHHBIX CPEACTB (papMalleBTUUECKON
cyOCTaHIMM, NPOU3BEACHHOW U1 peanu3auuu. B cioydae, ecanm OT MMeHM pa3pabdoT4MKa
JIEKapCTBEHHOI'O CPEICTBA WJIM IPOU3BOIUTEN JICKAPCTBEHHOI'O CPEICTBA JEHUCTBYET €0
npeacTaBuTeNb ((PU3NUECKOe JIHMI0), YIMOJIHOMOYEHHBIH AEWCTBOBATH OT MMEHHM pa3padOT4MKa
JICKapCTBEHHOI'O CPEICTBA WIM IPOM3BOAMUTENS JIEKAPCTBEHHOIO CpPEACTBA HAa OCHOBAHWH
JIOBEPEHHOCTU B 3JICKTPOHHOH (hopMe B MAIIMHOYUTAEMOM BHUJE, 3asBJICHUE 00 HCKIIOUYEHUH U3
roCyJJapCTBEHHOI'O  peecTpa  JIEKapCTBEHHBIX  CPeACTB  (hapMaleBTHYECKOM  cyOcTaHuuwy,
NPOM3BEACHHONW JJIsl peaju3alliid, MOXXET OBITh IOANMCAHO YCHJICHHOH KBaIU(DUIIMPOBAHHOM
3JIEKTPOHHON NOJMMCHIO JTMO0 YCUIIEHHON HEeKBaTM(DULIIMPOBAHHOM 3JIEKTPOHHOM MOIIHUCHIO; (B PE.
®enepanbHbIX 3aKk0HOB 0T 30.01.2024 N 1-P3, ot 31.07.2025 N 304-D3)

3) orcyrcTBHs (hapMarieBTHYECKON CyOCTaHIIMH, TIPOU3BEICHHON I peaTn3alui, B 0OpalleHuy B
Poccuiickoit ®eneparuu B TeueHne Tpex u Oosee seT. (B pea. denepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

Crarps 35. - YTparuia cuiuy. (B pea. @eaepajbHOro 3aK0Ha 0T
22.12.2014 N 429-P3 (pen. ot 13.07.2015))

Crarbs 36. QO0:xajioBaHue pelieHus 00 0TKa3e B BblIaue pa3pelieHus
Ha NpoBeJeHHe KIMHUYECKOro UCCIe0BAHMS JIEKAPCTBEHHOI'0
npenapara, pemieHus 00 0TKa3e B rocyJAapCTBEHHON perucTpaumnu
JIEKAPCTBEHHOI'0 NPenapara, 3aKJI04YeHust KOMUCCHH IKCIIEPTOB
IKCIEPTHOIO0 YUPEKACHUS WIH 3aAKTI0YEHHUS COBETA 10 ITHKe (B pex.
denepaabHOro 3akona ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

Perenrie cCOOTBETCTBYIOIIETO YMOJHOMOYEHHOTO (peiepallbHOTO OpraHa HCIOJIHUTEIbHOM BIACTH
00 OTKa3e B BbIJaue pa3penieHusi Ha MPOBEICHUE KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpernapara, pelieHue ykazaHHOro (eaepaabHOro OopraHa HMCIONHHUTEIHHOW BIacTu 00 OTKasze B
TOCYJITapCTBEHHON pPETUCTpaIlU JIEKAPCTBEHHOTO Tperapara, 3aKIOYeHHE KOMHCCHH JKCIIEPTOB
HKCIIEPTHOTO YUPEXKICHUS WU 3aKITI0UYEHHUE COBETA MO ATHKE MOXKET ObITh 00KAIOBAaHO B MOPSJIKE,
YCTAHOBJICHHOM 3aKOHOJATelIbcTBOM Poccuiickoit denepanuu. 3akIt04Y€HHE KOMUCCHH HKCIIEPTOB
AKCIIEPTHOTO YUPEKIEHUS O B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHBIX MPENapaToB sl MEIULIUHCKOTO
HpI/IMeHeHI/ISI J'II/I6O O TOM, 4YTO J'IeKapCTBeHHBII\/II npenapaT IJ1s1 MEOUIIMHCKOT'O HpI/IMeHeHI/ISI HEC
SBIIIETCS B3aMMO3aMEHSEMBIM, MOXET OBITh O00XKaJOBaHO JepKaTeNeM WU  BIAJEIbIIEM
PETHCTPAIIMOHHOTO YJIOCTOBEPEHHUSI JICKAPCTBEHHOTO MperapaTa B yIOJIHOMOYCHHBIN (eepabHbIN
OpraH WCIOJTHUTEIHHOW BIIACTH, KOTOPBIA MPHUBJIEKAET K PACCMOTPEHUIO YKa3aHHOW >KanoObl
IIOABECAOMCTBCHHBIC eMy HayLIHI)Ie opraHmauI/m nu O6pa30BaTe.]'H)HI)Ie opraHmauI/m BBICIICT O
o0pa3oBaHUs, OCYIIECTBISAIOIINE JACATEILHOCTh B cdepe oOpaiieHus JEeKapCTBEHHBIX CPEICTB.
3aKkaroueHne KOMHCCHM DKCIEPTOB JKCHEPTHOTO YUPEXKACHUs, O(GOpMICHHOE II0 HTOram
nepecMoTpa 00KaTOBAHHOTO 3aKIIOYEHHS IKCIEPTa, MOXKET OBITh OCIOPEHO JepKaTeleM WU
BIIAJICNIBIIEM  PETHUCTPAIMOHHOTO YIO0CTOBEPEHUS JIEKapCTBEHHOTO mpenapara 100
YIOJIHOMOYEHHbIM HMH JIMIIOM B TMOPSJIKE, YCTAHOBJIEHHOM 3aKOHOJATEIhCTBOM Poccuiickoi
Oenepannn.  [lpu  oOkamoBaHWM — pelIeHUS  yIOJHOMOYEHHOTO  (pemepanbHOTO — OpraHa
UCIIOJIHUTENIbHOM BJIACTH, 3aKIIIOUEHHS] OJKCIepTa WM KOMHUCCUU SKCIEPTOB 3KCIEPTHOTO
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VUPEKICHUS, 3aKIIOYCHHS COBETa IO JTUKE Jep)KaTelb WM BJJACNell PErHCTPAIlMOHHOTO
YJIOCTOBEPEHUS JICKAPCTBEHHOTO Tpernapara Jud0 YIIOJTHOMOUYEHHOE UMH JIUIIO BIIPaBe MPEICTABUTh
PE3yIbTaThI SKCIIEPTHU3HI JICKAPCTBEHHOTO MperapaTa, MpOTOKOJIBI TTOJYYSHHBIX aKKPEIUTOBAHHBIMU
UCTIBITATEIbHBIMU JTabopaTopusMu (LIEHTPaMHU) Pe3yIbTAaTOB HCCICIOBAHUN, WCIBITAaHUHA. (B pe.
®denepanbHoro 3aKkoHa ot 27.12.2019 N 475-D3)

Crarbs 37. Unpopmanus, CBA3aHHAS € OCYLIECTBJICHUEM
roCcyJ1apCTBEHHON PerucTpaluy Wik PeruCTPANUN JEeKAPCTBEHHBIX
npenaparoB, vHGpopManus 0 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX

npenaparax u JeKapCTBeHHBIX Npenaparax, MCKJIIYeHHbIX U3
roCyIapCTBEHHOTI'0 PeecTpa JeKAPCTBEHHBIX CPeACTB (B pe.
®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1. CooTBETCTBYIOLIMI YIIOJTHOMOUYEHHBIN (eiepalibHbIM OpraH UCIOJHUTENIBLHOM BIACTH pa3MeIaeT
Ha cBoeM oduuuaibHOM caiite B cetd "MHTepHeT" mH(pOpMaInio, CBI3aHHYIO C OCYIIECTBICHHEM
rOCYy/IapCTBEHHOW PETUCTPAllMM WM PErUCTpali JIEKApCTBEHHBIX IIPENaparoB, B TOM YHCIE
MPOBEJICHUEM OJKCHEPTU3bl JICKAPCTBEHHBIX CPEACTB (BKIIOYAs pe3yibTaThl €€ MPOBEICHUS),
MH(OPMALIMIO O 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX Ipenaparax U JIEKapCTBEHHBIX Mpernaparax,
HCKJIFOUEHHBIX U3 F'OCYJIapCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX CPEJCTB, HE MO3/IHEE YEM Yepe3 MATh
pabounx AHEW cO JHS TMOJTY4YEHHs] YIOJHOMOYEHHBIM (elepajibHbIM OPraHOM HCIOJHUTEIbHON
BJIACTH COOTBETCTBYIONIeH nHdopmanuu. (B pea. PeaepanbHbix 3aKk0HOB OT 22.12.2014 N 429-D3
(pen. ot 13.07.2015), ot 02.08.2019 N 297-®3, ot 30.01.2024 N 1-P3)

2. Cpoku W TOPSAIOK pa3MENIeHHs YKa3aHHOW B vacTu | HacTosImiel cTaTbu HHGOpMAIU
YCTaHABIMBAIOTCA  yMOJHOMOYEHHBIM  (peepalbHBIM  OpPraHOM  HWCIOJHUTENBHON  BIIACTH.
Nudopmanus, ykazanHas B 4acTd 1 HacTOSIIEH CTaThH, SBISETCS OTKPHITOM M OOIIEAOCTYITHON U
MPEAOCTABIIAETCS 3aMHTEPECOBAHHBIM JIMLAM B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuiickoi
®enepanuu. (B pen. PenepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

I'nmasa 7. KIMHUYECKHUE UCCJIIEJOBAHUA
JIJEKAPCTBEHHBIX ITPEITAPATOB JJIs1 MEAUIIUHCKOI'O
HNPUMEHEHMUA, 1OI'OBOP Ob UX ITPOBEJIEHHWMU, IITPABA
HAIIMEHTOB, YYHACTBYIOHIUX B OTUX UCCJIIEJOBAHUAX

Crarba 38. Kiinnnuyeckne uccijieloBaHus JIEKAPCTBEHHBIX NPENapaToB
JJIA MeIMIUHCKOI0 MPUMEHEeHHUs

1. KnuHndeckne uccieToBaHus JEKApCTBEHHBIX MPEMapaToB Ui MEIWIMHCKOTO MPUMEHEHHS, B
TOM 4YHCII€ MEXKIYHapOJHble MHOTOIIEHTPOBbIE, MHOTOLIEHTPOBBIE, IOCTPETUCTPALIIOHHBIE,
MIPOBOJISITCSI B OAHOM HMJIM HECKOJIbKHX MEIUIIMHCKAX OPTaHH3alHsAX B CICIYIOIIUX LEesX: (B pell.
®denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-D3)

1) ycraHOBNIEeHHE 0€30MMaCHOCTH JIEKAPCTBEHHBIX MPENapaToB JUIsl 37J0POBBIX JOOPOBOJIBIEB U (MIH)
NEPEHOCUMOCTH MX 370POBBIMU JOOpPOBOJBIIAMH, 3@ MCKIIOUEHHEM TaKUX HCCIIEAOBAaHHUM
JIEKapCTBEHHBIX IPENapaToB, IIPOU3BEACHHBIX 3a npeaenamu Poccuniickoint denepanuu;
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2) noadop ONTHUMAaJIbHBIX T03UPOBOK JIEKAPCTBEHHOTO IMpernapaTa U Kypca JISUeHHs! [l alUeHTOB
C OTPEEIICHHBIM 3a00JIeBaHNEM, ONITHMAIILHBIX JI03 U CXEM BAaKIIMHAIIMH UMMYHOOHOJIOTHYECKUMHU
JIEKapCTBEHHBIMU MperapaTaMu 3I0pPOBBIX JOOPOBOJIBLIEB;

3) ycraHoBieHHE 0€30MIaCHOCTH JIEKAPCTBEHHOTO Mpenapara U ero 3pQeKTUBHOCTH JUIS MTAaIlIEHTOB
C OIpelesieHHbIM 3a00JeBaHueM, NPOPHUIaAKTHUECKOW 3()(HEKTUBHOCTH HMMYHOOHOJIOTHUYECKUX
JIEKapCTBEHHBIX MPENapaToB JUIS 3J0POBBIX JJOOPOBOJIBIIEB;

4) HN3YUYCHUC BO3MOXKXHOCTHU PACIIUPCHUA MMOKa3aHui AJId MCIUIUHCKOTIO MPUMCHCHUS U BBIABJICHUSA
paHEC HEU3BECTHBIX MOOOYHBIX ﬂeﬁCTBHﬁ 3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX IIPCIIapaToB.

1.1. Knunudeckue uccienoBaHUs JIEKapCTBEHHBIX IMPEnapaToB Ui MEAUIIMHCKOTO MPUMEHEHUs
MIPOBOJIATCS B COOTBETCTBUU C IPABUJIAMH HAJUJIKAIIEH KIMHUYECKON MPAKTUKHU, YTBEPKIACHHBIMU
EBpaswmiickoit 3xoHOMHYecKoi komuccuei. (B pen. @enepanpHoro 3akona oT 30.01.2024 N 1-D3)

2. B oTHOIIEHUH BOCIIPOU3BECHHBIX JIEKAPCTBEHHBIX MPENapaToB JJII MEAUIIMHCKOTO MPUMEHECHHS
MPOBOJSATCST UCCIIEIOBAHMSI OMOIKBUBAJIIEHTHOCTA M (WMJIM) TEPareBTUYECKON AKBUBAJIEHTHOCTH B
NOPSAJIKE, YCTAHOBJIEHHOM aKTaMH, cocTaBistouumu npaBo Coro3a. (B pen. denepanbHOro 3aKoHa
ot 30.01.2024 N 1-®3)

3. OpFaHI/ISaI_[I/IIO MMPOBCACHUSA KIIMHHUYCCKHUX I/ICCJ'IG,ZLOBaHI/Iﬁ JICKAPCTBCHHOTI'O IIpCIiapaTa IJIA
MCIUIHUHCKOI'0 MPUMCHCHUSA BIIPABC OCYIICCTBIIATD:

1) pa3pa60TqI/H< JICKApCTBCHHOT'O ITpeliapaTa Wik YIIOJIJHOMOYCHHOC UM JINLO,

2) oOpa3oBaTenbHbIE OpPTraHM3alMU BBICIIETO OOpa30BaHUs, OPTaHU3ALUH JOMOJHUTEIHHOTO
npodeccuoHanpHOro oopazosanus; (B pen. @enepanbHoro 3akona oT 02.07.2013 N 185-D3)

3) Hayunsle opranuzanui. (B pea. @enepanbrHoro 3akona ot 30.01.2024 N 1-P3)

4. KnuHuueckue HCCIENOBaHUS JIEKaPCTBEHHOIO Ipenapara [Uisi MEAMIMHCKOIO IPUMEHEHUS
IIPOBOJATCS HA OCHOBAHMM PA3PELICHHs HAa MPOBEICHHE KIMHUYECKOTO HCCIIEIOBAHUS
JeKapCTBEHHOTO  TpemnapaTra,  BbIJIAHHOTO  YMOJHOMOYEHHBIM  (efepalbHbIM  OpPraHoOM
VCIIOJTHUTENIbHOM BJIacTU. YTIOJTHOMOYEHHBIN (enepanbHblii OpraH UCIOJHUTEIbHOM BJIaCTH BEAET
peecTp BBIJAHHBIX pa3pEIICHUH Ha IPOBENCHUE KIMHUYECKHX MCCIEAOBAHUN JIEKAPCTBEHHOIO
nmpenapara, CoJAep KalllMii yKa3aHWe Ha MX Lellb WIM LEJId, B YCTAaHOBJICHHOM J3THM OpPraHOM
nopsnke. (B pea. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pea. ot 13.07.2015), ot
13.07.2015 N 241-®3)

5. Yacts yrtpatuna cuny. (B pea. ®deaepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

6. K opramuzannm mnpoBeneHHs KIMHUYECKHX HCCIEIOBAHWN JIEKAPCTBEHHOrO Iperapara s
MEIUIIUHCKOTO TPUMEHEHUsI pa3pabOTYMKOM JIEKapCTBEHHOIO MpenapaTa MOTYT HpUBJIEKaTbCs
IOpUAMYECKHE JIMIa JI000M OpraHu3alliOHHO-NIPaBOBOW (OpPMBI IPHU YCIOBHUH 0OOecredeHus
COOTBETCTBUS 3TUX UCCIIEOBaHHH TpeOoBaHUAM HacTosero denepanbHOro 3aKOHa.

7. Yactp yTpatmna cuiy. (B pea. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

8. IlepeueHb MEOUIIMHCKUX  OpraHW3AIMN, MPOBOAAIIUX  KIMHUYECKHUE  HCCIICOBAHUS
JIEKAPCTBEHHBIX MIPENapaToB JIJIsl MEIULIMHCKOTO TPUMEHEHUS, U PEECTP BBIIAHHBIX Pa3pelIeHHi Ha
MPOBEICHUE KIMHUYECKUX HCCIEIOBAaHUN JICKAPCTBEHHBIX IpEenapaToB OMyOJWKOBBIBAIOTCA U
pa3MemiarTcsl  YIMOJHOMOYEHHBIM  (pefiepadbHBIM  OPraHOM  HCIIOJHUTEIBHOW  BIACTH B
YCTAaHOBJICHHOM WM TIOpsAJIKE Ha CcBoeM oduimanpbHoM caiite B cetu "HHTepHer". (B pen.
®epnepanpHoro 3akoHa ot 30.01.2024 N 1-P3)
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Crarps 39. PeieHue 0 npoBeleHMH KIMHAYECKOI0 UCCIeI0BAHMS
JIEKAPCTBEHHOI'0 NMpenapara Jjis MeJMIUHCKOr0 IPpUMeHeHud (B pel.
DenepanbHOro 3axkona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1. KinuHnueckoe wucclieqoBaHUE JIEKAPCTBEHHOTO IpernapaTta il MEIULMHCKOTO INPUMEHEHHS
MPOBOAUTCS HA OCHOBAHMM PA3pPCLICHUS HA MPOBEACHUE KIMHUYECKOTO HCCIEAOBAHUS
JIEKapCTBEHHOIO  Ipemapara,  BbIJIAHHOTO  YINOJHOMOYEHHBIM  (efepalbHbIM  OpPraHOM
WCTIOJTHUTEIILHOM BIIACTH TIO Pe3ybTaTaM dKCIEPTU3bI JOKYMEHTOB, HEOOXOAMMBIX JJIsl TOTYICHHS
pa3penieHuss Ha MPOBEJACHUE KIMHUYECKOTO MCCIENOBAHMS JIEKAPCTBEHHOIO IIpernapara u
ATUYECKOMN IKCIEPTU3HI.

Honooswcenus uacmu 2 cmamou 39 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHME8OM eOUHOI 20CYO0apCMEEeHH Ol
UHpOpMayuoHHnoIl cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot ""EOunstii nopmain 20cyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnuie y0ocmogepeHus 1eKapCcmeeHHbIX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, OOmeepicoaloujue axkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHOM Hocumee u OyoaUKamol pecucmpayuoHHbIX YOOCMO8ePeHUl
JIeKapCMeEEeHHbIX NPenapamoe 0 MeOuyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexmy oOpawieHus 1eKapcmeeHHbIX Cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEHHBLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisaemcs 6bINUCKa U3 20cy0apCcmeeHHo20 peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbro2o Opeana UCHOTHUMENbHO
énacmu (nynkm 5 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-D3).

2. Jlns monydeHHs pa3pelieHHs Ha MPOBEIECHHUE KIMHHYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
npenapara Jjisi MEAUIIMHCKOTO MPUMEHEHHS 3asiBUTENh HAIMPABIISET MOCPEACTBOM €IMHOTO TIopTaja
B YNOJHOMOYEHHBIN (enepanbHblii OpraH HCIOJIHUTEIBHOW BIACTH WM IJWYHBIA KaOWHET
YIOJHOMOYEHHOTO (peIepalibHOTO OpraHa HCIIOJIHUTENbHON BJIACTH B €IUHOW cucTeMe: (B pea.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenuna nynkma 1 vacmu 2 cmamou 39 (6 ped. @edepanvnozo 3akona om 30.01.2024 N
1-D3), kacaowuecsa npedocmasieHus 20cy0apCmeeHHbIX YCIy2 NPpU 00paujeHuu
J1eKapCMEEHHbIX CPeOCcme 0 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHol UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeennou ungpopmayuonnoit cucmemst ""Eounuitii nopman zocyoapcmeeHHbvIX U
Mynuyunanwvhvix ycaye (pynkuyuir)'', npumenaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX NPenapamaog 011 MeOUYUHCKO20 NPUMEHEHUS,
noomeepicoaroujue haxm 20cy0apcmeenHoil pecucmpayuu, Ha OYMaMdCHOM Hocumese u
0yonuKamol pezucmpayuoHHbIX YOOCMOo8ePEeHUIl 1eKapCmeeHHbIX RPenapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauwienus
JIeKapCMEEeHHBIX CPEOCH8 011 MEOUUUHCKO20 NPUMEHEHUS RPU €20 00paueHuu 6
YRONMHOMOYEHHDLIL (hedepanbHblil OP2aH UCHOTHUMEbHOU 61aCMU 34 6bl0aUell YKA3AHHO020
dybOnuKkama Hanpaenaemca 6bINUCKA U3 20CYy0apCmeeHHo20 peecmpa 1eKapCcmeeHHbIX CPeocma,
HOONUCAHHAA YCUTIEHHOU K8ATUDUUUPOBAHHOIL )1eKMPOHHOU NOONUCHIO YNOTTHOMOYEHHO20
JUUA YROTHOMOYCHHO20 (hedepanbho2o opeana UCNONHUmMENbHOU enacmu (nynkm 5 cmamou 4
®Deodepanvrozo 3axona om 30.01.2024 N 1-D3).
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1) 3asiBIeHHE O BBIJAYE pa3peIICHUs Ha MTPOBEACHUE KIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO
mpermapara s MEAWIIMHCKOTO TPUMEHEHUSs, TOJIMUCAaHHOE YCHIIEHHOW KBaTU(pUIIMPOBAHHON
SJIEKTPOHHOM TMOJNUCHIO 3asBUTENA, a B Ciydae, €CJId OT MMEHM 3asBHUTENsS JIEUCTBYET €ro
MpeICTaBUTENb ((U3HUECKOE JUI0), YIIOTHOMOUYCHHBIA JEHCTBOBATH OT MMCHH 3asABUTENS Ha
OCHOBAHHUU JIOBEPEHHOCTH B JJICKTPOHHOH (popMe B MAIIMHOYMTAEMOM BHJIC, IOJIMUCAHHOE €ro
YCUJICHHOH KBANIU(DUIIUPOBAHHOM 3JIEKTPOHHOM MOANUCHIO WM YCHIICHHON HEKBAIM(UIIMPOBAHHOM
3JICKTPOHHOU MOANHUCKIO; (B pea. DenepanbHbix 3akoHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N
304-D3)

2) myHKT yTpatui cuity. (B pen. ®@enepanbHoro 3akoHa oT 30.01.2024 N 1-P3)

3) IMPOTOKOJ KIHMHHYCCKOI'0 HCCICAOBaHUA JICKAPCTBCHHOI'O IIpfriapara ajId MCIUIHUHCKOI'O
MMPUMCHCHU A,

4) Opomtopy uccieaoBaresns (IUisi 3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO Ipernapara JOMyCTUMO
3aMEHUTh OJOOPEHHON 0O0IIell XapaKTepUCTHKON JEKapCTBEHHOTO IIpernapara, €clid TakKou
JICKapCTBEHHBIN MperapaT 3aperuCTPUPOBAH B COOTBETCTBHH C aKTaMH, COCTABISIONIMMHU IPABO
Coro3a, ¥ ero mMpuMEHEHHe B KIMHUYECKOM HCCIIEOBAaHUHM HE MPOTHBOPEYUT OJO0OpEHHOU 0oOIen
XapaKTePUCTHKE JICKApPCTBEHHOTO TIpermapara s MEAWIIMHCKOrOo TMpUMEHEeHHs); (B pei.
®denepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

5) uHpOpPMaMOHHBIH JIMCTOK MALUEHTA;

6) cBemeHus 00 OmbITE pabOTHI UCCIIENOBATENEH MO COOTBETCTBYIOIIUM CIIEHHUATBHOCTIM U UX
OIIBITE PAOOTHI MO MPOBEACHUIO KIMHUYCCKUX MCCIICIOBAHUN;

7-8) myHKTBI yTpatuiu cuiy. (B pen. @eaepansuoro 3akona ot 30.01.2024 N 1-D3)

9) xomuio JO0roBOpa 00S3aTEIBLHOTO CTPAXOBAHUS, 3aKJIIOUYEHHOTO B COOTBETCTBHHM C THIIOBBHIMHU
MpaBUJIaMU 0053aTETFHOTO CTPAXOBAaHMs, C YKa3aHUEM MPEAeNbHON YHCIEHHOCTH MAaIUEHTOB,
YHaCTBYIOIIMX B KIMHUYCCKOM HCCICAOBAHWHN JICKAPCTBCHHOI'O Iperiapara i MCEIAUIIUHCKOIO
MPUMEHEHUS;

10) uHdopManui0 O COCTaBe JICKAPCTBEHHOTO MperapaTta Uisi MEIUIIMHCKOTO TpUMEHEHUs (3a
UCKITIOYEHHEM OHMOJIOTUYECKHX JIGKApCTBEHHBIX mMpemnaparoB); (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

11) JOKyMEHT, COCTaBIE€HHBIH MPOU3BOAMTEIEM JIEKAPCTBEHHOIO Ipernapara Uil MEAUIIMHCKOIO
NPUMEHEHHS U COJEpXKallUil MoKa3zaTesu (XapakTepUCTUKHU), a TaKXKe CBEACHUS O JIEKAPCTBEHHOM
npenapare JUisi MEIWIHUHCKOTO NPHUMEHEHMS, IMPOU3BEICHHOM JUII IPOBEACHUS KIMHUYECKUX
UCCIICIOBAaHUN (32 HUCKJIIOYEHHEM OMOJIOTHYECKUX JICKapCTBEHHBIX IpenapaTtoB); (B pex.
®enepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

11.1) 1OKyMEHTBl M CBEIECHHSA, MPEIYCMOTPEHHbIE IpaBWIAMH MPOBEIEHHUS HCCIeI0BaHUN
OMOJIOTUYECKHX JICKAPCTBEHHBIX cpelcTB EBpasuiickoro 5KOHOMUYECKOTO COI03a, YTBEPKIACHHBIMU
EBpasuiickoil skoHOMuuecKoil komuccuet; (B pen. denepanpHoro 3akoHa oT 30.01.2024 N 1-P3)

Honosxcenuna nynkma 12 yvacmu 2 cmamou 39 (¢ peo. @edepanvrnozo 3axona om 30.01.2024 N
1-D3), kacarouwuecs npedocmasieHus 20Cyo0apcmeeHHbIX YCiye npu 00pauieHuu
JIeKapcmeeHHbIX CPeocne 011 MeOUYUHCKO20 NPUMEHEHUS NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHOU UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeennoit unghpopmayuonnoit cucmemsl ""Eounulii nopman 2ocyoapcmeeHHnuvix u
Mmynuyunanovuvlx yeaye (pynxkuyuir)"', npumensaromesn c 01.01.2025. Pecucmpayuonnule
yoocmogepenus 1eKapCcmeeHHbIX nPenapamaog 01 MeEOUUYUHCKO20 NPUMEHEHUS,
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noomeepiicoarouue haxm 20cyoapcmeeHHou pecucmpayuu, Ha 0YMAa3cHoOM Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCMO6EPEHUIL 1eKaAPCMEEHHbIX NPENnapamos 0
meoununckozo npumenenus ¢ 01.01.2025 ne evioaromcea. Cyovekmy oopawienus
JIEKAPCMEEHHBIX CPEOCME 01 MEOUUUHCKO20 NPUMEHEHUSA NPU €20 00PAueHUU 6
YROTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 61aCHU 34 8bl0AYUell YKA3AHHO020
0yOnuKama HAnPAeNAEmMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCcma,
HOONUCAHHAA YCUTIEHHOU K8ATUDUUUPOBAHHOU IJIEKMPOHHOU HOORUCHIO YNOJTHOMOYEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU enacmu (nynkm 5 cmamou 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

12) cBeneHus 0 are MPeAOCTaBICHUS U PETHCTPAIMOHHOM HOMEpE JIMIICH3UM Ha MPOHU3BOICTBO
JIEKAPCTBEHHBIX CPEJACTB B  CiIydyae, €CJIM [POU3BOJCTBO JIGKAPCTBEHHOTO  Iperapara
ocymiecTBisiercss B Poccuiickoit ®enepauuu, WM JIOKYMEHT, COJEpXKAllUid CBEICHHS O JaTe
MPEAOCTABICHUS M PETUCTPAIMOHHOM HOMEpPE 3aKIIOUEHHUS O COOTBETCTBUU IPOU3BOJIUTENS
JIEKAapCTBEHHOI'0 Ipernapara TpeOOBaHUSAM IpaBHUJI HaJJICKAIEH POW3BOJCTBEHHOW IPAKTHKH,
MPEAOCTABICHHOTO  yIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOM3BOJUTENS  JIEKAPCTBEHHOTO
npemnapata. (B pea. @enepanbubix 3akoHOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3, ot
30.01.2024 N 1-®3)

Honoscenun wacmu 2.1 cmamou 39 (6 peo. @edepanvnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cyo0apCmeeH X yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCmEOM eOUHOIL 20CYO0APCMEEHHOIL
UHpOpMmayuonnoil cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopmain 20cyoapcmeeHHbiX U MYHUWUNATbHBIX YCI1Y2e
(pynxyuir)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmosepeHus 1eKapCcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, nOOmeepicoaloujue paxkm 20cyoapcmeeHoul
pecucmpayuu, Ha OyMasxcHOM Hocumene u OyOIUKAmyl PecUCMPAUUOHHBIX YOOCMO8EPEeH U
JIeKApCMEEHHBIX NPEnapamoe 014 meOuyunckozo npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611ACMU 3a 6bl0ayell
YKa3anno2o 0yonukama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEAUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbro2o Opeana UCHOTHUMENbHO
énacmu (nynkm 5 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-D3).

2.1. Csenenus, MOATBepXKIaroIne (GakT yImIaThl TOCYAapCTBEHHOW MOLUIMHBI 32 IMPOBEJCHHE
TUYECKON JKCHIEPTU3BI, SKCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Ipernapar Ui MOJy4YEeHHs
paspelieHUuss Ha IPOBEJCHUE KIMHUYECKOIO HCCIENOBAHMS JIEKAPCTBEHHOIO IIpenapara JUis
MEIUIIMHCKOTO MPUMEHEHUS, 3a BblJa4y pa3pelIeHUs Ha IPOBEJACHNE KIIMHUYECKOIO UCCIIEIOBAHUS
JIEKapCTBEHHOI'0 IIpermapara i MEJULUHCKOrO IPUMEHEHHUs, 3a IIPOBEICHUE JKCIEPTU3bI
JIOKYMEHTOB Ha JIEKApCTBEHHBIM Mpernapar Juisl MOJY4YEHHUs pa3pelieHUs Ha IPOBEICHUE
MEXIYHAPOAHOIO MHOTOLEHTPOBOI'0 KJIMHUYECKOIO UCCIIEN0OBaHUS JIEKAPCTBEHHOTO Iperapara Juist
MEIUIMHCKOTO TPUMEHEHMS, 3a BbIJAYy pa3pelieHUuss Ha MPOBEACHUE MEXIYHAPOJIHOTO
MHOT'OLIEHTPOBOI0 KJIIMHMYECKOI'O0 HUCCIIENOBAHMS JIEKAPCTBEHHOIO Ipernapara Uisi MEIULMHCKOIO
IIPUMEHEHNS, 32 POBEJICHNE dTUYECKOM HKCIIEPTU3BbI, SKCIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN
npenapar Ui IOJMY4YEHUs pPa3pelleHHs Ha IIPOBENCHHUE IOCTPETHCTPALMOHHOIO KIMHUYECKOIO
WCCJIEIOBAHMS JIEKAPCTBEHHOTO IIpemapara Uil MEAUIUHCKOrO IPUMEHEHHMs, 3a BbLIAYy
paspemieHUss  Ha  MPOBEJECHHUE  IMOCTPETMCTPALIMOHHOIO  KIMHUYECKOIO  HCCIEAOBaHUS
JIEKapCTBEHHOIO Ipernapara i MEIULMHCKOIO NMPUMEHEHHs, a TaKKe CBEACHHSA O BBbIIABAEMBIX
(mpenocTaBIsIeMbIX) YIOJHOMOYEHHBIMH (hefiepaibHBIMU OpPraHaMHM HCIOJHUTENIBHOW BJIACTH
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JIOKyMEHTax (CBEICHMIX), YKAa3aHHBIX B MYHKTE 12 4acTh 2 HACTOSIIEH CTAaThH, YIOJTHOMOUYCHHBIN
dbenepanbHBI OpraH WCHOJHUTEIHLHOW BJIACTH 3alpallMBacT B MOPSJIKE MEKBEIOMCTBCHHOTO
3JICKTPOHHOTO B3ammojencTBus. (B pea. denmepanpHbix 3akoHOB OT 27.12.2019 N 478-D3, or
30.01.2024 N 1-®3)

IHlonosxcenusn vacmu 3 cmamou 39 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 0151 MEOUUUHCKO20 NPUMEHEHUS NOCPEOCHEOM eOUHOTL 20CYOaPCHIBEHH O
UHOpMayUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX U MYHUYUNATbHBIX YCIIY2
(pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsvie y0ocmosepenus a1eKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHU, ROOMEepIHcoarouue Paxm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMa3cHom Hocumee u OyOIUKAmovl Pe2UCmpayuoHHbIX YOOCMO8ePEeH UL
JIeKapcmeeHHbIX RPenapamos 0ia meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy odpaweHus 1eKapCcmeeHHbIX CPeOCme 0 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCNOTHUMEIbHOU 611aCmU 34 6bl0aUell
YKa3annoz2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUTIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3. B cpok, He TpEeBBIIAKINIMNA TpeX pabouuxX JTHEH CO JHS HANpaBICHHS B JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (heIepaibHOrO OpraHa UCTIOHUTENILHOW BJIACTH B €IUHON CHCTEME YKa3aHHOTO
B IIyHKTE | 4acTh 2 HACTOSAIICH CTaThU 3asBJICHHUS U HEOOXOAUMBIX JJOKYMEHTOB, YIIOJTHOMOYCHHBIN
denepabHBIA OpraH UCHoJHUTENbHON Biactu: (B pen. denepanpuoro 3akona ot 30.01.2024 N
1-03)

1) MMPOBOAUT MPOBEPKY MOJIHOTHI U NOCTOBCPHOCTH CBeHeHHﬁ, COACPIKAINNXCA B IMMPEACTABIICHHBIX
3asABUTCIIEM JOKYMCHTAX;

2) MMPUHHUMACT PCHICHUC O IMPOBCACHHUU 3KCICPTU3BI JOKYMCHTOB JIA IMOJYYCHHA Pa3pCHICHUA Ha
MMPOBCACHUEC KIIMHHUYCCKOr0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIp€rnapara ajad MEAUIUHCKOTO
MMPUMCHCHUA U 3TUYECKOU OKCIICPTU3BI NI 00 oTKa3e B IMPOBCACHNHN YKA3aHHBIX DKCIICPTHU3;

Ilonoscenua nynkma 3 wacmu 3 cmamou 39 (¢ peo. @edepanvnozo 3axona om 30.01.2024 N
1-D3), kacarouwuecsa npedocmasieHus 20Cyo0apcmeeHHbIX YCiye npu 00pauieHuu
JIEKAPCMBEHHBIX CPEOCHE O MEOUUUHCKO20 NPUMEHEHUA ROCPEOCHEOM eOUHOT
20Cy0apcmeeHHOu UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeennoit unghpopmayuonnoit cucmemsl ""Eounulii nopman 2ocyoapcmeeHHuvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumensomces c 01.01.2025. Pecucmpayuonnvie
yoocmogepenus 1eKapCcmeeHHbIX nPenapamaog 011 MeOUYUHCKO20 NPUMEHEHUS,
noomeepcoarouiue haxm 20cyoapcmeeHH ol pecucmpayuu, Ha GyMaxcHom Hocumeie u
0yonuKamol pe2ucmpayuoOHHbIX YOOCMO6ePEeH Il 1eKAPCHEEHHbIX NPEnapamog 0
meoununckozo npumenenusn ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopawenus
JIEKAPCMBEEHHBIX CPEOCME 01 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00PaAUueHUU 6
YHOTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 61aCMU 3a 8bl0aUell YKA3AHHO020
0ybnuKama HanPAeNAEmMca 6bINUCKA U3 20CYOAPCMEEHHO20 Peecmpa 1eKapCcmeeHHbIX CpeoCcma,
HOORUCAHHAA YCUTICHHOU KEATUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YROTHOMOYEHHO20
AUUA YNOTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU énacmu (nyukm 5 cmamovu 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).
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3) HampaBiseT 3asBUTENIO MOCPEACTBOM EIMHOIO MOpTaja WIM B JIMYHBIM KaOUHET 3asBUTENS B
€IMHOW CHUCTeME IMOJNMUCAHHOE YCHJICHHON KBATU(DUIMPOBAHHON SJIEKTPOHHOH IOANUCHIO
YBEIOMJICHHE O IPUHATOM pELICHUM JUOO0 B Cilydae NPUHATUS pPEUIeHHus 00 OTKa3ze TaKxke ¢
yKa3aHHMEM IIPUUMH Takoro oTkasa; (B pel. @enepanpHoro 3akona ot 30.01.2024 N 1-P3)

IHlonosxcenuna nynkma 4 wacmu 3 cmamou 39 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-D3), kacarowueca npedocmasieHus 20Cy0apCmeeHHbIX YCaye npu oopawieHuu
JIEKAPCMEEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUA ROCPEOCEOM eOUHOTL
20Cy0apcmeeHHOol UHPOPpMaAyUOHHOU cucmemsl 8 cjhepe 30pasooxpanenusn u (uau) geoepanvHoii
2ocyoapcmeennou unghopmayuonnoit cucmemsl ""Eounulit nopman 20cyoapcmeeHslx u
Mmynuyunanovuvlx ycaye (pynxkuyuir)"', npumenarwomesn c 01.01.2025. Pecucmpayuonnuwie
yoocmogepenus 1eKapCcmeeHHbIX nPenapamaog 011 MeEOUUYUHCKO20 NPUMEHEHUS,
noomeepoiicoarouiue haxm 2ocyoapcmeeHHoll pecucmpayuu, Ha OYMaA3cHOM Hocumene u
0yonuKamol pezucmpayuoHHbIX YOOCMO6ePEHUIl 1eKapCMEEHHbIX NPEnapamos 0
meouyunckozo npumenenus c 01.01.2025 ne svioaromca. Cyovexkmy odpaujenun
JIEKAPCMEEHHBIX CPEOCME 011 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00paueHuU 6
YROTHOMOYEHHDLIL (hedepanbHblil Op2an UCNOTHUMEbHOI 81ACHU 3 8bl0AYell YKA3AHHO20
0ybnuKama HanPaeNAemca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCcma,
HOORUCAHHAA YCUTICHHOU K8AIUDUUUPOBAHHOUL I]IEKMPOHHOU ROORUCHIO YROJTHOMOYEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU enacmu (nyukm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

4) HampaBisieT B JIMYHBINA KAOWHET SKCIIEPTHOTO YUPESKACHUS B €IMHON CUCTEME U JINYHBIN KaOWHeT
coBeTa II0 DOTUKE 3aJaHUs Ha MPOBEACHUE COOTBETCTBYIOIIUX OKCIIEPTU3, IIOANHCAHHbIE
YCUJICHHBIMH KBaJTU(UIIMPOBAHHBIMHU JIEKTPOHHBIMH MOAMUCAMH. (B pea. DenepanbHOTO 3aKOHA OT
30.01.2024 N 1-®3)

Ilonoscenua wacmu 4 cmamou 39 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MEOUUYUHCKO20 RPUMEHEHUSA NOCPEOCMEOM eOUHOU 20CY0aPCMEEHH Ol
UHopmayuonnoil cucmemnl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanbHoil 20cy0apcmeenHoll
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(pynkyui)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, nOOmeepicoaloujue paxkm 20cyoapcmeeHoul
pecucmpayuu, Ha OyMasicHOM HOcumene u OyoauUKamol pe2ucmpayuoHHbIX YOOCMO8ePeH Ul
JIeKApCMEEHHBIX NPEnapamoe 014 meOuyunckozo npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cyovexkmy odpawjenus 1eKapcmeeHHbIX CPeoCcme 011 MeOUUUHCKO20 NPUMEHEHUS NPU €20
obpauienuu 8 ynoJaHOMOYECHHbLIL hedepanbHblil OP2an UCNHOTHUMENbHOU 61ACMU 34 6bloayell
YKa3annozo 0yoauKama Hanpaeisaemcs 6bINUCKA U3 20CY0apCmEeHH020 peecmpa
JIeKapcmeeHHbIX CPpedCcn8, ROORUCAHHAA YCUTCHHOU K8ATUDUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYCHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

4. B ciyyae BBISIBJICHUS HEMOJHOTHI U (WJIM) HEJOCTOBEPHOCTH HH(pOpMAIMH, COepKallencs B
NpPEJCTAaBICHHBIX  3asgBUTENEM  JOKYMEHTax,  YIOJHOMOYEHHBIH  (enepalbHBIi  Oprax
MCIIOJTHUTENIbHOM BJIACTH HANpAaBJISeT B JUYHBIN KaOMHET 3asBUTENs B €IMHON CHCTEMe 3arpoc 00
YTOUHEHUM  yKa3aHHOW  MH(POpPMAlUH, IOJMUCAHHBIA  YCHJICHHOM  KBaJU(HUIIMPOBAHHOU
AIIEKTPOHHOM MOJMUCKHIO. 3asBUTENb OOs3aH HAMpPaBUTh B JIMYHBIA KaOWMHET YIOJIHOMOYEHHOIO
dbenepanbHOTO OpraHa HCIOJHUTEIHLHOW BJIACTH B EAMHOW CHUCTEME MOANMUCAHHBIA YCHICHHON
KBJIM(ULIMPOBAHHOMN 3JIEKTPOHHOM MOAMKCHIO OTBET Ha 3alpOC YMOJIHOMOYEHHOTro (heaepaabHOro
OpraHa HCIHOJHHUTEIBHOM BJIACTH B CPOK, HE NPEBBIIIAIOIIMN AEBSHOCTa pabO4YMX IHEH co aHA
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MOJIy4YeHHUsl YMOJIHOMOYEHHBIM (pe/iepabHbIM OpPraHOM HCIIOJIHUTEIbHON BIACTH AJIEKTPOHHOTO
YBEJIOMJICHHS O TIOJIy4eHHUH 3asiBUTeNieM 3amnpoca. Cpok, yKa3aHHbBIM B 4acTU 3 HACTOAILEH CTaThH,
MPUOCTAHABJIMBACTCA CO JIHA HANpaBieHHUs B JIMYHBIA KaOWHET 3asBUTENIA B €IUHOW CHCTEMeE
3arpoca yrmoJHOMOUYEHHOTO (eepaTbHOr0 OpraHa UCIOTHUTEIBHOM BIIACTH JIO THS HAIpPaBJICHUS B
JUYHBI KaOWHET YyHNOJHOMOYEHHOIo (elepallbHOro OpraHa HCHOJHUTEIbHOM BIACTH B €IMHOMN
CHUCTEME OTBETA Ha 3aMpOC U HE YUYUTHIBACTCS MPU UCUUCICHUU CPOKA MPUHATUS YITOTHOMOYEHHBIM
benepanbHBIM OPraHOM HCIOJIHUTENBHOM BIACTH PELICHUS O MPOBEACHUU IKCIIEPTU3BI JOKYMEHTOB
JUISL TIOJIyYEHHUsl pa3pellieHus Ha MPOBEACHHE KIMHUYECKOTO MCCIIEOBAHUS JICKAPCTBEHHOTO
npenapara Jijisi MeAUITMHCKOTo MpuMeHeHusl. (B pea. @enepanbaoro 3akoHa ot 30.01.2024 N 1-D3)

Honooswcenus wacmu 5 cmamou 39 (6 peo. @edepanvrnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcnmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCEOM eOUHOU 20CY0apCHmEEeHH Ol
UHpopmayuonnoil cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot "'Eounstii nopmain 20cyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(pynxuyuir)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoe 01 MeOUyUHCKO20 RPUMEHEHUS, NOOmEepHcoarouiue haxm 20cyoapcmeeHHou
pecucmpayuu, Ha OyMasicHOM HOcumee u OyOaUKAmbvl PecUcmpayuoHHbIX YOOCMO8ePeH Ul
JIeKapCMeEEeHHbIX NPenapamoe 0 MeOuyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexmy oOpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEeHHbLIL (hedepanbHblil Op2an UCHOTHUMETIbHOU 611ACHU 34 8bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCcmeennozo peecmpa
J1eKApCMEEeHHbIX CPeOCh 8, NOONUCAHHAA YCUICHHOU K8AIUDUUUPOBAHHOIL IT1IeKMPOHHOT
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @edepanvrozo 3axona om 30.01.2024 N 1-D3).

5. OcHoBaHMeEM ISl OTKa3a B POBEACHUHN IKCIIEPTU3BI JOKYMEHTOB JIJIsl IOJIYUYEHHS pa3pelieHus Ha
IIPOBEICHUE KIMHUYECKOTO HCCICAOBAHMSA JIEKAPCTBEHHOIO IIpenapara Uil MEJULUHCKOIO
IIPUMEHEHUS M dTUYECKOM DKCIIEPTU3BI ABIISIETCS MPEACTABICHUE JOKYMEHTOB, IPEIyCMOTPEHHBIX
YacThl0 2 HAcTOSIIEH cTaTbM, B HEMOJHOM OOBbeMe, HeNpeICTaBIeHUe 3asBUTEIEM B
YCTAaHOBJIEHHBIH CpPOK OTBETa Ha YyKa3aHHbIM B 4YacTu 4 HAcTOSIIEW CTaTbU 3ampoc
YIOJIHOMOYEHHOr0  (peiepanbHOr0 OpraHa HCIOJHUTEIbHOM BIACTH JUOO OTCYTCTBHE B
MPEJICTABICHHBIX JIOKYMEHTAaX HCYEPIBIBAIOIIEr0 IEpedyHs HeoO0X0oAMMOM HHGOpMaluu WIH
uH(pOpMalnU, KOTopast JOJDKHA ObITh OTpa’keHa B HUX, a TaKXkKe OTCYTCTBUE CBEJCHM, KOTOpPhIE B
JabHENIIEM MTOATBEPKIAFOTCS IIOCPEICTBOM MEKBEJIOMCTBEHHOTO JIIEKTPOHHOI'O
B3aUMOJICHCTBUSA, O (aKkTe YIUIaThl TOCYJApCTBEHHON MOLUIMHBI 3a IPOBEIACHHUE ATHUYECKOU
SKCIIEPTU3BI, SKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar Uil MOJYyYEeHHs pa3pelieHUs
Ha IMPOBEACHUE KIUHUYECKOTO HCCIEAOBAHMSA JICKAPCTBEHHOI'O IIpenapara s MEIULUHCKOro
INIPUMEHEHNs, 3a BbIAYy pa3pelleHuss Ha MPOBEICHUE KIMHUYECKOIO  HMCCIIEIOBAHMS
JIEKapCTBEHHOI'0 IIpemapara Juisd MEIULHUHCKOIO IPUMEHEHHUs, 3a IIPOBEICHHUE DKCIIEPTU3bI
JJOKYMEHTOB Ha JIEKApCTBEHHBIM Mpernapar Juisl MOJY4YEHHUs pa3pelieHUs Ha IPOBEICHUE
MEXIYHAPOAHOIO MHOTOLEHTPOBOI'0 KJIMHUYECKOIO UCCIENOBAaHUS JIEKAPCTBEHHOTO IIperapara Juist
MEIUIMHCKOrO TPUMEHEHMUsS, 3a BbIJAYy pa3pelIeHds Ha MPOBEJIECHUE MEXKIyHapOIHOTO
MHOT'OLIEHTPOBOI0 KJIIMHMYECKOI'O0 HUCCIIEIOBAHMS JIEKAPCTBEHHOIO Ipernapara Uisi MEIULMHCKOIO
IIPUMEHEHNS, 32 POBEICHNE dTUYECKOM IKCIIEPTU3BbI, SKCIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBII
npenapar Ui IOJYYEHUs pPAaspelleHHs Ha IIPOBEICHHUE ITOCTPETMCTPAlMOHHOIO KIMHUYECKOIO
WCCJIEOBAHMS JIEKAPCTBEHHOTO IIpemapara Uil MEAUIUHCKOrO IPUMEHEHMs, 3a BbLIAYy
paspemieHUss  Ha  MPOBEJEHHUE  IMOCTPETMCTPALIMOHHOIO  KIMHUYECKOIO  HCCIEAOBAHUS
JIEKapCTBEHHOT0 IpenapaTa JUlsl MEeIUIMHCKOro mpuMeHeHus. (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)
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Honosxcenuna wacmu 6 cmamou 39 (¢ ped. @eoepanvnozo 3axona om 30.01.2024 N 1-D3)
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU 20CY0apCHEEHH Ol
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uaiu) pedepanvHoil 20cyoapcmeeHHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHHblX u MyHUWURATbHBIX YCTY2
(¢pynxyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamos 011 MeOUYUHCKO20 RPUMEHEHU, hoOmeep coaruue haxkm 20cyoapcmeeHH ol
pecucmpayuu, Ha OyMasCHOM HOcumesne u OyoauUKamol pecucmpayuoHHbIX YOOCMO8ePeHUll
JIeKapCmeEeHHbIX NPenapamos 0 mMeouyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cybovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpawienuu 8 ynoaiHoOMO4eHHbLIL (hedepanbHblil Op2an UCHOTHUMENbHOI 611ACMU 34 8bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUDUUUPOBAHHOU IJ1IeKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

6. IlpoBenenuwe »SKcrnepTH3bl JOKYMEHTOB JUIsl TONYYEHHs] pa3pelieHuss Ha MpPOBEICHUE
KJIIMHUYECKOTO0 WCCJIEIOBAaHMs JIEKAPCTBEHHOI'O Tperapara s MEIUIMHCKOTO TNPUMEHEHUS U
ATUYECKON IKCIEPTHU3bI, COCTABIICHHE KOMHCCHEH JKCIIEPTOB M COBETOM I10 ITHKE 3aKJIIOUCHHUH O
BO3MO>KHOCTH WJIM HEBO3MOKHOCTH TMPOBEJICHUS TAKOTO KIIMHUYECKOTO UCCIEI0BaHUS, TOAMCAHNE
3aKJIIOUEHUN YCUJICHHBIMH KBATH(PHUIIMPOBAHHBIMU SJIEKTPOHHBIMHM MOANUCAMU U HaIlpaBJICHHE
JAHHBIX  3aKJIIOYEHWH B JIMYHBIA KAaOMHET  YIOJHOMOYEHHOro (enepaibHOTO  opraHa
UCIIOJTHUTENIbHOM BJIACTH B €IMHON CUCTEME OCYIIECTBIISIFOTCS B CPOK, HE MPEBBIIIAIOIINN JBAAIATH
MATH padOYuX THEH CO JIHS HANpPaBIICHUS B JIMYHBIA KAOMHET SKCIIEPTHOTO YUPESIKICHUS B CIUHOM
CHUCTeME 3aJaHHsl YIOJHOMOYEHHOro (¢eAepalbHOr0 OpraHa HWCHOTHUTENBHON BJacTd ¢
MIPUIOKEHUEM JJOKYMEHTOB, YKa3aHHbBIX B TyHKTax 3, 4, 10, 11 u 11.1 yacTu 2 Hacrose cTaThu, U
HApaBIIEHUSI B JIMYHBIM KaOWHET COBETa MO 3THUKE B €IUHOM chcTeMe 3aJaHHs YIOJIHOMOYEHHOTO
denepasbHOTO OpraHa MCIOJHUTEIBLHOM BIACTH C MPWIOKEHHWEM JOKYMEHTOB, YKa3aHHBIX B
nyHKTax 3 - 6 u 9 wactu 2 HacTosmeil crathu. (B pen. PeaepanpHoro 3akona ot 30.01.2024 N
1-®3)

Ilonoscenun wacmu 7 cmamou 39 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CYO0APCMEEHHOTL
UHopmayuonnoil cucmemnl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeenHoll
ungopmayuonnou cucmemut ""Eounvtii nopmain 20cyoapcmeennvix u MyHUYUNATbHBIX YCITY2
(pynxyuir)", npumensaromesn ¢ 01.01.2025. Pezcucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoe 07151 MeEOUYUHCKO20 RPUMEHEHU, nOOmeEep coaoujue hakm 20cyoapcmeeHnol
pecucmpayuu, Ha OyMascHom Hocumesne u OyoOaUKamol pe2UcmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKApPCMEEHHBIX NPEnapamoe 011 meOuyunckozo npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
o0pauieHuu 6 ynoaiHOMO4YEHHBLIL (hedepanbHblil OP2an UCNOTHUMETbHOU 671ACMU 34 8bl0ayell
YKa3annoz2o 0yonuKkama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYCHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

7. B cpok, He HpeBbIMIAIOIMIMKA Tpex pabouux JHEeW co THS HarpaBlieHHs B JMYHBIA KaOMHET
YIOJIHOMOYEHHOr0  (eiepaJbHOrO OpraHa MCIOJHUTEIbHOM BIAaCTM B €AMHOM cHcTeMe
3aKJIFOYCHUH, YKAa3aHHBIX B YacTH 6 HAcTOsIIEH CTaThH, YHOJHOMOYECHHBIM (peaepanbHbIi opraH
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WCIIOTHUTENIbHON BiacTu: (B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHIECCTBIIACT OLCHKY IMOCTYIIMBIINX 3aKJTFOYCHUM IJIs1 OIIPEACIICHUA UX COOTBETCTBUA 3alaHUAM
Ha OPOBCACHUC COOTBCTCTBYIOIUX 3KCIICPTU3;

Honoswcenusa nynkma 2 wacmu 7 cmamou 39 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N
1-D3), kacarowuecsa npedocmasieHus 20Cy0apCcmeeHHbIX YC1y2 NpU 00pawieHuu
J1eKapCmMeEEeHHbIX CPeOCme 01 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeeHHou ungopmayuonnoii cucmemst ""Eounvlit nopman zocyoapcmeenuvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumensaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamog 011 MeOUYUHCKO20 NPUMEHEHUS,
noomeepacoaroujue axm 20cyoapcmeeH ol pecucmpayu, Ha OyMasxcHom Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCH08€EPEeHUIL 1eKaApPCHEEHHbIX NPEnapamos 0
Meouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauienusn
JIeKapCMEEeHHBIX CPeOCHE 011 MeOUUUHCKO20 NPUMEHEHUSA NPU €20 00paueHuu 6
YRONTHOMOYEHHDLIL (hedepanbHblil OP2an UCHOTHUMEbHOU 61aCHU 34 8bl0aUell YKA3AHHO020
dydnuKama HanPaeNAemcsa 6bINUCKA U3 20CYOAPCMEEHHO20 Peecmpa 1eKapCmeeHHbIX CPeOCma,
NOONUCAHHAA YCUICHHOU KEATUDUUUPOBAHHOTL IT1EKMPOHHOI NOONUCHIO YROTHOMOUEHHO20
JUUA YROTHOMOYCHHO20 (hedepanbHo2o Opeana UCNONHUMENbHOU énacmu (nyHkm 5 cmamou 4
@Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

2) mpUHMMAET pelIeHHE O BbIAa4Ye pa3pelieHHss Ha TMPOBEJACHHE KIMHHYECKOTO HCCIIEOBAHUS
JIEKapCTBEHHOT'O TMperapaTa Ui MEIUIIMHCKOrO MPUMEHEHHs, BHOCUT B PEECTP BBIJAHHBIX
paspeumieHHid Ha TMPOBEACHHWE KIMHUYECKUX HCCIEIOBAaHUI  JIEKapCTBEHHOTO Tpenapara
COOTBETCTBYIOIIYIO MH(POPMALIMIO ¥ HANPABJISIET MOCPEICTBOM €IMHOI0 MOpTasa 3asBUTEII0 U B
JTUYHBIA KaOWHET 3asBUTENSI B €UHON CHCTEME BBIITMCKY U3 PEeCTpa BBIIAHHBIX pa3pelieHud Ha
NPOBE/IEHUE KIMHUYECKUX HCCIeOBaHUN JIEKApCTBEHHOIO MpernapaTa, MOANMCAHHYIO YCUIIEHHOU
KBaJIM(ULIMPOBAHHON AJIEKTPOHHOM MoAnuckto; (B pen. PenepanpHoro 3akona ot 30.01.2024 N
1-®3)

Hlonosxcenua nynkma 3 wacmu 7 cmamou 39 (6 ped. @edepanvhozo 3akona om 30.01.2024 N
1-D3), kacaowuecsa npedocmasieHus 20Cy0apCmeeHHbIX YCIy2 nPpUu 00paujeHuu
J1eKApCMEEHHbIX CPeOCme 01 MeOUUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHol UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghedepanvhoii
2ocyoapcmeennou ungopmayuonnoil cucmemst ""Eounsiit nopman zocyoapcmeennwix u
Mynuyunanwvhvix yciaye (pynkuyuir)'"', npumensiomea c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamog 011 MeOUYUHCKO20 NPUMEHEHUS,
noomeepscoaroujue haxm 20cyoapcmeenHoil pecucmpayuu, Ha OYMaMiCHOM Hocumese u
0yonuKamol pezucmpayuoHHbIX YOOCHOo8ePEeH Ul 1eKapCcmeeHHbIX RPenapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopauwienusn
JIeKApCMEEHHBIX CPEOCH8 011 MEOUUUHCKO20 NPUMEHEHUS RPU €20 00paueHuu 6
YROJIHOMOYEHHbLI (hedepanbHblil OP2an UCHOTHUMENbHOU 61ACMU 34 6blOAYell YKAZAHHO20
dybnuKkama Hanpaenaemca 6bINUCKA U3 20CY0apCmeeHHo20 peecmpa 1eKapcmeeHHbIX CPeocma,
HOONUCAHHAA YCUTIEHHOU K8ANUDUUUPOBAHH O )IEKMPOHHOU ROORUCHIO YNOJIHOMOUEHHOZ0
JUUA YROTHOMOYECHHO20 (hedepanbho2o Op2ana UCNOAHUMENbHOU énacmu (nynkm 5 cmamou 4
®Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

3) NPpUHUMACT PCHICHUC 00 oTKa3e B BbIIAYC Pa3pClICHUA Ha IMPOBCACHUC KIIMHUYCCKOI'O
HCCIICAOBAaHUA JICKAPCTBCHHOI'O IIpfriapara A MCIUIHUHCKOrO IIPHMCHCHUA W HAIPaBIACT
MoCpCACTBOM CIUHOIO IMOpTajIa 3adBUTCIIIO WA B JUYHBIA KaOUHET 3asgBUTEISI B €IMHOM CHCTEME
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JAHHOE pEIICHHE, TOANUCAHHOE YCHJICHHOW KBaIU(UIIMPOBAHHON AIIEKTPOHHOW MOAMHUCHIO, C
yKa3aHUEM MpUYHH OTKa3a. (B pen. Denepanbuoro 3akona ot 30.01.2024 N 1-D3)

8. OcHoBaHueM AJI1 OTKa3a B BbBLAAYC paspClICHHA Ha MPOBCACHUC KIMHHUYCCKOI'O HCCICAOBAHUA
JICKAPCTBCHHOT'O IIpf€rapara g MCIUIHUHCKOIO IMPHUMCEHCHHUA SABJIACTCA HaJIWYUC 3aKITIOYCHUA
KOMHCCHUH DOKCICPTOB WM 3aKIOYCHHA COBCTA 110 3THKE O HCEBO3MOXHOCTU [MPOBCACHUA
KIIMHUYCCKOIr'0 HCCJICAO0BAaHHA JICKAPCTBECHHOI'O IIpf€rapara A MCIUIHUHCKOTO IPHUMCHCHUS I10
pe3yjibTaTaM MPOBCACHHBIX 3KCIICPTU3, TPCAYCMOTPCHHBIX YaCThHIO 6 HaCTOHLHeﬁ CTaTbu.

9. Pemenne 00 oTkase B IMPOBCACHHUHN J3KCICPTU3bI JOKYMCHTOB [JIA IMOJTYYCHHA PaA3PCIICHHA Ha
MMPOBCACHUC KIIMHUYCCKOr0 HCCICAOBAHHA JICKAPCTBCHHOI'O Ipfrnapara o MCEAUIUHCKOIO
IMPUMCHCHHA U STHYSCKOM OKCIIEPTU3BI KU B BbIAAYC Pa3pCHICHUA Ha IMPOBEACHHUEC KIMHHYCCKOI'O
HCCIICAOBaHUA JICKAPCTBCHHOI'O IMpfrapara [mjiid MCIUIOUHCKOrO IMNPUMCHCHHA MOXKCET OBITH
00>KaJI0BaHoO B MOopAAKE, YCTAHOBJIICHHOM 3aKOHOAATCIILCTBOM Poccuiickoit CDCI[epaI_II/II/I.

Crarbs 39.1. DTuueckas 3kcneprusa (B pea. @eaepaabHOro 3aKkoHa 0T
22.12.2014 N 429-P3 (pen. ot 13.07.2015))

1. OTnueckas OKCIICPTHU3a TPOBOAUTCA COBCTOM IIO 9TUKE, CO3AAHHBIM B ITOPAAKE, YCTAHOBJICHHOM
YHOJHOMOYCHHBIM q)eﬂepaJII)HI)IM OopraHomM HCIIOJIHUTEILHOMN BJIaCTH, B ICJIAX BblJJa4M 3aKJIIFOUYCHUA
00 d3THYeCcKOH OO0OCHOBAHHOCTH BO3MOYKHOCTH MNpOBCACHUA KIIMHUYCCKOIO HMCCICAOBAHUA
JICKApPCTBCHHOTO IIperiapara 411 MCAUITUHCKOIO IPUMCHCHUS.

2. DKcriepTaMy COBETa 10 3TUKE MOTYT OBbITh IPEJICTABUTEIN MEAULIMHCKUX OpraHu3aluil, HayYHBIX
opraHu3aiuii, o0pa3oBaTEeIbHBIX OpraHU3alUil BBICHIETO 00pa30BaHHUA, a TAKXKE IPEICTAaBUTENH
OOIIECTBEHHBIX OpraHU3alllii, PEIUIHO3HBIX OpraHM3aluii U CPEeACTB MacCcOBOM HMH(OpMaIH.
JlanHble SKCHepThl HE JOJDKHBI HAXOJIUTHCS B KAaKOM-TMOO 3aBUCUMOCTH OT pa3pabOTUMKOB
JIEKapCTBEHHBIX IIPENapaToB M JPYrUX JIMI, 3aUHTEPECOBAaHHBIX B pE3yJbTaTaX 3THUYECKOU
AKCIEPTU3BIL.

3. Omnata yciayr SKCHEpTOB COBETa IO 3THUKE OCYIIECTBISETCS Ha OCHOBaHMM JOrOBOPA,
3aKTIOYEHHOTO MEXIYy YIOJIHOMOYEHHBIM (elepanbHbIM OpraHOM HWCHOJHUTENBHON BIIACTH,
KOTOPBIM CO3/IaH COBET 10 O3THUKE, W DKCIEPTOM COBETa MO JTHUKE, 3a CUeT OHIKETHBIX
ACCUTHOBAHUH, MPEIyCMOTPEHHBIX YHNOTHOMOYEHHOMY (QelepallbHOMYy OpraHy HCHOJHHTEIbHOM
BJIACTH, KOTOPBIM CO3/IaH COBET IO ATHKE, B (pesiepaabHOM OIOKEeTe Ha COOTBETCTBYIOIIMM T'OJ Ha
obecrieueHre ero IesTeNbHOCTH, B pa3Mepax, ycTaHoBIeHHBIX [IpaButenbctBoM Poccuiickoii
denepanuu.

4. DKcnepTbl COBETa MO 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanum.

Honoxcenusn vacmu 4.1 cmamou 39.1 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeen bIX yciy2 npu 00panieHuu 1eKapcmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHGOpMayuUOnHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uau) hedepanvHoit 20cyoapcmeenHol
unghopmayuonnoii cucmemst ""Eounuiit nopman 2ocyoapcmeennvlx u MyHUWURAIbHBHIX YCTY2
(¢pynxyuir)", npumenarwomcesn c 01.01.2025. Pecucmpayuonnuie y0ocmogepenus ieKkapcmeeHHvlx
npenapamoe 011 MeOUUYUHCKO20 NPUMEHEHU, NOOmEep coaouue haxkm 20cyoapcmeeHHou
pecucmpayuu, Ha OyMadscHOM HOcumee u OyoaUKamol pecucmpayuoOHHbIX YOOCMO8ePEeH Ul
JIeKapCmMeEEeHHbIX NPenapamos 0 mMeOuyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cyovexkmy odpawenus 1eKapcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
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odpauienuu 8 ynoa1HOMO4eHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACMU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHO KEATUDUUUPOBAHHOTL ITIeKMPOHHOTL
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @eodepanvrozo 3akona om 30.01.2024 N 1-D3).

4.1. Tlpu mnpoBeneHUU STUYECKOW ODKCHEPTU3BI HE JOMYyCKaeTcsa HCTpeOOBaHHUE DSKCIEPTOM Yy
3asIBUTEIIS TMOO MHBIX JIUI] MATEPHUATIOB, HEOOXOIUMBIX ISl TPOBECHUS ITHUECKOM dKCIepTrussl. B
clly4ae HEJOCTAaTOYHOCTHU MPECTABIEHHBIX 3KCIEPTYy MAaTEpUaIoB B JIMUYHBIN KaOWHET 3asBUTENS B
€IMHOW CHCTEME YIIOJHOMOYEHHBIM JIMIIOM COBETAa [0 JTHUKE HaIpaBJSIETCA 3alpoc O
MPEJICTABICHUH HEOOXOAMMBIX MaTepHalioB, MOJAMUCAHHBIA pPyKOBoAUTENEM (YIOJIHOMOUYEHHBIM
JUIIOM) COBETa TO O3TUKE C HCIOJIH30BAHUEM YCHIECHHOW KBaTHU(PHUIIMPOBAHHONW 3IEKTPOHHOM
MOJIMUCH, a TaKXKE HANpaBIIAETCS YBEAOMJICHHME OO0 YyKa3aHHOM 3alpoce B JIMYHBIM KaOMHET
YIOJHOMOYECHHOTO (eIepaIbHOTO OpraHa HCIIOJHUTEIBHOW BJIACTH B C€IWHOW cUCTeMe. (B peil.
®denepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenusn uwacmu 4.2 cmamou 39.1 (¢ ped. @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmaesienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CYO0apCMEEHH O
UHGOpMayUOHHOU cucmembl 8 cghepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHol
ungpopmayuonnoit cucmemol ""EOunsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynxuyuir)", npumenaromces c 01.01.2025. Pezcucmpayuonnuie y0ocmogepeHus 1eKapCcmeeHHbIX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMa3icHOM HOcumesne u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCMO08EPEHUTL
JIeKapCcmeeHHbIX NPenapamos 0na Meouyunckozo npumenenus c 01.01.2025 ne evroaromes.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeOCme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 6bl0aYell
YKQ3aHH020 0yOIUKAmMa HAnPAaeIAemcs 6blRUCKA U3 20CY0ApPCMEEHH020 peecmpa
JIeKapCMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ATUPUUUPOBAHHOU IJIEKMPOHHOU
nOONUCHIO YNOJIHOMOUEHHO20 TUYA YHOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.2. 3asBuUTenb 00si3aH HAMpPaBUTh B JIMYHBIM KAOMHET COBETa MO ITHKE B €IWHOW CHUCTEME
MOJMUCAHHBIA YCHJICHHOW KBaTU(UIIMPOBAHHONW SJEKTPOHHOW TMOIMKCHI0 OTBET HA 3ampoc O
MPEICTABICHUN HEOOXOMMBIX MAaTEPUATIOB COBETY IO 3THKE B CPOK, HE TTPEBBIMIAIOIINKN JEBIHOCTA
pabounx JHEW CO THS TMOJIYYEHHS COBETOM IO 3THUKE SJIEKTPOHHOTO YBEJAOMIJICHHS O TMOIYYCHHH
3asBUTENIEM YKa3aHHOTO 3arpoca. BpeMs co JHS HampaBlIeHHs] COBETOM IO JTHUKE B JIMYHBIN
KaOWHET 3asiBUTEIN B €IMHOW CHUCTEME 3alpoca O MPEACTABICHUN HEOOXOAMMBIX MaTepUajoB IO
JTHSI HATIPABJICHUSI 3asiBUTEJIEM B JIMYHBIM KaOWHET COBETa IO dTHUKE B €IMHOW CHCTEME OTBETa Ha
YKa3aHHBIH 3alpOC HE YUUTHIBACTCS MPU UCUUCICHUU CPOKA MPOBEICHUS STUYECKON HKCIIEPTU3HL. (B
pen. ®enepanproro 3akoHa oT 30.01.2024 N 1-P3)

5. CoctaB coBeTa 10 ITHKE, MOJOXKEHUE 00 ITOM COBETE, MOPSAIOK €ro ACSITENLHOCTH, TPEOOBAHUS K
KBATH(UKAIIMK W OMBITY pabOThl MO SKCIEPTHOW OIEHKE HAYYHBIX, MEAUIIMHCKUX M ITHYCCKUX
aCIIeKTOB  KJIIMHUYECKMX MCCIENOBAHMM JIEKQPCTBEHHBIX MpenapaToB Uil MEIULMHCKOTO
MIPUMEHEHUS, TPEABABIIIEMBIE K DKCIIEPTAM COBETA IO 3TUKE, MOPSAOK OPraHU3AMU U TPOBEACHUS
ATHUYECKOHN IKCIEPTU3bl, (hOpMa 3aKITFOUCHUS COBETA MO ITUKE YCTAHABIUBAIOTCS YIIOTHOMOYEHHBIM
dbenepalbHBIM  OPTAaHOM  HCIIOJHUTEIBHOM BIacTH. YMCIO TpeAcTaBUTENCH METUITMHCKUX
OpTraHU3aIil HE MOKET IPEBHIIIATH MTOJIOBUHY OT OOIIIEro YKciia SKCIEPTOB COBETA MO ITHKE.

6. Undopmanus o cocraBe coBeTa MO 3TUKE, IUIaHAX €ro paboThl M TEKyLIeH AeATelIbHOCTH
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pasmenaercs Ha O(UIUAIBHOM CaiiTe yMOJIHOMOYEHHOro (hpeepalbHOro OpraHa UCHOJHUTEIbHOM
BJacTU B ceTd "VIHTEepHET" B yCTAaHOBJIEHHOM UM HOPSJIKE.

Cratba 40. IIpoBeaenne KIMHUYECKOTO UCCJIETOBAHMS
JIEKAPCTBEHHOI'0 Mpenapara Jisi MeAMIUHCKOIr0 IPUMEeHEeHUs

1. PykoBoauTenb METUIIMHCKON OpraHU3allMd, KOTOpas MPOBOAUT KIMHUYECKOE HCCIIETOBaHHE
JEKapCTBEHHOTO TMpemnapara Juii MEJUIMHCKOrO IPUMEHEHHUsS, Ha3Ha4aeT WCCIeI0BaTels,
OTBETCTBEHHOI'O 3a IIPOBEJICHHE TAKOIO HCCIEIOBAaHMUSA U MMEIOIIEro JIEUEOHYIO CIIEIHaIbHOCTb,
COOTBETCTBYIOIIYIO MTPOBOAMMOMY KIMHHUYECKOMY HCCIIEIOBAHUIO JIEKAPCTBEHHOTO Iperapara, co
CTakeM paboThl MO HporpaMMmaM KIMHMYECKHX HCCIEIOBaHMN JIEKApCTBEHHBIX MpPENapaToB HE
MEHee 4eM TPHU rojia U IO ero MpeUIoKEeHUI0 Ha3HAa4aeT COMCCIIe0BaTeIel U3 YHCiIa Bpadei Toi
MeAMIMHCKONW opranu3zauuu. (B pea. denepanpHoro 3axona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

2. Hccnenosarens OCYHICCTBJIISICT BBI60p ManueHTOB, KOTOPBIC 10 MCAUIIUHCKUM IMOKA3aHUSAM MOT'YT
OBITh IMPUBJICYCHBI K YYaCTHIO B KIMHHUYCCKOM HCCIICAOBAHWH JICKAPCTBCHHOI'O IIpfliapaTa IJid
MCIULUHCKOI'O IPUMCHCHUA.

3. HccrnegoBarenb HM  COHCCICAOBATCIN  JTOJLKHBI OBITh  O3HAKOMJICHBI C pe3yjibTaTaMu
JOKIIMHUYCCKOI'0o HCCJIICOOBAHUA JICKAPCTBCHHOI'O CpCACTBA, COACPIKAIMMHCA B 6pomfope
HCCIICOOBATCIIA, IMPOCKTOM IIPOTOKOJIA KIMHHUYECKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpcrapara
A MCIUIUHCKOI'O ITIPUMCHCHUA, paBpa6OTaHHBIM pa3pa60Ttn/n<0M JICKAPCTBCHHOTI'O IIpCIiapaTra Ujin
HHBIM OPUAAYCCKUM JIMIIOM, IIPUBJICKACMBIM K OpraHu3alid IHPOBCACHUA KIMHHUYCCKOI'O
HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCllapaTa g MCIUOMUHCKOTO NPHUMEHCHUSA, U JpYyTHMU
MaTcpHraiaM TaKOTO UCCICTOBAHUS.

3.1. PykoBoauTenp MEAUIIMHCKOM OpraHu3ali B CPOK, HE MPEBBIMIAIOIINN TpeX pabodnx JHEH co
JHS Hayaja NpPOBEACHHUS KIMHUYECKOIO HCCIIEJIOBaHMs JIEKApCTBEHHOrO Mpenapara Juis
MEUIUHCKOTO MpPHUMEHEHHs, cooOliaer o0 3TOM B YIOJHOMOYEHHBIH (enepaabHblii OpraH
WCIIOJIHUTENIbHOM BJAcTH, BBIIABIIMN pa3pellieHue Ha MPOBEIAEHHME TaKOro MCCIENI0BaHUs, IO
ycTaHOBIIEHHON UM (opme. (B pea. DenepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

4. Opranuzanuy, OCYIIECTBISAIONIME OPraHU3aLUI0 TPOBEACHUS KIMHUYECKOTO HCCIEI0BAHMS
JIEKapCTBEHHOTO Tpernapara Jijisi MEIUIIMHCKOrO MPUMEHEHMS] M yKa3aHHbIE B 4acTH 3 cTaThbu 38
HacTosero degepanbHOro 3aKOHA, B Cllydae HEOOXOAMMOCTH BHECEHUS M3MEHEHHH B MPOTOKOJ
KJIIMHUYECKOTO HCCJIEOBAHMS JIEKAPCTBEHHOTO TIpenapara JUisi MEIUIMHCKOTO TPUMEHEHHS
c000IIarT 00 3TOM B YIOJIHOMOYEHHBIN (he/iepanbHblii OpraH UCMOITHUTEILHON BIACTH, BRIAABIINAN
paspellieHue Ha IPOBEJEHUE TAaKOTro HCCIIEeNOBaHUsS, IO YCTaHOBIEHHOM uM ¢opme. (B pen.
®epnepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. ®opma coOOIIEeHNS O BHECEHWH HM3MEHEHHH B TMPOTOKOJ KIMHUYECKOTO HWCCIEAOBAHUS
JIEKapCTBEHHOI'0 TMpernapaTta s MEIUWLIMHCKOTO NPUMEHEHUs JOJKHA COJlepKaTh CIEIyIOLIne
ceenenus: (B pea. GenepanpHoro 3akona ot 11.10.2010 N 271-D3)

1) HauMeHOBaHMe, ACHTU(PUKAMOHHBII HOMEp U J1aTa MPOTOKOJA KIMHUYECKOIO HCCIIeI0BaHUS;
(B pen. denepanpHoro 3akoHa ot 11.10.2010 N 271-P3)

2) mata BHECEHMs] M3MEHEHMH B MPOTOKOJI KJIMHUYECKOTO HcciefnoBaHust; (B pea. denepaibHOTO
3akona oT 11.10.2010 N 271-®3)

3) HaMMEHOBaHUE U MECTO HAXOXJACHU 3asiBuTeNs; (B pen. Peaepanbuoro 3akona ot 11.10.2010 N
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271-®3)

4) HaMEHOBAaHHWE OpraHU3AIlMH, IMPHUBICYCHHOW pPa3paOdOTYMKOM JICKAPCTBEHHOTO Iperapara K
OpraHu3alMy MPOBEACHUS KIMHUYECKOro HccienoBanus (nmpu Hanmuuuu); (B pen. denepaibHOro
3akoHa oT 11.10.2010 N 271-P3)

5) HaMMEHOBaHUSA M MECTa HAXOXICHUS MEIMIMHCKUX OpraHu3alui, B KOTOPHIX IMPOBOJUTCA
KJIIMHUYECKOe uccienoBanue; (B pea. @enepanbuoro 3akona ot 11.10.2010 N 271-P3)

6) nata BBIIAYM pa3pelICHHs HA MPOBEICHUE KIMHUYECKOrO HCCIEeOBAaHUS U HOMEpP 3TOrO
paspemienus; (B pea. @enepanbaoro 3akoHa ot 11.10.2010 N 271-P3)

7) N3MEHEHHUs, BHOCUMBIE B ITPOTOKOJI KIIMHUYECKOT0 HccienoBanus. (B pe. deaepanbHOro 3aKoHa
or 11.10.2010 N 271-®3)

Honosxcenun vacmu 5 cmamou 40 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CYO0apCMEEHH O
UHGOpMayUOHHOU cucmembl 8 cghepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnoit cucmemol ""EOounsiii nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynkuyuir)", npumenaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoes 014 MeOUYUHCKO20 RPUMEHEHUS, ROOMEepIHcoarouue akm 20cyo0apcmeeHHoll
pecucmpayuu, Ha OYMa3iCHOM HOcumese u OyOIUKAmMbL Pe2UCMPAUUOHHBIX YOOCMO8EPEH UL
JIeKapcmeeHHbIX NPenapamos 0na Meouyunckozo npumenenus c 01.01.2025 ne evioaromes.
Cyovexkmy oopaweHus 1eKapcmeeHHbIX CPeOCme 0 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMO4YEHHBLIL (hedepanbHblil OP2an UCNOTHUMEIbHOU 611aCMmU 34 6bl0aUell
YKa3aHH020 OyonuKkama Hanpaeisaemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapCMEEeHHbIX CPeOCm8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
nOONUCHIO YNOJIHOMOUEHHO20 TUYA YHOTTHOMOYECHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

5. B cpok, He mpeBbIIaoOmuUi ABaaTH BOCBMU pabouuX THEH co JIHS MOJy4YeHUs YKa3aHHOIO B
yacTUu 4 HacTOsIIEN CTaThbU COOOUIEHMS], YIIOJTHOMOYEHHBIN (eepalibHblil OpraH UCIOIHUTEIbHON
BJIACTH paccMaTpUBAET ATO COOOIIEHHE B YCTAHOBIEHHOM MM IOPSAJIKE U MPUHUMAET PELICHHE O
BHECEHMM HM3MEHEHUU B IIPOTOKOJ KIMHUYECKOTO HMCCIIEIOBAHUS JIEKAPCTBEHHOIO Ipemnapara Juis
MEIUIUHCKOTO TNPUMEHEHUs WM 00 OTKa3e BO BHECEHMM TaKMX HM3MEHEHHUH, MNOJMHCaHHOe
YCWJIEHHOM  KBaJM(UIMPOBAHHOM  DJIEKTPOHHOM  MOANUCBHIO, MOCPEACTBOM  HaIlpaBJICHUSA
COOTBETCTBYIOIETO PEIIEHUS B IMYHBIM KaOMHET 3asBUTENs B euHOl cucreme. [Ipu paccmoTpennn
co00IIIeHNsI 0 HEOOXOAMMOCTH BHECEHMSI M3MEHEHUN B IMPOTOKOJ KIMHUYECKOTO HCCIeAOBaHUS
JIEKapCTBEHHOTO Mperapara il MEIUIIMHCKOTO NMPUMEHEHHs B LENAX OLEHKH OOOCHOBAaHHOCTH
IIpEeIaraéMbIX N3MEHEHUI U ONPEJIETICHUS CTENIEHN PUCKA JUUIS NAMEHTOB, IPUHUMAIOIIUX YYaCTHE
B KJIMHUYECKUX MCCIEIOBAHUAX, YIOJTHOMOUYEHHBIM (efepabHbIM OpPraHOM HCIOJHUTEIbHON
BJIACTU MOTYT TPUBJIEKAThCS HKCIEPTHl COBETa MO O3TUKE M (WJIM) BKCHEpPThl 3KCIEPTHOTO
yupexaenus. (B pen. @enepanbHbix 3akoHOB oT 22.12.2014 N 429-®3 (pean. or 13.07.2015), or
30.01.2024 N 1-®3)

6. Knumanyeckoe wuccienoBaHue JIEKAPCTBEHHOTO IMpernapara JUisi MEIUIMHCKOTO TMPUMEHEHHUS
MOKET OBITh MPHOCTAHOBIIEHO WJIM IMPEKpPAIleHO, €CIU B IMPOILIECCe ero MPOBeIeHUs OOHapyKeHa
OTIAaCHOCTh IS KU3HH, 370POBbsI MAIMEHTOB. B ciydae BO3HWKHOBEHHUS OMACHOCTH IS JKU3HH,
3710pOBBSl MAIlMEHTA, YYaCTBYIOIIETO B KIMHUYECKOM MCCIIEIOBAHUHU JIEKAPCTBEHHOTO Ipernapara
JUIsL  MEIULMHCKOTO TMPUMEHEHHs, HCccleAoBaTean o0s3aHbl MpouH(GOpMHUpPOBaTH 00 3STOM
PYKOBOAMTEN MEAUIMHCKOM OpraHu3aldd M OpraHU3allfio, [OJYYUBIIYIO pa3pelieHue
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YIOJHOMOYEHHOTO (pe/iepabHOr0 opraHa MCIHOJIHUTEIHHONW BJIACTH HAa OPraHU3alMI0 MPOBEICHUS
KJIIMHAYECKOr0 MCCIIEOBAaHUs JIEKAPCTBEHHOrO Ipenapara. PemeHue O NPHOCTAHOBICHUHU
KJIMHWUYECKOrO0 HMCCJEJIO0BAHMS JIEKAPCTBEHHOrO Ipenapara Juisi MEIULHMHCKOTO IPUMEHEHHMS
IPUHUMAIOT PYKOBOJIUTENb MEIUIMHCKOM OpraHu3zauuud W (WIM) OpraHu3auus, I[0Jy4YHBILIas
paspelieHue yrnoJIHOMOYEHHOTO (heepaabHOro OpraHa MCIOJHUTENIBHON BIACTU HAa OPTraHU3aIIUIo
IIPOBEICHUS KIMHUYECKOIO HCCIEAOBAHUA JIEKAPCTBEHHOIO IIpenapara Uil MEJULUHCKOIO
MIPUMEHEHHUs, PEUICHUE O NPEKpalleHHH TaKOro HCCIEJOBaHUs IMPUHUMAET YIOJTHOMOYEHHBIN
denepanbHBI OpraH MCHOJHHUTEIBHON BIACTH Ha OCHOBAaHMM COOOIICHHS B MUCHMEHHOW (hopme
PYKOBOAMTENI MEOUUMHCKOW OpraHu3allMM WM OpraHu3alus, [OJY4YMBINAs pa3peuieHue
YIOJHOMOYEHHOTO (e/IepaIbHOr0 OpraHa MCHOJIHUTEIBHOM BIIACTH HA OPraHU3alMIO0 MPOBEICHHS
KJIMHUYECKOTr'0 MCCIIEOBAaHUs JIEKapCTBEHHOIO Ipenapara Jijisi MEAUIUHCKOrO IPUMEHEHHS.

7. B cpok, He MpeBbIIAOMUN MATH pabo4YMX JHEH cO IHS 3aBEpLICHUs, NPUOCTAHOBICHUS WU
MNpEKpaliCHUA KIMHHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOT'O IIpfrapara ajid MCEAUIUHCKOIO
IPUMEHEHHUs, COOOLIeHne 00 3TOM HaIpaBIseTCs] OpraHu3alMsIMU, YKa3aHHBIMU B YacTU 3 CTaThH
38 Hactosiero deaepanbHOro 3aKOHA, B YIIOJHOMOYEHHBIN (pe/iepajbHblil OpraH MCIOIHUTEIbHON
BJIACTH 110 YCTAaHOBJIEHHOU UM (hopme.

8. ®opma coOOIICHHUS O 3aBEPIICHUH, MPUOCTAHOBICHUHM WM MPEKPAIICHUN KIMHHYSCKOTO
MCCJIEIOBAHMsI JIEKAPCTBEHHOTO MpernapaTa Jijlsl MeIUIUHCKOTO IPUMEHEHUS JI0JKHA COJIEPKaTh:

1) uadopmaruoo 0 MEIUIIMHCKOW OpraHu3alliy WM MEAUIIMHCKUX OpPraHU3alUsIX, MPOBOIUBIIUX
JIAaHHOE HCCIIEI0BAaHUE;

2) OIMHUCaHUEC JaHHOI'O UCCIICAOBAaHMA,

3) nannble uccrnenoparens (pamunus, UMs, OTYECTBO, MECTO pPabOThI, 3aHMMaeMasi OJKHOCTb,
CIEIUATBLHOCTh, CTaX paldOThl MO MporpaMMaM KIWHUYECKHX HCCIIEIOBAHUMN JIEKAPCTBEHHBIX
MpenaparoB, MepeuyeHb KIMHUYECKUX HCCIIEIOBAHMI JIEKApCTBEHHBIX MPENapaTroB, B KOTOPBIX OH
IPUHUMAJ ydacTue (epHobl y4acTHsl) B KaueCTBE MCCIIEI0BaTENs WM COMCCIe0BaTeNs); (B pea.
®enepanbHoro 3akona ot 11.10.2010 N 271-P3)

4) pe3ynbTaT JAHHOTO WCCIEAOBaHUS (3aBEpIIeHUE, MPUOCTAHOBICHUE WK MPEKPAIICHHE TaHHOTO
WCCJICIOBAHMS C YKa3aHHEM UX MPUYUH U BIHUSHUS Ha OICHKY €ro pe3yJIbTaToB, OOIIYIO OIICHKY
pHUCKa U OKMJAeMOM TOJB3bI OT MIPUMEHEHHS HUCCIICyeMOTO JICKapCTBEHHOTO Tperapara, a TaKkxKe
mpeJnoiaraeMble ajabHeiIe AecTBUS).

8.1. Ilpu BbIsIBIEHHM (eAepaTbHbIM OPraHOM MCIOJHUTEIBHON BIACTH, OCYIIECTBISIIOIIUM
GYHKIIMM [TO KOHTPOJIIO M HAA30py B cdepe 31paBoOXpaHEHUs, HApYIICHUH MpaBuil Haajexaiei
KIMHUYECKONH MPaKTUKA IpU TPOBEACHUM KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOIO
npernapara, BIUSIOMNX Ha MOJIHOTY U (MJIM) TOCTOBEPHOCTh JAHHOTO KIIMHUYECKOTO MCCIIEA0BaHuUs,
yKa3aHHBIN (eiepaabHblil OpraH UCIOJHUTEIBHON BIACTH MPUOCTAHABIUBAET MIPOBEACHUE TaHHOTO
KJIIMHAYECKOTO0 MCCJIEIOBAHNUS M BBIHOCUT MEIUIIMHCKOW OpraHW3allH, B KOTOPOW IPOBOAMUTCS
JTAaHHOE KJIMHUYECKOEe HCCIIeIOBaHUe, MpeANrcaHie 00 yCTpaHEHUH BbISIBICHHBIX HapymeHui. [Ipu
HEYCTPAaHEHMM MEIWIMHCKOM OpraHu3alyell BBIABICHHBIX HApYyIIEHWH B YCTaHOBJIICHHBIA B
IpeNUCaHuM CPOK YKa3aHHBIN (efepabHbIi OpraH UCIIOJIHUTENFHON BIACTH MPUHUMAET PElIeHUe
O TMPEKpALEHWH IPOBENCHMS KIMHUYECKOTO MCCIEIOBAaHUs JIEKAPCTBEHHOrO IIpernapara H
HanpaBisgeT B QenepajabHbIl OpraH HCHOJHHUTENBbHOM BIIACTH, OCYLIECTBISAIOMMNA (DYHKIMH IO
BbIPa0OTKE U pean3alliy rocyJapCTBEHHON MOJUTHUKU U HOPMATUBHO-IIPABOBOMY PETYJIHMPOBAHUIO
B cepe 31paBOOXpAaHEHUS, 3aKJIIOYEHUE O BBIABICHUM IPU MPOBEICHUU JAHHOTO KIMHUYECKOTO
WCCJICIOBAHMSI HAPYIIECHUH NPAaBWJI HaJJIEXKAIEH KIMHUYECKON IMPAKTUKYU JJIS IPHHATHS PEIICHUS
00 OTMEHE pa3pellieHUs] Ha OpraHU3alHMI0 MPOBEICHHS JAHHOTO KIMHHYECKOTO HCCIIEOBAHUS C
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JaTbl TPHUHATHS PEIICHHS O TPUOCTAHOBJICHUW TMPOBEIACHUS KIMHUYECKOTO HCCIIETOBAHMS
JIEKapCTBEHHOTO npenapata. (B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-D3)

Honosxcenusn wacmu 8.2 cmamou 39 (6 peo. Dedepanvnozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 0151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHIEOM eOUHOTL 20CYOapCHEEHH O
UHOpMayuoHHoIl cucmemul 6 cghepe 30pagooxpanenusn u (uiu) hpedepanvHoii 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeenHblX u MyHUYUNATbHBIX YCIIY2
(¢pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus a1eKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeenHoll
pecucmpayuu, Ha OyMaxcHom Hocumee u OyOIUKAmsvl Pe2UCmpayuoHHbIX YOOCMO8ePEeH UL
JIEKAPCMEEHHBIX NPENApamoe 01 MeOuyuHcKko2o npumenenus ¢ 01.01.2025 ne gvroaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCme 0151 MEOUUUHCKO20 NPUMEHEHUSA NPU €20
odpauieHuu 6 ynoa1HOMOYEHHBLIL (hedepanbHblil OpP2an UCNOTHUMETbHOU 611ACMU 34 8bl0auell
YKa3annoz2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKApPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYEHHO20 (hedepanbHo20 0peana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

8.2. Ilpu mpoBeneHUM KIMHUYECKOTO HCCJIENOBAHUS JIGKAPCTBEHHOrO IIpemaparta Ul
MEJUIIMHCKOTO TPUMEHEHUsI B CJlydae YTOYHEHHUs (M3MEHEHHUs) HaHHBIX, COJIEP)KAIIUXCS B
pa3pelieHuu Ha IPOBECHHE TaHHOTO KIMHUYECKOTO UCCIEA0BAHNS, HA OCHOBAHWU HAIIPABIEHHOTO
B JINYHBIA KaOWHET YIMOJHOMOYECHHOTO (pelepaibHOTO OpraHa MUCHOJHUTEIHLHOW BIACTH B €IUHOU
CUCTeME OOpalleHHs] 3asBUTENS, MOJIMUCAHHOTO YCWJICHHOM KBaTU(UIIMPOBAHHOM 3JIEKTPOHHOM
MOAMKCHIO, C MPUIIOKCHHEM MOTHUBHPOBAHHOTO OOOCHOBAaHUSI M JOKYMEHTOB, MOJTBEPKIAIOIINX
HEOOXOJUMOCTh YTOYHEHHUSl JaHHBIX, YINOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTEIHHOM
BJIACTH B CPOK, HE MPEBBIMIAIOIINNA ABAANATH BOCBMHU pabOUYUX JHEH CO JHS MOCTYIUIEHUS TaKOTO
oOpaillleHusi, BHOCUT W3MEHEHHUs B pa3pellieHHe Ha MPOBEICHUE KIMHUYECKOTO HCCIeAOBAHUS
JIEKapCTBEHHOTO Tpernapara Jijisi MEJUIIMHCKOTO MPUMEHEHHSI U PEECTP BBIJAHHBIX pa3penieHuil Ha
MpOBeJICHNE KIMHUUYECKUX HCCIIEJOBAaHMM JIEKaPCTBEHHBIX IMpENaparoB, a TaKKe HamlpaBlseT B
JTUYHBIA KaOWHET 3asBUTENSI B €UHON CHCTEME BBIITMCKY U3 PEeCTpa BBIIAHHBIX pa3pelieHud Ha
MPOBEICHUE KIMHUYECKUX HUCCIEIOBAaHUMN JIEKAPCTBEHHBIX MPENapaToB, MOAMNUCAHHYIO YCHUIIEHHON
KBATH(UIIUPOBAHHON 3JIEKTPOHHON MOJIMHUCHIO, MO0 MPUHUMAET pellieHrne 00 0TKa3e BO BHECCHUHU
M3MEHEHUN B pa3pelieHHe Ha MPOBEACHHE KIMHUYECKOTO MCCIEI0BAaHUS JIEKAPCTBEHHOIO
npenapara JJjisi MEIUIIMHCKOTO TPUMEHEHUST ¥ HAIIPABJISIET B JIMUHBIA KAOMHET 3asIBUTENS B €IUHOMN
CUCTEME ITO pelIeHHEe, OANUCAHHOE YCUIIEHHON KBaTU(UIIMPOBAHHON AIEKTPOHHON MOIHUCHIO, C
yKa3aHHueM MPUYHH 0TKa3a. (B pen. @enepansuoro 3akona ot 30.01.2024 N 1-D3)

9. YriomHOMOYEHHBIN (efepaabHbIil OpraH UCIOJIHUTEIFHON BIACTH OIMyOJIMKOBBIBAET U Pa3MeIaeT
Ha cBoeM odunuambHOM caiite B ceTu "MHTepHeT" coolleHne o 3aBepiieHrH, TPUOCTAHOBICHUH
VI TIPEKPAIICHUN KIMHUYECKOTO0 HMCCIIENOBaHUA JIEKAPCTBEHHOrO Mpernapara uisi MEIUIIMHCKOTO
NPUMEHEHUS B CPOK, HE TMPEBBIMAIONUN TATH pabouyux JHEH CcO JHS €ero IMOJIy4eHHUs, B
YCTaHOBJIICHHOM UM TOPS/IKE.

10. YnonmHoMoueHHBIN (eaepanbHblii OpraH HUCIOJHUTENBHOW BJIACTH OCYILIECTBISIET BEJCHUE
peecTpa HccleqoBaTeNneil, MNPOBOASAIIMX WM NPOBOAMBIINX KIMHUYECKHE HCCIEAOBAHUS
JIEKapCTBEHHBIX MPENApPaTOB I MEAULMHCKOIO IIPUMEHEHUS, B COOTBETCTBUU C YTBEPKICHHBIMU
UM TMpaBWJIaMH M pa3MellaeT ero Ha cBoeM oduuuanbHoM caite B cetu "HHTepHer" B
YCTAHOBJICHHOM MM TMOpSAIKE. YKa3aHHBI peecTp COACPKUT MHQPOPMALHUIO, HPEAYCMOTPEHHYIO
MYHKTOM 3 4acTH 8 HACTOSIIIEH CTAThH.
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Honosxcenusn vacmu 11 cmamou 39 (6 peo. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocma 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU 20CYOapCMEEeHHOU
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uaiu) pedepanvHoil 20cyoapcmeeHHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHHblX u MyHUWURATbHBIX YCTY2
(¢pynxyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamos 011 MeOUYUHCKO20 RPUMEHEHU, hoOmeep coaruue haxkm 20cyoapcmeeHH ol
pecucmpayuu, Ha OyMasCHOM HOcumesne u OyoauUKamol pecucmpayuoHHbIX YOOCMO8ePeHUll
JIeKapCmeEeHHbIX NPenapamos 0 mMeouyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cyovexmy oOpawienus 1eKapcmeeHHbIX cpeocme 011 MEOUUUHCKO20 NPUMEHEHUA NPU €20
odpauienuu 8 ynoa1HOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUDUUUPOBAHHOU IJ1IeKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

11. Ortuer o pe3ynbraTax KIMHUYECKOTO HCCIEOBAHMs JIEKAPCTBEHHOIO Tperapara Ais
MEJUIIMHCKOTO TPUMEHEHMsI COCTABISIETCS OpraHu3alell, ykazaHHOW B dYacth 3 cTaThbu 38
HacTosero denepaabHOro 3aKOHA, W MPEJICTaBIISETCS B YIOJTHOMOYEHHBIN (henepanbHblil opran
WCIIOJTHUTEJIbHON BJIACTH, BBIIABIIMM pa3pelIeHHe Ha MPOBEIECHUE 3TOI0 MCCIIEIOBAHUS, B CPOK, HE
NPEBBIIIAIONINKM  JBEHAALIATH MECSIEB CO JIHA €ro 3aBepIleHHUs, MPUOCTAHOBJICHUS WIH
NPEKpalIeHUs,, B TIOPSAKE, YCTAHOBJICHHOM  YIIOJIHOMOUYEHHBIM  (DeepaqbHbIM  OpPraHoM
UCIIOTHUTENBbHOM BiacTu. (B pen. denepansHoro 3akoHa oT 30.01.2024 N 1-D3)

12. Hapymenue mnpaBui Haajexamled KIMHHYECKOW MPAKTUKH, (anbCUPUKAIMS pPe3yJIbTaTOB
KIIMHUYECKOI0 MCCIIEOBAHUS JIEKapCTBEHHOTO NpenapaTa JUisi MEAULMHCKOTO IPUMEHEHHUS BIEKYT
3a c000 OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/AaTeNbCTBOM Poccuiickoit @enepaunu. (B pes.
®enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015)

13. Ilpu npoBeeHNN KIIMHUYECKOTO UCCIIEI0BAaHUS JIEKapCTBEHHOTO IIpenapara JUisi MEAULIIMHCKOTO
NPUMEHEHUs JOlycKaeTcss 3a0op y TMAalMEeHTOB OWOJIOrMYECKUX MarepuanoB (oOpasisl
OMOJIOTHYECKUX JKUAKOCTEH, TKaHeW, CEKpeTOB U MPOJIYKTOB >KHU3HEESITEIbHOCTH YeJIOBEKa,
(GU3HONOrMYECKUX U MATOJIOTMYECKUX BbIIEJIECHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPI'aHU3MOB,
OuoncuiiHelii MaTepuan) a8 uX u3ydeHuss B Poccuiickoit ®enepanuu u (WiM) 3a Opeaesamu
Poccuiickoit ®enepanuu. (B pea. deaepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

14. Tlopsimok BBO3a B Poccuiickyro @enepannio U BbIBO3a 3a mpenaenbl Poccuiickoit denepanuu
OMOJIOTHYECKUX MAaTepualioB, IMOJYYEHHBIX NpPU TMPOBEJIECHHHM KIMHUYECKOTO HCCIEeI0BAHUS
JIEKapCTBEHHOI'0 Tpernapara JJisi MEIUIMHCKOIO NpUMEHEHus, ycTaHaBnuBaercs I[IpaBurenscTBOM
Poccuiickoit ®enepaunu. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

Cratbs 41. JloroBop 0 npoBeeHMH KIMHAYECKOTO UCCICT0BAHUS
JIEKAPCTBEHHOI'0 NMpenapara 1Jjisi MeJMIIUHHCKOr0 IPUMEHEeHU

1. KnuHuueckoe wcclieloBaHUE JIEKAPCTBEHHOIO Ipernapara Juisi MEAUIUHCKOIO MPUMEHEHUS
MPOBOAUTCS B COOTBETCTBUM C JOTOBOPOM O MPOBEACHUM KIMHUYECKOTO HCCIEHOBAHUS
JIEKapCTBEHHOIO Mpernapara sl MEIUIUHCKOr0 MPUMEHEHUS, 3aKJIF0YaeMbIM MEXy OpraHU3alueH,
MOJTyYMBIIEH pa3pelieHrne YIOJHOMOUYEHHOTO (helepaabHOro opraHa MCIOJIHUTEIBHON BIIACTH HA
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OpraHHu3alrio IIPOBCACHUA TaKoro HCCICa0BaHUsI, n MeﬂHHHHCKOﬁ opraHmauHeﬁ,
OCYHICCTBHHIOHleﬁ MMPOBCACHUC TAKOI'O UCCIICAOBAHUA.

2. I[OI‘OBOp O HPOBCACHUN KIMHUYCCKOI'O HMCCICAOBAHUA JICKAPCTBCHHOI'O IIplriapara JId
MCIUIUHCKOI'O IPUMEHCHUA JOJDKCH COACPKATD:

1) ycioBus 1 CpOKU MPOBEACHUS JAHHOTO HCCIICIOBAHUS;

2) ompeneneHue OOMIEH CTOMMOCTH MPOTPAMMEI JAHHOTO HWCCIICOBAHMS C YKAa3aHHEM CYMMBI,
npeHa3HavYaronecs Uil BHIIIAT UCCIIE0BATENSIM, COUCCIIEIOBATEIISAM;

3) onpenencHue GOpMBI IPEICTABICHHUS PE3YJIHTATOB TAHHOTO MCCIICIOBAHUS B YIIOJTHOMOUYCHHBIN
benepanbHbIN OPraH UCIOTHUTENIBHOM BIIACTH.

CraTtbs 42. DunaHcoBoe odecriedeHH e KIMHUYECKOT0 HCCJIeJ0BaAaHUA
JIEKAPCTBEHHOT0 Mpenapara JJisi MeAMIMHCKOr0 IPUMeHEeHusI

dunancosoe obecreueHHe KINHHYECKOIO HCCIICAOBAaHUs JICKAPCTBCHHOI'O IIpfliapara OJid
MCIUIMHCKOI'0 MPUMCHCHUA OCYIICCTBIIACTCA 3a CUCT:

1) cpencTB penepanbHOTO OIOKETA;

2) CpCaACTB OpFaHH3aHHﬁ, MMOJIYYMBIIUX Pa3pCHICHUC HaA OpPraHu3aluio IMPOBCACHUA ITAaHHOTO
HCCIICOO0BaHUs, B COOTBCTCTBHUU C YCIOBUAMU AJOTOBOPpA O €TI0 IMPOBCACHHNU,

3) MHBIX HE 3alpPEIICHHBIX 3aKOHOAaTeIbcTBOM Poccutickoit demepaiuu HICTOYHUKOB.

Crarbs 43. [IpaBa nanueHTOB, YY4ACTBYIOIIMX B KIMHUYECKOM
HCCJICA0BAHUM JIEKAPCTBEHHOI0 NPenapara AJs MeIUIHHCKOI 0
NPUMEHEHU

1. VYuactue mnamueHTOB B KIMHUYECKOM MCCJICIOBAHUM JICKAPCTBEHHOTO TMperapaTta Jyis
MEAUIIMHCKOTO MTPUMEHEHHUS SBIISETCS TOOPOBOIBHBIM.

2. [TanmeHT WK ero 3aKOHHBIN MPEeACTaBUTENb T0JKEH ObITh HHPOPMUPOBAH B MUCEMEHHOU (hopme
B BUJIE JIOKYMEHTa Ha OyMaKHOM HocuTene U0 B (opMme SIEKTPOHHOTO JOKyMEHTa: (B pe.
®enepanbHOro 3akoHa o1 28.12.2025 N 504-03)

1) 0 JICKApCTBCHHOM IIpfrapare i MEAUIUHCKOTO NPUMCHCHHA W CYIIHOCTH KIMHHYECKOTO
HCCJIICAOBAHUS 3TOTO JICKAPCTBCHHOI'O ITpCI1apara,

2) o 0e30mMacHOCTH JIEKAPCTBEHHOTO Ipernapara il MEAULIUHCKOrO MPUMEHEHHs, €ro 0XKUAaeMon
3¢ (HEKTUBHOCTH U CTENEHH pUCKa I MAIUEHTA;

3) 00 YCIIOBUAX YUACTUS MAIIMCHTA B KIMHUYCCKOM HUCCIICAOBAHUU JICKAPCTBCHHOI'O IIpCriapara JIJIs
MCIUIUHCKOI'O MPUMCHCHUSA;

4) 0 OCIM WM HOEIIX W MPOAOJDKHUTCIBHOCTU KIIMHHUYCCKOro HMCCICIOBAHUA JICKAPCTBECHHOI'O
npenapara JJjis1t MCIUIUHCKOTI'O IPUMCHCHU A

5) O nelcTBUSAX TMalMeHTa B Ciy4dae HENpeaBUIEHHBIX 3()(EKTOB BIUSHUS JEKAPCTBEHHOI'O
npenapara Jyisi MEAULUHCKOrO IPUMEHEHHS Ha COCTOSIHUE €T0 310POBbS;
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6) 00 yCIIOBHSX 0053aTEILHOTO CTPAXOBAHUS KH3HU, 3/I0POBbS MAIMCHTA;

7) 0 TrapaHTUuAgX KOHq)I/II[eHI_[I/IaJ'IBHOCTI/I ydacTusd MNanu€HTa B KIMHHUYCCKOM HCCIECAOBAHHUU
JICKApPCTBCHHOTO IIperiaparta i1 MCAUITHUHCKOI'O IPUMCHCHUS.

3. I[O6pOBOJ'IBHOC corjraCue€ mnmaiMeHTa Ha y4aCTHC B KIIMHUYECKOM HCCICAOBAaHHUU JICKAPCTBECHHOI'O
npemnapara ajad MCIUIHUHCKOr0 MPUMCHCHHA HOATBCPIKAACTCA €ro MOANUCBIO WUJIKM MOAIIHMCBIO €T0
3aKOHHOI'O IMMPEACTAaBUTECIIA Ha I/IH(bOpMaI_[I/IOHHOM JIMCTKE IMalluCHTA.

4. HaI_II/IeHT HJIM €T0 3aKOHHBIN IMpEACTAaBUTECIIb UMCCT IIPaBO OTKA3aThCA OT Y4aCTHA B KIMHUYECKOM
HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpfrapara I MCAUIUHCKOrO NPUMCHCHUA Ha 00011 cTaaun
IMPOBECACHUA TaKOI'0O UCCIICAOBAHM.

5. IlpoBeneHne KIMHHUYECKOTO HCCIEIOBAaHMS JICKAPCTBEHHOTO Iperapara s METUIIMHCKOTO
NPUMEHEHHUS C YYacTHeM B KadyecTBE MAI[MCHTOB JCTEH JOMYyCKAeTCs TOJIbKO MpPU HATHYUH
JTOOPOBOJILHOTO COTJIACHS HAa YYacTHE B KIMHHUYECKOM HCCIIEOBAHUM JIGKAPCTBEHHOTO Iperapara
JUIE  MEIMIIMHCKOTO TPHUMEHEHHS B HWH(QOPMAIMOHHOM JIMCTKE IMAl[MCHTa, TMOAMMCAHHOM UX
POOAUTCIAMHA, YCBIHOBUTCIIAMMU. HGTI/I MOTYT pacCMaTpuBaTbCd B Ka4Y€CTBC ITOTCHHHAJIbHBIX
NAIMEHTOB TAaKOT'O MCCIIEOBaHUS, TOJBKO €CIM €ro MPOBEICHUE HEOOXOIUMO ISl YKPEIUICHUS
3JI0pPOBbS JACTCH WM POPUITAKTHKYA HHPESKIIMOHHBIX 3a00JICBAaHUI B JIETCKOM BO3pacTe JIMOO eciu
IENBI0 TAaKOTO WCCJICIOBAHUS SIBISICTCS IOJNyYeHHWE JAHHBIX O HaWiIydlledl JT03UpOBKE
JIEKapCTBEHHOTO TpenapaTa JUlsl JIedeHus aereil. B aTux ciaydasx TakoMy HCCIETOBAHUIO TOJDKHO
NPE/IIECTBOBATh KIMHUYECKOE HCCIICOBAHUE JIGKAPCTBEHHOTO Iperapara s MEIUIUHCKOTO
NPUMCHCHUS Ha COBEPIICHHOJETHHX Tpa)KJIaHax, 3a UCKIIOYCHHEM CIyd4aeB, €CIIM HCCICIyEeMbIN
JICKApCTBCHHBIM TpenapaT Ui MEIUIIMHCKOTO MPUMEHEHHs NPEIHA3HAYCH HCKIIFOUUTEIBHO JUIS
HCIIOJIB30BaHMA HCECOBCPHICHHOJCTHUMU TI'pakKIaHaAMMU. (B pea. CDez{epanLHHX 3aKOHOB OT
22.10.2014 N 313-@3, ot 28.12.2025 N 504-03 )

6. 3anpemaeTc;1 MMPOBCACHUC KIIMHUYCCKOI'0 HUCCICAOBAHUA JICKAPCTBCHHOTO IIpCllapaTa JIsd
MCIUIIUHCKOI'0 MPUMCHCHUA C YUACTUEM B KAUCCTBC MAIlUCHTOB!

1) HeTeﬁ—CHpOT u HCTeﬁ, OCTaBIINUXCS 0€3 MONCUYCHHS pO,[[HTCJ'IGfI;

2) JKCHIOWUH B IICpHUOA 6epeMeHHOCTI/I, JKCHIIMH B MNCPUOJ TI'pPyAHOro BCKAapMJIMBAHUWA, 3a
HCKIIIOYCHUEM CJIYYacB, €CJIU MMPOBOAUTCA KIMHUYICCKOC NCCIICAOBAHNEC JICKAPCTBCHHOI'O MIpcIiapara,
NpEeaAHa3HAYCHHOIo JUJIA YKa3aHHBbIX JKCHIIWH, IIpU YCJIOBUU HeO6XO,Z[I/IMOCTI/I MMOJIYUCHH A
I/IH(i)OpMaHI/II/I TOJIBKO BO BPEM MPOBCACHHA COOTBCTCTBYIOIIHWX KIMHUYCCKHUX HUCCIICIOBAaHUM U
MMPUHATHUA BCCX HCO6XOI[I/IMBIX MCpP IO UCKIIFOYCHUIO pHUCKAa HAHCCCHUA BpPCJa KCHIIWHC B IICPUOJ
6epeMeHHOCTI/I, JKCHIOWHE B ICPUOJ I'PYJAHOTI'O BCKapMJIMBaHMA, IJIOAY WA pe6eHI<y;

3) BOEHHOCIY)KallUX, 3a MWCKJIIOUEHUEM CIy4yacB IPOBENCHUSA KIMHUYECKOTO HCCIIEN0BAHUS
JIEKapCTBEHHOI'O IpernapaTa, CleluaabHO pa3paboTaHHOrO NIl IPUMEHEHHUS B YCIOBUAX BOCHHBIX
NeMCTBUHM, Ype3BbIYAHHBIX CUTYaAlMi, NPOQHUIAKTUKHA M JIeYeHHs 3a00JIeBaHUN M MOpaKeHHH,
MOJIyYEHHBIX B pE3yJIbTaTe BO3ACHCTBHUS HEONArONMpPUATHBIX XHMHUYECKUX, OHOJIIOTHYECKUX,
panuanoHHbIX GakTopoB. KinHUYeckoe uccieoBaHie TaKoro JeKapCTBEHHOTO IpenapaTa MOXeT
IIPOBOJIUTBCS C YYaCTUEM B KadyeCTBE IALIMEHTOB BOCHHOCIYXKAllMX, 34 HCKIIOYEHHEM
BOCHHOCIYXAIlUX, MPOXOJAIINX BOEHHYIO CIyXOy IO MpH3BIBY, C COOJIOJICHHEM TpeOOBaHMIA,
YCTaHOBJIEHHBIX HacTOSIIMM DeepanbHbIM 3aKOHOM B OTHOIIEHUH T'PAKIAHCKHUX JIMII;

4) cOTpyIHUKOB MPAaBOOXPAHUTEIIbHBIX OPTraHoOB;

5) nun, oTOBIBAIONIMX HAaKa3aHWE B MECTaxX JIMIICHUs CBOOOMBI, a TAKXKE JIMI, HAXOMSIIUXCS MO
CTpaXkeil B CIIEICTBEHHBIX U30JISTOpPaX.
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7. Jomyckaercsi mnpoBeneHHE KIMHUYECKOTO HCCIEIOBaHMs JIEKApCTBEHHOTO IIpernapaTta IJis
MCIUIUHCKOI'0 MNPHUMCHCHUA, NPCAHAZHAUCHHOTO I JICUCHUA TICUXHYCCKUX 3a6OJI€BaHI/II7I, C
yd4acTUEM B KayecTBE MAlMEHTOB JIMII C TCUXMYECKUMHU 3a00JIeBaHUSIMHU, IPU3HAHHBIX
HEICEeCIIOCOOHBIMA B TOPSAIKE, YCTAHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®Deneparum.
Knunuueckoe ucciaenoBanue JeKapcTBEHHOTO Mpenapara B 3TOM Cy4yae MPOBOIUTCS MPU HATMYUU
JTOOPOBOJIBHOTO COTJIACHS HAa Y4YacTHUE B KIMHHUYECKOM HCCIIEIOBAHUM JIGKAPCTBEHHOTO Iperapara
JUTSL METUIIUHCKOTO TPUMEHEHUsI B UH(POPMAILIMOHHOM JIMCTKE MAIlUeHTa, MOJIHNCAHHOM 3aKOHHBIMH
IIPEJICTaBUTENSIMU yKa3aHHbIX JuLl. (B pel. denepanpHoro 3akoHa ot 28.12.2025 N 504-D3)

Crarbs 44. QO0s13aTe/IbHOE CTPAXOBAHUE KU3HH, 3[I0POBbS NMALMEHTA,
YYACTBYHOLIEr0 B KIMHUYECKOM MCCJIEIOBAHUHU JIEKAPCTBEHHOT 0
npenapara JJs MeJIUIHHCKOro npumMeHneHus (B pea. @eaepaabHOro
3axoHa ot 29.11.2010 N 313-®3)

1. OpFaHI/ISaI_[I/IH, [noJjiyguBHiasas pa3peoiCcHUEC Ha OpraHu3anuro IIPOBEACHHA KIIMHUYCCKOI'O
HCCIICAOBAaHUA JICKAPCTBCHHOI'O IIpcrapara i1 MCIUIHUHCKOIO MpUMCHCHMU, 0o0s13aHa B Ka4yecTBE
CTpaxoBaTeiisl CTPAXOBATh PHUCK NPUYUHCHUA BpCAa KWU3HHU, 3JOPOBBIO IMAIUCHTA B PE3YJILTATC
MMPOBCACHUA KIMHHUYCCKOr0 HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpfrapara o MEAULUHCKOIO
IMPUMCHCHHA 3a CBOM CUET IMyTEM 3aKJIIFOYCHHUA JOTOBOPpa 00513aTeILHOr0 CTpaxoBaHUs.

2. OOBEKTOM O0053aTeNILHOTO CTPAXOBaHUS SBJSIETCS WMYIIECTBEHHBI WHTEpEC TalHMeHTa,
CBSI3aHHBI C TPUYMHEHHMEM BpEAa €ro >KM3HM WM 3JI0POBBI0 B pe3yJbTaTe IPOBEACHHS
KJIMHUYECKOTO MCCIIeIOBAaHUS JIEKAPCTBEHHOTO Mperapara Jiisi MEAUIIMHCKOTO TPHUMEHEHHS.

3. CTpaxoBBIM CIIy4aeM IO JOTOBOPY 00s3aTEIBHOTO CTPAXOBAHUS SIBIISIETCS CMEPTH MAIUEHTA WIH
YXYAILIEHUE €ro 370pOBbsi, B TOM YHCJE BIEKYIIee 3a cCOOOH yCTaHOBJICHHWE WHBAIHIHOCTH, MPH
HaJIMYN HpI/I‘II/IHHO-CJIeI[CTBeHHOfI CBA3M MCKAY HACTYIUNICHUEM J3TOIO COOBITUI H ydyacTuem
MaUeHTa B KIIMHUYECKOM MCCIIEeIOBAaHUH JIEKAPCTBEHHOTO MIperapaTta.

4. Tpe60BaHI/I$I 0 BO3MCIICHHMHU Bpc€aa, IMPUIYUHCHHOI'O JXKHW3HU WJIMW 3J0POBBIKO ITallMCHTA,
MNpEABABIAOTCA B TCUCHHUC CPOKOB HCKOBOM AaBHOCTH, YCTAHOBJICHHBIX TI'pPaXXJaHCKHUM
3aKOHOJAaTCJIIbCTBOM.

5. Pa3zmep cTpaxoBoii BRIILIATHI IO JOTOBOPY 00s13aTEILHOTO CTPAXOBAHUS COCTABIISIET:

1) B CJIyda€ CMCpPTHU INAIMCHTA JBa MUJIJIMOHA pyﬁﬂeﬁ Ha KaXAO0TO IAallMCHTA, Y4aCTBOBABLICTO B
KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBECHHOT'O IIpLCIiapara,

2) npu yXyAILIEHUH 3J0POBbs MallMEHTA!

a) TOBJEKIIEM 3a COOO0H yCTaHOBJICHHE MHBAJIUAHOCTU | Ipymibl, OJUH MUJUIMOH MATHCOT THICSY
pyOseil Ha KakJI0ro MalueHTa, yYacTBOBABIIETO B KJIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO
npemnapara;

0) moBiiekmieM 3a coboW ycTaHOBIeHHE WHBamuaHOCcTH Il Tpymmel, oguH MWUMOH pyOsnel Ha
Ka)KIO0T0 MaIlMeHTa, y9aCTBOBABIIETO B KIIMHUYECKOM HCCIIE0OBAHUH JIEKAPCTBEHHOTO Mpenapara;

B) MOBJIEKIIEM 3a co0o0il ycraHoBineHue MHBamuaAHOCTU III rpymmbl, mATBCOT Thicsu pyOsel Ha
Ka)KJ0ro MalyeHTa, y4acTBOBABUIETO B KIIMHUYECKOM HCCIIE0BaHUH JIEKapCTBEHHOTO Mpenapara;

') He MOBJIEKIIEM 3a COO0I yCTaHOBIIEHUSI WHBAIMIHOCTH, HE OOJiee ueM TpHCTa Thicay pyOnel Ha
Ka)XJ0r0 MalyeHTa, y4acTBOBABIIETO B KIIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOIO Ipelapara,
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UCXOZS U3 HOPMAaTHMBOB, OTPAXKAIOIIUX XapaKTep M CTENEHb MOBPEKICHHS 30POBBS, a TaKXKe
(aKTUYECKH TIOHECEHHBIX TAIMEHTOM pPAacXOJ0B, BBI3BAHHBIX IMOBPESKICHUEM 370POBbs, Ha
MEAMIMHCKYIO MIOMOIIlb, TPUOOpETEHHE JIEKapCTBEHHBIX MpenaparoB. (B pea. deaepanbHOro 3akoHa
o1 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6. Yacte ytparuna cuiy. (B pen. dexpepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

7. Cpok moroBopa 0053aTEIILHOTO CTPaXOBAHUS HE MOXKET OBITh MEHEE, YeM CPOK IPOBEICHUS
KIIMHUYECKOI'0 UCCIIEIOBAHMS JIEKAPCTBEHHOTO MIperapara.

8. YcnoBus [oroBopa 0043aTelIbHOIO CTpaxOBaHMsA, B TOM YHUCIE CTpaxoBble Tapudbl 10
0053aTEIbHOMY ~ CTPAaXOBaHHIO, IE€PEUCHb HEOOXOJUMBIX JIOKYMEHTOB [UIS OCYIIECTBICHHUS
CTpaxoBoOH BBIILJIATBI, HOPSIOK  YCTAHOBJIEHUS CTpaxoBaTelieM UH/IUBUYaJIbHOTO
UICHTU(PHUKAIIMOHHOTO KO/Ia MAIMeHTa, OPsI0K HHPOPMHUPOBAHUS CTPAXOBATEIEM CTPAXOBIINKA O
IPUBJICUYEHHBIX K KIMHUYECKOMY HCCIIEOBAHUIO JIEKAPCTBEHHOI'O Ipenapara Uil MEeAULUHCKOTO
IPUMEHEHUS TAalMeHTaX, MOpSAJOK VyIUIaThl CTPaxOBOM IpEeMUH, MOPAJOK pealn3aluu
olpesieNeHHbIX HacToAmMuM DeneparabHbIM 3aKOHOM U JPYyTruMH (eliepaibHbIMU 3aKOHAMU IIPaB U
00513aHHOCTEHl CTOPOH MO JOTOBOPY OO0S3aTETBHOTO CTPAaXOBaHMSA, a TaKKe HOPMATHUBBI,
OTpaKaloIIUe XapakTep M CTENeHb IOBPEKICHUS 310pOBbS, YCTaHABIUBAKOTCS THUIIOBBIMU
npaBUIaMU 0053aTEIbLHOTO cTpaxoBaHus. (B pen. PenepanpHoro 3akoHa ot 22.12.2014 N 429-93
(pexn. ot 13.07.2015))

9.B CJIydac NpUIMHCHUA BPCAa )KM3HHU MANUCHTA, YHAaCTBOBABIICI'O B KIIMHUYCCKOM HUCCIICAOBAHUN
JICKApCTBCHHOTI'O IIpfIiapara, BbIl"O,I[OHpI/IO6peTaTeJ'IHMI/I o JoroBopy 0013aTeNBLHOr0 CTpaxoBaHUs
ABJIAIOTCA T'paXJdaHC, MMCIOIME IIpaBO Ha BO3MCHICHHME BpCAa B Cliyda€ CMCPTU KOPpMHJIbBLIA B
COOTBCTCTBUHU C TPAXKIAHCKHUM 3dKOHOAATCIBCTBOM, IMPHU OTCYTCTBUHU TAKUX T'paXJaH - POAUTCIIU,
cynpyr, A€t yMEpHICTOo  IMAalMCHTA, YYaCTBOBABIICTO B  KIMHHUYECKOM  HCCICAOBAHHUU
JICKApCTBCHHOTO IIpfllapara, B CJlIydYac CMCPTH ITAallUCHTA, YYaCTBOBABLICTO B KIIMHUYCCKOM
HCCIICOJOBAHUU JICKAPCTBCHHOI'O ITPErapara 1 HE MMEBIICTO CaMOCTOATCIIBHOI'O JOX0/J4a, - I'PpaXIaHEC,
Ha WXIHUBCHUHN KOTOPBIX OH HAXOAWJICA, B OTHOIICHHHU BO3MCHICHUA PACXOAOB Ha norpe6eHHe
ManucHTa, y4aCTBOBAaBHICIO B KIIMHHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIpfriapara, - JMIO,
IMMOHECIICC TAKHUEC PACXOABI.

10. CTanOBa}I BbIIIaTa B CUYCT BO3MCHICHUSA BpE€lAd, MNPUYUHCHHOI'O JKHW3HU ITIallUCHTA,
Y4aCTBOBABIICTO B KIMHHYCCKOM HMCCIICAOBAHUN JICKAPCTBCHHOI'O IIperiapara, pacinpeacidacTCs
MCKOY BLIFO,[[OHpI/IO6peTaTeJ'I$IMI/I MPONOPIHUOHATIBHO UX KOJIMYCCTBY B PABHBIX JOJIAX.

11. Ilpm HaCTymJE€HHH CTPAxXOBOIO Ciydas MalMEHT, YYacCTBOBABIIMKA B KIMHUYECKOM
UCCIICIOBAaHUH  JIEKAPCTBEHHOTO  MpemapaTa, BBITOJONpPUOOpeTaTesh BOpaBe MPEAbIBHUTH
HEIMOCPEICTBEHHO CTPAaxXOBIIMKY TpeOOBaHME O BO3MEIICHWH NpUYMHEHHOTO Bpeaa. CrTpaxoBas
BBIIJIATA OCYUIECTBIIETCA CTPAXOBIIMKOM B TEUYEHUE TPUAUATA JTHEW CO JHA MPEACTABICHUS
HEOOXOAMMBIX JOKyMEHTOB. llamueHT, y4yacTBOBaBIIMM B KIWHHYECKOM  HCCIIEIOBAHHH
JIEKapCTBEHHOTO TIperapara, WIH BBITOJONPHOOpeTaTenh 00s13aH COOOIIUTH CTPAXOBINUKY ISt
OCYIIECTBIICHUS CTPAaXOBOW BBIIATH WHIWBUIYAIbHBIA HACHTH(UKAIMOHHBIA KOJ TAIlMEHTa,
YCTaHOBJICHHBIA CTpaxoBaTeJeM B COOTBETCTBUU C THUIIOBBIMU MpaBUIAMH 00s3aTEIBLHOTO
CTpaxOBaHUs.

12. Jlo monHOrO ompeAesneHus pa3Mmepa MOIJIEKANEr0 BO3MEIICHUIO Bpella CTPaXOBIIUK I10
3asBJICHUIO TAIIMEHTA, Y4YacTBOBABUIETO B KIWHUYECKOM HCCIEAOBAaHUU JIEKAPCTBEHHOTO
npenapaTta, WIM 3asBICHHUIO BBITOJONpPUOOpETaTeNsl BIpPaBE OCYIIECTBUTh 4YacThb CTPaxOBOM
BBITIJIATBI, COOTBCTCTBYIOLIYIO (1)aKTI/I‘-IeCKI/I OHpeHeHeHHOﬁ JaCTU NPpUYMHCHHOI'O BpC/a.
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13. CrpaxoBasg BbIIUIATA B COOTBETCTBHM C JOTOBOPOM OOS3aTEIBHOTO CTPaXxOBaHHS
OCYHICCTBIIACTCA HE3AaBUCUMO OT BBIILJIAT, IPUYUTAOIIUXCA 11O APYTUM BUAAM CTPAXOBAHUA.

14. He AOIMYCKACTCA y4aCcTUC IaMCHTa B IMPOBCACHHUHN KIMHHUYCCKOI'O HCCICAOBAHUA
JICKApPCTBCHHOT'O IIpfIiapara IIpru OTCYTCTBUU JOT'OBOpa 0053aTeNLHOr0 CTpaxOBaHUA.

15. KoHTposib 3a HMCHOJHEHHEM OpraHu3alyeld, MOJyYUBILIEH pa3pelieHHe Ha OPraHU3alUIo
IIPOBEJCHUS KJIMHHYECKOTO MCCIENOBAaHUS JIEKApCTBEHHOIO IIpenapara sl MEAUIMHCKOIO
NPUMEHEHHS, YCTAaHOBJICHHON HACTOSIIEH CTaTheil 00s3aHHOCTH MO 00SM3aTENbHOMY CTPaXOBaHHIO
KHU3HH, 3/10pOBbSl MALMEHTA, y4YacTBYIOLIEro (Yy4acTBOBABLIEI0) B KIMHMYECKOM HCCIIEAOBAaHUU
JEKapCTBEHHOTO Mperapara, OCYLIECTBISETCS  YHOJHOMOYEHHBIM  (eepaJbHbIM — OpPraHOM
VCIIOJIHUTEIIBHOM BJIACTH, BBIIABIIMM pa3pellCHHE Ha IPOBEICHUE KIMHUYECKUX HCCIICJOBAHHUN
JICKApPCTBCHHBIX NPpCapaToB JJIA MCAUIUHCKOI'O IPUMCHCHU .

I'nasa 8. IPOU3BOACTBO U MAPKHPOBKA
JIEKAPCTBEHHbLIX CPEJICTB

Cratba 45. IIpou3BoACTBO JIEKAPCTBEHHBIX CPEICTB

1. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB M BETCPUHAPHOIO IPUMEHEHUS  JOJDKHO
COOTBETCTBOBATH TPEOOBAHUAM IMPABHJI HAJUICKAIICH MMPOU3BOACTBEHHOM MpakTHKH EBpasuiickoro
SKOHOMHYECKOro coro3a. Bplnaua cepTu¢ukaToB (3akiIIOYEHHUH) COOTBETCTBHSI NPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOIO NMPUMEHEHUsS TpeOOBAHMAM NPaBUJ HaJIeKalleH
IIPOU3BOACTBEHHON IPAaKTUKU EBpa3suiCKOro 3KOHOMHMYECKOIO CO03a OCYILECTBIAECTCA 10
pe3ynbTataM (apMaleBTUYECKUX MHCIEKIil. Pa3Mep miaTsl 3a BbAAUy yKa3aHHBIX CEpTH(HUKATOB
(3axmouenuii) ycranasnusaercs [IpaButensctBoM Poccuiickoit @enepanuu. [Topsaok opranuzanuu
U TpoBeAeHUs (apMalleBTUUECKUX MHCIEKINM MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB IS
BETEpUHAPHOIO  NPUMEHEHHs Ha  COOTBETCTBUE  TpeOOBaHMAM  NpaBWI  HaJJexarien
IIPOU3BOJCTBEHHON NPAaKTUKU EBPasmiiCKOro 3KOHOMMYECKOIO COK03a YCTAaHABIMBAETCS IPABOM
EBpazuiickoro skoHOMHU4ecKoro coro3a. (B pea. @enepaiabHoro 3akoHa ot 31.07.2025 N 304-P3 )

1.1. IIpou3BOACTBO JEKAPCTBEHHBIX CPEICTB I MEAMIIMHCKOIO INPHUMEHEHHMs B Poccuiickoin
®Penepanyy  OCYILIECTBIACTCA IPOU3BOAUTEISAMU JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUM C
IpaBWJIaMU HaJJIeXallel Mpou3BOJICTBEHHOM NMpakTuku EBpasuiickoro s3KOHOMHUYECKOIo CO03a. (B
pen. @enepanbHoro 3akoHa oT 31.07.2025 N 304-P3 )

2. Ilpou3BoACTBO JEKAPCTBEHHBIX CPEJCTB JJIsi BETEPUHAPHOTO NpUMEHEHUss B Poccuiickoit
denepaliil OCYUIECTBIISETCS MTPOU3BOJAUTEINSAMHU JEKAPCTBEHHBIX CPENICTB, UMEIOIIUMHU JTUIIEH3UIO
Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CpeacTB. [loaTBEp)KIAEHHE COOTBETCTBUS JIMLIEH3UATA ITPABUIIAM
HaJJIeKamniein MPOU3BOJACTBEHHOMN MPAKTUKA EBpazuiickoro 9KOHOMHYECKOI'O Co103a
OCYILECTBIISICTCS B paMKax JMLUEH3UPOBAHMUSA, B TOM YHCIE NEPUOAUYECKOrO IOATBEPKIACHHUS
COOTBETCTBUSI TPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB JIMIIEH3WMOHHBIM TpeOOBaHUSM, B
COOTBETCTBUU C 3aKoHoaaTenbcTBOM Poccuiickorn ®Pepeparuu. [Ipon3BOaCTBO JIEKapCTBEHHBIX
CPEACTB JUISI MEIUIIMHCKOTO TMPHUMEHEHUS] OCYIIECTBISAETCS MPOU3BOAUTEISAMHU JIEKAPCTBEHHBIX
CpEeACTB Uil MEIMLMHCKOTO NPUMEHEHHUS, HWMEIOUMMU JIMLIEH3UI0 Ha IPOU3BOJICTBO
JIEKapCTBEHHBIX CpEICTB. [TonTBepxnenune COOTBETCTBHA MpaBuiIamM HaJIeKaIen
MIPOU3BOACTBEHHON MPAaKTUKKU EBpa3zuiicCKOro 3KOHOMHUYECKOTO COK3a OCYLIECTBIISIETCA B pamMKax
JMILEH3UPOBAHUSA, B TOM YHCJIE NEPUOAUYECKOTO MOATBEPKIACHUSI COOTBETCTBHS JIMIIEH3UATA
JTUIICH3UOHHBIM TPEOOBAaHUSAM, B COOTBETCTBUH C 3aKOHOAATENhCTBOM Poccuiickoit deneparuu ¢
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y4eTOM OCOOEHHOCTEH, yka3aHHbIX B 4acTh 1.1 Hacrosmieil cratbu. B pamkax ocymiecTBieHUs
JUIEH3UPOBaHUs NIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB AJI1 MEIULMHCKOIO NIPUMEHEHUS, B TOM
YHClie TEPUOANYECKOTr0 MOITBEPKICHUSI COOTBETCTBHS JIMIIEH3MATA JIMLIIEH3UOHHBIM TPeOOBaHUSM,
IPU TOATBEPKACHUU COOTBETCTBUS MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB TPEOOBAHHSIM MPABUII
HaJUIe)Kalled  MPOU3BOJACTBEHHOM  MMpakTUKUM  EBpa3MiicCKOro  SKOHOMHYECKOIO  COHO3a
IPOU3BOIUTEINIO JICKAPCTBEHHBIX CPEJCTB JUISI MEIUIIMHCKOIO MPUMEHEHHUs BbIIAeTCs cepTudukar
COOTBETCTBUSI TPOM3BOJCTBA JIGKAPCTBEHHBIX CPEACTB TpPeOOBAHMUSM MPABHI HaJJIeKallei
IIPOM3BOJICTBEHHONW MpakTUKU EBpasuiickoro skoHOMHYecKoro corosa. (B pen. denepanpHoro
3akoHa oT 31.07.2025 N 304-®3)

2.1. JInsg uenedl JMUEH3MPOBAHMs INPOMU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB IS MEIULIIMHCKOIO
NPUMEHEHHS U MHCIIEKTUPOBAHUS CyOBEKTOB OOPAICHHUsI JIEKAPCTBEHHBIX CPEICTB HA COOTBETCTBHE
TpeOOBaHUAM MpPaBUI HaJUIeKallledl NPOM3BOJICTBEHHON NpakTUKU (enepanbHblii  opra
UCIIOJIHUTEJIbHOM BIJIACTH, OCYIIECTBISIOIIUN TIOCYAAPCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX
OpenapaTtoB Ui MEIULMHCKOIO  INPUMEHEHUs, MpefocTaBiseT  (eaepanbHOMY  OpraHy
UCIIOJIHUTENIbHOM BIIACTH, OCYIIECTBISIOLIEMY (efepaibHblii TOCYJapCTBEHHBIN JHIIEH3MOHHBIN
KOHTPOJIb JEATEIIBHOCTH 110 IPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB Ul  MEIUIMHCKOIO
NPUMEHEHHS, 110 €ro 3arpocy B paMKaxX MEXBEIOMCTBEHHOTO HH(POPMAIMOHHOTO B3aUMOJICHCTBUS
B INOPSAJIKE, YCTAHOBJICHHOM (pe/iepaibHbIM OPraHOM MCIIOJHHUTEIbHON BIIACTH, OCYLIECTBISIOIINM
JUIEH3UPOBAaHUE IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB MJIi MEIULUHCKOIO IMPUMEHEHUS, U
denepanbHbIM  OpPraHOM  HUCIOJHUTEJIBHOW  BJACTH, OCYUIECTBISIOIIMM  T'OCYJAApCTBEHHYIO
perucTpanmo JeKapCTBEHHbIX NPENapaToB JJIs MEIUIMHCKOrO0 IPUMEHEHUS, CIEAYIOINE CBEICHUS
0 JIeKapCTBEHHBIX CpEACTBaX (B TOM 4MCJIE€ B Cilydae, €CIM TaKUe CBEACHHUS COCTaBIIAIOT
KOMMEpPUECKYIO TailHy): (B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) B oTHOIIEHUH (PapMaleBTUYECKON CyOCTaHIIMU WK (papMaIieBTHYECKHX CYOCTaHIIUN, BXOIALIUX
B COCTaB JIGKAPCTBEHHOTO Tpenaparta (3a WCKIIOYeHHEM (apMaleBTHUECKUX CyOCTaHIIHH,
BKIIFOUEHHBIX B TOCYJApPCTBEHHBIN PEECTp JEKApCTBEHHBIX CPEJCTB B COOTBETCTBUU CO CTaThell 34
Hacrosiiero ®enepanbHoro 3akona): (B pea. enepanpHoro 3akona ot 30.01.2024 N 1-03)

a) HaMMEHOBaHME (papMaIleBTUUYECKON CYyOCTaHIIMHU, €€ CTPYKTypa, oOmue CBOWcTBa; (B pel.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) HauMeHOBaHUE  aapec mpousBoauTens; (B pea. denepanbproro 3akoHa oT 30.01.2024 N 1-03)

B) TEXHOJIOTHS MPOU3BOJACTBA C OMUCAHUEM CTaaui MPOW3BOJICTBA U METOJOB KOHTPOJISI Ha BCEX
CTaausgX Mpou3BoACTBa; (B pen. denepansHoro 3akoHa oT 30.01.2024 N 1-D3)

') oNKcaHue pa3paboTKH Mpolecca Mpous3BoacTBa; (B pen. denepansuoro 3akona ot 30.01.2024 N
1-D3)

1) OIIMCaHuE KOHTPOJISI KPUTHUECKUX CTAIHMH MPOU3BOACTBA U POMEKYTOUHON MPOAYKLUH; (B pe.
®enepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

€) JOKyMEHTaJIbHOE IOATBEPXKACHUE (BaJdMIalMs) MHpOIeccoB M (MJIM) UX OIEHKa; (B pex.
®enepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

) CBOMCTBA M CTPYKTypa JAeHUCTBYIONINX BeliecTs; (B pen. deaepanbHoro 3akoHa oT 30.01.2024 N
1-®3)

3) XapakTepucThKa nmpumecei; (B pea. enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) cnerudukanus Ha (GapMaIleBTUUECKYI0 CyOCTaHIIMIO U ee 00ocHOBaHue; (B pea. denepaibHOTo
3akoHa oT 30.01.2024 N 1-®3)
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K) aQHAIUTHYECKUE METOAWKH, WCIOJIb3yeMble TIIPH OCYIICCTBICHUHM KOHTPOJII KadyecTBa
dapmaneBTrueckoit cyocrannuu; (B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

JI) I[OKYMCHTEUIBHOC HOI[TBCp)KI[CHI/IC (BaJII/I[[aLII/I}I) AHAJIMTHYCCKHUX MCTOJUK, I/ICHOJIBSyeMLIX HpI/I
OCYIIECCTBJICHUU KOHTpPOJIA KadecTBa (apMarieBTHdeckoi cyOctanuuu; (B pen. DemepanbHOro
3akoHa oT 30.01.2024 N 1-®3)

M) pe3ynbTaThl aHajau3a cepuil ¢apmaieBTUYecKoil cyocranuuu; (B pen. deaepanbHOro 3aKOHa OT
30.01.2024 N 1-®3)

H) MepeUeHb CTaHIAPTHBIX 00PA3I0B MJIM BEUIECTB, UCMOJIB3YEMBIX MPU OCYIIECTBICHUH KOHTPOJIS
kaudecTBa; (B pen. GenepanpHoro 3akona oT 30.01.2024 N 1-D3)

0) OIKCAaHUE XAPAKTEPUCTHUK U CBOWCTB YMAKOBOYHBIX MATEPUAJIOB M YKYNOPOUHBIX CPEICTB; (B
pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) JaHHbIE O CTa0WJIBHOCTH (apmalieBTU4YecKoi cyOctanumu; (B pen. denepasbHOro 3akoHa OT
30.01.2024 N 1-®3)

p) cpok roxHocTH; (B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2) B oTHOIIEHUH (hapMalleBTUYECKUX CYOCTaHIIMM, BXOASIIUX B COCTaB JIEKAPCTBEHHOTO MpernapaTa
Y BKJIFOYEHHBIX B TOCYJJAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUH CO CTaThel 34
Hacrosmero dexepaibHoro 3akoHa: (B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

a) HaMMEHOBaHME (papMaIleBTUYECKONW CyOCTaHIMHU, €€ CTPYKTypa, oOmue cBoicTBa; (B pell.
®denepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) HauMeHOBaHME U ajpec mpousBoauTens; (B pea. PeaepanpHoro 3akona ot 30.01.2024 N 1-P3)

B) pe3yJbTaThl aHaJIM3a cepuil apmaneBTHUYecKo cyOcTtanuuy; (B pel. denepaqbHOr0 3aKOHa OT
30.01.2024 N 1-®3)

I') cpok roaHocty; (B pen. deaepanpHoro 3akoHa oT 30.01.2024 N 1-P3)

3) B OTHOLIEHUHU JIEKAPCTBEHHOrO Ipernapara Uil MEIULUHCKOrO TNpUMEHeHus: (B pex.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

a) OINMCaHME M COCTaB JICKAPCTBEHHOIO Ipernapara Uil MEIUIUHCKOro NpPUMEHEHUs; (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

6) onucanue (apManeBTHUECKOW pa3paboTku (0OOCHOBaHHE BBIOOpPA COCTaBa, IEPBUYHOU
ynakoBkH); (B pea. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

B) TEXHOJIOTHUSI MPOM3BOJACTBA C ONMUCAHHEM CTaJWi MPOU3BOJCTBA U METOJOB KOHTPOJS Ha BCEX
CTaauAX Npou3BoACTBa; (B pen. @enepanpHoro 3akoHa or 30.01.2024 N 1-P3)

I) ONHCaHWE KOHTPOJSA KPUTHYECKUX CTaJMil TIpollecca TMPOU3BOJICTBA M IPOMEKYTOUHON
nponykuud; (B pen. GenepanbHoro 3akona ot 30.01.2024 N 1-P3)

J1) HAUMEHOBAaHUE U aJJpec MECTa OCYLIECTBICHMs IMPOM3BOJCTBA JIEKAPCTBEHHOIO Iperapara Juls
MEIUIIUTHCKOTO TIPUMEHEHUS (B CIIydae HaJIMYUs HECKOJIBKHX YYaCTHHKOB IpoIlecca MPOU3BOICTBA
yKa3bIBaeTCs Kbl U3 HUX); (B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

e) ¢apmareBTUYECKasi COBMECTUMOCTh; (B pen. DenepanpHoro 3akona ot 30.01.2024 N 1-D3)

) MEKPOOUOJIOTHYECKUE XapaKTepucTHKY; (B pea. denepanbHoro 3akoHa oT 30.01.2024 N 1-D3)
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3) MarepuajgbHBbIN OajlaHC NI MPOM3BOJICTBA CEPUU TOTOBOrO MpoaykTa; (B pea. denepanpHOro
3akoHa oT 30.01.2024 N 1-®3)

M) ONHCAHHE XAPAKTEPUCTUK M CBOMCTB yMaKOBOYHBIX MATEPHUAIOB UM YKYMOPOYHBIX CPENACTB; (B
pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

K) JIOKYMEHTAJIbHOE MOJATBEPKICHHE (BaTHUAALIMs) TPOLIECCOB TPOU3BOACTBA U (WJIM) UX OLICHKA; (B
pen. @enepanbHoro 3akona ot 30.01.2024 N 1-P3)

7) TpeOoBaHUS K KayecTBY BCIIOMOraTelbHBIX BemiecTB; (B pen. denepanpHOro 3akoHa OT
30.01.2024 N 1-®3)

M) aHAIATUYECKHE METOJMKH, HCIOIb3yeMble TPU OCYIIECTBICHUM KOHTPOJII KayecTBa
BCIIOMOTATEJIbHBIX BEelIEeCTB; (B pel. PeaepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

H) JIOKyMEHTAJIbHOE MOATBEPXkACHUE (BaIMIALMsA) AHATUTUUYECKUX METOJUK, HCIOJIb3YEMBIX IpPU
OCYILECTBJICHMHM KOHTPOJISI KaUeCTBa BCIIOMOTaTeNIbHBIX BEIeCTB; (B pel. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

0) uHpopManus 00 HCIIOJIBF30BAaHUU BCIIOMOTATEIbHBIX BEIIECTB YEJIOBEYECKOTO M IKHBOTHOTO
npoucxoxaenus; (B pen. @enepanbHoro 3akona oT 30.01.2024 N 1-P3)

n) uHpOopMarms 00 HCHOIH30BAHWU HOBBIX BCIIOMOTATENBHBIX BEHIECTB; (B pen. PenepaabHOTroO
3axoHa oT 30.01.2024 N 1-P3)

p) TpeOoBaHMS K KayecTBY JICKAPCTBEHHOTO TMperapara Uil MEIUIUHCKOTO IMPHUMEHEHHUS
(ceprudukar, crnenmduKanus Ha JEKAPCTBEHHBIM MpernapaT W HMX O0O0OCHOBaHHE), (B pel.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

C) AQHAWIUTUYECKUE METOJMKH, UCIOJIb3yeMble IPU OCYLIECTBIEHUU KOHTPOJS KadyecTBa
JIEKapCTBEHHOTO MpenapaTa JUlsi MEIUIMHCKOro npuMeHeHus; (B pena. dexepaibHOro 3akoHa OT
30.01.2024 N 1-®3)

T) AOKYMEHTQJIbHOE TOJTBEPKICHHE (BalUAAlMsl) aHATUTHUYECKUX METOJUK, UCIOIB3YEMBIX MpPH
OCYIICCTBIICHUU KOHTPOJISI Ka4eCTBA JICKAPCTBEHHOTO TIperapara i MEJIUIIMHCKOTO TPUMEHEHUS;
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

y) pe3yNbTaThl aHAIU30B CEPUil JEKApPCTBEHHOTO Mpemnapara A MEIUIMHCKOTO MpUMEHEHUs; (B
pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

&) xapakTepucTtuka npumeceii; (B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

X) TMepedeHb CTaHAAPTHBIX OOPAa3IOB, HCIOJIB3YEMBIX MPH OCYIIECTBICHUHM KOHTPOJS KadyecTBa
JIEKapCTBEHHOT'O TIperapara Jjisi MEIUIIMHCKOTO NpuMeHeHus; (B pen. deaepaabHOTO 3aKOHA OT
30.01.2024 N 1-®3)

1) JaHHBIE O CTAOMIILHOCTH JIEKAPCTBEHHOTO MperapaTa Uisi MEAUIIMHCKOTO0 TIPUMEHEHUs. (B pel.
®epnepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3. HpOI/ISBO,Z[CTBO JICKAPCTBCHHLIX CPCACTB OCYHICCTBIIAACTCA C CO6J'IIOI[CHI/ICM TpCGOBaHI/Iﬁ
IMPOMBIIIJICHHOI'O  PCTIaMCHTA, KOTOpBIfI YTBEPKAACTCA  PYKOBOJUTCIEM  IMPOU3BOAUTEIIA
JICKAPCTBCHHBIX CPCACTB M BKJIHOYACT B ceOs NEpCUCHb HUCIIOJIB3YyCMbBIX (bapMaI_[eBTI/I‘-IeCKI/IX
Cy6CTaHHI/II\/II 1 BCIIOMOTaTCIIbHBIX BCHICCTB C YKA3aHUCM KOJIMYECTBA KAXAOTO W3 HUX, JAHHBIC 00
HCIIOJIb3yCMOM O60pyI[OBaHI/II/I, OMUCAHUC TCXHOJIOTMYCCKOTO IIponecca U MCTOAOB KOHTPOJIS Ha
BCEX JTalax MpOoru3BOJACTBA JICKAPCTBCHHBIX CPEACTB.
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4. TIpn npou3BOACTBE JIEKAPCTBEHHBIX MPENAPATOB AJIS MEAULIMHCKOTO MPUMEHEHHSI UCIIOIb3YOTCS
dapmareBTUYeCKrEe CyOCTaHIIMHU, CBEACHUS O KOTOPBIX COAEP)KATCS B TOCYNApCTBEHHOM peecTpe
JEKapCTBEHHbIX CPEIACTB s MEIUIUHCKOIO HNpHUMEHeHMs U (WIM) €IUHOM peecTpe
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3sMiiCKOro 53KOHOMHYECKOTO COI03a, 3a
UCKJIIOUEHHEM (hapMaleBTHUECKUX CyOCTaHLUM, MPOM3BOAMMBIX Jsl MPOBEJNEHUS KIMHUYECKHX
uccrnenoBanuii u (wnm) ans dkcnopTa. [lpw mpow3BOACTBE JIEKApCTBEHHBIX CPENCTB IS
BETEPUHAPHOIO IPUMEHEHMSI UCIIOJIb3YIOTCS (papMalieBTHUECKUEe CyOCTaHIIMH, CBEJJCHUS O KOTOPBIX
cofiepKaTcs B TOCYJapCTBEHHOM pPEECTpEe JICKapCTBEHHBIX CPEACTB sl  BETEPUHAPHOIO
IpUMEHEHUs, U (WIM) ToCylapCTBEHHOM pEECTpe JIEKapCTBEHHBIX CPEICTB A MEIUIMHCKOIO
OpUMEHEeHHs, W (WIM) €IUHOM pPEecTpe 3aperuCTPUPOBAHHBIX BETEPHUHAPHBIX JIEKAPCTBEHHBIX
npenapatoB EBpa3uiickoro 3KOHOMHYECKOI'O CO03a, U (UJIM) €AMHOM PEECTPE 3apErUCTPUPOBAHHBIX
JIEKAPCTBEHHBIX  CPeACTB  EBpasMiCKOTO  SKOHOMHYECKOIO  COK033a, 3a  HMCKIKOYEHUEM
bapMmaneBTUYECKUX CyOCTaHLUH, MPOU3BOAMMBIX JJISi MPOBEAECHUS KIMHUYECKUX HCCIEIOBAHUN U
(umm) aust oxeriopra. K mpornieccy mpounsBoacTBa (hapmaneBTHIECKOM CyOCTaHIIMM OTHOCSATCS JIIOOBIE
CTaJuM  TEXHOJIOTMYECKOIO  IpOLEecca,  MO3BOJSIIONME  IOJyYUTh  TIOTOBBIM  NPOJYKT,
COOTBETCTBYIOIIUI TpeOoBaHUAM (hapMaKONEHHOHN CTaThH, B TOM YHCIe )epMEHTALNs, IKCTPAKIIHS,
OUHUCTKA, BbIIEJCHUE, NEpEeKpUCTAIIM3alMs, BbICYIIMBAaHUE, M3MeIbueHHe. B ciyuae
HEOOXOIMMOCTH HCIOJIB30BAHUS ITUIOBOTO CHHMPTA, B TOM 4Hcie (papManeBTH4YecKoil cyOcTaHIuu
COHMpTa JTWIOBOIO (3TaHONA), IpPU MPOU3BOJICTBE JICKAPCTBEHHBIX CpPEACTB B KayecTBe
JEMCTBYIOIIEro U (WJIM) BCIIOMOTATEIbHOTO BEIIECTBA, @ TAK)KE B MHBIX TEXHOJOTHMUYECKUX IIEIISX
JIOJDKHA OBITh MCIOJIB30BaHA TOJIBKO (hapMaleBTHUECKasi CyOCTaHIMs CIIUPTa 3TUIIOBOTO (3TAHOII).
(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015), ot 27.12.2019 N
462-03, ot 27.12.2019 N 481-D3, ot 24.07.2023 N 341-D3)

4.1. IlepedeHb JIEKapCTBEHHBIX IPENApaToB Uil MEOUIIMHCKOTO IPUMEHEHMS, B OTHOIIECHUU
KOTOPBIX YCTaHaBJIMBAIOTCS TPEOOBaHUSA K O0BEMY Tapbl, YIaKOBKE M KOMILJIEKTHOCTH, MEPEUYEHb
JIEKapCTBEHHBIX IPENaparoB Uil BETEPUHAPHOTO NPUMEHEHHS, B OTHOIIEHHH KOTOPBIX
YCTaHABIIMBAIOTCA TpeOOBaHUS K 00bEMY Taphl, a TaKke TpeOOBAaHUS K 00bEMY Tapbl, YIIAKOBKE U
KOMIUIEKTHOCTH JIEKapCTBEHHBIX IPENapaTtoB JUIsl MEIUIIMHCKOTO INpPUMEHEHUs, TpeOOBaHUS K
0o0beMy Tapbl JIEKAPCTBEHHBIX NPENapaToB JJIsi BETEPUHAPHOTO TMPUMEHEHUS ONPEIeIIIIOTCs
COOTBETCTBYIOIIUMH YIIOJTHOMOUEHHBIMH (eiepabHBIMI OpraHaMM MCIIOJHHUTEIbHON BJIACTH B
nopsiike, ycraHoBieHHoM IlpaBurensctBoM Poccuiickoir @enepanuu. (B pen. denepaibHOTO
3akoHa oT 14.12.2015 N 374-®3)

4.2. Opranuzanuy, OCYIIECTBISIONIME MPOU3BOACTBO (HDapMalleBTHUECKON CyOCTaHIIMM CIHPTa
3TUJIOBOTO (3TaHOJA) JUIsI MPOM3BOJCTBA CIMPTOCOJEPXAIIUX JIEKAPCTBEHHBIX IpenapaTos,
00s13aHbl OCYIIECTBIATh YUET B MOPSIIKE, YCTAHOBICHHOM CTaThsiMH 8 U 14 denepanbHOro 3aKoHa
ot 22 Hoa6psa 1995 roga N 171-®3 "O rocynapcTBEHHOM pETYJIMPOBAHUN POU3BOJICTBA U 000pOTa
STUJIOBOTO CIHPTA, aJKOTOJBHOM M CHHpPTOCOAepXkamled NpOAYKIMHM U 00 OrpaHU4YeHUU
notpebinenuss (pacnuTHs) ankoroiapHo mponykiuu". IlpomsBoacTBo  dapmarieBTUUECKON
CcyOCTaHIIMM CHOUpPTa 3TUJIOBOTO (3TaHONA) JIOMYCKAETCs TOJBKO OpraHM3allel, OCyIeCTBISIOIeH
IPOM3BOJICTBO PEKTU(PHKOBAHHOTO 3TUIIOBOTO CITUPTA U3 MUIIEBOTO ChIPbS HA OCHOBAHUU JTUIICH3UU
Ha MPOU3BOJACTBO 3TUJIOBOTO CHHUPTA JJsl MPOU3BOACTBA (hapMalleBTHUECKONW CYOCTaHIIMM CHUpPTa
ATUIIOBOTO (3TaHOJIa) B COOTBETCTBUU ¢ TpeOoBaHusaAMHU DenepanbHOro 3akoHa oT 22 HosOpst 1995
roga N 171-®3 "O rocyaapcTBEHHOM peryJIMpPOBAaHUN MMPOU3BOJICTBA U 000OPOTA ITHIIOBOTO CIUPTA,
QJIKOTOJIBHOM M cHHMpTOcoAepXkalel NpoaAyKIuu M 00 OrpaHWYeHHH NOTpeOsieHus (pacruTHs)
AJIKOTOJILHOM MPOIYKIMH'"', METOAOM Pa3BEICHHS BOJIOW OUYHMILEHHOW TaKOro 3THJIOBOTO CIHUPTA,
IPOU3BENCHHOIO  JAaHHOW  OpraHM3allMed 10  MECTy  OCYIIECTBIEHHS  IPOM3BOJACTBA
(dapmareBTUUeCKOd CyOCTaHIIMKM CIUPTa ATHUJIOBOTO (3TaHo’a). (B pen. deaepanbHBIX 3aKOHOB OT
03.07.2016 N 261-®3, ot 27.12.2019 N 481-P3)
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4.3. apuBuayanbHbIC TPEANPUHUMATENN W IOPHIUYECKUE JIUIA, OCYMIECTBISIONINE 3aKyNKy H
UCTOJIb30BaHUE  (papMaleBTUUECKOM CyOCTaHLIMU CIOUpTa OSTWIOBOro (3TaHOda), a TaKkKe
MIPOU3BOJICTBO, H3TOTOBJIICHHE U (WiaM) 00OpPOT (3a HCKIIOYEHHEM PO3HUYHOM IPOJIAaXKH)
CIIUPTOCOJIEPKAIIMX  JICKAPCTBCHHBIX ~ IPEMapaTtoB, O0O0s3aHbI OCYIICCTBISATH WX yYe€T W
JICKJIApUPOBAHUE B TIOPSIJIKE, YCTAHOBICHHOM CTaThsiMH 8 U 14 denepanbHOTo 3aKoHa OT 22 HOSIOPS
1995 roma N 171-®3 "O rocynapcTBEHHOM PETyJIMPOBAHUH TPOW3BOACTBA M 000pOTa ATHIOBOTO
CIHpTa, AaJKOTOJBFHOW W CIUPTOCOJACPKAIIeH MPOAYKIMH W 00 OrpaHMYCHHH MOTPEOICHUS
(pactiutust) ankoroipHOM npoaykuuu". (B pen. @enepanbHoro 3akona otT 29.07.2017 N 278-D3)

4.4. I1pu npou3BOJICTBE JIEKAPCTBEHHBIX IIPENAapaToB /Ul BETEPUHAPHOTO IPUMEHEHUS 10y CKaeTCs
UCTIOJIb30BaHUE TIPOM3BEICHHBIX ISl peau3aiuy GpapManeBTHIeCKUX CyOCTaHIINH, BKIFOYCHHBIX B
rOCYJTapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEICTB YHOJIHOMOYEHHBIM (hefiepalbHbIM OpraHoOM
UCTIOJTHUTEIILHOW BJIACTH, OCYIICCTBIISIONINM BEJEHHE TOCYJAPCTBEHHOTO peecTpa JEKapCTBECHHBIX
CPEICTB JJIsl MEIUITMHCKOTO puMeHenus. (B pen. denepanbHoro 3akona ot 02.08.2019 N 297-D3)

5. 3anpermaercst MPOU3BOJICTBO:

1) nexapCTBEHHBIX CPEJICTB, CBEJEHUS O KOTOPBIX HE COJEP>KATCS B TOCYIapCTBEHHOM peecTpe
JIEKAPCTBEHHBIX CPEACTB ISl MEIUIUHCKOTO TMPUMEHEHHUs, M (WIH) TOCyIapCTBEHHOM peecTpe
JICKaPCTBEHHBIX CPEJICTB Ui BETEPUHAPHOTO TMPUMEHEHUs, U (WIM) EeIUHOM pEeecTpe
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpasuiickoro 3KOHOMHYECKOTO COw03a, U (WIH)
€MHOM pEeecTpe 3aperUCTPUPOBAHHBIX BETEPUHAPHBIX JEKAPCTBEHHBIX MpenapatoB EBpasuiickoro
SKOHOMHYECKOTO CO03a, 3a UCKIIOUYEHHEM JIEKAPCTBEHHBIX CPEJCTB, MPOU3BOAUMBIX ISt
MPOBEJCHNUS KIMHUYECKUX HCCIeNOBAaHUN WM I dKcropra; (B pea. denepanbHOro 3akoHa OT
24.07.2023 N 341-93)

2) danbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB;
3) nexapcTBEHHBIX CPEJCTB 0€3 JIMLEH3UN Ha IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) nekapCTBEHHBIX CPEACTB JAJIi BETEPUHAPHOIO NPUMEHEHHUS HE B COOTBETCTBUU C IMpaBUIAMH
Ha/JIeKallell MpPOM3BOJICTBEHHOM MNpakTHUKU EBpa3niickoro 3KOHOMHYECKOTO COl03a; (B pex.
®enepanbHoro 3akoHa ot 31.07.2025 N 304-03 )

5) moAmyHKT yTpaTui cuiy. (B pea. @enepanpHoro 3akoHa oT 27.12.2019 N 481-D3)

5.1) nexapCTBEHHBIX CPEICTB AJII MEAMIIMHCKOTO MPUMEHEHHS] HE B COOTBETCTBUH C IMpaBUJIaAMHU
HaJyIeKaIled MPOU3BOJICTBEHHOW NPAKTUKU EBpa3uiickoro SKOHOMHYECKOTO Ccoro3a; (B pel.
®enepanbHoro 3akoHa ot 31.07.2025 N 304-03 )

6) CHUPTOCOAEPHKALINX JIEKAPCTBEHHBIX IPENapaToB IO MECTY OCYILECTBIEHHUS MPOU3BOICTBA
dapmalieBTUYECKOM CyOCTaHIIMM CIUpPTa 3TUIOBOIO (3TaHONA) U (WJIM) MO MECTY OCYIIECTBIIECHUS
IPOM3BOJICTBA STHJIOBOTO CUPTa; (B pea. DenepanbHoro 3akona ot 27.12.2019 N 481-P3)

7) dapmareBTHUECKON CyOCTaHIIMU CHOUPTA STUIOBOTO (3TaHoNa) W (WJIM) CIHUPTOCOJEPKALIUX
JIEKapCTBEHHBIX IpernapaToB Ha OCHOBHOM TEXHOJIOTHYECKOM OOOpYJIOBaHMHU IS MPOU3BOJCTBA
ATHJIOBOTO CIIMPTA, YKa3aHHOM B myHKTe 1.1 crateu 14.1 denepanbHOro 3akoHa ot 22 HosiOps 1995
roga N 171-®3 "O rocyaapcTBEHHOM pETyJIMPOBaHUU MTPOU3BOJICTBA U 000POTA STHIIOBOTO CIHUPTA,
AJIKOTOJILHOM W cIUpTOCcOoAepKalieil MPOAyKIUH W 00 OrpaHUMYEHUU MOTpeOseHus (pactuTHs)
JIKOToJIbHOM mpoaykuuu". (B pen. deaepanpHoro 3akoHa oT 27.12.2019 N 481-D3)

6. HpI/I BBOJIC JICKAPCTBCHHLIX CPCACTB IAJId BECTCPUHAPHOTO IMPUMCHCHUSA B I‘pa)KIIaHCKI/Iﬁ 060p0T
YHOOJIHOMOYCHHOC JTUIO IMPOU3BOAUTEIIA JICKAPCTBEHHBIX CPEACTB JJIs1 BETCPUHAPHOTI'O IMIPUMCEHCHUA
OCYHICCTBJIACT MOATBCPIKACHHUC COOTBCTCTBUA JICKAPCTBCHHBIX CPCACTB MJId BCTCPUHAPHOTO
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NPUMEHEHUS TpeOOBaHUSAM, YCTAaHOBIEHHBIM MPH HUX TOCYJapCTBEHHOM perucrpaluu Win
peructpanuu B pamMmkax EBpa3suiickoro SKOHOMUYECKOI0 COK03a, U TapaHTUPYET, YTO JICKAPCTBEHHbIC
CpeICTBa JUIsl BETEPUHAPHOTO IPUMEHEHUS POU3BEACHBI B COOTBETCTBUH C TPEOOBAHUSMU MPaBUI
HaJJIeXkalleld IMPOU3BOJACTBEHHOM NPakTHKU EBpasuiickoro SKOHOMHUYECKOIO coro3a. (B pel.
®denepanbHoro 3akoHa ot 31.07.2025 N 304-P3 )

6.1. IIpu BBOJE JTEKAPCTBEHHBIX CPEIACTB JJISI MEAMLIMHCKOTO MPUMEHEHHS B TPaXIAHCKUH 000pOT
YHOOJIHOMOUYCHHOC JIMIIO MPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCACTB AJIA MCAULUMHCKOTO MMPHUMCHCHUA
OCYIIECTBIISICT TOATBEPXKIECHHE COOTBETCTBHUS JICKAPCTBEHHBIX CPEICTB JUII MEAHMIMHCKOTO
NpPUMEHEHHUS TpPeOOBAaHMSM, YCTAaHOBJICHHBIM NIPU HMX TOCYJAapPCTBEHHOW PpErucTpaludl WIn
perucTpanyuy B paMkax EBpa3uiickoro 3JKOHOMHUYECKOTO CO103a, M TapaHTUPYET, YTO JIEKapCTBEHHBIE
cpeacTtBa Ajd MEAUIUHCKOIO MPUMCHCHUA IMTPOU3BCACHBI B COOTBETCTBUU C Tpe6OBaHHHMI/I mpaBuJI
HaJUIeXKaIleld MPOU3BOACTBEHHONW NPAKTHKH EBpa3uiicKOro 3KOHOMHYECKOTO coro3a. (B pel.
®enepanbHoro 3akoHa ot 31.07.2025 N 304-P3 )

7. YIOJTHOMOUYEHHBIM JIMIIOM IPOU3BOAUTENS JICKAPCTBEHHBIX CPEJACTB SIBJIAETCS €ro pabOTHHK,
aTTECTOBAHHBIH B YCTAHOBJICHHOM YIOJHOMOYECHHBIM (peepanbHbIM OPraHOM HCIIOJHUTEIBHON
BJIACTH TIOPSAJKE W MMEIOIIMHA CTaX pabOTHl HE MEHee YeM IIATh JIeT B OOJAacTH MPOU3BOJCTBA H
(M) KOHTPOJISL KayecTBa JICKAPCTBEHHBIX CPEICTB, BBICIIEE OOpa30BaHHE COOTBETCTBEHHO IIO
OMHOM M3 CIeNMaNbHOCTeH W (WIM) OJHOMY W3 HalpaBICHHH MOATOTOBKH: OHOJIOTHS,
OMOTEXHOJIOTHS, BETEPUHAPHS, BETEPUHAPHO-CAHUTAPHAS JKCIEPTH3a, KIMHWYECKAas MeIWInHA,
paguanoHHas, XUMHUUYECKass U OMOJIOTHYECKasl 3ammTa, Gpapmanus, GpyHIaMeHTalIbHas MEIUIIHA,
XUMHUUYECKasl TeXHOJIOTUs, XumMus. (B pen. Denepanbhbix 3akoHOB oT 22.10.2014 N 313-@3, or
02.08.2019 N 297-®3)

8. Ilpom3BoauTeNn JIEKAPCTBEHHBIX CPEACTB (32 HCKIIOUEHHEM (apMaleBTHYecKoil cyOcTaHLIUu
CIHMpTa OJTWIOBOTO (STaHOJIA) MOTYT OCYIIECTBIISATH MPOAAXY JIEKAPCTBEHHBIX CPEICTB WIN
nepeaaBaTh UX B YCTAaHOBJIEHHOM 3aKOHOJAATeNbcTBOM Poccuiickoit @enepannu mnopsake: (B pea.
®enepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) APYTr'UM MPOU3BOAUTCIIAM JICKAPCTBCHHBIX CPCACTB IJIS IIPOU3BOACTBA JICKAPCTBCHHLIX CPECICTB,
2) OopraHu3alusaMm OIITOBOM TOPrOBJIN JICKAPCTBCHHBIMU CPEACTBAMU;

3) AllTCUHBIM OpraHu3anusaM, BCTCPUHAPHBIM AallTCYHBIM OpraHu3alusaM, HWHAWBUAYAJIBHBIM
npeaAnpuHuMareIAiM, UMCIOMIUM JIMIICH3UIO Ha (bapMaI_ICBTI/ILIeCKy}O ACATCIIBHOCTb HJIM JIMIICH3UIO
Ha MCIUIUHCKYIO JCATCIbHOCTD,

4) Hay4HBIM OpraHM3alMsIM Il Hay4YHO-HCCIeNoBaTeNbCcKol pabotsl; (B pen. denepambHOro
3akoHa oT 30.01.2024 N 1-P3)

5) MCIUIIMHCKUM OpraHu3alvsiM U BETCPHUHAPHBIM OPraHU3aIusaM;

6) opramu3aivsiM W HWHAUBUAYAJIbHBIM MPCANIPUHHUMATCIIAM, OCYHICCTBIAIOIMUM PAa3BCACHUC,
BHIpAIIMBAaHUE U COJIEpP’KaHHE JKUBOTHBIX (32 HCKIIOYEHHEM MPOJaXH UM (papMaleBTUYECKUX
cybcTannmii wim ux nepenayn); (B pea. @enepansuoro 3akona ot 02.08.2019 N 297-D3)

7) MCHBITAaTeNbHBIM JIa0OpaTOpusiM (LIEHTPaM), MPOBOISIIMM HCHIBITAHUS B 00JacCTH KOHTPOIS
KauyeCcTBa JIEKAPCTBEHHBIX CPEICTB, AKKPEAUTOBAHHBIM B COOTBETCTBUU C 3aKOHOAATEIHLCTBOM
Poccuiickoit @eneparu 00 akKpeAUTallMd B HAI[MOHAJIBHOW CHCTEME aKKpeauTanuu. (B peq.
®enepanbHoro 3akoHa ot 04.08.2023 N 428-D3)

9. IlpomwsBomuTtenu QapMareBTUUECKON CyOCTaHIIMM COHpPTAa STUIOBOrO (dTaHOJA) OOS3aHbI
OCYILIECTBIISITh peain3anuio (mepefadyy B YCTAaHOBJIEHHOM 3aKOHOAaTeNlbcTBOM Poccuiickoit
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Oenepannu  nopsake)  dapMmareBTUYECKOW  CyOCTaHIIMM — CIIHpPTa  ATHJIOBOTO  (3TAaHOJA)
MPOU3BOJUTENSIM ~ JIEKAPCTBEHHBIX  CPEACTB Il  MPOU3BOJCTBA  JICKAPCTBEHHBIX  CPEJICTB,
MPOU3BOJIUTENIAM (M3TOTOBUTENSIM) MEIUIMHCKUX W3JCIUNA ISl TMPOU3BOACTBA M HM3TOTOBJICHUS
MEAMIIMHCKUX U3JEIUNA B eMKOCTIX 00beMoM He Ooiee 1 nurpa u (wim) He meHee 1000 nmutpos, a
OpraHu3aIysIM, yKa3aHHBIM B MyHKTax 3 - 5 ¥ 7 4acTu § HACTOSAIIEH CTaThH, B Tape 00bEMOM HE
oosee 1 mutpa. (B pea. Peaepanbubix 3akoHoB 0T 29.07.2017 N 278-D3, ot 27.12.2019 N 481-D3,
o1 22.12.2020 N 444-03, ot 04.08.2023 N 428-D3)

10. Peanmuzanus (mepemaya B YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit ®eneparum
nopsiake) (apMareBTHUECKON CYOCTaHIIMM CIIUPTA 3TUJIIOBOTO (3TAHOJA) OPTaHHU3AIUSM OITOBOM
TOPrOBIIM JIEKAPCTBEHHBIMU CpEJICTBaMU He Jomyckaerca. (B pen. denepanpbHOro 3akoHa OT
27.12.2019 N 481-93)

11. IlepeBo3ku (apmareBTHUECKONH CyOCTaHIIMU CIIUPTA STUIOBOTO (3TaHOJA) OCYIIECTBISIOTCS C
coOnroficHreM TpeOOBaHM, YCTAHOBJIICHHBIX a03aleM dYeTBepThIM NyHKTa 3  cTtathul 9
®enepanbHOrO 3aKkoHa OT 22 HOosi0ps 1995 roma N 171-@3 "O rocynapcTBEHHOM PETyJIHPOBAHUH
IIPOM3BOJICTBA U 000POTA STUIOBOTO CIUPTA, AJIKOTOJIBHON U CIIUPTOCOAEPKALLEH MPOIYKIUH U 00
OTpaHHYEHUU NOTpeONeHUs (PacuTHs) alKOrojdbHOU mpoaykiuu'". (B pen. denepalibHOTO 3aKOHA
ot 27.12.2019 N 481-®3)

Crarbs 46. MapKkupoBKa JIEKAPCTBEHHbIX CPEACTB

1. .HeKapCTBeHHBIe npenaparsl, IMpomeaAIne roCyaJapCTBEHHYKO PpETUCTPALIUIO B COOTBETCTBUU C
Tp€6OBaHI/IHMI/I HaCTOAIICTO CDezIepaJH)Horo 3aKOHa, 3a UCKIIFOYCHUCM JICKAPCTBCHHLIX IIPCIIapaTosB,
HU3TOTOBJICHHBIX AlITCYHBIMHU OpraHu3alusMi, BCTCPUHAPHBIMU AlITCYHBIMHU OpraHU3aluAaMU,
WHIUBUAYAJIbHBIMA  MPECANIPUHUMATCIIAMY, HWMCIONIMMHA  JIMOCH3UWIO HaA (bapMaHeBTI/I‘IeCKYIO
ACATCIIBHOCTb, HOJDKHBI IIOCTYIIATH B 06pameHHe, €ClIn: (B pea. CDez[epanLHoro 3aKOHa OT
30.01.2024 N 1-®3)

1) Ha WX MEpBUYHON YIMakoBKe (32 HCKIIOYEHUEM TMEPBUYHON YIIAKOBKU JIEKApCTBEHHBIX
PACTHTENBFHBIX MPEMapaToB) XOPOIIO YHTAeMBIM MIPUPTOM HA PYCCKOM S3BIKE YKa3aHbI
HAUMEHOBAaHME  JIEKAPCTBEHHOTO  mpemnapara  (MEXIyHApOJIHOE  HEMaTeHTOBAaHHOE, WM
TPYNIUPOBOYHOE, WIH XHUMHYECKOE, WM TOPTOBOC HAMMEHOBAHHE), HOMEpP CEpHH, JaTa BBIMyCKa
(11 *MMYHOOHMOJIOTHYECKHUX JIEKQpPCTBEHHBIX IMPEnapaToB), CPOK TOMAHOCTH, JIO3UPOBKA WU
KOHIIEHTpAIUs, 00bEeM, aKTHBHOCTh B €IWHUIAX JCUCTBHUS WJIH KOJWYECTBO J103; (B peil.
®enepanbHbix 3ak0HOB 0T 11.10.2010 N 271-P3, ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2) Ha MX BTOPUYHOH (MOTPEOUTENIHCKOM) YMAKOBKE XOPOIIO YUTAEMBIM IMIPUPTOM HAa PYCCKOM
A3bIKE yKa3aHbl HAaMMEHOBAaHUE JIEKAPCTBEHHOI'O Ipenapara (MeXIyHapOAHOE HENAaTEHTOBAHHOE,
WIM TPyNNUPOBOYHOE, WJIM XHMHUYECKOE U TOProBO€ HAUMEHOBaHHS), HAUMEHOBAaHUE
OPOM3BOIUTENST  JIGKAPCTBEHHOTO0  IpemapaTra, HOMEp  CEepHM, JaTra  BbIIycka  (ais
MMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX IPENapaToB), HOMEpP PETUCTPALIMOHHOTO yIOCTOBEPEHUS,
CPOK TOAHOCTH, CHOCOO NPUMEHEHHs, JO3UPOBKA WIM KOHIEHTpauus, o0beM, aKTUBHOCTh B
eMHMIIAX JEeUCTBUA JMO0 KOJIMYECTBO JI03 B YNAKOBKE, JIEKApCTBEHHAsl popMa, yCIOBUS OTITYCKa,
YCIIOBUS XpaHEHUs, IpeayNpeAUTENbHbIE HAAMHUCH. (B pen. PenepaibHbix 3akoHOB oT 11.10.2010 N
271-@3, o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2. @apmarneBTUUYECKUE CyOCTaHIMU JOJDKHBI MOCTyNHaTh B oOpallleHue, eCcliM Ha MX MepBUYHOU
YIAaKOBKE XOpPOIIO YHMTAaeMbIM IMPU(TOM HA PYCCKOM SI3bIKE yKa3aHbl HaWMEHOBaHHE
(bapMmalneBTHYECKON CyOCTaHIMM (MEXIyHApOJHOE HEMAaTEeHTOBAHHOE, WU TPYNIMPOBOYHOE, MU
XMMHUYECKOE W TOProBO€ HAMMEHOBAaHUS), HAUMEHOBAaHUE MPOHM3BOIUTENS (hapMaleBTHUECKON
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CyOCTaHIIMM, HOMEP CEpPUM U JlaTa U3TOTOBJICHUS, KOJIMUYECTBO B YIAKOBKE M €JMHMIBI U3MEPEHUS
KOJIMUECTBA, CPOK TOJIHOCTU U YCJIOBUA XpaHeHus. (B pel. denepanbHoro 3akoHa ot 22.12.2014 N
429-@3 (pex. ot 13.07.2015))

3. HeKapCTBeHHBIe Cpe€acTBa B KAYECTBE CBIBOPOTOK AOJIKHEI ITIOCTYIIATh B o6pa1ueHHe C YKa3aHuECM
JKMUBOTHOI'0, U3 KPOBH, IJIa3MbI KPOBU, OPraHOB U TKaHel KOTOPOIr0 OHH ITOJIYUCHBI.

4. Ha BTOpHuHYIO (MIOTPEOUTENHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPENICTB, MOTYYEHHBIX U3 KPOBH,
MJ1a3Mbl KPOBU, OPTraHOB U TKAHEW 4YeJoBEKa, JOJDKHA HAHOCUTHCA Haamuch: "Anturena k BUY-1,
BUY-2, x Bupycy renaruta C 1 NOBEpXHOCTHBIM aHTUIEH BUpYyca renaruta B orcyTcTByroT".

5. Ha  nepBuunyro YIOAKOBKY U BTOPUYHYO (MOTPeOUTENBCKYIO) YIAKOBKY
panrodapMaleBTHUECKUX JIEKAPCTBEHHBIX CPEJCTB JIOJDKEH HAHOCUTHCS 3HAK pPaguaIliOHHON
ONAaCHOCTH.

6. Ha BTOpuuHyIO0 (IOTPEOUTENIHCKYIO) YIIAKOBKY I'OMEONMATUYECKUX JIEKAPCTBEHHBIX MPENapaToB
NOJDKHA HAHOCUTHCS Haammuch: "['omeonaTnueckuii".

7. Ha BropuuHyio (HmOTpeOUTEIBCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX IpPENnapaTtoB
JIOJKHA HAHOCUTHCS Haanuch: "[IpoyKuus npoiuia paiualiMOHHbIA KOHTPOJIb" .

8. Ha mnepBuyHyl ymakoBKy (eciu il ITOTO CYIIECTBYET TEXHHYECKash BO3MOXHOCTB) U
BTOPUYHYIO (ITOTPEOUTEIHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IMpPENaparoB, MpeJHa3HAYEHHBIX JUIf
KJIMHUYECKUX UCCIICIOBAHHM, JTOJDKHA HAHOCUTHCS HAAMUCK: "I KITMHUYECKUX ucciaenoBanuii”. (B
pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

9. VYmakoBka JICKAPCTBCHHLIX CPCACTB, IMPCAHA3HAUCHHLIX MCKIIOYUTCIBHO [JIA J3KCIIOpTa,
MapKUpyeTCs B COOTBECTCTBUH C Tpe6OBaHI/IHMI/I CTpaHbI-UMIIOPTEPA.

10. Ha TpaHcmopTHyO0 Tapy, KOTopas HE MpeAHa3HaueHa JyIsi NoTpeduTenel M B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPEJICTBO, JIOJKHA HAaHOCUTHCS MHGOpMalKs O HAaUMEHOBAaHHM, CEpUU
JIEKapCTBEHHOI'O CPEJCTBA, AAT€ BBIMYCKA, KOJIWYECTBE BTOPUYHBIX (IOTPEOUTEIHCKUX) YIAKOBOK
JIEKapCTBEHHOI'O CPEACTBA, IIPOU3BOIUTEIIE JIEKAPCTBEHHOIO CPEACTBA C YKa3aHUEM HAaUMEHOBAHMS
U MECTOHAXOXKACHUS IMPOU3BOAUTEINS JIEKAPCTBEHHOIO CPEIACTBA (aipec, B TOM YHUCIE CTpaHa U
(M) MECTO MPOU3BO/ICTBA JEKAPCTBEHHOTO CPE/ICTBA), @ TAK)XKE O CPOKE FOJJHOCTH JIEKAPCTBEHHOTO
CpEICTBA U 00 yCIOBUSX €r0 XpaHEHHUs U NEPEBO3KH, HEOOXOAUMbIE NPEAYPEIUTENbHBIE HAIINCH
Y MaHUITYJISTOPHBIE 3HAKH.

11. Ha mepBuuYHY0 yIakoBKY U BTOPUUYHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPE/ICTB
JUIslL BETEPUHAPHOTO TPUMEHEHHUs JOJDKHAa HAHOCUTbCA Haamuch: "Jlisg BeTepuUHApHOTrO
IpUMEHEHHUA".

12. Ha BropuuHyio (IOTpEOMTENHCKYIO) YIAKOBKY JIEKapCTBEHHOTO IIpernapaTa HaHOCUTCS
LITPUXOBOH KOJ.

I'ntasa 9. BBO3 JIEKAPCTBEHHBIX CPEJICTB B POCCUMCKYIO
OEAEPAIINIO U BBIBO3 JIEKAPCTBEHHBIX CPEACTB U3
POCCHMCKOM ®EJEPAIINU (B pen. PenepalbHOro 3aK0HA OT
06.12.2011 N 409-D3)
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Crarbs 47. llopsiiok BB03a JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro
dDenepanuio M BbIB03a JIEKAPCTBEHHBIX cpeacTB U3 Poccuiickoi
®enepanun (B pea. ®eaepanbHoro 3akoHa o1 06.12.2011 N 409-D3)

1. BBo3 unekapcTBeHHBIX cpeAcTB B Poccuiickyro ®enepannio OCyLIECTBISETCS B IOPSIIKE,
ycraHoBiieHHOM [IpaBurensctBom Poccuiickoit ®enepanuvu, B COOTBETCTBUM C AaKTaMH,
cocrapsitoniumMu - mipaBo  Coroza, u (WiM) 3akoHOJATENbCTBOM Poccuiickoit @expepauuu o
TaMOXXEHHOM perynupoBanun. (B pen. DeaepanbHbix 3akoHOB OoT 06.12.2011 N 409-®3, or
30.01.2024 N 1-®3)

2. BBo3umbie B Poccuiickyro ®Depepaiuio JICKapCTBEHHBIE CPEACTBA JIOJHKHBI COJIEPIKATHCS B
rOCYJJapCTBEHHOM PEECTpPE JIEKAPCTBEHHBIX CPEACTB, WU €IUHOM PEECTpe 3apEruCTPUPOBAHHBIX
JIEKAapCTBEHHBIX CpeACTB EBpasWiiCKOro HSKOHOMHYECKOTO COK3a, WIM €IWUHOM peecTpe
3apEeTUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MperapaToB EBpa3suiickoro s3KOHOMUYECKOTO
coroza. (B pen. denepanbHbix 3aK0HOB OT 06.12.2011 N 409-P3, ot 27.12.2019 N 462-P3, ot
30.01.2024 N 1-®3)

3. Jlonyckaerca BB03 B Poccuiickyto ®enepanuio KOHKPETHOM MapTUM 3apEerUCTPUPOBAHHBIX U
(M) He3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, NPEAHA3HAYEHHBIX Ui Pa3pabOTKU
JIEKapCTBEHHBIX CPENICTB, IPOBEICHUS HAYYHBIX M MHBIX UCCIIEIOBAaHMM, MPOBEACHUS KIIMHUYECKUX
UCCIICIOBAaHUN JIEKaPCTBEHHBIX MPENapaToB, IPOBEIECHUS HKCIEPTU3bI JICKAPCTBEHHBIX CPEJICTB AJIs
OCYIIECTBJICHUS! TOCYJapCTBEHHON PETUCTPALMK WM PETUCTPALlMM JIEKAPCTBEHHBIX IIPErapaToB
WIN JUIsL OKa3aHHUsI MEIMIUHCKON MTOMOIIM 10 KU3HEHHBIM MOKa3aHUSAM KOHKPETHOTO MallMeHTa Ha
OCHOBAHMHU Pa3pelICHUs, BBIAAHHOTO YIOJIHOMOYEHHBIM (pe/iepaibHbBIM OPraHOM HCTIOJHUTEIEHON
BJIACTU MO 3asBJICHUSAM JIMI, YyKa3aHHBIX B crTaTbe 48 Hacrosmero deaepaqbHOro 3aKOHa.
PaccmoTpenue Takoro 3asBICHUS U PUHITHE PEHICHHUS O BbIIa4ye pa3pelIeHus] Ha BBO3 KOHKPETHOM
NapTUM  3aperMCTPUPOBAHHBIX M (MJIM) HE3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
NpeIHa3HAYCHHBIX JUIS pa3paOOTKH JIEKapCTBEHHBIX CPEJICTB, NPOBEACHUS HAYYHBIX M HMHBIX
UCCIICIOBAaHUM, MPOBEAEHUS  KIMHUYECKMX  MCCJIEJOBAaHMH  JIEKApCTBEHHBIX  IpenapaTos,
IPOBEJCHUS OJKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB JJS OCYILECTBICHHUS TOCYyAapCTBEHHOU
pEerucTpalMi WM PErucTpaly JICKapCTBEHHBIX MpPENapaToB MM A OKa3aHUS MEAMLIUHCKOU
MOMOIIIM TIO0 JKU3HEHHBIM IIOKa3aHUSIM KOHKPETHOTO TNalMeHTa JmOo 00 OTKa3e B BbIIaue
YKa3aHHOT'O pa3peleHHsi IPOM3BOIATCS B CPOK, HE MpEeBbIIIAIOMUN AT pabounx aHel. [lnara 3a
BbIJIauy YKa3aHHOI'O paspelieHus He B3umaercs. (B pea. denepanbHbix 3akoHOB oT 06.12.2011 N
409-@3, ot 30.01.2024 N 1-$3)

3.1. Yacts yrpatuna cuiy. (B pen. @eaepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

3.2. lo 31 nekaOps 2027 roma momyckaroTcsi BBO3 Ha TepputToputo Poccuiickoit ®@enepanuu u
oOpamienue B Poccuiickoit deaepanuu ¢ yaerom ocoOeHHOCTEH, ycTaHOBICHHBIX [IpaBuTenbcTBOM
Poccuiickoit denepannu, 3aperucTpUpoOBaHHBIX JEKAPCTBEHHBIX MPENnaparoB JUIsi MEAUIIMHCKOTO
NPUMEHEHHS B YNaKOBKaxX, MpeJHa3HAYeHHBIX JJI OOpalleHuss B MHOCTPAHHBIX IOCyJapcTBax, B
ciaydae JedeKTypbl JIEKapCTBEHHBIX IIpernapaToB WM pHCKa €€ BO3HUKHOBEHHS B CBS3H C
BBEJICHUEM B OTHoleHUMM Poccuiickoii @Penepanuy OTrpaHUYUTENbHBIX MEpP SKOHOMHYECKOI'O
XapakTepa NpU YCIOBUU COOTBETCTBUS BBO3MMBIX JIEKAPCTBEHHBIX IpEnapaTroB TpeOOBaHUSIM,
YCTAHOBJICHHBIM TP HMX PEruCTpalliy, 3a HCKIIOYEHHEM TpeOOBaHMN K NEPBUYHOHN YIaKOBKE,
BTOPUYHOMN (TIOTPEOUTEIHCKOM) YITAKOBKE, a TAK)KE MPU HAIMYUU Ha BTOPUUHOU (TOTPEOUTENHCKOIN)
YIAaKOBKE JIEKAPCTBEHHBIX IMPENapaToB, HAXOJAIMIMXCS B OOpPAICHHUH, CAMOKIEALICHCsS STHUKETKH,
coJepxalieil MHGOpMaIHio o JEKapCTBEHHOM IpenapaTe Ha pyccKoM s3bIke. (B pell. denepanbHbIX
3aK0HOB 0T 26.03.2022 N 64-®3, ot 19.12.2022 N 519-@3, ot 30.01.2024 N 1-P3, ot 15.12.2025 N
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483-D3)

3.3. Jlomyckarotcsi BBo3 B Poccuiickyro ®@enepanuio u obpamenue B Poccuiickoit Denepanun ¢
yueToM  ocobeHHocTel,  ycranoBieHHBIX  [IpaBurensctBom  Poccuiickoir ~ @enepanuu,
3apErUCTPUPOBAHHBIX  OPUTHHAIBHBIX Op(AHHBIX JIEKAPCTBEHHBIX MpernapaTtoB H  (WIK)
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IMPENapaToB i MEIULHUHCKOTO MPUMEHEHHUS B TEUEHUE
JBEHAIATH MECSIEB MOcie JaThl uX peructpanuu B Poccuiickoit ®enepan B ynakoBKax,
MpeIHa3HAYCHHBIX ISl OOpaIieHuss B WHOCTPAHHBIX TOCYAApCTBAX, MPH YCIOBUU COOTBETCTBHS
BBO3UMBIX JIEKAPCTBEHHBIX MPENapaToB JUIsi MEAMIMHCKOIO TMPUMEHEHHs] TpeOOBAHUSAM,
YCTAaHOBJICHHBIM TPH HMX PETUCTPAIlMH, 332 UCKIIOYCHHEM TPeOOBaHWUN K TMEPBUYHON YITaKOBKE,
BTOPUYHON (TIOTPEOUTEIICKOM) yNAaKOBKE, W MPH HAJIWYUU HA BTOPUYHOU (MOTPEOUTEITHCKON)
YIAKOBKE JICKAPCTBEHHBIX MPEMapaToB JUIsi MEAUIIMHCKOIO TMPUMEHEHHs, HaXOSAIIUXCS B
oOpallleHnH, CaMOKJIEsIIIENCsl STUKETKH, coepxalield HHPpOopMaIliio O JeKapCTBEHHOM IIpernapare
JUIST MEAMIIMHCKOTO TPUMEHEHUS Ha PYCCKOM si3bIke. B OTHOIIEHMHM MaHHBIX JIEKAPCTBEHHBIX
MperapaToB He MPUMEHSIOTCS TMOJOXKEHUsT 4YacTu 7 cratbl 9 m wacted 1 u 2 crateu 52.1
Hacrosiiero @exepanbHoro 3akona. (B pea. enepanpHoro 3akona oT 30.01.2024 N 1-03)

4. B Poccuiickyto ®enepanuio MOXHO BBO3UTH JIEKAPCTBEHHBIE CPEICTBA, KAYECTBO KOTOPBIX
MOJATBEPKICHO CEPTUPUKATOM TIPOUZBOIAUTEIS JICKAPCTBCHHBIX CPEJICTB, YIOCTOBEPSIFOIIHM
COOTBETCTBUE BBO3MMBIX JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM, YCTAHOBIEHHBIM TIPH UX
perucTpa WM TPOBEICHUH MPOLEIYpP, CBS3aHHBIX C perucrtpauueit. (B pea. demepanbHbIX
3ax0oHOB 0T 06.12.2011 N 409-®3, or 30.01.2024 N 1-D3)

5. 3anpemaetcst BBo3 B Poccuiickyto @enepanuio GanbcuuinpoBaHHBIX JIGKAPCTBEHHBIX CPENICTB,
HE00POKAYECTBCHHBIX JICKAPCTBEHHBIX CPEJIICTB, KOHTPA(PAKTHBIX JICKAPCTBEHHBIX CPEICTB. (B peil.
®enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. danbcuduupoBaHHbIe JIEKAPCTBEHHBIE CPEJCTBA, HEIOOPOKAUYECTBEHHBIC JIEKAPCTBEHHBIC
CpeACTBa TMOJIEKAT HM3BATUIO U TOCIEAYIOIIEMY YHMYTOXKEHUIO WM BbIBO3y U3 Poccuiickoit
Oeneparun, KoHTpadakTHBIE JIEKAPCTBEHHBIE CPEICTBA - H3BATHI0O W IOCIEIYIOIIEMY
YHUUYTOXKEHUIO. YHUUYTOXXKEHHE WM BbIB03 U3 Poccuiickoit ®dexepaunu QambcupuuupoBaHHBIX
JIEKapCTBEHHBIX CPEJACTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTpPa(aKTHBIX
JIEKapCTBEHHBIX CPEJCTB OCYLIECTBISAETCS 3a CUET JIMILA, OCYIIECTBHMBIIEro MX BBO3. I[lopsmok
YHUUTOXKEHUS HU3BATHIX (HaTbCUPUIIMPOBAHHBIX JEKAPCTBEHHBIX CPEACTB, HEN0OpOKAaYECTBEHHBIX
JEKapCTBEHHbIX  CPEJACTB, KOHTPAa(aKTHBIX  JIEKAPCTBEHHBIX  CPEACTB  yCTaHABIIMBAETCS
[TpaButensctBoM Poccuiickoit ®enepauuu. (B pea. denepanpHoro 3akoHa or 06.12.2011 N
409-93)

7. Jluma, ocymecTBisonmie BBo3 B Poccuiickyto @eneparnuio  (anbcuGUIMpOBaHHBIX
JIEKapCTBEHHBIX CPEACTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTpadaKTHBIX
JIEKapCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATEILCTBOM
Poccuiickoit ®enepanun. (B pen. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N
1-03)

8. BbIBO3 JeKapCcTBEHHBIX CpeACTB U3 Poccuiickoit denepanuu OCylIECTBISAETCS B COOTBETCTBUU C
aKTamH, cocTaBistomuMu npaBo Coro3a, u (Wiu) 3akoHoAarenbcTBOM Poccuiickoit ®dexepauuu o
TOCYJITapPCTBEHHOM PETYJIUPOBAHUHN BHEITHETOPTOBOM JesTebHOCTH. (B pea. denepanbHBIX 3aKOHOB
orT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-P3, ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015),
o1 30.01.2024 N 1-®3)

9. BBog B rpaxaaHCKuil 00OpOT JEKapCTBEHHBIX MPENapaTroB I MEJUIMHCKOTO IPUMEHEHH,
BBe3eHHBIX B Poccuiickyto ®exepannio, OCYIIECTBISETCS C COOJIOJCHUEM TpeOOBaHMIA,
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YCTaHOBJICHHBIX cTaThe 52.1 HacTosmero @enepanbHOro 3akoHa. (B pea. denepanbHOTo 3aKOHA OT
28.11.2018 N 449-93)

Jeiicmeue nonoxycenuit yacmu 10 cmamou 47 ne pacnpocmpansemca na cepuu 1eKapcmeeHHblX
npenapamog 011 6eMePUHAPHOZ0 NPUMEHEHUSA, 86€0CHHbBIE 8 ZPANCOAHCKUTL 000POmM HA
meppumopuu P® 00 01.09.2023 (wacms 2 cmamou 2 Dedepanvrozo 3akona om 02.07.2021 N
317-®3).

Cepuu nekapcmeenHbvix nPenapamog 011 6emepuHapHozo nPUMeHeHus, yKazauuvle 6 wacmu 10
cmamuu 47, noonesxcam xpanenuio, nepesos3Ke, OMNYCKy, peanuszayuu, nepeoaie, NPUMeHeHUo
00 ucmeyenus cpoka ux 200nocmu (wacms 3 cmamou 2 @edepanvnozo 3akona om 02.07.2021 N
317-®3).

10. BBox B rpakgaHCKuil 00OpOT JIEKAPCTBEHHBIX MPENapaToB JIsl BETEPUHAPHOTO MPUMEHEHHUS,
BBE3EHHBIX (mepemenieHHbix) B Poccuiickyro ®Denepannio, OCYIIECTBISETCS € COOJIOJICHUEM
TpeOOBaHUIl, YCTAaHOBIEHHBIX cTaThel 52.2 HacTosmero @DenepalbHOro 3akoHa. (B pen.
®enepanbHoro 3akoHa ot 02.07.2021 N 317-03)

Crartba 48. IOpuanyeckue Juua, KOTOPbIM pa3pellieH BBO3
JIEKAPCTBEHHBbIX cpeacTB B Poccuiickyro @exepanuio (B pea.
DenepanbHOro 3akona ot 06.12.2011 N 409-D3)

JlekapcTBeHHble cpenctBa B Poccuiickyro @exepanuio MoryT BBO3HTH: (B pen. DepepaibHOro
3akoHa oT 06.12.2011 N 409-®3)

1) MMPpOU3BOAUTECIIN  JICKAPCTBCHHBIX  CPCACTB  JIA nenen COOCTBEHHOTO IMPOU3BOACTBA
JICKAPCTBCHHEBIX CPCACTB,

2) uHOCTpaHHbIE pa3pabOTUYMKH JIEKAPCTBEHHBIX CPEACTB M HWHOCTPaHHbIE IPOU3BOAUTEIN
JEKapCTBEHHbIX CPEACTB WM Jpyrue MOpUAMYECKHe JHLA [0 MOpPYYEHHIO pa3paboTdMKa
JIEKapCTBEHHOI'O CPEJICTBA JUIsl pa3pabdOTKH JIEKAPCTBEHHBIX CPEJCTB, MIPOBEACHUS HAYUHBIX M MHBIX
UCCICNOBAHNUM, TIPOBEIEHUsS  KIMHUYECKUX  HCCIEAOBAHMN  JICKAPCTBEHHOI'O  IIpenapara,
OCYILECTBIIEHUS TOCYJIapCTBEHHOW PErMCTPALMM WJIM PETUCTPALMU JIEKAPCTBEHHOI'O IIperapara,
BKJIIOYEHHUS (papMalleBTUYECKO CyOCTaHLIMU B TOCYJapCTBEHHBIM PeecTp JIEKapCTBEHHBIX CPEICTB,
KOHTpOJII KauecTBAa JIEKAPCTBEHHBIX CPEACTB MPH HAIMYHHM DPA3pEIICHHs YIIOJIHOMOYEHHOIO
(denepasbHOro OpraHa MCIOJHUTEIBHOM BIACTH Ha BBO3 KOHKPETHOM MAapTHUHM JIEKapCTBEHHBIX
CPEICTB;

3) opraHuM3anuyu ONTOBOW TOPrOBIIM JIEKAPCTBEHHBIMU CpeACTBaMy; (B pel. DenepallbHOTO 3aKOHA
o1 30.01.2024 N 1-®3)

4) Hay4HBIE OpTraHU3aIMH, 00pa30BaTEIbHBIC OPTAHU3AIIMN BHICIIIETO 00pa30BaHUsI, IPOU3BOIUTEIN
JICKaPCTBEHHBIX CPENCTB UiA pa3pabOTKH, HCCIEAOBaHUM, KOHTPOJS OE30MacCHOCTH, KauyecTBa,
3¢ (PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB TMPH HAJUYUH  PA3PEIICHUS YIIOJHOMOYEHHOTO
denepanbHOTO OpraHa UCHOTHUTENbHOU BiacTu; (B pen. denepanbubix 3akoHOB oT 02.07.2013 N
185-®3, ot 30.01.2024 N 1-®3)

5) MEOUIMHCKUE OpraHM3alliM, UHbIE YKa3aHHbIE B MYHKTax |-4 HacTosIEH CTaThu OpraHU3alUH
JUIsL OKa3aHUS MEAMIIMHCKOW IMOMOIIY MO >KU3HEHHBIM IOKa3aHUSM KOHKPETHOrO MallMeHTa MpU
HAJIMYUU Pa3peIieHus] YIOTHOMOYEHHOTO (peepanbHOro OopraHa UCIIOJHUTENILHONW BIACTH HAa BBO3
KOHKpPETHOW MapTUU JIEKApCTBEHHOTO Mpenapara, BbIJaHHOTO B YCTAHOBJICHHOM MOpsIKe B (opme
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AJIEKTPOHHOTO  JIOKYMEHTa, TOANMKUCAHHOTO YCHJICHHOW KBAJTU(UIIMPOBAHHOW DIEKTPOHHOM
noanuceio; (B pea. ®enepanbHoro 3akoHa oT 12.03.2014 N 33-D3)

6) myHKT yTpatui cuiy. (B pea. @eaepanbHoro 3akoHa ot 27.12.2019 N 475-03)

7) TPOW3BOIUTEIN METUIIMHCKUX W3JCIHHA Ui 1eJIed MPOM3BOJCTBA MEIUIIMHCKUX H3AeiIHid. (B
pen. @enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

Crarbs 49. JlokyMeHThI, IpeCTaB/IsieMble B TAMOKEHHbIE OPraHbI
Poccuiickon @enepauuu npu BBO3e JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyrw @enepanuio (B pea. @eaepanbHoro 3axkona ot 06.12.2011
N 409-®3)

1. Ilpu BBO3e nexkapcTBeHHbIX cpenctB B Poccuiickyto denepanuio B TaMOKEHHBIE OpPTraHbI
Poccuiickoit ®@enepaunn Hapsay € JAOKYMEHTaMH, HPEACTABICHUE KOTOPBIX MPEIYCMOTPEHO
aKTaMu, cocTaBigomuMu npaBo Coro3a, U (unu) 3akoHoparenbcTBoM Poccuiickoit denepanuu o
TaMO>KEHHOM PETYJIUPOBAaHUH, TIPEICTABISIOTCS CICAYIOIINE JOKYMEHTHI B AJICKTPOHHOU (hopme: (B
pen. @enepanbHbIX 3ak0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

1) ceprudukar (3aKIFOUEHUE) COOTBETCTBHSI IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB JJIs
BETEpUHAPHOIO IMPUMEHEHHs] TpeOOBaHMSM IpaBHJI Ha/AJeKalleld MPOU3BOACTBEHHON HPAaKTUKU
EBpazuiickoro s)koHOMHYECKOTO cot03a; (B pea. enepanbHoro 3akoHa oT 31.07.2025 N 304-P3 )

2) pa3speuieHHe YNOJHOMOYEHHOIO (elepalbHOIO OpraHa HCIHOJHUTENbHOM BJIACTH Ha BBO3
KOHKPETHOW MapTHM JIEKAPCTBEHHOTO CPEACTBA B CIydYasX, YCTaHOBJIEHHBIX 4acTbio 3 cTaTtbu 47
Hacrosmiero denepanbHOro 3aKOHA.

2. JIOKyMEeHTHI, yKa3aHHble B NMyHKTax | m 2 yactu 1 Hacrosmied craTbu, NPEACTABISAIOTCA B
TaMOKeHHble opraHbl Poccuiickoii @Penepanuu Npu NPUOBITUM JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro @enepannto. (B pen. PeaepanpHoro 3akoHa ot 06.12.2011 N 409-P3)

Crares 50. BB03 1eKkapcTBEeHHBIX Npenaparos B Poccuiickyro
denepanuio A5 JUYHOTO UCIOJIb30BAHUA U HHBIX HEKOMMEPYECKHUX
neJsiei, a Tak:Ke AJIs UCIOJIb30BAHUS HA TEPPUTOPUHU MEKIYHAPOTHOIO

MEJULMHCKOro Kjaacrepa (B pea. @eaepanbHbIX 3akoHOB 0T 06.12.2011
N 409-93, ot 29.06.2015 N 160-P3)

1. JlekapcTBeHHBIE MpemnapaTsl MOTyT ObITh BBe3eHbl B Poccuiickyro ®enepauuio 6e3 yuera
TpeOoBaHUl, NpeaycMOTpeHHbIX 4dacTsimMu 1 - 4 crateu 47, cratbamu 48 u 49 HacTosmero
denepanbHOTO 3aKOHA, €CIM OHM MpeHa3HaueHsbl s (B pen. PeaepanbHoro 3akoHa ot 06.12.2011
N 409-93)

1) TMYHOTO MCTIONH30BAHUS PUIUIECKUMH JIUIIaMu, TpUOBIBIIUMEU B Poccuiickyto @eneparuto. [1pu
sToM BB03 B Poccuiickyro ®enepanuro  JEKapCTBEHHBIX  IPENapaToB,  COAEPIKAIIUX
CWIBbHOJICHCTBYIOIME W (WJIM) SIOBUTHIE BEIIECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICMCTBYIOIIMX BEIIECTB JIJISI LIEJEH YTrOJIOBHOTO 3aKoHoAaTenbcTBa Poccuiickoit denepannun
Y B CIIMCOK SITOBUTBHIX BEIIECTB IS LIEJIEN YTOJIOBHOIO 3aKOHOAATENLCTBA Poccuiickon denepannu,
yTBepkeHHbIe [IpaButensctBoM Poccuiickoit ®enepanuu, OCYIIECTBIAECTCS TMPU HAITUYUHA
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JOKYMEHTOB  (3aBEpPEHHBIX KOIMUH JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMHCOK W3  HHUX),
MOATBEPKIAIONINX Ha3zHaueHHE (PU3UYECKOMY JIHMIy YKa3aHHBIX JICKQPCTBEHHBIX IMpenaparoB (3a
UCKJTIOYEHHEM JIEKApCTBEHHBIX MIPENapaToB, 3aperucTpupoBaHHbix B Poccuiickoit @enepannu 1160
3apETUCTPUPOBAHHBIX B COOTBETCTBUM C aKTaMM, COCTaBISIOMMME TTpaBo Coro3a, U OTIYCKAaeMbIX B
Poccuiickoit ®enepanuu  0e3 perenta Ha JIeKapcTBeHHBIM mpemnapar). [loaTeepkmaromiue
JIOKYMEHTBHI (MX 3aBEpEHHbIC KOMUU WM 3aBEPEHHBIC BBIMHCKA W3 HUX) JOKHBI COJEPKATh
CBEJICHMSI O HAMMEHOBAaHWU M KOJMYECTBE HA3HAYEHHOI'O JICKApCTBEHHOTO Mpemnapara. B ciyuae,
€CJIM TOJTBEpPXKIAIoIUe JOKYMEHThI (MX 3aBEPEHHbIC KOIWU WIIU 3aBEPEHHBIC BBIIUCKU U3 HUX)
COCTaBJICHbl Ha WHOCTPAHHOM $I3bIKE, K HUM IpHJIaraeTcsd HOTapHaJIbHO 3aBEPEHHBIN MepeBo] Ha
pycckuii si3bIK; (B penl. @enepanbubix 3aKk0HOB 0T 02.06.2016 N 163-D3, ot 30.01.2024 N 1-D3)

2) ucHojbp30BaHUSA pPAOOTHMKAMHM  JUIUIOMAaTHYECKOIO  KOpIyca WIM  IPEICTaBUTEISIMU
MEKIyHapOAHBIX OpraHu3aluii, akkpeauToBaHHbIX B Poccuiickoi denepannu;

3) nedeHus MacCaXUPOB U WICHOB SKUIIAXEH TPaHCIOPTHBIX CPEACTB, IMOE3IHBIX Opuran u
BOJUTENICH TPAaHCHOPTHBIX CpEACTB, NpuOBIBIIMX B Poccuiickyto @enepaumto; (B pex.
®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nedeHus y4aCTHUKOB MEXIYHApOAHBIX KYJbTYPHBIX, CIIOPTUBHBIX MEPONPUATUN U YYAaCTHUKOB
MEXIyHapOAHbIX SKCIIEIULUH;

5) 7nedeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajgaxX, LHMpPKaX, OKeaHapuymax,
nenb(puHApUAX, JEUCHUs JUKUX KUBOTHBIX, TOCTOSIHHO WJIM BPEMEHHO HACEJSIOIIUX TEPPUTOPUIO
Poccuiickoit @enepanny, HaXOIAMIMXCSA B COCTOSIHUM €CTECTBEHHOM CBOOO/IbI U MPUHAJIEKAIINX K
BUaM, 3aHeceHHbIM B KpacHyto kaury Poccuiickoit @enepanunu u (Min) KpacHble KHUTH CyOBEKTOB
Poccniickoit denepanuu, a TakkKe KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuro A y4acTus B
CIOPTUBHBIX W 3pEeNULIHBIX Meponpusatusx; (B pea. PdexepanpHbix 3akoHOB oT 06.12.2011 N
409-93, ot 02.08.2019 N 297-D3)

6) HCNONb30BaHUS Ha TEPPUTOPUM MEXKIYHAPOJHOTO MEIUIMHCKOrO Kiactepa. (B pen.
®enepanbHoro 3akoHa ot 29.06.2015 N 160-D3)

2. B cnyuasix, npeaycMOTPEHHBIX 4acThio | HacTosIIeN cTaThH, JOIMycKaeTcs BBo3 B Poccuiickyto
@enepanyio JEKapCTBEHHBIX IIPENapaToB, HE 3aperuCTpUpOBAaHHBIX B Poccuiickoit Penepaunyu
a1n00 HE 3apEeTUCTPUPOBAHHBIX B COOTBETCTBUU C aKTaMH, cOcTaBistomMmu npaBo Coroza. (B pen.
®enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-03, ot 30.01.2024 N 1-P3)

3. JlekapcTBeHHBIE IpenapaThl, NpeAHa3HaYeHHbIE U1 T'yMaHUTApHON MOMOIIM (COAeHcTBUSA) UITH
MIOMOIIM TIPU YpE3BbIYAWHBIX CUTyalHsX, BBO3SITCA B Poccuiickyro denepanuio B MOPSIKE,
ycraHoBineHHOM [IpaButensctBoM Poccuiickoit @enepanuu. 3anpemaercs BBo3 B Poccuiickyro
@denepanvio  HE3apErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX —IPENapaToB, IPEAHA3HAYEHHBIX UL
TYMaHUTApHOH MOMOIIM (COAEHCTBHS) WJIM TOMOIIM IPH YpPe3BbIUANHBIX CUTyalUsX. (B pei.
®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Crarba 51. CoTpyannyecTBo (pe1epajsbHOT0 OPraHa UCMOJHUTEIbHOM
BJIACTH, OCYIIECTBJISAIONIEr0 (PYHKIIMHU 10 KOHTPOJIIO U HAJ30PY B
00J1aCTH TAMOKEHHOI0 /1eJ1a, U IPYrUX YIOJIHOMOYEHHbIX
(enepajbHBIX OPraHOB MCIOJHUTEIbHOI BJIACTH (B pel.
®enepaabHOro 3akona ot 30.01.2024 N 1-D3)
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1. VYnomHoMmoueHHbIe (defepalbHbIe OpraHbl HCIOJHUTEIBHON BIACTH MPEIOCTABISIIOT B
pacniopsbkeHrue ¢eepaTbHOr0 OpraHa MUCIOJHUTEIHLHOW BIACTH, OCYIIECTBISIONIETO (PYHKIMH 10
KOHTPOJIIO M HaJa30py B 00JAaCTH TaMOXXEHHOTO JIeNla, TOCYJAapCTBEHHBIH PEECTp JIEKapCTBEHHBIX
CpeACTB, a Takke HH(POPMAIMIO O BBIIAHHBIX pPAa3pelICHUSAX Ha BBO3 KOHKPETHOH MapTUU
JICKApCTBCHHBIX CPEJICTB B CJIy4YasX, YCTAaHOBJICHHBIX 4YacThl0 3 craThdl 47 HACTOSIIETO
®epnepanbHoro 3akoHa. (B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

2. ®enepanbHBI OpraH WCHOJIHUTEIBHOW BIIACTH, OCYIICCTBISIOMUN (YHKIHUU MO KOHTPOIIIO U
HaJ30py B 00JIACTH TaMOXKEHHOTO Jeiia, HHOOPMHUPYET YKa3aHHBIC B 4acTU | HACTOAIIEH CTaThbU
YIOJTHOMOYEHHBIE ()e/IepalIbHbIE OPTraHbl HCIIOJTHUTEIHHON BIACTH O BBO3€ JICKAPCTBEHHBIX CPE/ICTB
B Poccuiickyro @egepanuio ¥ BBIBO3€ JEKApPCTBEHHBIX cpeacTB u3 Poccuiickoit denepanuu mo
dopme u B mopsiake, KOTopble ycTaHoBieHsl [IpaBurensctBom Poccuiickoit denepanmu. (B pen.
®denepanbHbIX 3ak0HOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

I'naBa 10. PAPMALHEBTUYECKAA AEATEJIBHOCTbD

Crarbs 52. OcymectBieHue ¢papManeBTHYECKOH AeITEJIbHOCTH

1. ®apmaueBTuyeckas JeATEIbHOCTh OCYIIECTBISETCS OpPraHU3alMsIMH OINTOBOW TOProBIIU
JEKapCTBEHHbBIMM CPEACTBAMH, aNTEUYHbIMH OpraHU3alMsIM{, BETEPUHAPHBIMU aNTEYHBIMU
OpraHM3alUsIMH, HHJIUBUAYAJbHBIMU  TpEANPUHUMATENSAMH, HUMEIOIIMMM  JIMIEH3UI0  Ha
(bapMaleBTUYECKYIO AEATEIbHOCTh, MEAUIUHCKUMU OpPIraHU3aLUSAMH, UMEIOIUMH JIUIEH3UI0 Ha
(apMaleBTUYECKYIO JI€ATENbHOCTh, U UX 000COOJIEHHBIMU MO/IPa3/e/IEHUsIMHU, PACIOI0KEHHBIMU B
CEJIbCKMX HAaCEJEHHBIX IIyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE€YHbIE OPraHu3alMH, H
BETEPUHAPHBIMU OPraHU3aLNSIMU, UMEIOIUMU JUIEH3UIO Ha (papMalleBTUYECKYIO JESTEIbHOCTD. (B
pen. denepanbHbIX 3aK0HOB OT 25.11.2013 N 317-P3, ot 08.08.2024 N 323-D3)

Honosxcenusn vacmu 2 cmamou 52 (¢ peoaxyuu @edepanvrozo 3axkona om 28.04.2023 N 149-D3)
6 Yacmu aKKpeoumayuu CReyuaIucmos 6 001acmu emepunapuu, 0Cyu|ecCmearnuux
dapmayesmuueckyro deamenbHOCMb U UMEIOUUX GbICUIee WU CPeOHee 6eMEPUHAPHOe

oopazoeanue, npumenarwmes c 01.03.2026 (nynkm 3 cmamou 4 Dedepanvnozo 3aKona om
28.04.2023 N 149-D3).

2. @usnueckwe JauIla MOTYT OCYIIECTBIATH (HapMalleBTUUECKYIO JEATEIbHOCTh MPH HATUIUHU
BBICIIIETO WJIM CpeqHero (apMmaleBTHUECKOro 00pa3oBaHUsl W cepTUdHKaTa CIenuaIucTa JInbo
MIPOMICHHON aKKPEIUTAIINHU CIICIIHAINCTA, BHICIIETO WM CPETHETO BETEPUHAPHOTO 00pa3oBaHus (B
HENSIX OCYIIECTBIEHUS (hapMalleBTUUECKON NEATEIbHOCTH B cdepe oOpalleHus JIeKapCTBEHHBIX
CPEICTB I BETEPUHAPHOTO TMPUMEHEHHs), & TaKKe BBICIIETO WM CPEAHETO MEIUITMHCKOTO
oOpa3oBaHus, cepTudukara coenuamucTa OO0 MPOUICHHOW AaKKpeAUTAllMU CICUATNCTa U
JIOTIOJTHATEILHOTO  MPO(PECCHOHAIBHOTO  O0pa3oBaHUs B YacTH  PO3HUYHOM  TOPTOBIHU
JIEKapCTBEHHBIMU TpenaparaMyd AJii MEIUIIMHCKOTO TMPUMEHEHHsS MPU YCIOBUH WX pabOTHI B
000CO0JIEHHBIX TIO/IPA3/ICTICHUSAX MEIUIIMHCKUX OpPraHW3alliid, YKa3aHHbIX B YacTH | HacTosImIeH
ctatbu. (B pen. PenepanbHbix 3akoHOB OT 28.04.2023 N 149-D3, ot 29.12.2025 N 549-D3)

Crarps 52.1. BBoa B rpaxkIaHCKuil 000pOT JIEKAPCTBEHHBIX CPEACTB
IS MeIMIUHCKOTO0 npuMeHeHus (B pea. PenepajbHbIX 3aKOHOB OT_
28.11.2018 N 449-93, ot 30.01.2024 N 1-P3)
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1. Tlepen BBOJIOM B Trpa)KTaHCKUNA OOOPOT KaXKIOW CEPUM WIIM KaXKJIOW MapTUU MPOM3BEICHHOTO B
Poccniickoit ®enepanuu JIEKapCTBEHHOIO Ipenapara Juisi MEIULMHCKOTO IPUMEHEHHS, 3a
UCKIIIOYCHHEM HMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IPEnapaToB, MPOU3BOJUTENH TaKOIrO
JICKapCTBEHHOTO TMpernapata MPEICTaBIsIeT B JJICKTpOHHOW ¢opme B (QenepalbHbIl  opran
WCIIOJTHUTENIbHOM BIACTH, OCYIIECTBISIONMI (YHKIMM 1O KOHTPOJIO M Haa3opy B cdepe
3IpaBOOXPAHEHHUsSI, JOKYMEHT TIPOU3BOJUTENS JIEKAPCTBEHHOTO CPEJCTBA, TMOJTBEPKIAAIOUIUN
Ka4yeCcTBO JIEKaPCTBEHHOI'O Iperapara, u MOATBEPKICHUE YIOJIHOMOYEHHOIO JIMIA TPOU3BOIUTEINS
JICKapPCTBEHHBIX CPEJICTB COOTBETCTBUS JIEKAPCTBEHHOTO TIperapara TpeOOBaHUSIM, YCTaHOBICHHBIM
npu ero perucrpamnuu. (B pea. DenepanpHoro 3akona or 30.01.2024 N 1-D3)

1.1. Ilepen BBOJIOM B TpaKAaHCKUNA 0OOPOT KaXKIION CEpUM WMIIU KaXKIOW MapTUU MPOU3BEIACHHON B
Poccwuiickoit @enepanuu GapManeBTHIECKO CyOCTaHIIUU MPOU3BOIUTENH TAKOTO JICKAPCTBEHHOTO
CpelCTBa MPEJCTABIsACT B AJICKTPOHHOU (hopme B (denepaibHBIA OpraH HCIOJHHUTEIBHOW BIIACTH,
OCYHICCTBIISIONMUN (YHKIIMH IO KOHTPOJI M HAA30py B cdepe 3IpaBOOXpaHEHUS, JOKYMEHT
MIPOM3BOJUTENS JICKAPCTBEHHOTO CPEACTBA, IOATBEPKIAIOIIMK KadyecTBO (papMareBTHYECKOM
cyOCTaHIIMM, M JIOKYMEHT, TOJATBEPKIAIONIMNA COOTBETCTBUE JICKAPCTBEHHOTO CpPEICTBa
TpeOOBaHUSM, YCTAaHOBIEHHBIM IPH €ro TOCYJAapCTBEHHOW PETUCTPAllMd WIM PETUCTPALUU, U
0(hOPMJICHHBIN YIOJTHOMOYEHHBIM JIMIIOM TIPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB. (B pell.
®denepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2. Tlepen BBOOOM B Tpa)xAaHCKUW OOOPOT KaXKIOW CEpUU WIM KaXIOM MapTHH BBO3UMOTO B
Poccuiickyro @enepanuio JIEKapCTBEHHOrO Ipernapara Juisi MEAMIIMHCKOIO IPUMEHEHHMs, 3a
UCKIIFOYEHUEM UMMYHOOHOJIOTHYECKUX JIEKapCTBEHHBIX IIpenaparos, opraHusanus,
OCYILECTBIISIIOIIAs BBO3 JIEKAPCTBEHHOro mpemnapaTta B Poccuiickyto @enepanuio, NpeAacTaBiIseT B
IeKTPOHHON popme B denepanbHbId OpraH UCIOTHUTEIHPHON BIACTH, OCYIIECTBISIIONINA (yHKITHH
[0 KOHTPOJIO U HaJ30py B chepe 3ApaBOOXpaHEHUs, TOKYMEHT MPOU3BOJIUTENS JICKApCTBEHHOIO
CpencTBa, IOATBEPXKAAIOIIMN  KAadyeCTBO JIEKAPCTBEHHOIO Ipernapara, W IMOJATBEPKIACHUE
MPEACTAaBUTENS OpraHU3alyy, OCYIIECTBIISIOIEN BBO3 JIEKAPCTBEHHOIO Ipernapara B POCCUICKYO
@denepanvic M yHNOJHOMOYEHHOM WHOCTPAHHBIM IPOM3BOJUTEIEM JIEKAPCTBEHHBIX CPECTB,
COOTBETCTBHUSI BBO3UMOTO JICKAPCTBEHHOTO Mpemnapara TpeOOBAaHUSAM, YCTAHOBJICHHBIM MPH €ro
peructpanui. (B pea. @enepanpHoro 3axona oT 30.01.2024 N 1-P3)

2.1. Tlepen BBOJOM B TPakIaHCKUHM OOOPOT KaXJOW CepUM WIM KaXKJIOW MapTUH BBO3UMOU B
Poccuiickyro @enepanuio papMaleBTUYeCKON CyOCTaHIIMKM OpraHU3alysl, OCYLIECTBISAIONIAs BBO3
TaKoro JIEKapCTBEHHOrO cpencrtsa B Poccuiickyro deneparnuro, NMPEeACTABISIET B JIEKTPOHHON
dopme B (penepanbHbIl OpraH UCIOJHUTEIBHON BIACTH, OCYIIECTBISIOMUI (YHKINU IO KOHTPOJIIIO
U Haa3opy B cdepe 31paBOOXpaHEHMs, JOKYMEHT IPOU3BOAUTEINS JIEKAPCTBEHHOIO CPEJCTBa,
HNOJATBEPXKIAIONIMKA KadecTBO (apmalneBTHUecKoi cyocranimu. (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

3. Ilopsimok mpenctaBieHuss B COOTBETCTBUMU ¢ uactamu 1, 1.1, 2 m 2.1 HacTosel crarbu
JIOKYMEHTOB M CBEICHHM O JIEKAPCTBEHHBIX CPEJCTBAX, BBOJMMBIX B TPaXIaHCKUN 0OOpPOT,
ycranaBnuBaercsi IIpaBurensctBoM Poccuiickoit @eneparnuu. (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

4. B oTHOWmIEHWHM TNEpPBBIX TpPEX CEpPUN WM MAPTUH JIEKAPCTBEHHOrO IIpenapara, BIIEpPBbIE
npousBeZeHHOro B Pocculickoit @enepannu Wik BIEpBble BBO3UMOro B Pocculickyro denepanuro
(6e3 yuera AO3UPOBKH) B paMKax OJIHOTO PETHCTPAIMOHHOTO YJAOCTOBEPEHUS, B (eaepaTbHBIN
OpraH WCIOJHUTEIHHOW BIACTH, OCYIIECTBISIOMNUNA (PYHKIHUM MO KOHTPOIIO W HAA30py B cdepe
31paBOOXPAHEHUs, TOMOJHUTEIBHO MPEACTABIISIETCS TPOTOKO UCIBITAHUI O COOTBETCTBUM CEPUU
WM TIApTUU JIEKapCTBEHHOIO IMperapaTa Juisi MEIULIUHCKOTO MPUMEHEHUs oKa3aTessiM KayecTBa,
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MPEyCMOTPEHHBIM HOPMATUBHOM JOKyMEHTAallMeW, WM TpeOOBAaHUSAM, YCTAaHOBJIEHHBIM IIpH
pErUCTpallUl B COOTBETCTBUU C aKTaMH, COCTaBistollMMU IpaBo Coro3a (Janee - IPOTOKOJ
UCIBITaHUI ), TPOBOJUMBIX aKKPEAUTOBAHHBIMU B COOTBETCTBHH C 3aKOHOJaTeNIbcTBOM Poccuiickoit
Qeneparu 00 aKKpeAWTAMM B HAIMOHAIBHOW CHCTEME aKKpeauTauuu (eaepanbHbBIMU
rOCy/IapCTBEHHBIMU OIO/KETHBIMH YUPEKICHUSIMH, MOJBEIOMCTBEHHBIMU (eiepalibHOMY OpraHy
UCTIOJIHUTENIHOW  BJACTH, OCYHIECTBISIOMIEMY (YHKIMH 1O BBIpaOOTKE H  peaau3aliu
rOCyIapCTBEHHOW  TOJUTUKA M  HOPMATHBHO-IIPAaBOBOMY  pPEryJlMpoBaHHIO B  cdepe
3paBOOXpaHEHHs, H (enepaJbHOMy OpraHy HCIOJHUTENPHOW BIACTH, OCYIIECTBISIOIIEMY
GyHKIMM [0 KOHTPOJIO M HaA30py B cdepe 3apaBooxpaHeHus. [lomyckaercsi mpeacTaBlieHUE
IIPOTOKOJIA  WCIBITAHUM, IPOBEAEHHBIX C  HUCIOJB30BaHUEM  CpPEACTB  JAMCTAaHLUOHHOIO
B3aumozeiictBus.  [lopsmok  BblgauM  yka3zaHHBIMH  (efepalbHbIMU  TOCYAapCTBEHHBIMU
OIO/DKETHBIMM ~ YUPEKICHUSIMH JaHHOI'O IPOTOKOJAa M pa3Mep IulaThl 3a €ro Bblaavy
ycranaBnuBatotcs IIpaBurensctBoMm Poccuiickoit denepanuu. (B pea. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

4.1. [IpencraBiaeHue NpoOTOKOJIA UCIIBITAHUN JI0IYCKAETCS TOJIBKO B OTHOLLIEHUH MEPBOU CEpUU WU
NEpBOI MapTUH JIEKAPCTBEHHOIO Ipenapara, BIepBble Ipou3BeeHHOro B Poccuiickoin denepannn
WIM BIepBble BBO3UMOro B Poccuiickyiro @Pexnepanuio (3a HCKIIOYEHHEM JIEKApPCTBEHHBIX
mpernapaToB, yka3aHHBIX B yacTsax 4.2 u 4.3 Hacrosied cTaTbu), B Cly4yae MPEAOCTaBICHUS
CBEJICHUH O JaTe BBLAAYM M PErUCTPALMOHHOM HOMEpE 3aKJIIOYEHMS COOTBETCTBUS IIPOU3BOACTBA
JICKapCTBEHHBIX CPEACTB TPEOOBaHUSAM TMpaBUJI HAJJIeKalle MPOU3BOACTBEHHON MPAKTHKH,
BBIIAaHHOT'O YIIOJTHOMOYEHHBIM (peIepajIbHbIM OPraHOM HCIOJIHUTENIBHOM BIacTH, UM cepTu(duUKaTa
COOTBETCTBUSI TPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB TpPeOOBAHMUSM MPABHI HaJJIeKalleH
MIPOU3BOACTBEHHOMN MPAKTHKA EBpaswuiickoro 3KOHOMHYECKOTO COH03a, BBIIAHHOTO
YIOJHOMOYEHHBIM OPraHoM TIocCyJapcTBa - ujeHa EBpa3miickoro 3KOHOMHYECKOIO COH03a, B
OTHOLIEHUH NPOU3BOACTBEHHON IUIOMAAKK (TPOU3BOACTBEHHBIX IUIOIIAJOK), OCYIIECTBIISIIOIIECH
IPOM3BOJICTBO TOTOBOM JIEKAPCTBEHHOW (OpPMBI M BBIMYCKAIOUIMH KOHTPOJIb  KayecTBa
JIEKapCTBEHHOI'O Mperapara, Ipu YCIOBUU OTCYTCTBHUS B TEUEHUE TPEX JIET, MPEALIECTBYOIMX JaTe
BbIIayl  INPOTOKOJIA HWCHBITAHWM, CIy4aeB BBISIBICHHUS HECOOTBETCTBUS  YCTaHOBJIEHHBIM
TpeOOBaHUSAM KauecTBa JIEKAPCTBEHHBIX CPEJCTB, MH(OpPMaLKs O KOTOPhIX OMyOIMKOBaHa Ha caiiTe
(denepaabHOro OpraHa HCHOJHHUTENIbHOM BIACTH, OCYLIECTBISIOMIErO (YHKLIHU 1O KOHTPOJIO U
HaaA30py B cdepe 31paBOOXpAaHEHUS, B OTHOUIEHHMM BCEX MPOU3BOJICTBEHHBIX IIOMIAJIOK,
OCYLIECTBIISIOLIMX IPOU3BOICTBO JIEKAPCTBEHHOTO MpENapara U BIMYCKAOINUNA KOHTPOJIb KaueCcTBa
JIEKapCTBEHHOTO Mnpenapata. (B pea. @enepanpHoro 3akona ot 30.01.2024 N 1-03)

4.2. He TpeOyercss mpeacTaBieHUE NPOTOKOJA HCHBITAHWH, YyKa3aHHOro B vactu 4 wim 4.1
HACTOALIEH CTaThbH, B OTHOUIEHUH Op(aHHBIX JIEKAPCTBEHHBIX MPENapaToB, BHICOKOTEXHOJIOTMYHBIX
JIEKapCTBEHHBIX IpENapaToB, IOJYyYEHHBIX M3 OHOJOIMYECKOro Marepuajga OIpe/lelIeHHOTO
YyeJloBeKa U MpeIHa3HaYeHHBIX /I IPUMEHEHUS 3TOMY e uesioBeky. (B pen. denepanbHOro 3akoHa
o1 30.01.2024 N 1-®3)

4.3. B OTHONIICHUH OJHOW CEPUH WIU OJHOW MAPTUHU BBHICOKOTEXHOJOTHYHOTO JIEKAPCTBEHHOTO
nperapara (3a HCKIIFOUEHUEM BBICOKOTEXHOJIOTHYHBIX JICKAPCTBEHHBIX TPEIapaToB, OJyUYECHHBIX U3
OMOJIOTUYECKOTO MaTepualia OINPEACNICHHOTO YeNOBEeKa M MPEeAHA3HAUEHHBIX I MPUMEHEHUS
ATOMY JK€ YeJIOBEKY), BIepBbIe mpousBeAeHHOro B Poccuiickorn denepanuu win BIEpBbIC
BBO3UMOro B Poccuiickyro denepanuio, mpeacTaBIseTcss MPOTOKON WCIBITAHUN, TPOBEACHHBIX C
UCIIOJIb30BAaHUEM CPEACTB JTUCTAHIIMOHHOTO B3aUMOJICHCTBUS B TEUCHHUE IMEPBBIX TPEX JIET IMOCIIe
BBOJIa TaKOTO MpernapaTta B TpaxkIaHCKuii 0060poT. (B pea. PexepanbHoro 3akona ot 30.01.2024 N
1-03)

5. ExeronHo He mo3gHee 1 ampens MPOU3BOIUTENN JIEKAPCTBEHHBIX CPEICTB WM OPTraHU3ALNH,
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OCYILECTBISIIOIINE BBO3 JIEKAPCTBEHHBIX IpenapatoB B Pocculickyro denepanuio, NpeicTaBiIsoOT B
dbenepanbHBIE OpraH WCIOTHUTEIBHOM BJIACTH, OCYIICCTBISIONINN (YHKIIUU TIO KOHTPOIIO U
HaJ30py B cdepe 3ApaBOOXPAHEHHUS, IMPOTOKOJ HCIBITAHUNA TIOCTYMUBIIETO B TEYCHHE
MPEIIECTBYIONMIETO KaJICHIAPHOTO TOJa B TPAKIAHCKUN OO0OpOT JICKApCTBEHHOTO Mpernapara
COTJIACHO PEruCTPAIMOHHOMY YAOCTOBEPEHUIO (Ha OJHY CEpHIO0 TOPrOBOI0 HAUMEHOBAHUS C YUETOM
JICKapCTBEHHON ()OPMBI OJHOW JO3MPOBKH), MPOBOAUMBIX AKKPEIUTOBAHHBIMUA B COOTBETCTBUH C
3aKOHO/IaTeabCTBOM Poccuiickoit depepanuu 00 aKKpeIUTAIlMd B HAIMOHAIBHOW CHCTEME
aKKpEeJUTAIlMM UCHBITaTeNIbHBIMU  JabopaTopusimu  (1ieHTpamu). [lpencraBieHue mpoTokosa
UCIIBITaHUM, MPETyCMOTPEHHOI'O HACTOSIIEH 4YacThl0, B OTHOLICHHM JIEKAPCTBEHHBIX IPENapaToB,
YKa3aHHBIX B 4acTH 4.2 HACTOSIIEW CTaThbU, JOIMYCKAECTCS OAWH pa3 B TPHU roja MpH YCIOBUH HUX
BBOJa B rpakaaHckuii obopot. Ilpu mpencraBieHuH MPOTOKOJIAa UCHBITAHUH, MPEAYCMOTPEHHOTO
gactasMu 4 wu 4.1 HacTtosmed craTbHM, B (enepa’bHBIi OpraH WCIOJHUTEIBHOW BIACTH,
OCYHIECTBISIOMMN (YHKIIMM IO KOHTPOJIO U HaI30py B cdepe 3IpaBOOXpaHEHHS, MPOTOKOI
UCIIBITAaHUM, MPEyCMOTPEHHBIA HACTOSIICH 4YacThbiO, B YKa3aHHBIM OpraH He NpeacTaBisercs. (B
pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

5.1. IIpousBoauTenu JEKAPCTBEHHBIX CPEICTB WJIM OPraHU3alUd, OCYIIECTBISIOIINE BBO3 B
Poccuiickyro denepaliuio BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX MTPENapaToB, BMECTO MPOTOKOJIA
UCIIBITAaHUH, NPELyCMOTPEHHOIO YacThl0 S5 HACTOSIIEW CTAaTbM, BIpaBe IMPEACTABUTh B
denepanbHBI OpraH WCIIOTHUTEIHLHOM BJIACTH, OCYIICCTBISIONINN (YHKIIUU TIO KOHTPOIIO U
HaA30py B cepe 3apaBOOXpaHEHHUs], CBEJICHUS O JaTe U PErUCTPAIMOHHOM HOMEpPE 3aKIIOUEHHUS O
COOTBETCTBUU TPOU3BOJTUTEIIS JICKAPCTBECHHBIX CPEJACTB TPEOOBAHUSAM TMPABWII HAJICKAIICH
MPOU3BOJICTBEHHONW MPAKTUKU WM CEepTH(HUKATa COOTBETCTBHUS MPOU3BOJCTBA JIEKAPCTBEHHBIX
CpeACTB TpeOOBaHMSIM TIPAaBWJI HAUIeKAIIEH MPOW3BOJACTBEHHON NpakTUKW EBpasumiickoro
SKOHOMHUYECKOTO COI033, BBIIAHHOTO YIOJHOMOYEHHBIM OpPraHOM TOCyJapcTBa - 4Ji€Ha
EBpasuiickoro KOHOMHYECKOTO COI03a, JUIsl MPOU3BOJICTBEHHON IUIOMIAAKK (IMPOM3BOJICTBEHHBIX
TUIOMIA/IOK), OCYIIECTBISIONICH MPOU3BOJCTBO TOTOBOM JIEKAPCTBEHHOW (DOPMBI M BBITYCKAIOIIHIA
KOHTPOJIb KauecTBa JIEKapCTBEHHOTo mpenapara. (B pen. denepanpHoro 3akona oT 30.01.2024 N
1-03)

6. IlpowsBomuTenu JIEKApCTBEHHBIX CPEICTB WJIM OpPraHU3allid, OCYIIECTBISAIONINE BBO3
JEKApCTBEHHbIX TmpenaparoB B Poccuiickyro @enepanuio, HE MEHEEe YeM 3a OJHUH TOA 10
MJIAHUPYEMBIX TPUOCTAHOBJICHUS] WJIM TPEKPAIICHHs] MPOU3BOJICTBA JIEKAPCTBEHHBIX IPENapaToB
win ux BBo3a B Poccuiickyro @Denepanuio yBeIOMISIOT 00 3TOM B JIEKTPOHHOH (opme
dbenepalbHBI OpraH HMCHOJHUTEIBLHOM BIACTH, OCYIIECTBISIOMUN (YHKIMH TIO KOHTPOJIIO HU
Ham30py B chepe 3apaBooxpaHeHHs U (enepa’dbHBI  OpraH HCHOJHUTENBHON BIACTH,
OCYIIECTBISIOMMUA (PYHKIIUU TIO JTUIEH3UPOBAHUIO IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB. (B pel.
®epnepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

7. BBox B rpakJaHCKH 00OpOT KaXIOW CEpUM WIM KaXJOW MapTMM MMMYHOOHOJIOTMYECKOTO
JIEKapCTBEHHOr'0 Tpemnapara, mnpou3BeAeHHOro B Poccuiickoil ®enepaniuvi WM BBO3UMOIO B
Poccuiickyto @enepariuio, OCyIEeCcTBIsSETCS HA OCHOBAHUU pa3pelleHus], BbIIAHHOTO (peepanbHbIM
OpraHOM HCIIOJIHUTEIBbHON BJIACTH, OCYIIECTBISIONIMM (PYHKIIMK IO KOHTPOJIIO U HAa/l30py B cdepe
3/IpaBOOXPAaHEHMs], HAa OCHOBAHMWHU BBIIAHHOTO (eepaJbHBIMU TOCYAAPCTBEHHBIMU OI0KETHBIMU
YUPEKICHUSIMH, YKA3aHHBIMA B 4acTH 4 HACTOSILEH CTaThHU, 3aKJIFOUYEHHS] O COOTBETCTBHM CEPUU
WIN TTapTUH UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOT0 IpernapaTta TpeOOBaHUSIM, YCTAHOBICHHBIM
IIPH €ro ToCcyAapcTBEHHOW peructpauuu. [Iopsaok Belgauu pa3perieHuss Ha BBOJ B I'PaKIAHCKHHI
000pOT cepur MM MapTHH UMMYHOOHMOJIOTHYECKOTO JIEKApCTBEHHOTO TpenapaTa, a Takke MOpsA0K
BBIIaYM YKAa3aHHOTO 3aKJIIOYEHHA M pasMep IUiaTbl 3a €ro BblIady YyCTAaHABIMBAKOTCA
IIpaBurenscTBoM Pocculickon denepanuu.
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7.1. ®opMa u NOPSAIOK MPOBEIACHUS UCTIBITAHUH, YKa3aHHBIX B 4yacTax 4, 4.1, 4.3 u 5 Hactosmien
CTaTbd, B TOM 4YHCJI€ C UCIHOJIb30BAHUEM CPEJACTB JIMUCTAHIIMOHHOIO B3aUMOJICUCTBUS,
ycranaBnuBarTcs [IpaButenbctBom Poccuiickori ®enepanuu. (B pea. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

8. 3a HempejCTaBiICHUE WM HECBOCBPEMEHHOE IIPE/ICTABICHUE JOKYMEHTOB U CBEJICHHUI,
npeaycMoTpeHHbix vactamu 1, 2, 4, 4.1, 4.3, 5, 5.1 u 6 HacTosimiedl cTaTbu, MPOU3BOAUTEIMN
JIEKAPCTBEHHBIX CPEJICTB M OpPraHU3alllMM, OCYIIECTBIISIONIME BBO3 JIEKAPCTBEHHBIX IpENapaToB B
Poccuiickyro ®eneparnuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanuu. (B pen. ®enepanbuoro 3akona ot 30.01.2024 N 1-D3)

9. IlpencraBieHue JOKYMEHTOB M CBEICHHMH, MPEIyCMOTPEHHBIX YacTsIMH 1, 2 u 4 HacToslen
CTaThbU, U TIOJYYEHHE MPEIYCMOTPEHHOIO0 4YacThl0 7 HACTOAILIECH CTATbU pPa3pelIeHHs Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOI'0 TMpernapara B TPakIaHCKUUA 00OpOT He TpeOyloTcs B
OTHOILICHUU JIEKAPCTBEHHBIX MPENapaToB, MNPEIHA3ZHAUYCHHBIX Jisi MPOBEACHUS KIMHUYECKUX
MCCJICI0BAHMH JICKAPCTBEHHBIX MIPENapaToB, MPOBEACHUS YKCIIEPTU3bI JICKAPCTBEHHBIX CPEACTB JIJIs
OCYILECTBIICHUS TOCYJapCTBEHHOM pETUCTpallMy JIEKAPCTBEHHBIX IperapaToB, a TaKXKe B
OTHOIIICHUH HE3apeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB, MPeAHA3HAYCHHBIX JIJISl OKA3aHUS
MEJIUIIMHCKOM TOMOIIM 10 >XU3HCHHBIM IIOKa3aHUSIM KOHKPETHOIO TMAlMEHTa WX TPYIIIBI
MaIMEHTOB, BBO3UMBIX B Poccuiickyro denepannio B COOTBETCTBUU ¢ yacTsmu 3 u 3.1 cratbu 47
HacTosuero denepanbHOro 3akoHa. (B pel. PenepanbHbix 3akoHOB 0T 27.12.2019 N 475-P3, ot
30.01.2024 N 1-P3)

10. Ilpu BBIABIEHUU B TPaKJAHCKOM O0OPOTE CEpUH WM MApTHH JIEKAPCTBEHHOI'O IIperapara,
JIOKYMEHTbI U CBEIIEHHUS O KOTOPBIX, IpeaycMoTpeHHble dactsmu 1, 2, 4, 4.1, 4.3, 5 u 5.1
HACTOAIIEH CTaTbM, HE TIPEACTaBiIeHbl B (QenepalbHbIi OpraH HCHOIHUTENBHON BJIACTH,
OCYIIECTBISIOMUMA (HYHKIIMH TT0 KOHTPOJIIO U HAA30py B cepe 37ApaBOOXpaHECHHS, TUO0 CEpUM WITH
NapTUU UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpernapara, He UMEIOIINX pa3pelieHus Ha BBOJ B
TPaKJIAHCKUI 000pOT, MPEIYCMOTPEHHOTO YacThl0 7 HACTOSIIEH CTaThH, (enepanbHBIA OpraH
WCTIOTHUTENIbHON BIACTH, OCYIIECTBISIONMN (YHKIMM TO KOHTPOIIO M Ham30opy B cdepe
3ApaBOOXpaHECHUs, B TNopsake, ycraHoBieHHOM IIpaButensctBoM Poccuiickoit dPepepanuu,
NPUHUMAET pEIIEHHE O MPEeKPAlIEHUH TPaKIAHCKOTO 00O0pOTa TaKWX CEPUH WIM TapTUU 0
MIPE/ICTABJICHHS YKa3aHHBIX JJOKYMEHTOB U CBEACHUHN JTMOO MOJYUCHHS YKa3aHHOTO pa3pelieHus. (B
pen. @enepansHoro 3akoHa oT 30.01.2024 N 1-3)

Cmamosa 52.2 ne pacnpocmpansemcsa Ha cepuu 1eKapcmeeHHblX NPEenapamos 0
6eMmepuUHapHO20 RPUMEHEHUS, 66€0CHHbIE 6 ZPANHCOAHCKUIL 000pom Ha meppumopuu P® 0o
01.09.2023 (uacmo 2 cmamou 2 @edepanvhozo 3axkona om 02.07.2021 N 317-D3).

Cepuu nexapcmeeHHbIX RPenapamog 0isi 6emepuUHapHo20 RPUMEHEHU, YKA3AHHbLE 6 CHIAMbe
52.2, noonesxcam xpanenuro, nepeeozke, OmnycKy, peaiusayuu, nepeoaye, NPUMEHeHUI0 00
ucmeuenus cpoxka ux 200nocmu (wacmov 3 cmamou 2 @edepanvnozo 3akona om 02.07.2021 N
317-D3).

Crartbs 52.2. BBoa B rpaxaancKuil 000pOT JIEKAPCTBEHHbIX
NpenaparTos AJis BeTEPUHAPHOI0 NpuMeHeHus (B pea. DeaepajbHOro
3akoHa ot 02.07.2021 N 317-®3)

1. Tlepen BBOJOM B TpaXIaHCKUH 00OPOT KaXIOW Cepuu MpOU3BEIEHHOTO B Poccuiickoit
@denepannu JIEKAPCTBEHHOTO IIpernapara JyUisi BETEPUHAPHOTO NPUMEHEHHS, 3a HCKIIOYEHHEM



https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l70
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l70
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l70
https://normativ.kontur.ru/document?moduleId=1&documentId=504480#l0
https://normativ.kontur.ru/document?moduleId=1&documentId=504480#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=351582#l26
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l70
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l70
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l70
https://normativ.kontur.ru/document?moduleid=1&documentid=395351#l18
https://normativ.kontur.ru/document?moduleid=1&documentid=395351#l18
https://normativ.kontur.ru/document?moduleid=1&documentid=395351#l2

UMMYHOOMOJIOTHYECKOTO  JICKApCTBEHHOTO  Mpermapara s  BETEPHHApPHOTO  INPUMEHEHUS,
IPOM3BOJIUTENH TAKOTO JIEKAPCTBEHHOTO IpenapaTa NpeACTaBIsieT B YBEIOMHUTEIBHOM MOpPSAKE B
(enepanpHBIl OpraH HMCHOJIHUTENBHOM BJIACTH, OCYIICCTBISIOMUN (YHKIMM IO KOHTPOIIO
(Hag3o0py) B chepe oOparieHust JeKapCTBEHHBIX CPEACTB IJIsl BETEPUHAPHOTO IIPUMEHEHUS:

1) AOKYMEHT NpOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, MTOATBEPIKAAIOIINN COOTBETCTBUE KauecTBa
JIEKapCTBEHHOTO Ipernapara [yl BEeTEpUHAPHOIO IPUMEHEHUs, BBOAUMOIO B IPAXKAAHCKUN 000pOT,
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPU €T0 FOCYAAPCTBEHHON PETUCTPALIUU;

2) NOATBEPKICHUE YIIOJIHOMOYEHHOTO JIMLA IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB COOTBETCTBUS
JIEKapCTBEHHOTO TpernapaTa JUlsi BETEPHHAPHOTO NPUMEHEHHs TPEOOBAHUSAM, YCTAHOBICHHBIM IMPH
€ro roCyJapCTBEHHON PErUCTPaLlUu.

2. Ilepen BBOAOM B TIpa)xJaHCKUH OOOPOT KaXA0H cepuM BBO3UMOIO (IIE€pEMEIaeMoro) B
Poccniickyro ®enepanuro JIEKapCTBEHHOIO IIpemapara il BETEPUHAPHOTO NPUMEHEHMS, 3a
UCKJIIOUEHHMEM HMMYHOOHMOJOIMYECKOI0 JIEKAPCTBEHHOI'O IpenapaTta Ui BETEPUHAPHOIO
NPUMEHEHHUs, OpraHu3alus, OCYLIECTBIIAIONIAs BBO3 (IE€pEMELICHHE) JIEKAPCTBEHHOIO Mpernapara
JUls BeTepuHapHOro npumeHenus B Poccuiickyro denepanuio, npeacTaBiaseT B yBEJOMUTEIbHOM
nopsiike B (Qenepa’bHbIl OpraH WCIOJHUTEIFHOW BIACTH, OCYIIECTBISIONIMA (DYHKIUH 110
KOHTpOJIO (Haa3opy) B cdepe oOpalieHus JIEKapCTBEHHBIX CPEICTB JUIl BETEPUHAPHOIO
MMPUMCHCHUA:

1) AOKYMCHT ITPOU3BOAUTEIIS JICKAPCTBCHHBIX CPEACTB, HO,Z[TBep)K,HaIOH_IHﬁ COOTBCTCTBHUEC Ka4u€CTBa
JICKApCTBCHHOT'O IIpfIiapara i1 BETCPUHAPHOIO MPUMEHCHUS, BBOAUMOI'O B Fpa)KIlaHCKI/If/'I O60p0T,
Tpe6OBaHI/I${M, YCTAHOBJICHHBIM IIpH €TI0 l"OCYI[&pCTBCHHOﬁ perucTpanuu;

2) moATBep:KJEHHE JIHIA, YIOJHOMOUYEHHOIO JAepkKaTelleM WM BIAJENbleM PEerucTpalioHHOTO
YAOCTOBEPEHUSI JIEKapCTBEHHOI'O Ipernapara Uil BETEPUHAPHOIO IPUMEHEHMS, COOTBETCTBUS
JIEKapCTBEHHOTO TpenapaTa [yl BETEpUHAPHOTO NMPUMEHEHUsT TPeOOBAHUAM, YCTAHOBJIEHHBIM IMPH
€ro rocy/1apCTBEHHON PErucTpaLuy.

3. BBoxg B rTpaxknaHckuii 000poT BBO3MMOro (mepememaeMoro) B Poccuiickyro deneparuio
JICKAPCTBCHHOTO Ipfriapara AJid BCTCPUHAPHOIO MNPUMCHCHHA OCYLICCTBIIACTCA IHIPpHW HAJIUYUHA
3aKJTIOYEHHUS O COOTBETCTBHH MPOWU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAaHUSAM MPaBUIT
Haj:[nemameﬁ HpOHSBO}ICTBCHHOﬁ IMPAaKTUKH, BBIIAHHOTO YIIOJTHOMOYCHHBIM q)eﬂepaHI)HI)IM OpraHom
WCIIOJIHUTENIbHOM BJIACTH JJII TPOU3BOACTBEHHOM IUJIOIIAJKHU JIEKAPCTBEHHOTO MpernapaTta i
BETEPUHAPHOTO MPUMEHEHMSI, BBOJUMOTO B IPAXKIAHCKUN 000pOT.

4. Jluno, ymoJHOMOYEHHOE Jep)KaTeleM WU BiaJelblleM PErucTPaliOHHOTO YJI0CTOBEPEHUS
JIEKapCTBEHHOTO IMperapara Ui BETEPHUHAPHOIO IMPHMEHEHHs, JOJDKHO OBITh aTTECTOBAHO B
YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM (hefiepaabHbIM OPraHOM HCIOJHUTEIBHOM BIIACTH MOPSJKE U
UMETh CTaXX pabOThl HE MEHEee YeM IISTh JIET B 00JacTH NMPOU3BOACTBA M (MIIM) KOHTPOJIS KayecTBa
JIEKApCTBEHHBIX CPEACTB JHOO B o00jacTd MOHUTOpWHTAa 3(P(PEeKTHBHOCTH U 0O€30MacCHOCTH
JIEKapCTBEHHBIX IIPENapaToB A BETEPUHAPHOIO NPHUMEHEHUS, IPOBOAMMOIO JAEpXKaTeleM WIH
BJIQ/IETIBIIEM PETUCTPALIMOHHOIO YAOCTOBEPEHHUs JEKApCTBEHHOT'O Ipernapara Jjisi BEeTEpUHAPHOTO
OpUMEHEHHUs JMOO YIOJHOMOYEHHBIM HMH IOPHIMYECKMM JIMIIOM, BBICIIEe 0Opa3zoBaHHE
COOTBETCTBEHHO MO OJHOW W3 CHelHaJbHOCTed M (WJIM) OAHOMY M3 HamlpaBlIE€HUIl MOATOTOBKH:
Ouonorus, OMOTEXHOJOTHS, BETEpUHApHUs, BETEpUHAPHO-CAHUTApHAs OSKCIEPTH3a, KIMHUYECKas
MeAMIIMHA, paJuallMoOHHasl, XUMUYecKkass U Ouoyiornyeckas 3amura, ¢papmanus, pyHIaMeHTalIbHas
MEAMIMHA, XMMUUYECKasi TEXHOJIOTHSI, XUMHUSL.

5. Ilopsimok mpeacraBieHus B COOTBETCTBUMU C YACTSIMHM | M 2 HACTOAIIECH CTaTbU JOKYMEHTOB M



CBEICHMM O JICKapCTBEHHBIX IIpernaparax Ijsl BETEPUHAPHOTO IPUMCHEHHs, BBOAMMBIX B
rpaxkJIaHcKuil 06opot, ycranasnuBaercs [IpaButensctBoM Poccuiickoii @eneparum.

6. B oTHOILIEHNN TIEPBBIX JIBYX CEpHUil IEKapCTBEHHOTO IpenapaTa i BeTepUHAPHOTO TPUMEHEHHUS,
BIIEpBBIE MTpou3BeieHHOro0 B Poccuiickoit denepannu uam BepBble BBO3UMOTO (TIepeMeIiaeMoro) B
Poccuiickyro @enepanuio, B ¢efepanbHblii OpraH HCIOTHUTEIBLHOW BIIACTH, OCYIIECTBIISFOIIHIA
GyHKIIMM 10 KOHTpOJ (Ham30py) B cdepe oOpaiieHus JIEKapCTBEHHBIX CPEACTB IS
BETCPUHAPHOTO TNPUMEHEHUs, HapsAy C JOKYMEHTaMH, NPEIYyCMOTPEHHBIMH dacTaMu 1 u 2
HACTOALIEH CTaThbU, MPEACTABISAIOTCS MPOTOKOJIbl MCIBITAHUM O COOTBETCTBUU O3TUX CEpHid
JEKapCTBEHHOTO  Mperapara Uil BETEPUHAPHOTO MPUMEHEHHMS II0Ka3aTelsiM  KadecTBa,
PEyCMOTPEHHBIM HOPMATHUBHBIM JOKYMEHTOM (Jjajiee - MPOTOKOJI HCIBITAHWI), MPOBOAUMBIX
AKKpEIMTOBAHHBIMA B COOTBETCTBUM C 3aKOHOJATelnbcTBOM Poccuiickoit @enepanun 00
aKKpeIuTallMM B HAIlMOHAJIbHOW CHUCTEME AaKKpPEAUTALUU HCIBITaTeIbHBIMUA J1A00PATOPUSIMU
(ueHTpamu).

7. ExxerogHo He no3zaHee 1 ¢eBpans Npou3BOJUTENM JIEKAPCTBEHHBIX CPEACTB MM OpraHU3aALMH,
OCYILECTBIIIONIME BBO3 (IEpeMEILEHNE) JICKapCTBEHHBIX IIPENapaToB JUisl BETEPUHAPHOTO
npuMeHeHus B Poccuiickyro denepaiyio, NpeacTaBiasioT B (eaepaabHblii OpraH UCIIOJIHUTEIbHON
BJIACTH, OCYIIECTBIAIONMN (DYHKIIUH 110 KOHTPOJIIO (Haa30py) B chepe oOparneHust IeKapCTBEHHBIX
CPEICTB JUIsl BETEPUHAPHOTO IPUMEHEHMS], IPOTOKOJI UCIIBITAHUN MOCTYNMBILErO B TEYEHUE TOJa B
rpaKAaHCKUIl 000pOT JEKapCTBEHHOI'O Ipemnapara Jyisi BETEpUHAPHOTO NPUMEHEHUs KOHKPETHOTO
OPOM3BOAUTENS (HAa OJHY CEPHIO Ka)XJ0T0 TOPrOBOIO HAWMEHOBAHHUS C YYETOM JIEKapCTBEHHOM
dbopmbl, a s JIEKapCTBEHHOTO Mpernapara Jisi BETEPUHAPHOTO NMPUMEHEHHS, HE SBIISIOLIETOCS
UMMYHOOHOJIOTHYECKUM, TaKXXe C Y4YeTOM JO03MPOBKH), IPOBOJUMBIX aKKPEIUTOBAHHBIMH B
COOTBETCTBUH C 3aKOHO/AATeNbCTBOM Poccuiickoit deneparyn 06 akKpeaUTaluy B HAIIMOHAIBHON
CHCTEME aKKPEIUTALUHU UCIIBITaTeIbHBIMU JIAOOPATOPUAMHU (LIEHTPaMH).

8. BBox B TpaxkgaHCKMil 000pPOT MMMYHOOHOJIOTMYECKOrO JIEKapCTBEHHOTO mpemnapara i
BETEPUHAPHOIO IPUMEHEHHUs, Ipou3BeneHHoro B Poccuiickoit @Pexepanuu WIM  BBO3MMOIO
(mepememaemoro) B Poccuiickyro denepanmio, OCyLIECTBISETCS Ha OCHOBAaHMM pa3peleHMs,
BBIIaHHOTO (efiepaabHbIM OPraHOM HCHOJHUTENbHOM BJIAcTH, OCYIIECTBISIIOIIMM (QYHKIUH IO
KOHTpOJIO (Haa30py) B cdepe oOpalieHuss JEKapCTBEHHBIX CPEACTB Uil BETEPUHAPHOTO
IPUMEHEHHs. YKa3aHHOE pa3pellieHue BBIJAETCS HAa OCHOBAHWM NPOTOKOJA MCIIBITAHWM,
IIPOBOAMMBIX AKKPEIUTOBAHHBIMU B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickont denepaunn
00 aKKpeAUTall{ B HAllMOHAJILHOW CHUCTEME aKKpeAMTAllUK OpPraHU3alUsIMHU, MOJBEAOMCTBEHHBIMU
deneparbHOMY OpraHy HCHOJIHMTENBHOM BJIACTH, OCYIIECTBISAIOIIEMY (YHKLIMH IO BBIpaOOTKE
rOCy/1JapCTBEHHOW  NOJUTUKM M  HOPMATHBHO-IIPAaBOBOMY  DPETyJMpOBaHMIO B  cdepe
arporpoOMBIIJIEHHOTO ~ KOMIUIEKCA, BKJIIOYas oOOpalleHue JIeKapCTBEHHBIX  CPEICTB  JJIs
BETEPUHAPHOTO  TNpPUMEHEHMs, WU  ¢eAepalbHOMY OpraHy  MCIOJIHMUTEIbHOW  BIACTH,
OCYILECTBIISIIOLIEMY (YHKIMU IO KOHTPONIO (Haa3opy) B cdepe oOpalleHus JeKapCTBEHHBIX
CPEICTB JUIsl BETEPUHAPHOTO NMPUMEHEHHS], a TaKKe JIOKYMEHTOB M CBEJIEHUH, MPeTyCMOTPEHHBIX
yacTeio | (mns mpenapaToB, Hpou3BeneHHBIX B Poccuiickoit ®deneparun) winm vacteio 2 (as
IpernapaToB, BBO3UMBIX (epemMeniaembix) B Poccuiickyro denepannio) HaCTOAIIEH CTaThU.

9. Cpok BbIJauu pa3pelieHus], yKa3aHHOTO B YaCTH 8 HACTOSINIEH CTaTbU, COCTABIISET MATh pabOUnX
JTHEW CO IHS TPEICTaBICHUS IPOU3BOJHUTEIEM JIEKAPCTBEHHBIX CPEICTB WM OpraHHW3aluei,
OCYILECTBIISIIOLICH BBO3 (IepeMeleHHe) JIEKapCTBEHHOro Ipernapara s BETePHUHAPHOTO
npuMmeHenus B Poccuiickyto @enepanuio, B ¢enepanbHbIi OpraH MCIOJHUTEIBHONW BJIACTH,
OCYILECTBIISAIONINHA (PYHKITH 110 KOHTPOIIO (HAA30py) B cpepe oOpaleHus JIeKapcTBEHHBIX CPEICTB
JUI BETEPUHAPHOTO IPUMEHEHHUS, TOKyMEHTOB, IPEyCMOTPEHHBIX YaCThIO 8 HACTOSIIECH CTaThH.



10. Paspemienue, ykazaHHOE€ B 4acTH 8 HACTOSIIEH CTAaTbH, BBIJAETCS B OTHOILICHHM KaXXIAOW W3
MEPBBIX JBYX CEPUH MMMYHOOHOJIOTHYECKOTO JICKQpPCTBEHHOTO IMpernaparta JUisi BETEPHHAPHOTO
IIPUMEHEHHUs, BIEpBbIe Ipous3BeneHHOro B Poccuiickoit denepauuy WM BIEpPBbIE BBO3UMOIO
(nepememiaemoro) B Poccuiickyto @epepaunto. Takoe pasperieHHe BBIJIAETCS Ha BECh CPOK
oOpallleHus: cepuy UMMYHOOHOJOTHYECKOr0 JIEKapCTBEHHOI'O Mpenapara JUisi BETepUHAPHOIO
MPUMEHEHHUS, B OTHOUICHUU KOTOPOM OHO BBIIaHO. B OTHOIIEHHM MOCHEAYIOMIMX CEPHUMl OJIHOTO
TOProBOI0 ~ HAaUMEHOBAHUS  HWMMYHOOHMOJIOTMUYECKOTO  JIEKAPCTBEHHOrO  Iperapara  JUis
BETEPUHAPHOIO IIPpUMEHEHUs, IpousBeneHHoro B Poccuiickoil Pepepanuuu WIM  BBO3MMOIO
(mepememaemoro) B Poccuiickyro deneparninio, Takoe pa3pelieHue BbIJACTCsl CPOKOM Ha TPH roja.
[Topsimok BBIaYM  pa3pelieHWs] Ha BBOA B TPAXKIAHCKHA O0OPOT HMMMYHOOHOJIOTUYECKOTO
JIEKApCTBEHHOI'0 IIpernapara i BETEPUHAPHOIO IPUMEHEHMs, MOPSNOK BbIAAYM IPOTOKOJA
UCIIBITAaHUH, YKa3aHHBIX B YaCTU & HACTOSIICH CTaThH, a TAKXKE METOJIMKA OINpPEICICHUS pa3MEpOB
IaTel 3a BbIJAYY YKa3aHHOTO MPOTOKOJIA HCIHBITaHUM YycraHaBiuBaetrcs IIpaButenbcTBOM
Poccuiickoit @enepanuu.

11. HMmMmMyHOOMONOTHMYECKHE JICKQpPCTBEHHBIE IMpenaparsl IS BETEPHUHAPHOTO IMPUMEHEHHS,
BBEJICHHBIE B TPAXKAAHCKUH OOOpPOT B COOTBETCTBMM C YacTblO 8 HACTOSILEH CTAaThbu, MOIJIEXKAT
XPAaHEHUIO, MEPEBO3KE, OTIIYCKY, peaju3alliy, Iepenadye, NPUMEHEHHUIO 10 MCTEYEHHUs CPOKa HX
TOJHOCTH.

12. 3a HempencTaBlI€HME WJIM HECBOEBPEMEHHOE IIPEJCTABJICHUE JIOKYMEHTOB M CBEICHUI,
HOpPeIyCMOTPEHHBIX yacTssMu 1 - 3, 6 u 7 Hacrosiued cTaThbd, MPOU3BOJIUTENN JIEKAPCTBEHHBIX
CPEACTB M OPTaHM3ALMH, OCYIIECTBIISIONINE BBO3 (MIEpEMEIIECHNUE) JIEKAPCTBEHHBIX MPENapaToB Iis
BeTepuHapHOro npumenenus B Poccuiickyro denepannio, HeCyT OTBETCTBEHHOCTh B COOTBETCTBUU
¢ 3aKkoHOoHaTenbCcTBOM Poccuiickoi denepannm.

13. IIpencraBneHne JOKYMEHTOB U CBEIAEHMM, IPEeyCMOTPEHHBIX YacTsaMu 1 - 3, 6 u 7 Hacrosiei
CTaThU, M TOJIy4E€HHE pa3pelleHus, YKa3aHHOTO B YacTH & HacTosIeill cTaThbi, HE TpeOyITCsS B
OTHOIIEHUH JIEKAPCTBEHHBIX MPENapaToB JJisl BETEPUHAPHOIO MPUMEHEHHUS, TpeIHa3HAYCHHBIX IS
BbIBO3a M3 Poccuiickoin denepannu, NpoBeneHNs TOKIMHUYECKUX HMCCIEN0BAHUN JIEKAPCTBEHHBIX
CPEICTB, KIMHUYECKHX HCCIEIOBAaHUM JIEKApCTBEHHBIX MPENapaToB JUIsi BETEPUHAPHOTO
IPUMEHEHHS M BBO3a M LEJNEH, yKa3aHHbIX B INyHKTe 5 4actd | cratem 50 HacTosero
@denepanbHOTO 3aKOHA, a TakkKe O00pa3sloB JIEKAPCTBEHHBIX IIPENapaToB [yl BETEPUHAPHOIO
IIPUMEHEHHUS, NIPEIHA3HAYCHHBIX U IPOBEICHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B LEJSAX
OCYIIECTBJIEHUSI TOCYAapCTBEHHON PErucTpalyy JIEKApCTBEHHBIX MPENapaToB JUisi BETEPUHAPHOTO
IIPUMEHEHNS WIM BHECEHUS M3MEHEHWIl B PETHCTPALIMOHHOE J0ChE Ha JIEKAPCTBEHHBIM Ipernapar
JUISL BETEPUHAPHOTO PUMEHEHHUSI.

Crartba 53. Ilpoaaxa, nepejaya JJeKApCTBEHHbIX CPE/ICTB
OPraHu3alMsiMM ONITOBOM TOProBJIM JIEKAPCTBEHHBIMHU CPeACTBAMU

1. Opranuzanuy ONTOBOW TOPTOBIIU JIEKAPCTBEHHBIMH CPEICTBAMU MOTYT OCYIIECTBIATH MPOJAXKY
JIEKAPCTBEHHBIX CPEJCTB WJIM MEPENaBaTh UX B YCTAHOBICEHHOM 3aKOHOJATENBCTBOM Poccuilckoin
Oenepann  MopsiAke (3a UCKIOYeHHEM (apMaleBTUYECKOW CYOCTaHIIMM CIHUpPTa JTUIOBOTO
(aTaHona) ¢ ydyeroM TpeOOBaHMI 4YacTH 3 HaAcTosmiew crartbu: (B pen. DeaepaqbHBIX 3aKOHOB OT
29.07.2017 N 278-®3, o1 27.12.2019 N 481-P3, ot 04.08.2023 N 428-P3)

1) APYruM OopraHHu3alusaIM OIITOBOM TOPIrOBJIN JICKAPCTBCHHBIMU CPCIACTBAMU;

2) IpOU3BOIUTEIISAM JIEKApPCTBEHHBIX CPEJCTB AJIS LeJIel TPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB;


https://normativ.kontur.ru/document?moduleid=1&documentid=380364#l149
https://normativ.kontur.ru/document?moduleid=1&documentid=380364#l149
https://normativ.kontur.ru/document?moduleid=1&documentid=351788#l36
https://normativ.kontur.ru/document?moduleid=1&documentid=453374#l20

3) anTeyHbIM OpraHU3alUsIM U BETEpUHAPHBIM allTEYHBIM OpraHU3aIUsIM;

4) Hay4YHBIM OpraHM3alMsIM ]IS HAy4YHO-HMCCIICIOBATEeIbCKOH paboThl; (B pen. denepanbHOro
3akoHa oT 30.01.2024 N 1-®3)

5) uUHAMBUAYAJIbHBIM MpEANPUHUMATENSM, HUMEIOMIMM JIMIEH3UI0 Ha (apMaleBTUYECKYIO
JIEATETbHOCTh WIH JTIUIEH3UIO HA MEIUIIUHCKYIO JIeATeIbHOCTB;

6) MEIUIIMHCKUM OpPTaHHU3alMsiIM, B TOM YHUCII€ CO3/IaHHBIM U 3apErUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJIATEJIBLCTBOM HWHOCTPAHHOTO ToOCymapcTBa - wieHa OpraHuzaluud SKOHOMHUYECKOTO
COTpYAHUYECTBA W  PA3BUTHS WHOCTPAHHBIM  IOPUJUYECKUM JIMLAM, WHIUBUAYaJIbHBIM
MPEANPUHUMATEIISIM, SBJSIOMIUMCS yYaCTHUKAMHU TPOEKTa B COOTBETCTBUU ¢ DenepaibHbIM
3akoHOM OT 29 wuroHs 2015 roma N 160-®3 "O mexayHapOAHOM MEAUIIMHCKOM KJacTepe u
BHECEHUHM W3MCHEHUH B OTIENbHBIE 3aKOHOAAaTelIbHbIe akThl Poccuiickoi @enepanuu’, u
BETEpPUHAPHBIM oOpranuzauusaM; (B pen. dexepanbHbix 3akoHOB 0T 26.07.2019 N 240-®3, ot
04.08.2023 N 428-D3)

7) opramu3aiuvsiM MW HWHAUBUAYAJIbHBIM MNPCANPUHHUMATCIIAM, OCYHICCTBIIAIOIMUM PA3BCACHUC,
BBIPAIIMBAHUE W COJICP)KAHHE J>KMBOTHBIX (32 HUCKIIOUCHHEM TMPOJNAXKH MM (apMareBTHUSCKUX
cyOcTannmii win ux nepenayn). (B pea. @enepanpaoro 3akona ot 02.08.2019 N 297-D3)

2. OpFaHI/I3aHI/II/I ONITOBOU TOProBJIM JICKAPCTBCHHBIMU CPCACTBAMH HC BIPAaBC OCYUICCTBIIATH
npoaaxy (mepenady B YCTaHOBJIICGHHOM 3aKOHOIATEIbCTBOM Poccuiickoii denepanuu mopsijike)
dapmaneBTUUECKOW CyOCTaHIIMU CHHUpTa 3TUIOBOro (3Tanoisa). (B pen. denepanbHOro 3akoHa OT
27.12.2019 N 481-D3)

Honoxcenua wacmu 3 cmamou 53 na meppumopusax /loneykoii Hapoonou Pecnyonuku,
Jlyzanckoit Hapoonoii Pecnyonuku, 3anoposicckou odracmu, Xepconckoii oonacmu
npumensaromces ¢ 01.09.2024 (vacmov 3 cmamou 3 Dedepanvrozo 3akona om 04.08.2023 N
428-D3).

3. Opranu3auuy ONTOBOM TOPTOBIM JEKAPCTBEHHBIMU CPEICTBAMH MOTYT OCYIIECTBIISTh MPOJAXKY
(mepemadyy B YCTAHOBJIEHHOM  3aKOHOJATENhCTBOM  Poccuiickoit ~ Denepanuii  MOPSIIKE)
JEKApCTBEHHOIO0  Ipemapara A MEAMIMHCKOIO  NPUMEHEHUsT € MEXKAYHapOJIHbIM
HEMaTeHTOBaHHBIM HamMeHoBaHueM "JDtaHon": (B pen. denepanpHoro 3akona or 04.08.2023 N
428-D3)

1) ropuaudecKuM JHIlaM, UMEIOIIUM JIUIIEH3UI0 Ha (apMaleBTUUECKYI0 NEeATeTbHOCTh B cdepe
oOpallleHus: JEKapCTBEHHBIX CPEICTB Uil MEAMIIMHCKOTO mpuMeHeHus; (B pen. deaepaiabHOTro
3akoHa oT 04.08.2023 N 428-03)

2) VHOUBUAYaJbHBIM MpEANPUHUMATENSAM, HWMEIOUUM JIMIEH3HI0 Ha (apMaleBTHUECKYIO
JEeSTENIbHOCTh B cdepe oOpallleHus JIEKapCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO MPUMEHEHUs; (B
pen. ®enepanbroro 3akoHa oT 04.08.2023 N 428-D3)

3) UHIUBUAYATBHBIM MPEANPUHUMATEINSAM, UMEIOIIUM JHUIEH3UI0 HA MEJUIIMHCKYIO J1eSTeIbHOCTD;
(B pea. @enepanbHoro 3akoHa ot 04.08.2023 N 428-D3)

4) IOpUAMYECKAM JIMIIAM, WMCIOIIAM JIMICH3WI0 Ha MEIUIUHCKYIO JIeITeIbHOCTh, (B peil.
®epnepanbHoro 3akoHa ot 04.08.2023 N 428-D3)

5) HHOCTpaHHBIM HOPHIWYCCKHUM JIMOaM W HWHAUBUAYAJIbHBIM MPCANIPUHUMATEIIAM, CO3AaHHBIM H
3apCruCTpUPOBAHHBIM B COOTBCTCTBUU C 3aKOHOAATCILCTBOM HMHOCTPAHHOI'O rOCyaapCTBa - YJICHA
OpFaHI/ISaHI/II/I SKOHOMHYECKOT'O COTPYAHHUYECCTBA U PAa3BUTHUA, ABJIAIOINIUMCA YYaCTHUKaMHU ITPOCKTa
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B cooTBeTCTBUM ¢ DenepaibHbIM 3aK0HOM OT 29 uioHg 2015 roga N 160-®3 "O mexayHApOIHOM
MEJIUIIMHCKOM KJIACTEPE U BHECEHHHU M3MEHEHUM B OTJEIIbHBIE 3aKOHOJATENbHbBIE aKThl Poccuiickoii
Oenepannn"; (B pea. Penepanbroro 3akoHa oT 04.08.2023 N 428-D3)

6) WCHBITaTEIbHBIM JIabopaTopusM (LIEHTpaM), MPOBOJSIIMM HCIBITAHUS B OO0JACTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJCTB, AKKPEAUTOBAHHBIM B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit ®denepannu 00 aKKpeAWTAMM B HAlMOHAIBHOM CHCTEME aKKpeauTanuu. (B pel.
®epnepanbHoro 3akoHa ot 04.08.2023 N 428-D3)

Crarbs 54. [IpaBuiia onroBO#l TOProBJIM JIEKAPCTBEHHBIMH
cpeacTBaMu

1. OmnroBas TOpProBiii JIEKAPCTBEHHBIMU CPEACTBAMU  OCYILECTBISETCS IPOU3BOJUTENSIMU
JIEKaPCTBEHHBIX CPEICTB M OPraHM3aLMUsAMM ONTOBON TOPrOBJIM JIEKAPCTBEHHBIMH CPEACTBAMHU IIO
npaBWiIaM  HaJIeKamied  JUCTPHUOBIOTOPCKOW  MPAaKTHKH,  YTBEP)KICHHBIM  EBpasuiickoii
SKOHOMMYECKON KOMHCCHEH, M IpaBWIaM XPAHEHMs JIEKAPCTBEHHBIX CPENCTB, YTBEPKIECHHBIM
YIIOJTHOMOYEHHBIM (heZiepalibHbIM OpTaHOM HCIIOTHUTEIBHOHN BiacTH. (B pen. PenepanbHOro 3akoHa
o1 30.01.2024 N 1-®3)

2. OpraHm3anys ONTOBOW TOPrOBJIM JICKAPCTBCHHBIMH CPEJICTBAMU 00s3aHA COOJFOAATH
npeeNbHbIe CPOKH OTTPY3KH 3aTpeOOBaHHBIX alITEYHOW OpraHU3aIMei JIeKAPCTBEHHBIX MPEIapaToB
AJI1 MCAUIIMHCKOI'0 NPpUMEHCHUS U HE BIIPABC OTKA3bIBATh alTeYHoOn opranusanuvu, € KOTOpOI;'I Y HEC
3aKIIOYCH COOTBETCTBYIOIIMK JIOTOBOPp O TIOCTaBKaxX JICKAPCTBEHHBIX MPEMapaToB  JUis
MCIUIUHCKOI0 TIPUMCHCHHA, B IIOCTABKC JICKAPCTBCHHBIX IIpCraparoB M1 MCEAULIUHCKOIO
NPUMEHEHUS TPH HaJMuuu 3aTpeOOBaHHBIX JIEKAPCTBEHHBIX MPENapaTroB AN MEAUIIMHCKOTO
MPUMCHCHUA Y OpraHu3anuu ONTOBOU TOPIroOBJIK JICKAPCTBCHHBIMU CPCICTBAMMU. Hpe[[eﬂI)HI)IC CpOKH
OTTPY3KH  3aTpe0OBAaHHBIX  AaNTEYHOW OpraHM3alMel  JIGKApCTBEHHBIX  MpEmapaTtoB Ui
MCIUIUHCKOI0 MPUMCEHCHUSA B 3aBUCUMOCTH OT PaACIIOJIOKCHUA MECTa OTIrPy3KHU JICKAPCTBCHHBIX
MpenapaToB IJs MEAUIIMHCKOTO MPUMEHEHUS! yCTaHABIUBAIOTCS YIOJHOMOYEHHBIM (heepaabHbIM
OpraHOM HCIIOJIHUTETLHOM BiacTH. (B pea. enepanbpHoro 3akona ot 26.03.2022 N 64-D3)

Crarps 55. IlopsiioK pO3HHMYHON TOPIrOBJIM JIEKAPCTBEHHBIMH
npenaparaMmu

1. PO3HI/I‘IH3$I TOpl"OBJ’IfI J'IeKapCTBeHHI)IMI/I npenapaTaMI/I B KOJIHNYECTBAX, HCO6XOI[I/IMI>IX JJIA
BBITIOJTHEHUS BpadeOHBIX ((pebaIIepcKuX) Ha3HAYSHU U Ha3HAUYEHUH CIEeNHUAaINCTOB B 001acTh
BETEpUHAPUHU, OCYILECTBISETCS AaANTEYHBIMU OpPraHU3aLMSAMH, BETEPUHAPHBIMU  alTEYHBIMHU
OpFaHI/ISaI_[I/IHMI/I, I/IH)II/IBI/Illya.]'H)HBIMI/I HpeJIHpI/IHI/IMaTeJ'IﬂMI/I, NMCHOIITNUMHU JIMTICH3UIO Ha
(dbapManeBTUYECKYIO AESITeNbHOCTh, MEIUIIMHCKUMHI OpTaHU3alUsIMH, UMEIONIUMH JIUIEH3UI0 Ha
(bapMareBTUIECKYI0 JIeATeTbHOCTh, U UX 000COOJICHHBIMH MOPA3ACIICHUSIMH, PACIIOIOKEHHBIMH B
CEIbCKMX HACEJICHHBIX IIyHKTaX, B KOTOPBIX OTCYTCTBYIOT anTE€YHbIE OpraHU3alMH, U
BeTepHHapHBIMH OpFaHI/IBaHI/IHMI/I, NMCHIIIMMHN JIMIOCH3UIKO Ha (bapMaHeBTI/I‘—IeCKYIO NCATCIIBHOCTD.
Pazperena posHuydHast TOProBiIsl TOJNBKO JIEKAPCTBEHHBIMU MpenapaTaMy, 3aperuCTPUPOBAHHBIMU B
Poccuiickoit deaepannn 1100 B COOTBETCTBHM C aKTaMH, COCTaBISIOMMMH mpaBo Coro3a, WM
W3TOTOBJICHHBIMU aNTEYHBIMU OpraHU3alUsIMU, BETCPUHAPHBIMHU ANTEYHBIMU OpraHU3alUsAMMU,
I/IHI[I/IBI/IJIyaHI)HI)IMI/I HpC}IHpI/IHI/IMaTeJ'ISIMI/I, NMCHOIIINMHN JIMICH3UIO Ha (i)apMaHeBTI/I‘IeCKYIO
HCATCIIBHOCTD. PO3HI/I‘{H8.H TOpI‘OBJI}I JIeKapCTBeHHBIMI/I HpenapaTaMI/I OCYIJ_IGCTBJIHGTCSI 110 HpaBI/IJIaM
HaJUIeKAIEH anTeYHOW NPAKTUKH, YTBEPKICHHBIM YIIOJHOMOYCHHBIM (QeaepaabHbIM OpraHOM
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WCIIOTHUTENIbHON BiacTu. (B pen. denepanbHbix 3akoHOB oT 25.11.2013 N 317-P3, ot 22.12.2014
N 429-P3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-P3, ot 08.08.2024 N 323-D3)

1.1. Po3HuuHass TOProBisl JEKAPCTBEHHBIMU IMpenaparam i MEIUIMHCKOTO MpUMEHEHHUs (3a
UCKJIIOYCHHEM JIEKAPCTBEHHBIX TPENapaTroB, OTIYCKAEMBIX IO pEUEenTy Ha JEeKapCTBEHHBIH
npenapar, HapKOTHYECKUX JICKAPCTBEHHBIX IMPENapaTtoB M ICUXOTPOMHBIX JIEKAPCTBEHHBIX
MpernapaToB, a TakKe CHUPTOCOJACP)KAIIMX JIEKApCTBEHHBIX IIpenapaToB C OOBEMHOHN JoJjeit
STUJIOBOTO CIIMPTA CBBIIE 25 TMPOIEHTOB) MOXET OCYIIECTBIATHCS ANTEUHBIMU OpPraHU3ALUSIMHU
JUCTAHIIMOHHBIM  CIOCOOOM. PO3HMYHYIO TOProOBiIIO JIGKAPCTBEHHBIMU MperapaTamM IS
MEAWIIMHCKOTO TPUMEHECHHSI JTUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBJISATh AalTEYHBIC
OpraHu3aly, UMEIOIUe JUICH3UI0 Ha (apMaleBTUYECKYI0 NESTEIbHOCTh U COOTBETCTBYIOIIEE
pa3pemienue (heaepaabHOr0 OpraHa HCIOJHUTEIBHONW BIIACTH, OCYIIECTBISIONIETO (YHKIUU IO
KOHTPOJIIO M Haa3opy B cdepe 3apaBooxpaHeHus. I[lopsnok BelgauM paspelieHds Ha
OCYIIECTBIICHNE PO3ZHUYHON TOPTOBIIM JICKAPCTBEHHBIMH IIpENapaTaMu JUCTAHIIMOHHBIM CIIOCOOOM,
TpeOOBaHUSI K aNnTeYHbIM OPTraHU3AlMSIM, KOTOpPblE MOTYT OCYIIECTBISATh TaKylH TOPIOBIIO, W
MOPSIIOK €€ OCYIIECTBJICHUS, a TAK)Ke MPaBHIia TOCTABKH JICKAPCTBEHHBIX IMPENapaToB rpaxjaaHam
ycranaBnuBatotrcs [IpaBurensctBom Poccuiickoit @enepanuu. Mudopmanus o0 oOruiadyeHHBIX
(OTIYIIECHHBIX) W TOJTYYEHHBIX JICKAPCTBEHHBIX Ipenaparax BHOCUTCS B CUCTEMY MOHUTOPHHTA
JIBUKCHHSI JIGKAPCTBEHHBIX TpEnaparoB Ui MEIUIMHCKOTO TPUMEHEHUsT B  MOpPSJIKE,
MIPEeAyCMOTPEHHOM HacThio 7 ctathu 67 Hactosimero denepanpHoro 3akoHa. (B pea. denepanbHoro
3axoHa oT 03.04.2020 N 105-P3)

2. Bunapl anTeuHbIX OpraHM3allMii W MpaBuUaa OTIYCKAa JIEKapCTBEHHBIX IIpernapaTroB Jis
MEIUIUHCKOTO IPUMEHEHUs anTEeYHbIMU OpraHu3aLMsMH, WH/IMBUyalbHBIMU
IpEeIIPUHUMATEISIMU, UMEIOIMMHU JIMIEH3UI0 Ha (apMaleBTUYECKYIO JAEATEIbHOCTb, a TaKXKe
IIpaBWJIa OTIyCKa JIEKAPCTBEHHBIX IMPEMNAapaToB I MEIULUHCKOIO NMPUMEHEHHUS MEIULHUHCKUMH
OpraHM3alUsIMH, HMEIOIIUMHU JIMIEH3UI0 Ha (QapMaleBTUYECKYIO JIeATENbHOCTh, U HX
000COOJIEHHBIMU TOJPA3JICIICHUSIMH, PACHOJIOKEHHBIMA B CEIbCKMX HACEJIEHHBIX IYHKTax, B
KOTOPBIX OTCYTCTBYIOT allT€YHbIE OpPraHU3alluH, YTBEPKAAIOTCS YIOJHOMOYEHHBIM (heepasbHbIM
OpraHOM HCHOJHUTENbHOU BiacTH. (B pea. denepanbHbix 3akoHOB oT 25.11.2013 N 317-®3, ot
08.08.2024 N 323-®3)

3. [IpaBuna oTnycka HapKOTUYECKUX CPEACTB M ICUXOTPOIHBIX BELIECTB, 3aPETUCTPUPOBAHHBIX B
Ka4yecTBe JIEKAPCTBEHHBIX MPENapaToB, JIEKAPCTBEHHBIX MPENapaToB, COAEPKAIINX HAPKOTUYECKHE
CPEJICTBA M ICUXOTPOIIHBIE BEIIECTBA, YTBEPHKAAIOTCS YHOJHOMOYEHHBIM (eepaibHbIM OpraHOM
UCTIOJIHUTENILHONW BJIACTU IO COTJIACOBaHMIO C (peliepaibHbIM OpPraHOM HCIOJIHUTENBbHOM BIIACTH,
YIOJHOMOYEHHBIM B cdepe BHYTpeHHUX Jen. (B pea. PenepanbHoro 3akoHa ot 03.07.2016 N
305-93)

4. JlexapCTBEHHBIE TIIpemapaTbl Ui BETEPUHAPHOIO NPUMEHEHUS IOJUIEKAT  OTIYCKY
BETEPUHAPHBIMU anTeYHBIMH OpraHHu3aIusIMH, BETEPUHAPHBIMU OpTraHu3aIUsIMHU,
HHIUBUAYAJIbHBIMHU  MPEANTPHUHUMATEIISAMUA, UMCHOIIIMMH JIMIICH3UKO Ha (bapMaHeBTI/I‘IeCKYIO
IesSTeNbHOCTh. OTHYCK  JIEKapCTBEHHBIX TMpEnaparoB Uil  BETEPUHAPHOTO  MPUMEHECHHS
OCYHIECTBIACTCA B COOTBETCTBUU C IIpaBUJIaMU Haﬂnemameﬁ anTeuyHou IMPAKTHUKH JICKAPCTBCHHBIX
MpernapaToB JJIsl BETEPUHAPHOTO MPUMEHEHUS, YTBEP)KIEHHBIMHU YIIOJHOMOYEHHBIM (heqepaabHbIM
OpraHoM MCHOJIHUTEIHHOU BiacTh. (B pea. denepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

5. llepeyeHb MEOMIIMHCKUX OpraHMU3alMii, HMEIOUIMX JHIEH3UI0 Ha (apMaleBTUYECKYIO
JeSITeIbHOCTh, U UX O0OCOOJEHHBIX MOJPA3/IENCHU, PACIIONOKEHHBIX B CEIIbCKUX HACEJICHHBIX
IIyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIC OPraHU3alllU, a TAKXKE IEPEYCHb JICKapPCTBEHHBIX
[IPEnaparoB, IPOJaxa KOTOPBIX MOXET OCYIUECTBIATHCS YKa3aHHBIMU OpraHU3alMsIMH U HX
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000COOJICHHBIMI TOJPA3ACICHUSIMH, yCTAaHABIMBAIOTCS HMCHOJIHUTEIBHBIMA OpraHaMU CyOBEKTOB
Poccuiickoit ®enepanuu. (B pea. PeaepanbHbix 3akoHOB OT 25.11.2013 N 317-d3, ot 03.04.2020 N
105-®3, ot 08.08.2024 N 232-P3, ot 08.08.2024 N 323-P3)

6. AnrteuyHble OpraHu3allMM, HHAWBUIYaJbHbIE NPEINPUHUMATENH, HMEIOIINE JIMLIEH3UIO Ha
(dapMaleBTUYECKYIO JIeATEIBHOCTh, O00s3aHBl 0O0ECIeYnBaTh YTBEPKIACHHBINA [IpaBUTEIHCTBOM
Poccuiickoit ®eneparun u  GopMUpPYEMBIi B yCTAaHOBJICHHOM WM TIOPSAJIKE MHUHHUMAJIbHBIN
ACCOPTHMEHT JIEKAPCTBEHHBIX MIPENapaToB, HEOOXOIUMBIX I OKa3aHHs MEIUIIMHCKON TOMOIIH. (B
pen. @enepanbHOro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeuyHble OpraHU3allMU, WHIUBUAYaJIbHbIC MPEANPUHUMATEIIM, WMEIOIINUE JHICH3UI0 Ha
(dapMaIeBTUUECKYI0 JCSATEIbHOCTh, HApSIy C JICGKQPCTBEHHBIMHM IIperaparaMd HWMEIOT IIPaBo
npuoOpeTaTh W NpPOJaBaTh, B TOM YHCIE JUCTAHIIMOHHBIM CIIOCOOOM, MEIMIIMHCKUE H3JEHs,
JIEe3UH(DULIMPYIOIINE CPEACTBA, MPEAMETHI U CPEICTBA JUYHON TUTHEHBI, TOCYAY JUIS MEAUIIMHCKUX
eJIeH, TIPEMEThl B CPEJCTBA, MPEIHA3HAUCHHBIC I YX0Ja 3a OOJbHBIMH, HOBOPOXJICHHBIMU H
JIeThbMH, HE JOCTHTIIMMH BO3pacTa TpeX JeT, OYKOBYIO OINTHUKY W CpEICTBa yXojAa 3a HeEW,
MUHEpaIbHBIE BOJbI, TMPOAYKTHI JEYEOHOTO, JETCKOTO U AMETHYECKOTO MUTAHUS, OMOJOTHMYECKH
akTHBHbIC  100aBKM, map(roMepHblE W  KOCMETHYECKHE  CpEICTBA, MCAMIIMHCKHE |
CaHUTAPHO-TIPOCBETUTEIHHBIC TIEYATHBIC M3JaHUs, NMPEIHA3ZHAUYCHHBIE ISl MPOMaraHjbl 3JI0pPOBOTO
oOpa3za xwu3HH. (B pea. PeaepanbHbiXx 3akoHOB OT 27.07.2010 N 192-P3, ot 25.11.2013 N 317-P3,
o1 03.04.2020 N 105-P3)

8. JlestenpbHOCTh anTeyHbIX opranuszanuii Boopyxennsix Cun Poccuiickoit denepanuu, Apyrux
BOMCK, BOMHCKUX (OPMUPOBAaHMI M OpraHoB, B KOTOPBIX 3aKOHOJATelIbCTBOM Poccuiickoit
®enepaly MpeaycCMOTPEHO MPOXOKACHUE BOCHHOU CIIy>KObl WM (enepaibHON rocyaapCcTBEHHOM
CIIy>KOBI, CBA3aHHOM C TPaBOOXPAHUTEILHOW JIE€ATENIBHOCTBIO, PErJaMEeHTHUPYETCs HACTOSILIUM
@®enepalibHBIM 3aKOHOM M YTBEP)KJIEHHBIMH COOTBETCTBYIOIIMMH (eiepaIbHbIMU  OpraHaMu
UCTIOJIHUTENIBHOW BIAcTH NOJOXeHUsAMH. KoHTposp 3a coOunto/ieHHeM yKa3aHHBIMH alTe4YHbIMU
OpraHm3alusMy  TOJOXKEeHMM  Hacrosulero  denepanbHOrO  3aKOHa  OCYIIECTBIISIETCS
COOTBETCTBYIOIUMH (pe/iepalbHbIMU OpraHaMU HCIIOJHUTEIbHOM BiacTH. (B ped. PenepaabHOro
3akoHa oT 13.07.2015 N 262-®3)

9. Hactb yTpatuia cuiy. (B pea. @enepanbHoro 3akona ot 03.04.2020 N 105-93)

Crarps 55.1. - YTparuia cuay. (B pea. @exepajbHOro 3aK0Ha 0T
20.10.2022 N 405-P3)

Crartbs 56. U3roroBiieHrEe ¥ OTIIYCK JIEKAPCTBEHHBIX MPeNnapaToB

1. H3roToBieHWe JIEKapCTBEHHBIX IIPEIapaToB AalTeYHBIMA OpPraHU3aIlUsAMH, BETECPHHAPHBIMU
anTeYHbIMH OpTraHU3alUAMU, UMEIONIMMH JUIEH3WI0 Ha (apMarleBTHUECKYIO JesSTebHOCTD,
OCYIICCTBIIICTCS TI0 pelenTaM Ha JIEKapCTBEHHBIC MpermapaThl, MO0 TPEOOBAHUSAM MEIUITMHCKUX
OpTraHHu3aIuii, BETEPUHAPHBIX OpraHu3aIuii HIIN OpraHH3aIHii (MHIUBUTYaTbHBIX
MIPEIITPUHUMATENICH ), OCYIIECTRISIFOIINX pa3Be/IcHUE, BhIPANIMBAHUE U COJICP)KAHHUE JKUBOTHBIX, B
COOTBETCTBUU C TMpaBWJIaMH M3TOTOBJICHHUS U  OTHyCcKa JIEKAPCTBEHHBIX  IIPEMapaTosB,
YTBEP)KJACHHBIMU YIIOJJHOMOYCHHBIM (helepaibHBIM OpPTaHOM HCIIOJTHUTEIBHOW BiacTh. (B pel.
®epnepanbHbix 3ak0HOB OT 05.12.2022 N 502-03, ot 30.12.2021 N 463-D3)

2. Ilpu U3rOTOBIIEHUU JIEKAPCTBEHHBIX MpENapaToB alTeYHbIMU OpPraHU3alUsSIMHU, BETEPUHAPHBIMU
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anTeYHbIMM OpraHU3alMsAMU, HUMEIOUMMHU JIMIEH3UI0 Ha (apMaleBTHUECKYIO JesTeNIbHOCTD,
UCTIOJNIL3YIOTCS JICKAPCTBEHHBIC TIpernapaTsl U (Win) (hapMaieBTHIeCKue CyOCTaHINN, BKIIFOUCHHBIC
COOTBETCTBEHHO B TOCYIApCTBEHHBIM pEeCTp JEKApCTBEHHBIX CPEACTB Uil MEAUIIMHCKOTO
MIPUMEHEHUS, TOCYIapCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEJICTB JJIsi BETEPUHAPHOTO TPUMEHEHUS,
eMHBIA PEecTp 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpencTB EBpa3uiickoro 3KOHOMHUYECKOTO
COI03a, EAMHBIM pEeecTp 3aperuCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IpENapaToB
EBpasuiickoro s5KOHOMHYECKOT0 COI03a B YCTAaHOBJICHHOM mopsiike. He gomyckaeTcst M3rotropieHue
anTEeYHbIMU OPraHU3ALMIMU, BETEPUHAPHBIMH alITEYHBIMU OPraHU3ALMSIMHI, UMEIOIIUMHU JIMIICH3UIO
Ha (apManeBTUYECKYIO MAESITeNbHOCTh, JIEKAPCTBEHHBIX IPENapaToB, 3apErUCTPUPOBAHHBIX B
Poccuiickoit ®denepanun 1u00 B COOTBETCTBUM C aKTaMM, COCTaBIsiomMME paBo Coro3a. (B pell.
®denepanbHbIX 3ak0HOB 0T 05.12.2022 N 502-D3, ot 30.01.2024 N 1-D3)

3. MapkupoBKa JIEKapCTBEHHBIX IIPENapaToB, H3TOTOBJICHHBIX AaNTCYHBIMH OpTraHU3aIMAMH,
BCTCPUHAPHBIMU AIlITCUHBIMU OpTraHHu3alusaIMHU, HMCIONIMMHU JIMOCH3UIO Ha q)apMaHeBTI/ILIeCKYIO
JeATeILHOCTh, U 0(DOPMIICHHE TaKHUX IPETapaToB JODKHBI COOTBETCTBOBATH IPAaBHJIaM, YKa3aHHBIM
B yactu | Hacrosiuel cratbu. (B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

4. AnTeuHble OpraHM3allM¥, BETEPUHAPHBIC ANTEYHBIC OpPraHU3aAIMU, WMEIOUIME JIMIECH3UIO Ha
(bapManeBTUYECKyI0  JEATEIbHOCTh, HECYT OTBETCTBEHHOCTh 3a HECOONIOJCHHE IPaBUII
M3TOTOBJICHUS M OTIYCKa JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUHM C 33aKOHOAATEIHCTBOM
Poccuiickoit @enepanuu. (B pen. @enepanproro 3akoHa ot 05.12.2022 N 502-D3)

K nopmamuenvim npasosvim akmam P®, ycmanasnugarouwjum odazamenvrvle mpedosanus u
npedycmompennvim cmamueit 57 (6 pedakyuu Dedepanvnozo 3akona om 08.08.2024 N 292-D3),
He npumenaomca nonoxcenusn wacmeit 1 u 4 cmamou 3 u uacmeit 1 u 2 cmamou 11
@Deodepanvrozo 3axkona om 31.07.2020 N 247-D3 (nynkm 2 cmamou 2 Dedepanvnozo 3aKona om
08.08.2024 N 292-1D3).

Crarbs 57. 3anpenienue nNpoaaku OTAEJIbHBIX JEKAPCTBEHHBIX
cpeacts (B pea. ®enepanbHoro 3akoHa ot 08.08.2024 N 292-d3)

1. 3anpemaeTc;I npoaaxa (I)aJIBCI/I(i)I/IL[I/IpOBaHHLIX JICKApCTBCHHBIX CPECACTB, He,[[06pOKaHeCTBeHHBIX
JICKApCTBCHHEBIX CPCACTB, KOHTpa(i)aKTHI)IX JICKApPCTBCHHEBIX CPCACTB.

2. 3ampemniaercs mpojaxa:

1) JexapCcTBEHHBIX MPENapaToB A MEAUIIMHCKOTO IPUMEHEHHUSI, B OTHOLIIEHUH KOTOPHIX B CHCTEME
MOHUTOPHHTA ABHUKCHUS JICKApCTBCHHBIX npemnaparoB JJIA MCEOUIITMHCKOT' O IMPUMCHCHU A
OTCYTCTBYIOT CBEACHHMS O HAHECEHUU CPEACTB UACHTU(UKanuu W (WIKM) CBEISHUS O BBOJAC B
TpaKJIaHCKUI 000POT;

2) neKapCTBEHHBIX MpenaparoB i MEIUIUHCKOTO NPUMEHEHHUS, B OTHOUIEHHMH KOTOPBIX
OCYILIECTBJIEHA OJIOKHPOBKAa BHECEHHUS B CHCTEMY MOHUTOPHMHIA JBI)KEHHUS JIEKapPCTBEHHBIX
[pernapaToB JJisi MEIULMHCKOrO NMPUMEHEHHUs CBEJEHHH O BBOJE B TpaxJaHCKHil 000poT, 00
000poTe WM O MpeKpaleHnH 000poTa;

3) JICKAPCTBCHHBIX IIp€rapartoB I MCIUIHUHCKOrO MPHUMCEHCHUA, IMMPUMCEHCHUC KOTOPBIX
MMPUOCTAHOBJICHO MO PCIICHUIO YIIOJIHOMOYCHHOI'O (bej:[epanLHoro opraHa HCIIOJHUTEILHOMN BJIACTH,

4) JIeKapCTBEHHBIX MPENaparoB il MEIUIIMHCKOTO MPUMEHEHUS, TPaKIAHCKH 000pPOT KOTOPBIX
IpeKpalleH;
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5) nekapCTBEHHBIX MpEnapaToB A MEAUIIMHCKOTO MPUMEHEHHUSI, CPOK TOJTHOCTH KOTOPBIX UCTEK;

6) JEeKapCTBEHHBIX MPENapaToB ISl MEIUIUHCKOTO MPUMEHEHHS, B OTHOLIEHHUH KOTOPHIX HE
coONo/IeHbl  TpeOOBaHMsI, OINPEACICHHbIE HAa OCHOBAHMM YacTH S5 cTatbu 67 HACTOAIIECTO
®DenepalibHOTO 3aKOHA.

3. JleiicTBuE MOJIO)KEHUH YacTH 2 HACTOSALIEH CTaThbU HE PacIpOCTPAHSAETCS HA JIEKAPCTBEHHbIE
npenaparsl, yKazaHHble B 4acTu 7.1 ctatbu 67 Hactosiiero deaepaibHOro 3aKkoHa.

4. Ilopsnok NpUMEHEHMs IOJOXKEHUM 4acTH 2 HACTOAIIEH CTaTbW M CPOKH IPUMEHEHHUS TaKOro
nopsiika ycranasnusarorces [IpasurensctsoM Pocceniickoit denepanun.

Crarba 58. XpaHeHue JieKapCTBEHHBIX CPeJICTB

1. XpaHCHI/IC JICKAPCTBCHHBIX CPCACTB OCYHICCTBIIACTCA HNPOUSBOAUTCIIAMU JICKAPCTBCHHBIX
CpeacCTB, OpraHu3alrusIMHU ONTOBOM TOPIroBJIM JICKAPCTBCHHBIMU CPCACTBaAaMH, aAIllITCUYHBIMU
OopraHu3anusiMu, BCTCPUHAPHBIMU aIlITCYHBIMH opraHnm3anusimMu, HHIAWBHUYaJIbHBIMU
npcaAnpuHuMareisiMyu, HMCIOIIUMHU  JIMIOCH3HWIO Ha Q)apMaI_[eBTI/I‘IeCKYIO ACATCIIBHOCTE HJIHN
JIMIOCH3UI0 Ha MCIUIMHCKYIO ACATCIBHOCTb, MCIUIWHCKHUMHU OpraHu3alusiMu, BCTCPHHAPHBLIMH
opraHu3alsiMU W HWHBIMH OpPraHU3alusaIMH, OCYHICCTBIIAOIINMHA 06pa1ueHHe JICKAaPCTBCHHLIX
CpCAaACTB. XpaHCHI/IC JICKAPCTBCHHBIX CPCACTB JIs1 BCTCPHHAPHOI'O0 NMPHUMCHCHUS OpraHu3aluiaMu U
WHAUBUAYAJBbHBIMHA NPEAIIPUHHUMATCIISIMU B ClIy4dasaX, €CJIIM OHHU UCIIOJIB3YHOTCA UCKIIFOYUTCIIBHO ITIpU
Pa3sBCACHNUH, BbIpalllUBAHWH, COACPKAHWHU MU JICHCHHU KXHUBOTHBIX, MOXKCT OCYHICCTBJIATLCA 0e3
MOJIYy4YCHHU JIMOCH3UNU Ha @apMaueBTquCKon JACATCIIbHOCTD. (B pea. CDGI[epaJ'IBHOFO 3aKOHa OT
22.10.2014 N 313-93)

2. IlpaBmia  XpaHeHUS  JIGKQPCTBEHHBIX  CpPEICTB  YTBEPXKIAIOTCA  COOTBETCTBYIOIIMM
YIOJHOMOYEHHBIM (heZiepaibHbIM OPTaHOM UCTIOJHUTENIBHOM BIACTH.

3. XpaHeHI/IG HAapKOTUYCCKHUX JICKAPCTBCHHBIX CPEACTB, IMCUXOTPOIHBIX JICKAPCTBCHHBIX CPCIACTB,
panuodapmManeBTHUECKUX  JIEKApCTBEHHBIX CPEJICTB  OCYLIECTBISETCS B  COOTBETCTBHM  C
3aKoHoAarenbCcTBOM Poccuniickoit denepanun.

Crartbs 58.1. [IpeaMeTHO-KOIHYECTBEHHBIH YYeT JeKAPCTBEHHbIX
CPeACTB I MeIMIUHCKOI0 NpuMeHenns (B pea. ®@exepajabHOro
3akoHa ot 25.12.2012 N 262-®3)

1. HCpC‘ICHL JICKApCTBCHHBIX CPCACTB JId MCAULOMUHCKOTrO MNPUMCHCHUSA, [MOMJICKAIUX
MPEAMETHO-KOJIMYECTBCHHOMY YUCTY, YTBCPKIAACTCA YIOJIHOMOUYCHHBIM @ez[epam)HmM opraHomM
HCIIOJIHUTEIbHOHN BIACTH.

2. HOpH}IOK BKIIFOUYCHUSA JICKAPCTBCHHBIX CPEACTB JIA MCAUIUHCKOI'O IMPUMCHCHHUSA B ICPECUCHDB
JIEKapCTBEHHBIX CPEICTB JUISL MEIUIIMHCKOTO IPUMEHEHUS], MOJTIEKALUX
MNPEAMETHO-KOJIMYECTBEHHOMY YUYCTY, YCTaHABJIUMBACTCA YIIOJJHOMOUYCHHBIM q)ellepaJ'II)HBIM Oopranom
UCTIOJIHUTENILHOW BJIACTU IO COTJIACOBAaHMIO C (peliepalbHbIM OpPraHOM HCHOJIHUTENBHOM BIIACTH,
YIOJHOMOYEHHBIM B cdepe BHYTpeHHUX Jen. (B pea. PenepanbHoro 3akoHa ot 03.07.2016 N
305-P3)

3. IlpenMeTHO-KOMMYECTBEHHBIM YUYeT JIEKAPCTBEHHBIX CPEACTB ISl MEIULMHCKOTO MPUMEHEHUS
BEIYT MMPOU3BOIUTENHN JIEKAPCTBEHHBIX CPEACTB, OPraHU3aLMK ONTOBOI TOPrOBIIH JIEKAPCTBEHHBIMU
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CpeACTBaMH, alTeYHbIC OpraHW3ally, UHINBUAYAIbHBIC PEIIPUHIMATEIN, UMCIOIINE JIUIICH3UIO
Ha (apMalleBTHUECKYIO JCSATENbHOCTh WM JIMIICH3WI0 Ha MEIUIUHCKYIO JeSTEIbHOCTh, H
MEIUIIUHCKHE OpraHu3alliy, OCYIIECTBISIONIME OOpalieHue JIEKapCTBEHHBIX CPEACTB IS
MEAUIIMHCKOTO TIPUMEHEHUS, ITyTEM PETUCTPAIMH JIFOOBIX CBS3aHHBIX C UX O0OpaIeHUEM OIepaIlyid,
IpU KOTOPBIX M3MEHSIETCS MX KOJHYECTBO M (WJIM) COCTOSIHHME, B CIICIHAJBHBIX KYpHajIax ydera
orepanuii, CBI3aHHBIX C OOpalIeHHEM JIEKAPCTBEHHBIX CPEACTB JJISi MEJAMIIMHCKOTO MPUMEHECHHUS
(manee - crienMaIbHBIC KYPHAJIBI).

4. TlpaBuna perucTpaluu OIEpaluid, CBSI3aHHBIX C OOpalleHHeM JIEKapCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TPUMEHEHHUS, BKIIOUYEHHBIX B IE€PEUYCHb JICKAPCTBEHHBIX CPEACTB IS
MEAMIIMHCKOTO MPUMEHEHUs, MOJIeKAIUX MPEIMETHO-KOJIUYECTBEHHOMY Y4eTy, B CIeHUaTbHBIX
JKypHallax ¥ T[paBWjia BEJICHUA M XPAHEHUS CHEIHUAIBHBIX IKYPHAJIOB  yTBEPXKIAIOTCS
YIOJHOMOYEHHBIM (eIepalbHbIM OPTaHOM HCIIOTHUTEILHOU BIIACTH.

5. KoHtponb 3a coOMIOA€HHEM TMPaBWI PETUCTpAIlMU OIepaluid, CBS3aHHBIX C OOpalieHueM
JICKapCTBEHHBIX  CPEICTB Ui MEAMIIMHCKOTO TMPUMEHEHMs, BKIIOUYEHHBIX B TEpPEYCHb
JICKApPCTBCHHBIX CpCaAcCTB JJIA MEAUIIMHCKOI'O IMPUMCHCHUA, IIoJIexKammux
PEIMETHO-KOJIMUYECTBEHHOMY yUeTy, B ClIeUaTIbHBIX JKypHajaX, a TAaKXkKe 3a COOTI0ACHUEM MTPaBUII
BCACHUA W XpAaHCHUSA CICHHUAJIBHBIX KYPHAJIOB BO3JIaracTtCsa Ha YIIOJIHOMOYCHHBLIC (I)e[[epaHLHBIC
OpraHbl UCTIOJHUTEILHON BJIACTU M UCIOJIHUTENbHBIE OpraHbl cy0ObekToB Poccuiickoit @eneparuu,
OCYILECTBIISIONINE JTUICH3NPOBAHNE MPOHM3BOJICTBA JICKAPCTBEHHBIX CPENCTB, (hapMalieBTUYECKON
JNESATENIbHOCTH U MEIUIIMHCKOM JeATeIbHOCTH, U OCYLIECTBIACTCS B paMKaxX JIUIEH3MOHHOTO
KoHTpousl. (B pen. denepanbHoro 3akoHa ot 08.08.2024 N 232-P3)

I'nasa 11. YHUUYTOXEHUE JJEKAPCTBEHHbBIX CPEACTB

Crarbs 59. OcHOBaHUSA U MOPAAOK YHHUYTOKECHUS JIEKAPCTBEHHBIX
CpeacTB

1. HenoOpokadecTBEHHBIE JIEKAPCTBEHHBIE CPEACTBA, (albCU(PHUIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeACTBa TOJISKAT H3BATHIO M3 OOpalleHWs W YHUUYTOKEHHIO B TIOPSIKE, YCTaHOBJICHHOM
[TpaButensctBoM Poccuiickoit ®enepaunu. OcCHOBaHMEM JJIsI YHUYTOXKEHHUS JIEKapCTBEHHBIX
CPE/CTB SIBIISICTCSA DELICHUE BIIAJENbla JICKAPCTBEHHBIX CPEACTB, PEIIEHHE COOTBETCTBYIONIETO
YIOJIHOMOYEHHOT0 (eiepaIbHOr0 OpraHa WCHOJIHMUTENBHOM BIIACTH WM peLIeHue cyna. (B pe.
®enepanbHOro 3akoHa oT 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

2. KontpadakTHble JeKapCTBEHHbIE CPEACTBA MOJIEKAT UIBIATHUIO U3 OOpAIEHUs] U YHUUTOXKEHUIO
no pemieHuto cyna. llopsgok  yHUYTOXKEHHMsT KOHTpaaKTHBIX JIEKapCTBEHHBIX CPEACTB
ycranaBnuaercsi lIpaBurensctBom Poccuiickoit ®@enepanun. (B pea. denepalbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. Pacxoapl, CBSI3aHHbIE C YHHYTOXKEHHEM KOHTPa(aKTHBIX JIEKAPCTBEHHBIX  CPEJNCTB,
HEeI00pPOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (albCU(PHUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
BO3MEUIAOTCS UX BIAJEIBIEM.

4. Bnagener| JeKapCTBEHHBIX CPEICTB JOJDKEH IPEJICTaBUTh B YIOJIHOMOYEHHBIH (enepanbHbIi
OpraH WCIOJIHUTEIBHON BJIACTH TOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJIECHHOM HOPSAJIKE €r0 KOITHIO,
HOATBEPXKAAIONIHNE (PAKT YHUUTOKEHHS JICKApPCTBEHHBIX CPECTB.

5. CoOTBETCTBYIOUIMI YHOJHOMOYECHHBIH (elnepaibHblii OpraH HUCIOJHUTEIBHOW BIIACTH,
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NPUHSBIIMN penieHre 00 YHHUYTOKEHUU JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBIIIET KOHTPOJb 3a UX
YHUYTOKEHHUEM.

6. VYHUYTOXEHHME JIEKAPCTBEHHBIX CPEACTB MPOU3ZBOAMUTCS OPTraHU3alUSIMH, HMEIOIIUMHU
COOTBETCTBYIOIIYIO JIMIICH3UIO, HAa CIHEIUaIbHO OOOPYIOBAaHHBIX IUIOIIAJKAX, IMOJUTOHAX U B
CIEIHAIbHO 00OPYZOBAHHBIX TOMEIICHHUSIX C COOJIIoJIeHHEM TpeOOBaHUN B 00IACTH OXpaHBI
OKpYXaloIeil Cpe/ibl B COOTBETCTBHUH C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

7. HapxoTuueckue JI€KapCTBEHHBIE CpEICTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPENCTBA,
panuodapmanieBTUYECKUE JIEKAPCTBEHHBbIE CPEACTBA  YHHUYTOXKAIOTCS B COOTBETCTBUM €
3aKoHoAarenbecTBOM Pocculickoit denepanuu.

I'masa 12. TOCYAAPCTBEHHOE PEI'YJIMPOBAHHUE HEH HA
JIEKAPCTBEHHBIE ITPENTAPATDI 11 MEJUIIUHCKOI'O
NPUMEHEHMUWA

Crates 60. I'ocynapcTBeHHOE peryJiMpoBaHue LIEH HA JIEKAPCTBEHHbIE
npenaparsl AJis MeAMIUHCKOT0 NPUMEHEeHM

1. TocynmapcTBeHHOE peryJupoBaHUE LEH Ha JICKApPCTBEHHBIC IpenapaThl Ui MEAUIMHCKOTO
NPUMEHEHHUs ocyllecTBiseTcs: nocpeAacrBoM: (B pea. denepanpHoro 3akona ot 26.03.2020 N
67-03)

1) yrBepxnenus IlpaBurensctBom Poccuiickoit @enepanun nepeyHsi KU3HEHHO HEOOXOAUMBIX U
BaXHEHMILINX JIEKAPCTBEHHBIX IPENapaToB, KOTOPbIH (GOPMUPYETCS U HE peXe OJHOTO pasa B roj
NIEPECMAaTPHUBAETCS B YCTAHOBJIEHHOM UM IOPSIKE HA OCHOBE KOMIUIEKCHOM OLIEHKH JIEKapPCTBEHHBIX
IpernapaToB, BKJIOYAas AaHAIU3 CBEACHUM O CpaBHUTENIBbHON KIMHUYECKOW 3((EKTUBHOCTH H
0€30IaCHOCTH JIEKAPCTBEHHOT'O CPEJICTBA, OLEHKY 3KOHOMHUYECKHX IOCIEICTBUI NpUMEHEHUs
JEKapCTBEHHOIO  CpPEACTBA M  HW3YYEHHME  JOIMOJIHUTENbHBIX  IOCIEACTBUI  NPUMEHEHUS
JeKapCTBEHHOTO cpencTBa; (B pen. dexepanbHbIx 3akoHOB oT 22.12.2014 N 429-®3 (pen. ot
13.07.2015), ot 13.07.2020 N 206-P3)

2) yTBEepXKACHUA METOJUKH pacueTa TMpEeAeTbHBIX OTHYCKHBIX II€H MPOU3BOAUTENEH Ha
JICKapCTBEHHBIE TpeNaparhl, BKIIOUCHHBIC B TIEPEUCHb JKU3HCHHO HEOOXOJMMBIX W BaKHEUITUX
JIEKapCTBEHHBIX TIPENapaTtoB, a TaKkKe BHEJAPEHUS MEXaHU3MOB (OPMUPOBAHUS CHCTEMBI
pedepenTHBIX 11eH; (B pen. PeaepanbHbiXx 3aKk0HOB 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015),
ot 06.06.2019 N 134-03)

3) TrocynapCTBEHHOM perucTpaliM TpeAeibHBIX OTHYCKHBIX II€H IPOM3BOJAMTENEH Ha
JIEKapCTBEHHBIE MpEeNapaThl, BKIIOUYEHHBIE B MEPEYCHb >KM3HEHHO HEOOXOIUMBIX W Ba)KHEHIINX
JIEKapCTBEHHBIX IIpenapaTos; (B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

4) BemeHUsT TOCYJApCTBEHHOIO pEecTpa IMpeleibHbIX OTIYCKHBIX II€H MPOU3BOAUTENEH Ha
JIeKapCTBEHHbIE MpenapaTthl, BKIIOUYEHHBIE B MEPEYCHb >KU3HEHHO HEOOXOIMMBIX W Ba)KHEHIINX
JIEKAPCTBEHHBIX MPENAPaTOB;

5) yTBEpKIIEHUSI METOJIWKH YCTAHOBJICHUS WCIIOTHUTEIBHBIMA OpPTaHaMH CyOBEKTOB Poccuiickoii
Oenepanyiy  MpeAeTbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK U TMpPENeibHBIX pPa3MEpPOB PO3HUYHBIX
Ha70aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOAUTEISIMH JICKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHBIC TpPEIapaThl, BKIIOYCHHBIE B MEPEUeHb )XHU3HEHHO HEOOXOIUMBIX U
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BOKHEUIIINX JICKAPCTBEHHBIX Mpenaparos; (B pea. enepanpHoro 3akona ot 08.08.2024 N 232-D3)

6) yCTaHOBJICHHUS Mpe/eIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK U IMpPe/eIbHBIX Pa3MEPOB PO3HUUHBIX
Ha0aBOK K ()aKTUYECKUM OTIYCKHBIM IICHAM, YCTaHOBJICHHBIM MPOU3BOIUTEISIMH JICKAPCTBEHHBIX
[pernapaToB, Ha JIEKapCTBEHHbBIE MpenaparThl, BKIIOYEHHbIE B MIEPEUEHb )KM3HEHHO HEOOXOIUMBIX U
BKHEUIIINX JICKAPCTBEHHBIX MIPENapaToB;

6.1) ompenenenus IlpaButenscTBoM Poccuiickoii ®eneparuu mopsaka IeHOoOpa3oBaHHsS Ha
HE3aperucTpUpPOBaHHbIE JIEKAPCTBEHHBIE IIpenaparbl JJii MEIULUHCKOIO IPUMEHEHHUs, KOTOphIE
BBe3eHbl B Poccuiickyro ®Denepauuio g OKa3aHUS MEAMIMHCKOW IOMOIIU IO KHU3HEHHBIM
[IOKA3aHUSM KOHKPETHOT'O NAIMEHTa U MEXIyHapOAHbIE HEATEHTOBAHHbIE, UM TPYIIIIUPOBOYHBIE,
WIM XUMHYECKHE HAaWMEHOBAHHUS KOTOPBIX COJEpXaTcs B IEpedyHe >KU3HEHHO HEOOXOAMMBIX U
BaXHEHMILINX JIEKAPCTBEHHBIX Npenaparos; (B pea. PexnepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

7) yTBEpKACHHS TOpsJKAa BbIAAYMA TPEANUCAHUNA HCIIOJHUTEIBHBIM OpraHaM CyOBEKTOB
Poccuiickoit ®dexnepainuu 0 TPUBEICHUM B COOTBETCTBHME C 3aKOHOJATENIBCTBOM Poccuiickoit
Oenepanyiyl pemeHruii 00 yCTAHOBJICHUH MIPEICTBHBIX PA3MEPOB ONTOBBIX HA0ABOK U TPECITbHBIX
pa3MepoB PO3HUYHBIX HAA0aBOK K (AKTHUECKUM OTHYCKHBIM I[I€HaM, YCTaHOBIIEHHBIM
MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IPENApaToB, Ha JIEKAPCTBEHHBIC IPEINApPaThl, BKIKOYEHHbBIC B
MePEYCHb )KM3HEHHO HEOOXOIMMBIX U BOKHEUIIINX JICKAPCTBEHHBIX MPENApaToB, €CJIU OHU IPUHSATHI
C HapylleHueM 3akoHojarenbcTBa Poccuiickoir denepauuu, B TMOPSIAKE, YCTAHOBICHHOM
[IpaButensctBOM Poccuiickoit ®eneparuu; (B pen. denepanpHoro 3akoHa or 08.08.2024 N
232-D3)

8) HampaBJeHUS  YIOJHOMOYEHHBIM  (elepalbHbIM OpPraHOM  HUCIOJIHMUTENBbHOM  BIacTu
UCIIOJIHUTENIbHBIM OopraHam cyobekToB Poccuiickoii Denepanuu MpeanucaHUuil O NPUBEICHUM B
COOTBETCTBUE C 3aKOHOJATENbCTBOM Poccuiickoil @exepanuu NPUHATBIX C  HapyLIEHHEM
3akoHozarenbcTBa Poccuiickoit denepannn pemeHnil 00 yCTaHOBICHUM MpPEAENbHBIX pPa3MepOB
OMNTOBBIX HAJA0AaBOK M MPEAETbHBIX Pa3MEpOB PO3HUYHBIX HaJA0aBOK K LI€HAM Ha JIEKAPCTBEHHbIE
npenaparsl, BKIIOYEHHbIE B IE€PEUEHb >KM3HEHHO HEOOXOAMMBIX U BaKHEMIINX JIEKapCTBEHHBIX
npenapatos; (B pea. @enepanbHoro 3akoHa ot 08.08.2024 N 232-P3)

9) ocymiectBneHus penepanbHOTo rocyAapcTBEHHOT0 Haj30pa B chepe oOpalieHus JeKapCTBEHHBIX
CPEICTB M PETMOHAIBHOIO IOCYJIaPCTBEHHOI'O KOHTPOJIS 34 IPUMEHEHUEM LIEH Ha JICKaPCTBEHHBIE
npenapaTbl COOTBETCTBEHHO YIOJIHOMOYEHHBIMU (ellepalbHbIMM OpraHaMHM HCIIOJHUTENbHON
BJIACTM W HCIOJHUTEIbHBIMU OpraHamu cyObekToB Poccuiickoii ®enepauuu coriacHO UX
KOMIIETEHIIUM B TOpsjKe, ycTaHoBieHHOM IlIpaBurensctBom Poccuiickoit ®denepanuu; (B pen.
®denepanbHbIX 3aK0HOB OT 25.06.2012 N 93-®3, ot 08.08.2024 N 232-D3)

10) npumeHeHUsT NTPEAYCMOTPEHHBIX 3aKoHoAaTelbcTBOM Poccuiickoit ®Denepauuu  Mep
OTBETCTBEHHOCTH 3a HApyIICHHWE TOpsAIKa IIEHOOOpa30BaHUS Ha JICKApCTBEHHBIE ITpemaparthl,
BKIIIOUEHHBIC B TIEPEUYCHD KU3HEHHO HEOOXOIMMBIX M BaKHEHIIIHMX JICKAPCTBEHHBIX MpENaparoB. (B
pen. ®enepanbHOro 3akoHa OT 27.12.2019 N 475-D3)

2. B ycioBusIX upe3BblUaliHOM CUTyalluu W (UJIM) IPU BO3HUKHOBEHUHU YTPO3bI PACIpPOCTPAHEHUS
3a00JeBaHus, MPEJICTABIISIONIETO OMACHOCTh JJIS OKPY/KAIOLIUX, & TAKXKe B CIydae, eClii B TeUEHHUE
TPUALATH KaJeHAAPHBIX THEW rocie npuHsaTtyus [IpaButensctBom Poccuiickoit @eaepannn penieHus
O NPOBEJCHUU MOHUTOPUHIA PO3HUYHBIX LIEH HA JICKAPCTBEHHBIE IIPENApPAThl, HE BKIIOYCHHBIE B
nepeyeHb KM3HEHHO HEOOXOIUMBIX M BaXHEHIIMX JIEKaPCTBEHHBIX IPENapaToB, Ha TEPPUTOPHUSIX
cyobexToB Poccuiickoit @enepaninu BBISBICH POCT PO3HUYHBIX LIEH HA YKa3aHHBIE JIEKAPCTBEHHBIE
nmpenaparsl Ha TpPUAIATh MPOIEeHTOB W Ooisee, IIpaButenpctBO Poccuiickoit denepannu Bripase
YCTaHOBUTbH IIPEIEIbHBIE OTIIYCKHBIE LE€HbI IIPOM3BOAUTEIICM HA YKA3aHHBIC JICKAPCTBEHHBIC
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mpenaparsl, MpeesibHbIe pa3Mephl ONTOBBIX HAA0AaBOK U IMpeleibHbIE pa3Mepbl PO3HUYHBIX
Ha0aBOK K (DaKTHMUECKUM OTIYCKHBIM I[€HAM MPOU3BOJUTEIICH Ha yKa3aHHBIC JIEKAPCTBECHHBIC
npenapatbl. [lepeueHp JeKapCTBEHHBIX MPENapaToB, HE BKIIOUYEHHBIX B IEpeUYeHb KU3HEHHO
HEOOXOJUMBIX W BaKHEHIIMX JIEKAPCTBEHHBIX TIPENapaTroB, W TMOPSAOK ero (GOpMUPOBAHUS
onpenenstorcst [IpaBurensctBoM Poccuiickoit ®enepanmu. (B pea. demepaabHOTO 3aKOHA OT
26.03.2020 N 67-®3)

3. B TedeHune neBsHOCTA KaJeHJApHbIX JHEW co aHA yTBepxkaeHus IIpaBurensctBom Poccuiickoit
@enepanyy NMepeyHs, YKa3aHHOIO B YacTH 2 HACTOSILEH CTATbH, HE JOIYCKAIOTCSA peanu3auus U
OTIIYCK BKJIFOUEHHBIX B HETO JIEKAPCTBEHHBIX MPENApaToB MO L[€HaM, IIPEBBIIAIOLIIM MPEACIbHbIE
OTIIYCKHBIE ILI€HBI IIPOM3BOJUTENICH HAa YKa3aHHbIC JICKAPCTBCHHBIC IIPENapaThl, IPEAEIbHBIC
pa3Mephl OINTOBBIX HAJ0ABOK W IpeNeibHbIE Pa3Mepbl PO3HUYHBIX HAA0aBOK K (hakTHdecKuM
OTITYCKHBIM LICHAM IIPOU3BOAUTENIEH HA yKa3aHHBIE JICKaPCTBEHHBIE IIPENapaThl C y4eTOM HaJIOra Ha
00aBICHHYIO CTOMMOCTS. (B pea. @enepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

Crarps 61. I'ocygapcTBeHHAs perucTpalus U NMepeperucrpaums
npeaeJabHbIX OTILYCKHBIX LEH MPOU3BOAUTE/ICH HA JIEKAPCTBEHHbIE
Npenaparhbl, BKIKYEHHbIE B IEPeYeHb ) KU3HEHHO HE00X0AMMBbIX U

BAaKHEHNIIMX JIeKAPCTBEHHBIX penaparos (B pea. PeaepajbHOrO

3akoHa ot 06.06.2019 N 134-D3)

Ilonoscenun vacmu I cmamou 61 (¢ ped. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CYO0APCMEEHHOTL
uHopmayuonnoil cucmemsl 6 cgpepe 30pasooxpanenusn u (unu) gedepanvroil 20cy0apcmeenHoll
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(¢pynkyui)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, nOOmeEepicoaloujue paxkm 20cyoapcmeeHoul
pecucmpayuu, Ha OyMasicHOM Hocumene u OyoaUKamol pe2ucmpayuoHHbIX YOOCMO8ePeH Ul
JIEKAPCMEEHHBIX NPEnapamoe 014 meOuyuncko2o npumenenus ¢ 01.01.2025 ne ¢vroaromcs.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 01 MeOUYUHCKO20 NPUMEHEHUS RPU €20
odpauienuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611ACMU 34 6bl0ayell
YKa3anno2o 0yonukama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTTHOMOYCHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

1. IlpenenbHass OTHyCKHas Li€HA MPOM3BOAMUTENS Ha JIEKApPCTBEHHBIM IIpenapar, BKJIIOUEHHBIM B
NEPCUCHb XU3HCHHO HGO6XOI[I/IMI)IX A BaXHEHUIITNX JICKApCTBCHHBIX IPEraparoB, IMOAJICKUT
TOCYy/JapCTBEHHOW pPETUCTpallud B TOpsAKe, ycTaHoBIeHHOM IIpaBurensctBoMm Poccuiickoit
@®enepalii, Ha OCHOBAaHUU HAINPABICHHOI'O MOCPEACTBOM €IMHOIO MOpTajia B YNOJTHOMOUYEHHBIH
denepanbHBIE  OpraH HCIOJHUTEIBHOM BIACTH WJIM JIMYHBIA KaOWHET YMOJTHOMOYEHHOTO
denepanbHOrO OpraHa HCIOJHUTENBHON BJIACTH B €IMHOM cHCTEME, MOJIMCAHHOIO YCHUJIEHHON
KBAJTM(HUIMPOBAHHONW  JJIEKTPOHHOW TOJMMCHIO  3asBJICHUS  JIep)KaTells WM BIaJeiblia
PETUCTPALIMOHHOTO yIOCTOBEPEHHS JIEKAPCTBEHHOIO Mpernapara (YIoJIHOMOYEHHOTO UM Juia). (B
pen. @enepanbHoro 3akoHa oT 30.01.2024 N 1-P3)

Honoswcenus uacmu 2 cmamou 61 (8 peo. @edepanvrnozo 3akona om 30.01.2024 N 1-D3),
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Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUSL ROCPEOCHI8OM eOUHOTL 20CYO0APCMEEHHOTL
UHOpMaUUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX u MyHUYUNATbHBIX YCIIY2
(pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus i1eKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHU, ROOMEepIHcoarouue Paxm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMa3icHoOmM Hocumee u OyOIUKAmsl pe2UcmpayuoHHbIX YOOCMO8ePEeH Ul
JIeKApCMEEHHBIX NPENnapamoé 014 MeOuyuHcKko2o npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeoCcma 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCNOTHUMETbHOU 611aCMU 34 6bl0ayell
YKa3annoz2o 0yonukama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbHo2o 0p2ana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2. 3apeructpupoBaHHas MpeaesibHast OTITYCKHASI [IEHA MPOU3BOIUTENS Ha JICKAPCTBEHHBIN Mperapar,
BKIIIOUEHHBI B TMEpPEYEeHb >KU3HEHHO HEOOXOJUMBIX M BaXKHEHMIIMX JIGKAPCTBEHHBIX IPENapaTos,
MOJKET OBITh TIEPEPETUCTPHPOBAHA B CTOPOHY YBEIMYCHHUS OJWH pa3 B KaJCHAApHOM IOy Ha
OCHOBaHUHU HAIIPABJICHHOTO 10 1 OKTAOpS KaXZOro roja MOCPEICTBOM EAMHOIO IMopTaja B
YIOJIHOMOYCHHBIM  (peiepaibHbIii  OpraH HMCHOJHUTEIBHOM BJIACTH WJIM JIMYHBIM KaOWHET
YIOJTHOMOYEHHOTO (heiepaqbHOr0 OpraHa HCIOJHUTEIBHOW BIACTH B €IUHOM CHCTEME,
MOAMUCAHHOTO YCWJICHHOW KBaJTU(PUIIMPOBAHHOW SJEKTPOHHOW MOMAMUCHIO 3asBICHUS JICPHKATEIS
WJIM BIIJIeIIblla PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara (YIoJIHOMOYEHHOTO
uM una). (B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-O3)

Ilonoscenun wacmu 3 cmamou 61 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeen X yciy2 npu 00pauieHuu 1eKapCcmeeHHblX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CYO0APCMEEHHOTL
UHpopmayuonnoil cucmemsl 6 cgpepe 30pasooxpanenusn u (unu) gedepanvHoil 20cyo0apcmeenHoll
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(¢pynkyui)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, nOOmeEepicoaloujue paxkm 20cyoapcmeeHoul
pecucmpayuu, Ha OyMasicHOM HOcumene u OyoauUKamol pe2ucmpayuoHHbIX YOOCMO8ePeH Ul
JIeKapcmeeHHbIX npenapamog 0na meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611ACMU 3a 6bl0ayell
YKa3annoz2o 0yonukama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapcmeeHHbIX CPpedCcn8, ROORUCAHHAA YCUTCHHOU K8ATUDUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYCHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-D3).

3. 3apeructpupoBaHHas NpeeiibHas OTIIyCKHas LieHa POM3BOAMUTENS Ha JIEKaPCTBEHHBIN Mpernapar,
BKJIIOUEHHBIH B TEpEYeHb >KU3HEHHO HEOOXOJUMBIX M BaKHEMIIMX JIEKApCTBEHHBIX IPENapaTos,
MOXET OBbITh IEPEepPerucTpUpOBaHa B CTOPOHY CHIKEHHS Ha OCHOBAaHMM HAalpaBlIEHHOTO
MOCPEACTBOM €IMHOTO MOpTajia B yIOJIHOMOYEHHBIN (hefiepanbHblii OpraH NCIOJHUTEIBHON BIACTH
WIN JTUYHBINA KaOMHET YIOJTHOMOYEHHOTO (eIepajbHOr0 OpraHa UCIOJIHUTENbHON BIACTH B €IMHON
CUCTEME, MOJIUCAHHOTO YCHJIEHHOW KBaIU(DUIMPOBAHHOW SJIEKTPOHHOM MOANMUCHIO 3asBICHUS
JepKaTeNs WIA BIAJeNblla PETUCTPALMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO IIpernapara
(ymomHOMOYEHHOTO UM JHIa). (B pen. DeaepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

IHlonosxcenun wacmu 4 cmamou 61 (¢ ped. @eoepanvrnozo 3axona om 30.01.2024 N 1-D3),
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Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHIEOM eOUHOTL 20CYOapCHEEHH O
UHOpMaUUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX u MyHUYUNATbHBIX YCIIY2
(pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus i1eKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHU, ROOMEepIHcoarouue Paxm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMaxcHom Hocumee u OyOIUKAMbL Pe2UCmpPayuOHHbIX YOOCHO8EPEHUT
JIeKApCMEEHHBIX NPENnapamoé 014 MeOuyuHcKko2o npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeoOCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCNOTHUMETbHOU 611aCMU 34 6bl0ayell
YKa3annoz2o 0yonukama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbHo2o 0p2ana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4. JlepxaTtenb WM BIaJENEl] PETUCTPALMOHHOIO YJOCTOBEPEHHs JIEKApCTBEHHOrO IIpernapara
(YmoTHOMOYEHHOE WM JIMII0) 00s3aH HANpaBUTh MOCPEACTBOM E€OUHOTO MopTaja B
YIOJIHOMOYCHHBIM  (peiepaibHbIii  OpraH HCHOJHUTEIBHON BJIACTH WJIM JIMYHBIM KaOWHET
YIOOJTHOMOYEHHOTO  (eiepaliIbHOT0 OpraHa HCIOJHUTEIbHOW BJIACTU B  €IWHOM CUCTEMe
NOJANUCAHHOE YCWIEHHOM KBAIM(DUUIMPOBAHHONW  O3JEKTPOHHOM MOJANUCHIO  3asBJIEHUE O
MEPEPETUCTPAllUU  3aPETUCTPUPOBAHHOM TMPEAENbHONM OTIYCKHOW II€Hbl MPOU3BOAMTENS Ha
JIEKapCTBEHHBIN IpernapaT, BKJIIOUEHHBIM B IE€pPEUEHb KU3HEHHO HEOOXOIUMBIX M BaKHEMIIUX
JIEKapCTBEHHBIX MPENapaToB, B CTOPOHY CHUKEHHS B CIEIyIOMMX ciydasx: (B pen. denepanbHoro
3akoHa oT 30.01.2024 N 1-®3)

1) cHI)KeHUE 1IeHbl B MHOCTPAHHOM BaJlOTE Ha JIEKapCTBEHHBIM MpenapaT B CTpaHe MPOU3BOANUTEIS
U (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIH IpenapaT 3aperucTpUpoBaH U (WIHM) B KOTOpHIE
MIOCTAaBJIIETCS TIPOU3BOJAUTEIIEM;

2) CHWXXEHME IIeH Ha pe(epeHTHbIe JIEKapCTBEHHbIE NpenapaTbl B COOTBETCTBMM C IMYyHKTOM 1
HacTOALIEH YacTu (AJ11 COOTBETCTBYIOUIMX BOCIPOW3BEAECHHBIX, OMOAaHATIOrOBbIX (OMOMOAOOHBIX)
JIeKapCTBEHHBIX IpenapaToB);

3) mpeBbIlICHUE TPENETbHON OTIMYCKHOM II€HBI Ha TEPBBIM BOCIPOU3BEACHHBIN, OMOAHATOTOBBIN
(Omoroio0HBINH) JIEKapCTBEHHBIH MpernapaT HWHOCTPAHHOTO MPOM3BOJACTBA HAaJ IMpeAeiabHOMN
OTITYCKHOM 1IEHOI MPOU3BOAUTENS HA BTOPOM BOCIIPOU3BEICHHBIN, OM0aHaIoroBslii (6100 100HbII)
JIEKapCTBEHHBIN IIpemnapaT, pPAacCYUTAHHON B COOTBETCTBUM C METOJMKOH, YTBEPKIECHHOU
IIpaBurenscTBOM Poccuiickoit denepanumy;

4) mpeBblllIeHUE TPEAEIbHON OTIYCKHOM LIEHbl Ha MEpBbI BOCIPOU3BEICHHBIN, OMOAHAIOTOBBIH
(Omoro1o0HBIN) JeKapCTBEHHBIM MpenapaT MPOU3BOAMUTENS TocydapcTBa - wieHa EBpasuiickoro
SKOHOMHYECKOTO COK03a HaJ IMPEACIbHONW OTIYCKHOM IIEHOW IPOM3BOJAUTENSI Ha BTOPOU
BOCIIPOM3BEICHHBIN, OMOaHANOroBbI (OMOMOJO0HbII) JIeKapCTBEHHBIN MpernapaTr MpPOU3BOAUTENS
rocyapcTBa - 4jaeHa EBpa3suiiCKOro 3KOHOMHYECKOTO COK03a, PACCYMTAHHOM B COOTBETCTBUH C
METOAMKOH, yTBepkaeHHOU [IpaButenscTtBoMm Poccuiickon @enepanun.

4.1. B ciydae, ecnu OT UMEHH JAEp)KaTeNs WIH BIAJENblla PETUCTPAIMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO Tperapara JeiCTBYeT ero mpeAcTaBuTeNb ((PU3nUIecKoe JIUII0), YIOTHOMOYECHHBIH
HeﬁCTBOBaTB Ha OCHOBAaHHWHK JOBCPCHHOCTU B BHCKTPOHHOﬁ (1)opMe B MalllMHOYUTAEMOM BH]IEC,
3asABJICHUS, YKAa3aHHBIC B YacCTAX 1 -4 HaCTOHH_leﬁ CTaTbu, MOT'YT GBITB IIOAITNCaHbI yCHHCHHOﬁ
KBATH(UITUPOBAHHOW  SJIEKTPOHHOM  TMOMMUCHIO JMOO  YCHJIGHHOHW  HEKBATH(HUIIMPOBAHHOM
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3JICKTPOHHOM MOoANHUCKIO. (B pea. DeaepanbHoro 3akoHa ot 31.07.2025 N 304-D3 )

5. IlopsAioK nepeperucTpanyuy 3aperuCTPUPOBAHHBIX IPECIIBHBIX OTIIYCKHBIX LIEH ITPOU3BOIUTEIICH
Ha JICKapCTBEHHBIE MpEMaparhl, BKIIIOYCHHbIE B MEPEYCHb KU3HEHHO HEOOXOAMMBIX M BayKHEHIIUX
JICKapCTBEHHBIX IIPENaparoB, B ClIydasx, IPEIyCMOTPEHHBIX YacTAMU 2 - 4 HACTOSILEH CTaThy,
ycranasinuBaercs [IpasurensctBom Poccniickon denepanun.

6. DKOHOMMYECKUM aHAIU3 NPEACIIbHON OTIYCKHOM II€Hbl MPOU3BOJUTENS HA JIEKApCTBECHHBIN
npenapar, BKIIOUYEHHBIM B MEPEUEHb XKU3HEHHO HEOOXOIUMBIX MU BaXKHEUIIUX JIEKAPCTBEHHBIX
IpenaparoB, MpH €€ TOCYJAapPCTBEHHOM PErucTpaliil WX TEPEPEerucTpalfi  OCYIIECTBIISCTCS
denepaibHBIM OPraHOM HCIIOTHUTEIBHONW BJIACTH, OCYIICCTBISIONUM (YHKIIMH [0 TMPUHSTHIO
HOPMATHBHBIX IPABOBBIX AaKTOB W KOHTPOJIIO 3a COOJIFOACHHUEM 3aKOHOJATEIhCTBA B cdepe
rOCyJJapCTBEHHOT'O PEryJIMPOBaHUs 1IeH (TapudoB) Ha TOBAPHI (YCIYTH).

7. PacueTr mpenenbHbIX OTMYCKHBIX II€H, YKa3aHHBIX B 4acTAX | W 2 HACTOSIICH CTAaThH, MPU HX
rOCyJapCTBEHHON pErucTpalud WIM [EePEeperucTpalri OCYLIECTBISETCS B COOTBETCTBUU C
METOJMKOM, yTBepxkAeHHOU [IpaButensctBoM Poccuiickoit denepauvu U yYUTHIBAKOLWIEH B TOM
quCIIe:

1) cobmonenne OanmaHca WHTEPECOB MOTPEOUTENEH JIEKApCTBEHHBIX MPENapaToB, BKIIOYCHHBIX B
HepeueHb KU3HEHHO HEOOXOANMBIX U BaKHEHIIHX JICKAPCTBEHHBIX MIPENapaToB, U NPOU3BOANUTEINCH
JICKAPCTBCHHLIX IPCHIapaToB, BKIIOYCHHBIX B IMEPCUYCHL XKU3HCHHO HCO6XOIII/IMI)IX A BaXXHEHIITNX
JIEKapCTBEHHBIX MPENapaToB;

2) gaxTuUecKyro OTIYCKHYIO IIeHY Ha JIeKapcTBEeHHbIE npenapatsl B Poccuiickoii denepanuu, neHy
BBO3a JICKAPCTBEHHBIX NpenapaToB B Poccuiickyro denepaiuio, a TaKKe IIEHbl Ha aHAJIOTUYHBIE
JIeKapCTBEHHBIE Mpenapathl, HaxosIIrecs B oopamiennn B Poccuiickoit @enepanumy;

3) 3arpaThl MNPOU3BOJIUTENS JIEKAPCTBEHHOrO TMpenapara Ha MPOU3BOJCTBO M peaIu3aluio
JIEKapCTBEHHOTO TIpernapara;

4) 1ieHy Ha JIeKapCTBEHHBIHM Ipernapar, ero leHy B CTpaHe MPOU3BOAUTEINS U B CTPAaHAX, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (W) B KOTOPBIE TOCTABIISAETCS POU3BOIUTEIIEM.

8. He AOIIYCKAIOTCA peain3dalusd U OTIIYCK JICKAPCTBCHHBIX IMPEIapaTOB, BKIIIOYCHHBIX B MEPCUCHDb
KHN3HCHHO HCO6XOI[I/IMBIX n BAYKHEHIIINX JICKApCTBCHHBIX nmpemnaparos, Ha KOTOPBIC
MMPOU3BOAUTCIIAMU JICKAPCTBCHHBIX MPCIIAPATOB HE 3apCrUCTPUPOBAHA IPCACIIbHAA OTITYCKHAA LICHA,
peamm3anuga HOpPOU3BOAUTCIAMU  JICKAPCTBCHHBIX  MPCIapaToB MO HOEHAM, MMPCBBIMIAIOIINM
3apCruCTpUpPOBAHHBIC nin NEpEePEruCTpupoOBaHHBIC MMPEACIIbHBIC OTITYCKHBIC IICHBI Ha
JICKApPCTBCHHLIC NIPCIiapaThl ¢ YHETOM HaJIora Ha 2106aBJIeHHy}O CTOMMOCTh.

9. OcoOEHHOCTH TOCYITaPCTBEHHOT'O PETYIMPOBAHUS MPEEIbHBIX OTITYCKHBIX LIEH MTPOU3BOIUTENEH
Ha JICKAPCTBEHHBIC MpernapaThl, BKIOUEHHBIC B MEPEUEHb KU3HEHHO HEOOXOIUMBIX U BaOKHEHIINX
JIEKapCTBEHHBIX MPEMapaToB, B 3aBUCUMOCTH OT IKOHOMHYECKUX U (MJIM) COLMAIBHBIX KPUTEPHUEB
(V3MEHeHHe YCIOBUHM, TMOpsiAKa W CTOMMOCTH TPOHM3BOJCTBA JICKAPCTBEHHBIX MPEMapaTosB,
UCIIOJIb30BaHUE HOBBIX (OPM, METO/JOB M CIIOCOOOB TIOCYAApCTBEHHOTO PETYJIMPOBAHUS IIEH Ha
JIEKapCTBEHHBIE MPENapaThl, B TOM YKCJIE HA OCHOBE MeXaHH3Ma pedepeHTHOro eHoo0pa3oBaHus,
M3MEHEHUH NOpsiAKa OKa3aHUsl MEIUIMHCKOW MMOMOIIY, U3MEHEHHE Kypca MHOCTPAHHOM BAJIIOTHI U
WHBIE W3MEHEHUs) ycraHaBnuBaioTcs [IpaBurensctBoM Poccuiickoit ®Denepanuu. (B pen.
®enepanbHoro 3akoHa ot 08.03.2022 N 46-P3)

Cratbs 62. ['ocynapcTBeHHBIN peecTp npeaesibHbIX OTIIYCKHBIX I[eH
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NMPOM3BOANTEEH HA JIeKAPCTBEHHbIE MPenapaThl, BKJIIOYEHHbIE B
nepevyeHb JKU3HEHHO HEOOXOAUMBIX H BasKHEHIIUX JIeKAPCTBEHHbBIX
npenapaTon

1. 3aperucTpupoBaHHbIE WU  [EPEPETUCTPUPOBAHHBIC  MPEACIbHBIE  OTIHYCKHBIE  IIEHBI
MPOU3BOJUTENIE Ha JIEKQpCTBEHHBIE Mpenaparbl, BKIOYEHHbIE B IMEpPEUeHb IKUIHEHHO
HEOOXOAMMBIX Y B@KHEMIIMX JIEKAPCTBEHHBIX IMPENaparoB, IMOJIEKAT BKIIOUCHUIO B
rOCYy/IapCTBEHHBIA pPEECTp IMpeAeTbHBIX OTHYCKHBIX II€H MPOU3BOAMTENCH Ha JIeKapCTBEHHBIC
npenaparbl, BKJIIOUYEHHbIE B TEPEUCHb XU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX
npenapartos. (B pea. DeaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocynapcTBeHHBIM peecTp MpenelbHbIX OTMYCKHBIX II€H MPOU3BOJIUTENCH Ha JIEKapCTBEHHBIE
npenaparsl, BKIIOYEHHbIE B IE€pPEUEHb >KMU3HEHHO HEOOXOAMMBIX U BAXKHEHUIIUX JIEKAPCTBEHHBIX
IpenapaToB, COACPKUT B ceOe CIIeTyIOITyI0 HH(OPMAIIHIO:

1) HamMeHOBaHUE JeprKaTellsl WIK BJaJeNblla PErHCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara, HAMMEHOBAaHUE MTPOM3BOJUTEIIS JIEKAPCTBEHHOTO Ipenapara, CBEJCHUS O PETHCTPALIH
JepKaTelsl WIM BIAAENbLa PETUCTPALMOHHOTO YIOCTOBEPEHHs JIEKAPCTBEHHOTO IIpemnapara,
CBEIICHHUS O PETrUCTPallM¥ TIPOU3BOMUTENS JICKAPCTBEHHOIO TIperapara sl MEIMIUHCKOTO
IPUMEHEHHUS B KayeCTBE HAJOrOIUIaTeNbIIMKa B CTpaHe perucrpauuu (Uisi POCCHUMCKUX
IOPUIMYECKUX JIUI] - WACHTU(OUKAIIMOHHBIA HOMep Hanoromiarensiumka (MHH), st mHOCTpaHHBIX
IOPUIMYECKAX JIMII - CTpPaHa pErHCTpalid, HAaWMEHOBAaHHE PETHUCTPHPYIOIIEro OpraHa,
PETHCTPAIlMOHHBIH HOMEp, KOJI HAJIOTOIUIAaTENbIIMKAa B CTPaHE PETUCTPALUK (MHKOPIIOPAIMN) HIIH
€ro aHaJ'IOF), MCCTO HaxXxOXIACHHA IMPOU3BOACTBCHHLIX INIOIIAJO0K, YYAaCTBYIOHNIUMX B IIPOLECCE
IPOM3BOJICTBA JIEKAPCTBEHHOIO Ipernapara, ¢ yKa3aHUueM CTaJHuM Ipolecca MPOU3BOACTBA; (B pe.
®enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMEHOBaHME JICKapCTBEHHOIO TMpemnapara (MeXIyHapoJHOE HENaTeHTOBAaHHOE, WU
rPYHNIUPOBOYHOE, WM XMMHYECKOE U TOProBO€ HaMMEHOBaHUs); (B pea. PenepaibHOTO 3aKOHA OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

3) HOMep perucTpalMoOHHOrO y10CTOBEPEHHs JICKApCTBEHHOTO Npernapara;

4) nexapcTBeHHas opMa ¢ yKazaHHEM JO03WPOBKHU JIEKAPCTBEHHOTO IMPErapara 1 ero KOJINIeCcTBa BO
BTOPUYHOM (TMOTPEeOUTENHCKON) yIIaKOBKE, a TaKXkKe KOMIUIEKTHOCTE; (B pen. denepanbHOro 3akoHa
o1 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

5) 3aperucTpupoBaHHas IpelenbHas OTIYCKHas IleHa Ha JIEKApCTBEHHBIH mpemnapar B pyossx; (B
pen. @enepanbHoro 3akoHa oT 27.12.2019 N 475-D3)

6) mata ¥ HOMEp IpUKa3a yNOJIHOMOYEHHOIO (peepanbHOro OpraHa HCHOJHHUTEIbHON BIIACTH O
TOCYy/JapCTBEHHOW pErucTpaluy WIA [EepEPErucTpaluy IpeneabHOH OTIYCKHOM LEHbl Ha
JIEKapCTBEHHBIN IpernapaT, BKIIOUEHHBIM B IEpeueHb >KU3HEHHO HEOOXOMUMBIX M Ba)KHEMIIUX
JeKapCTBeHHbIX mIpemnapatos; (B pen. denepanbHbix 3akoHOB oT 22.12.2014 N 429-03 (ped. ot
13.07.2015), o1 06.06.2019 N 134-®3)

6.1) nara BCTyIUIEHHS B CIITy NPHKa3a YHOJTHOMOUYCHHOTO (he/lepalbHOTO OpraHa MCTOJIHUTEIbHON
BJIACTH O TOCYNAapCTBEHHOW PErucTpaluyl WIM TMEepeperucTpaluy IMpelebHOM OTIYCKHON LeHBI
TIPOM3BOIUTENST HA JICKAPCTBEHHBIN IMperapar, BKIIOUYEHHBIN B IEPEUeHb KU3HEHHO HEOOXOIMMBIX
U BaXHEWIIMX JIEKapCTBEHHBIX NpenapaToB; (B pen. denepanbHoro 3akoHa ot 06.06.2019 N
134-D3)
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7) WTPUXOBOK KOJ|, HAHECCHHBIM HA BTOPUYHYIO (TOTPEOUTENHCKYIO) YMAKOBKY JIEKAPCTBEHHOTO
npemnapara; (B pex. @enepaibHoro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

8) Koj JIEKapCTBEHHOTO Mperapara MO aHAaTOMO-TEPANEeBTUUYECKO-XUMUYECKON KITacCH(DUKAIIHH,
peKoMeHI0BaHHON BceMupHoii opranusanueii 31paBooxpanenus. (B pen. denepaabHOro 3aKoHa OT
22.12.2014 N 429-D3)

3. TocynmapcTBeHHass perucTpanus WIA THEepeperucTpanus MpeleibHbIX OTIYCKHBIX II€H Ha
JICKApCTBCHHLIC IIpCIapaThl, BKIKOUYCHHLIC B IHCPCUYCHb XKU3HCHHO HGO6XOI[I/IMLIX U BaKHEUIIHNX
JICKapCTBEHHBIX MpPENapaToB, BEACHHUE T'OCYJApPCTBEHHOI'O pPeecTpa MpeleibHBIX OTIYCKHBIX IIEH
HpOI/ISBOI[I/ITCJIeﬁ Ha JICKApCTBCHHBLIC IIPCIIapaThl, BKIIFOUCHHBIE B NNepeuUCHb JKU3HCHHO
HEOOXOJUMBIX U BaXXHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, OCYILIECTBISIOTCS B MOPAIKE,
ycranoBieHHoM [lpaBurensctBoM Poccuiickoit ®enepanuu. (B pen. denepalbHOrO0 3aKoHa OT
06.06.2019 N 134-03)

Crarbs 63. YCcTaHOBJ/ICHHE HCIIOJHUTEIbHBIMH OPraHAMM CYObEKTOB
Poccuiickonn @enepanuu npeaeabHbIX pa3MepoB ONTOBLIX HAI0ABOK H
npeaeJbHbIX Pa3MePOB PO3HUYHBIX HAT0ABOK K (aKTHYECKUM
OTIYCKHBIM LEHAM, YCTAHOBJICHHBIM NPOU3BOIUTEISIMHA
JIEKAPCTBEHHbIX NPENapaToB, HA JIEKAPCTBEHHbIE NMPenaparhbl,
BKJIIOYCHHbIC B MIEPEYECHDb KU3HEHHO HEOOXOAUMBIX U BAa’KHEHIIUX
JIEKAPCTBEHHBbIX Npenaparos (B pea. @enepajibHbIX 3AKOHOB 0T
27.12.2019 N 475-P3, ot 08.08.2024 N 232-PD3)

1. WcnonuurensHble opranbl cyownekToB Poccuiickoii deneparyy ycTaHaBIMBAIOT IpeesibHBIE
pa3Mepbl ONTOBBIX HaA0AaBOK M MpeesbHbIE pa3Mepbl PO3HUYHBIX HAJ0AaBOK K (PaKTUYECKUM
OTITyCKHBIM IleHaM (0e3 ydera Hajgora Ha JI00aBIEHHYI0 CTOMMOCTb), YCTaHOBJIEHHBIM
MPOU3BOJIUTENIIMU JIEKAPCTBEHHBIX IPENaparoB, Ha JIEKAPCTBEHHBIE IpenapaThl, BKIIOYECHHBIE B
nepeveHb KU3HEHHO HEOOXOIUMBIX M Ba)KHEHMIINX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUH C
YTBEPKICHHOU B MOpsAKe, ycTaHOBIEeHHOM [IpaBurensctBoM Poccuiickont denepanuu, METOOUKON
YCTAHOBJICHHsI WCIOJIHUTENBbHBIMU OpraHamu cy0bekToB Poccuiickoit dexepannu npeaeabHbIX
pa3MepoB ONTOBBIX HAJ0aBOK M TMPEIENIbHBIX pPa3MEpOB PO3HUYHBIX HAJA0aBOK K (PaKTUYECKUM
OTIIYCKHBIM LI€HaM, YCTAaHOBJICHHBIM IPOM3BOJMUTEISAMH JIEKAPCTBEHHBIX IIPENapaTroB, Ha
JIEKapCTBEHHBIE Tpenaparhbl, BKIIOUYEHHBIE B NEPEYEHb JKU3HEHHO HEOOXOJMMBIX U Ba)KHEHUIINX
JeKapCTBEHHbIX mpemnaparoB. [IpoekThl pelmeHWi HCHOJHUTENbHBIX OPraHoB CyOBEKTOB
Poccuiickoit ®@enepanii 006 yCTaHOBICHUM U (WJIM) U3MEHEHHM IpeleibHBbIX Pa3MepPOB OMNTOBBIX
Ha/0aBOK U TIpEeAETbHBIX Pa3MEPOB PO3HUYHBIX HaI0aBOK K (PAaKTUUYECKUM OTIYCKHBIM LI€HaM,
YCTaHOBJICHHBIM IPOM3BOJUTENSIMU JIEKAPCTBEHHBIX IMpenapaToB, Ha JIEKApCTBEHHbIE Mpenaparsl,
BKJIIOYEHHBIE B IE€pPEUeHb >KU3HEHHO HEOOXOAMMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX NpPENapaTos,
MOJJIEXKAT COIVIACOBAHHUIO C YIIOJHOMOYEHHBIM (efiepalbHbIM OPraHOM HCIIOJTHUTEIbHOW BIACTH,
OCYILECTBIIAIONIMM (YHKUIMU MO MPHUHATHIO HOPMATHUBHBIX IPABOBBIX aKTOB M KOHTPOJIO 32
coOroieHNeM 3aKOHOJATeNbCTBA B c(epe rocyJapCTBEHHOTO peryjupoBaHus 1eH (TapudoB) Ha
ToBaphl (yciayru), B nopsjake, yctanoBieHHoM [IpaBurensctBom Poccuiickoit @enepauuu. (B pea.
®enepanbHbIXx 3ak0HOB 0T 13.07.2015 N 241-®3, or 27.12.2019 N 475-®3, or 08.08.2024 N
232-P3)

2. OpraHuzalnyy ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMH CPEACTBAMHU, AaNTEeUHbIEe OpraHU3aIUH,
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WH/IMBUIYAIbHBIC TIPEANPHHUMATENN, UMEIOIINE JTUIICH3UIO Ha (hapMalleBTHUECKYIO JeSITeIbHOCTD,
MEIMIIUHCKIE OpPraHu3allii, UMEIOIIUE JHUICH3UI0 Ha (PapMaleBTUUECKYIO JEATeNbHOCTh, U HX
000COOJICHHBIC TOPA3ICIICHHSI, PACIIONIOKECHHBIC B CEILCKUX HACEICHHBIX NMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alTeUHbIe OPTaHU3AIMH, OCYILECTBIIIOT PEATH3AlUI0 JIEKAPCTBEHHBIX IpEnapaTos,
BKITIOYCHHBIX B IIEPEYCHD )KU3HEHHO HEOOXOAMMBIX U BKHEUIIHMX JICKAPCTBCHHBIX MPENaparoB, 10
[IeHaM, KOTOpbIe (POPMUPYIOTCS B COOTBETCTBUU C MOPSAKOM, YCTAHOBJICHHBIM lIpaBUTEIHCTBOM
Poccuiickoii @enepanum, 1 ypoBeHb KOTOPhIX (0e3 ydyera Hajora Ha JI0OaBJICHHYIO CTOMMOCTB) HE
JOJKEH TPEBBIIATh CyMMY (DaKTHYEeCKOW OTIMYCKHOW IICHBI, YCTAHOBJICHHOW IMPOHU3BOIUTEIEM
JICKApCTBEHHOTO Iperapara, He MPEBhIIAONIel 3aperuCTPUPOBAHHON HITH MIEPEPETUCTPHUPOBAHHOM
npeJenbHON OTIYCKHOM LEeHBI MPOM3BOAUTEN (HAa JaTy pealn3aluy JICKapCTBEHHOIO INpernapara
MIPOM3BOJUTEIIEM), W pa3Mepa OINTOBOM Hanb0aBKu M (WJIM) pa3Mepa PO3HUYHOW HAA0aBKU, HE
NPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa TNpeAeibHONH ONTOBOW Haa0aBKM M (M) pa3Mepa
npeebHOW PO3SHUYHON Hall0aBKH, YCTAHOBJICHHBIX B cyObekTe Poccuiickoit denepanuu. (B pen.
®enepasibHbIX 3aKOHOB 0T 27.12.2019 N 475-®3, ot 08.08.2024 N 323-P3)

3. UcnonuutenbHble opranbl cyobekToB Poccuiickoit @enepauuu pasmemator B cetd "MurepHer”
UHGOPMALIMIO O 3apEerMCTPUPOBAHHBIX IPEJENbHBIX OTIYCKHBIX I€HaX IPOU3BOAMUTENEH Ha
JIEKapCTBEHHbIE Ipenaparhbl, BKIIOUEHHbIE B IEPEUCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHUIINX
JIeKapCTBEHHBIX IIPENaparoB, 00 YCTAaHOBJIEHHBIX B cyObekTe Poccuiickoit denepanuu npeaeabHbIX
pa3Mepax ONTOBBIX Haa0aBOK W (WIM) TMpPEAENbHBIX pa3Mepax pPO3HUUYHBIX HaA0aBOK K
YCTAHOBJICHHBIM MPOU3BOAUTEISIMU JEKAPCTBEHHBIX MpenapaToB (PaKTUYECKUM OTHYCKHBIM LiEHaM
Ha JIEKApCTBEHHBIE IpenapaThl, BKIIOUEHHbIE B NIEPEUEHb )KM3HEHHO HEOOXOJUMBIX M Ba)KHEHUIINX
JIEKapCTBEHHBIX IIPENAapaToB, a TAKXKE O CyMME 3apETUCTPUPOBAHHBIX MPEIEIbHBIX OTIIYCKHBIX LICH
IPOM3BOJIUTENIE HaA JIEKApCTBEHHbIE Ipenaparbl, BKIIOYEHHbIE B IE€PEUYEHb IKUZHEHHO
HEOOXOIUMMBIX W B@KHEHIINMX JIEKApCTBEHHBIX IpenapaToB, YCTAHOBIEHHBIX B CyObekTe
Poccuiickoit @enepanuu mpelenbHBIX pa3MEPOB ONTOBBIX HAA0aBOK U IPEAETbHBIX pPa3MepoOB
PO3HUYHBIX HaJ0AaBOK M Hajora Ha J00aBJIEHHYI cTOMMOCTb. MH(popmanus, nperycMOTpeHHas
HACTOALIEH YacThlo, JOJDKHA HAXOAUTHCS TAK)XKE B allTEYHBIX OpraHU3alusX B JOCTYITHOM Ui BCeX
3aMHTEPECOBAHHBIX JUI (opMe M OOHOBIATHCS IO MEpe €€ pa3MeIleHUs MCIOTHUTEIbHBIMU
opranamu cyobekToB Poccuiickoit deneparnuu B cetu "Untepuer”. (B pen. denepalibHBIX 3aKOHOB
o1 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

4. Ilynkt yrpaTui cuiy. (B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

I'napa 13. MOHUTOPHUHI DOPEKTUBHOCTHU U
BE3OITACHOCTHU JIEKAPCTBEHHBIX IIPEITAPATOB,
HAXOJAIINXCS B OBPAIIIEHUU B POCCUHUCKOU
OEJIEPAIINU (B pen. PenepaabHoro 3akona ot 22.12.2014 N 429-03
(pea. ot 13.07.2015))

Crarbs 64. ®apmakonaazop (B pea. PenepajbHOro 3aK0HA 0T
22.12.2014 N 429-P3 (pen. ot 13.07.2015))

1. JlekapcTBEeHHBIE TIpemapathl, HaxoasIuecs: B oOpamennu B Poccuiickoit deneparuu, moaiexar
MOHHUTOPHUHTY A(P(GEKTUBHOCTH U O€30MaCHOCTH B IIENIAX BBISIBICHUS BO3MOXHBIX HETaTHBHBIX
MOCHEACTBUM WX  TNPUMEHEHHUS, HWHIUBUAYAIbHON  HEMEPEHOCUMOCTH, MPEIyNPEKICHUS
MEAUIIMHCKUX PaOOTHHUKOB, CHEIUAINCTOB B O0JIACTH BETEPUHAPHH, MAIMEHTOB WJIM BIIAJICNIBIICB
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KMBOTHBIX ¥ UX 3allUTBl OT NPUMEHEHHS TaKUX JICKApCTBEHHBIX TMpernapaToB. (B per.
®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. ®apMaKoHA30pP OCYIIECTBISIETCS COOTBETCTBYIONINM YIIOJIHOMOUYEHHBIM (heJiepaabHbIM OpTraHOM
UCTIOJTHUTEIIFHOW BJACTH B YCTAaHOBJICHHOM MM IIOPSIKE C y4YeTOM TpPEeOOBaHWUH HACTOSIIETO
@DenepanibHOTO 3aKOHA M aKTOB, COCTaBISIOMUX MpaBo Coro3a, MyTeM aHaiu3a MpPeAoCTaBISEMOR
CyObeKTaMu OOpalIeHusi JIEKAPCTBEHHBIX CPEACTB HMHPOPMAIMU O TOOOYHBIX JCHCTBUSX,
HEXKCIAaTCIbHBIX pCakuuigax, CCPBLC3HBIX HEXKCIAaTCIbHbIX pCaKkuuigx, HCMIPCABUACHHBIX
HEXKEJIATENbHBIX PEaKIMIX MPH NPUMEHEHUU JICKApCTBEHHBIX IIpErapaToB, 00 WHIUBUAYAIbHOU
HENIEPEHOCHUMOCTH, OTCYTCTBHH 3(P(PEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaTroB, a Takke 00 HHBIX
dakTax u OOCTOSATENBCTBAX, MPEICTABISIONIMX YIPO3Yy JKU3HU WIHM 370POBBIO 4eEJIOBEKa JIMOO
JKUBOTHOI'O IIpU HOPHUMCHCHUHU JICKAPCTBCHHBIX MPCHapaTOB W BBIABJICHHBIX Ha BCCX IJTalax
oOpamieHust JeKapCTBEHHBIX MpemnapatoB B Poccuiickoit denepanuu u Apyrux rocynapcrBax. (B
pen. ®enepansHoro 3akona ot 30.01.2024 N 1-03)

3. CyObexTsl oOpalleHus JeKapCTBEHHBIX CPEICTB B MOPSAKE, YCTAHOBIEHHOM YIIOJHOMOYEHHBIM
dbenepaibHBIM OpPraHoOM HCIIOJIHUTEJIBHOM BIIACTH, OOs3aHBI COOOIIATh B  YIOJIHOMOYEHHBIM
denepanbHbI OpraH UCMOJHUTENBHON BIACTH O MOOOYHBIX NEHCTBUSIX, HEKEIATEIbHBIX PEAKIUsX,
CEpPbE3HBIX HEKEIIATEIIbHBIX PEaKLUAX, HENPEABUIACHHBIX HEXKENATeIbHbIX pEaKUUAX MpHU
MPUMEHEHUN JIEKapCTBEHHBIX MpernaparoB, 00 HHAWBHUIYabHON HENEePeHOCUMOCTH, OTCYTCTBHH
3¢ (HEeKTHBHOCTH JICKAPCTBEHHBIX IPEMapaToB, a TaKkKe 00 HWHBIX (akTax U OOCTOSTEIhCTBAX,
MPEJICTABISIIOIINX YTPO3y >KM3HU WM 30POBBIO0 YEJOBEKa JIMOO >KUBOTHOTO MPH MPUMEHEHHU
JIEKApCTBEHHBIX TIPENapaToB U BBIABJICHHBIX Ha BCEX OdTamax oOpamieHusi JIeKapCTBEHHBIX
npenaparoB B Poccuiickoit @enepanuu u Jpyrux rocyjapcrpax.

4. JlepxaTenu WIN BIAJENbLbl PETMCTPALMOHHBIX YJOCTOBEPEHHH JIEKAPCTBEHHBIX IPENaparos,
IOpUAMYECKHE JIMIa, HAa HMS KOTOPBIX BBIIAHBI DPAa3peUICHHs] Ha MPOBEACHHUE KIMHUYECKUX
uccnenoBanuii B Poccuiickoit @enepanuu, 1160 yIoJIHOMOUYSHHBIE UMU APYTHE IOPUANYECKHE UL
B paMKax o0OecrieueHusi 0e30MacHOCTH JIEKAPCTBEHHBIX IMPENapaTroB B MOPAIKE, YCTAaHOBIEHHOM
COOTBETCTBYIOIUM YIOJHOMOUYEHHBIM (e/iepaibHbIM OPraHOM HCIOJHUTENIBHOW BIIACTH, 00S3aHbI
OCYHIECTBIISITh NpPHEM, yuyeT, 00pabOoTKy, aHaJIW3 MU XpaHEHUE IMOCTYMAIOIIUX B HMX aJpec OT
CyOBEKTOB 00paleHNs JIEKapCTBEHHBIX CPEJCTB U OPraHOB rOCYIapCTBEHHON BIAcTU COOOLIEHUH O
NMOOOYHBIX IEUCTBUAX, HEXKEIATENbHBIX PEaKLUIX, CEPbE3HBIX HEXKENATEeNIbHbIX U HEMPEIBUICHHBIX
HE)KENNATeNbHBIX PEaKLUUAX MPU NPUMEHEHHUHU JIEKapCTBEHHBIX IMpPErnaparoB, 00 OCOOEHHOCTAX HX
B3aMMOJICHCTBUS C IPYTUMU JIEKAPCTBEHHBIMU NpenapaTaMu, HHIUBUAYaIbHOW HEMEPEHOCUMOCTH,
a Takke 00 MHBIX (aKkTax M OOCTOSTENbCTBAX, MPEACTABISIONIMX YIpO3y KU3HU WU 370POBBIO
yelioBeKa JMO00 >KMBOTHOTO WJIM BIMSIOUIMX HAa M3MEHEHUE OTHOILIEHUS OKUIAeMOM MOJb3bl K
BO3MO>KHOMY PUCKY IPUMEHEHMS JIEKAPCTBEHHBIX IIPENApaTOB.

5. Ilpu BbIsBIEHUU HHQOPMAIMK O CEPbE3HBIX HEXKEJIATEIbHBIX PEaKUUAX M HENPeaBHICHHBIX
HE)KENNATeNbHBIX PEeaKUUAX MPU NPUMEHEHHWHU JIEKapCTBEHHBIX IMpPErnaparoB, 00 OCOOCHHOCTAX HX
B3aUMOJICVCTBUS C IPYTUMH JIEKAPCTBEHHBIMU NperapaTaMy, HHANBUAYaJIbHON HENEPEHOCUMOCTH,
a Takke 00 MHBIX (pakTax U OOCTOATENHCTBAX, BIMAIOIIMX HA U3MEHEHUE OTHOIICHUS OXKUJAaeMOU
MOJIB3bl K BO3MOYKHOMY pHCKY IIPUMEHEHHs JIEKapCTBEHHBIX IIPENaparoB, JEp:KaTeau WU
BJIA/IETIbIbl PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX INPENApaToB, IOPUAUYECKHE JIMIIA,
Ha MMs KOTOPBIX BBIIAHBI Pa3peICHNs HA MPOBEJICHNE KIMHUYECKUX HCCIIeoBaHU B Poccuiickoi
®enepanun, TU00 YINOJIHOMOYEHHBIE UMM JIPYTHE IOPUAMYECKHE JUIa 00s3aHbl MPUHATH MEpHI,
HaIpaBJIEHHbIE HA YCTPAaHEHHWE HETAaTUBHBIX IOCJIEICTBUNA NPUMEHEHHUS TaKUX JIEKapCTBEHHBIX
IpenapaToB, MNPEAYNPEXKACHUE TNPUUYMHEHUS Bpena >KU3HM WIM 3JI0pPOBBIO UeJIOBEKa JIMOO
’KMBOTHOT'O, 3alIUTy UX OT IPUMEHEHHUs TaKUX JIEKapCTBEHHBIX NPENapaToB, HA JOIOJIHUTEIbHBIN
c60p gaHHBIX 00 3()(HheKTUBHOCTH U OE30MACHOCTH TAaKUX JICKAPCTBECHHBIX MPENapaToB.
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6. 3a HECOOOIEHNE WIIH COKPBITHE MH(OPMAITUH, TPEAYCMOTPEHHON YacThi0 3 HACTOAIICH CTaThH,
JepKaTeNId WM BIAAEIbLbl PErMCTPALMOHHBIX YAOCTOBEPEHUMN JIEKAPCTBEHHBIX IPENaparos,
IOpUAMYECKHE JIMIA, HAa HMS KOTOPBIX BBLIAHBI DPa3pelIeHHs Ha MPOBEACHUE KIMHUYECKUX
uccnenoBanuii B Poccuiickoit depepanyu, 1u00 yNOIHOMOYEHHBIE UMM JIpyTHe IOPHIMYECKUE
JUIa, a TaKXKe JOJDKHOCTHBIE JIMIA, KOTOPhIM 3Ta MH(OpMAIMs CTajlla W3BECTHA MO POJy HX
npoeCCHOHATIBHON JIEITETbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATEILCTBOM
Poccuiickoit deneparumu.

7. Ilpu noday4eHNH yIOJTHOMOYEHHBIM (heaepaabHbIM OPraHOM HMCIIOJHHUTENIBHOM BIACTH B paMKax
OCyLIeCTBJIIEHHsT UM (hapMakoHaa30pa JOKa3aTelNbCTB O HECOOTBETCTBUHU JICKAPCTBEHHOT'O
npernapara yCTaHOBJICHHBIM TPEOOBAHUSAM WIHM MPU MNOJIYYEHHH MH(POPMAIMU O HECOOTBETCTBHHU
JaHHbIX 00 »dS(@exTuBHOCTH W O ©O€30HaCHOCTH JIEKAPCTBEHHOTO IIpernapara JaHHBIM O
JIEKapCTBEHHOM IIperapare, COAEPXKAlIMMCS B MHCTPYKLIUH IO €ro NPUMEHEHHIO (B TOM YHCIe
BBISIBIICHHBIX B XOJI€ OCYIIECTBICHHUS (apMaKoHaI30pa KOHTPOJIBHO-HAI30PHBIMH OpTaHaMH
MHOCTPAHHBIX TOCYAApCTB), YIOJHOMOYEHHBIN (hefepanbHblii OpraH HCIIOJHHUTEIBFHON BIIACTH B
YCTAHOBJICHHOM MM IMOPSAKE pacCMaTpUBAET BOIPOC O MPUOCTAHOBICHHHM MPUMEHEHHS TaKOTO
JIEKapCTBEHHOTO IIpenapara.

Crarbs 65. IIlpuocTaHoB/IeHHEe IPUMEHEHNS JIEKAPCTBEHHOT 0
npenapara Jjsi BeTepUHAPHOTo npuMeHeHus (B pea. @eaepaiabHbIX
3aK0HOB 0T 22.12.2014 N 429-®3 (pea. ot 13.07.2015), o1 30.01.2024 N
1-®3)

1. IIpu monydeHun uHMOPMALIUUA O HEXKENATENbHBIX PEAKIUIX MPU MPUMEHEHUU JIEKapCTBEHHOTO
npenapara, He YKa3aHHbIX B MHCTPYKIIMH 110 MPUMEHEHHIO JIKAPCTBEHHOTO Tpernapara, Cephe3HbIX
HEKeNaTeNbHBIX PEeaKIusiX, 00 0COOEHHOCTAX ero B3auMOJEHUCTBUS C APYTUMHU JIEKaApPCTBEHHBIMH
npenaparaMmu, KOTOpble MOTYT MPEJICTABISATh YIPO3Y JKU3HU WIH 3JI0POBBIO KUBOTHOTO, a TAKXKE O
HECOOTBETCTBUHM JaHHBIX 00 3(pdexTuBHOCTH M O Oe30MacHOCTU JIEKAapCTBEHHOrO Tperapara
JIAHHBIM O JIEKapCTBEHHOM TIpernapare, COAEPKaIIMMCsl B HHCTPYKIIUHU TI0 €ro MPUMEHEHHUI0, B TOM
YHclie OT YIOJTHOMOYEHHBIX OPTaHOB HHOCTPAHHBIX TOCYAapCTB, 0OMEH KOTOPOM OCYIIECTBIISIETCS B
COOTBETCTBUM C  COTJAIICHUSIMH  MEXIY  YIIOJHOMOYEHHBIM  (efepadbHbIM  OpraHOM
WCIIOJIHUTENIbHOM  BJIACTMU W YHOJHOMOYEHHBIMU OpPraHaMM MHOCTPAaHHBIX TOCYJapCTB,
YIIOJIHOMOYEHHBIA (peepaibHbIi OpraH HCIOJHHUTEIBHOW BJIACTH pPacCMAaTPUBAET BOIPOC O
BO3MOXXHOCTH TPHOCTAHOBIIEHUSI OOpAIllEHUs] TAaKOro JIEKApCTBEHHOTO Ipernapara B MOPSJIKE,
YCTAaHOBJICHHOM YTIOJTHOMOYEHHBIM (eepaibHbIM OpraHOM HCIOJIHUTEIBHON BIacTU. (B pE.
®epnepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2. Ilpy HEUCHNOTHEHHM WJIM HEHAJUIeKAIIeM MCIOIHEHUH JEepKAaTelIIMU WM BJIaJeIblaMHU
PEruCTPAlMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX NPENAPATOB Il BETEPUHAPHOIO PUMEHEHUS,
IOPUINYECKUMU JIMIIAMH, Ha MMSI KOTOPBIX BBIJIAHBI pa3pelieHrs Ha MPOBEACHUE KIMHUYECKUX
uccinenosanuil B Poccuiickoit denepanuu, v ynoJHOMOYEHHBIMU UMU JPYTUMH HOPUIAYECKUMU
TuIaMu 00SI3aHHOCTEH, YCTAaHOBJICHHBIX 4YacTsaMH 3 W 4 cratbu 64 Hacrosimiero denepaibHOTO
3aKOHA, TMOO0 B CIy4yae HEBBITOIHEHUS MPEANMCAHUS, BBITAHHOTO YIIOJIHOMOYEHHBIM (heepaabHbIM
OpraHOM HCIOJHUTEIBFHON BJIACTH MO WUTOTaM OCYIIECTBIEHHUS BBHIOOPOYHOTO KOHTPOJISI KadecTBa
JIEKapCTBEHHOTO Tpemnapara, yIMOJTHOMOYEHHBIN (henepaabHbli OpraH HCIONHUTEIHHONW BIIACTH B
YCTAHOBJIICHHOM WM TOPSIAKE pacCMaTPUBAECT BOINPOC O IMPUOCTAHOBJICHUW TMPUMEHEHUS] TAaKOTO
JIEKApCTBEHHOI'0 TMpernapara Juisi BerepuHapHoro npumeHeHus. (B pea. denepanbHoro 3akoHa ot
30.01.2024 N 1-®3)
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3. Yactb yTpatmna cuiy. (B pea. @enepanpHoro 3akona oT 30.01.2024 N 1-D3)

4. YnomHOMOYeHHBIN (heiepaibHbIi OpraH UCTIOTHUTEIHPHOM BJIACTH MPH HAJTMYHMH Y HETO CBEACHHUI
O HECOOTBETCTBUU IPOU3BOJUTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAaHUSAM TPaBHUI HAJICKAIICH
MPOU3BOJICTBEHHON MPAKTUKU U (WJIM) O HAPYUICHUH JIMIEH3UOHHBIX TPeOOBaHUM, KOTOpbIE ObLIN
BBISIBJICHBI B XOJI€ MPOBEJCHUS WHCIEKTHUPOBAHUS MPOU3BOIUTEINSI JEKAPCTBEHHBIX CPEICTB WIIU
OCYUIECTBIICHUSI JIMIEH3UOHHOTO KOHTPOJA B cdepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U
MPUBEIU WIK MOTYT MPUBECTH K MPOMU3BOJICTBY JIEKAPCTBEHHBIX MPEMApPaTOB /Jii BETEPUHAPHOTO
MPUMEHEHHUS, IPUUYUHUBLIINX UM CHOCOOHBIX MPUYMHHUTH BPEJ KU3HU WIH 3J0POBBIO KUBOTHBIX,
paccMaTpuBaeT BOINPOC O NPHOCTAHOBICHUU peaTU3allud M TMPUMEHEHUs JIEKApCTBEHHBIX
IpernapaToB JUisi BETEPUHAPHOTO MPUMEHEHHsS B YCTAHOBJICHHOM UM IOpSIKE B CIEAYIOLINX
ciayyasx: (B pen. @eaepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

1) coctaB U (WiIM) TEXHOJNOTHs MPOHU3BOJACTBA JIEKAPCTBEHHOIO MperapaTa il BETEPUHAPHOIO
npuMeHeHus (C  ONHMCaHUEM CTaauid  TPOU3BOJCTBA) OTIMYAIOTCA OT  3asBJICHHBIX B
perucTpaoHHOM Jocke; (B pen. denepanpHoro 3akona ot 04.06.2018 N 140-D3)

2) nexapCTBEHHBII Mpenapar JUisi BETEPHHAPHOTO NPHUMEHEHHUS POU3BE/ICH Ha MTPOM3BOICTBEHHOM
IUIOUIA/IKE, HE YKa3aHHOW B PETUCTPALlMOHHOM JI0che; (B pel. PenepanbHoro 3akoHa ot 04.06.2018
N 140-D3)

3) y NOpoOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBI, IOJTBEPKIAIOIIHNE
COOTBETCTBHUE KaueCTBa JIKAPCTBEHHOTO Mperapara sk BETEPHHAPHOTO MPUMEHEHHUsI, BBOJMMOTO B
rpaKJIaHCKUH 000pOT, TpeOOBAaHUAM, YCTAHOBJICHHBIM IPU €r0 TOCYJAPCTBEHHON peructpaiuu; (B
pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4) nmnpousBOAMTENEM JIEKApPCTBEHHBIX CPEJICTB B  COIVIACOBAHHBIM C  COOTBETCTBYIOLIMM
YIIOJTHOMOYEHHBIM ~ (heZiepalIbHBIM  OPTaHOM HWCIOJHHUTENBHON BIIACTH CPOK HE YCTPaHEHBI
HapyleHus: TpeOOoBaHMH MpaBWJI HAJJEXalled MPOU3BOACTBEHHONM MNpPAaKTUKU M (WIN)
JMIIEH3UOHHBIX TpPeOOBaHMH, KOTOpbIE OBLIM BBISBICHBI B XOJA€ MPOBEACHUS WHCIIEKTHPOBAHUS
IPOM3BOIUTENS JEKAPCTBEHHBIX CPEACTB MJIM OCYLIECTBICHUS JUIEH3MOHHOIO KOHTPOJsS B cdepe
NPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB W TMPHUBEIM WIM MOTYT MPUBECTH K MPOU3BOJCTBY
JIEKapCTBEHHBIX MpPENapaToB JUIsl BETEPUHAPHOTO NPUMEHEHUs, MPUUYMHUBIIMX MM CIIOCOOHBIX
NPUYMHUTH BPEJl )KU3HU WK 3/10pOBBIO )KUBOTHBIX. (B pell. PenepanbHoro 3akoHa ot 04.06.2018 N
140-D3)

B IIEKMPOHHOM Ooxymenme Hymepauus yacmeii coomeemcmeyenm 6HECEHHbIM USMEHEHUAM.

7. B mopsiake, MpeayCMOTPEHHOM YacThio 4 HACTOAIIEH CTaThH, YIOJTHOMOYEHHBIN (henepanbHbIi
OpraH HCIIOJIHUTEIBHON BJIACTH paccMaTpuBaeT BONPOC O IPHOCTAHOBIEHUU peaIU3alUuu U
MPUMEHEHHU JIEKapCTBEHHOTO Mpernapara JJii BETEpUHAPHOTO MPUMEHEHHsSI B CIy4yae BBISBIICHUS B
IpaXJIaHCKOM O0OpOTE CepUM JIEKApCTBEHHOTO IpemnapaTta il BETEPUHAPHOTO IMPHUMEHEHHS,
JIOKYMEHTBI U CBEJICHHUS 0 KOTOPOW, MPEyCMOTPEHHbIE YacTsAMHU | - 3 n 6 crarbu 52.2 HAaCTOALIETO
@denepanlbHOTO  3aKOHA, HE  TPEACTaBI€Hbl B yKa3aHHbIM  opraH, Jubo  cepuu
MMMYHOOHMOJIOTHYECKOTO JIEKapCTBEHHOTO Ipenapara Jjisi BETEepUHApPHOIO NPUMEHEHHUs, He
UMEIOUIEN pa3pellieHus, NPeayCMOTPEHHOro 4yacTbio 8 crarbu 52.2 Hactosmero denepanbHOro
3aKoHa. B yka3aHHOM cilydae YIOJHOMOYEHHBIH (efepanbHbIi OpraH HCIOJIHUTEIbHOW BIacTH
IPUHUMAET pEUIEHHE O MPUOCTAHOBIECHUU pealM3allMd W TPUMEHEHMs] TaKUX CEpUMl 10
MPEJICTaBICHUS] YKa3aHHBIX JOKYMEHTOB M CBEACHUI JTMOO 0 MOIYUYEHHUS YKa3aHHOTO Pa3pelleHHts.
(B pen. @enepanbHoro 3akona ot 02.07.2021 N 317-03)
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Crarbs 66. Unpopmanus o pesyjbrarax ¢gapMaxkoHaa3opa (B pen.
denepanbHOro 3akona ot 27.12.2019 N 475-D3)

YronHOMOYEHHBIH  enepanbHblii  OpraH  HWCIOJHUTEIBHOW  BJIACTH,  OCYIIECTBIISFOIIMI
dapMakoHaq30p, MO €ro pe3yibTaTaM pa3MemaeT Ha CBOEM O(HIMAIBHOM caiTeé B CETH
"Untepuer" uHbOpMAIIHIO O:

1) BbIAABJICHUM HOBBIX TIMOATBCPKACHHBIX JAaHHBIX O MOOOYHBIX I[GﬁCTBHSIX, HCXCIIaTCIIbHBIX
PE€aKknusaX, CEPLE3HBIX HEXKEIATCIIbHBIX PEAKIHAX, HEIIPEABUACHHBIX HEXCIATCIbHBIX PCAKIUAX IIPHU
MNPUMCHCHUHN JICKAPCTBCHHOI'O IIperiapara, B TOM YHCJIC BJIHUAOMMUX Ha OTHOIICHUC omnnaeMoﬁ
IIOJIB3BI K BOBMOXHOMY PHUCKY IIPUMCHCHH JaHHOI'O JICKAPCTBEHHOI'O IIpEIiapara,

2) IPUHATHIX PEIICHUAX O BHECEHHH M3MEHEHHH B MHCTPYKIHMIO 110 IPUMEHEHHIO JIEKapCTBEHHOTO
npemnapara, O IPUOCTAHOBJICHHUU MNPHUMCHCHHA JICKAPCTBCHHOI'O IIpCriapara, 00 U3BATUH U3
oOpalleHHs JIEKapCTBEHHOTO Mpenapara Wi O BO300HOBJICHHUHM MNPUMEHEHHs JIEKapCTBEHHOTO
npernapara.

I'naBa 14. THO®OOPMALIUA O JIEKAPCTBEHHbBIX
INPEITAPATAX. CUCTEMA MOHUTOPHUHI' A IBUXEHUS
JIEKAPCTBEHHBIX ITPEITAPATOB JJIsA MEAUIIUAHCKOI'O
HNPUMEHEHMUA (B pea. ®eaepaiabHoro 3akona ot 28.12.2017 N
425-®3)

Crarbs 67. Unpopmanus o jjekapcTBeHHbIX npenaparax. Cucrema
MOHHMTOPHHIA JIBUKEHUA JIEKAPCTBEHHBIX NMPENapaToB AJIs
MEIUIMHCKOr0 npuMeHeHus (B pea. @exepajbHOIO 3aK0HA OT_
28.12.2017 N 425-P3)

1. Mudopmanusg o JEKapCTBEHHBIX Ipenaparax, OTIIYCKaeMbIX IO pEleNnTy Ha JIEKapCTBEHHBIN
IIpernapar, 10JKHA COJEPKAThCS TOJIBKO B CIIELUATN3UPOBAHHBIX U3/IaHUAX, IPEAHA3HAYEHHBIX IS
MEAMIMHCKUX, (hapMalleBTUUECKUX pPAaOOTHUKOB, CIEHUAINCTOB B 00JAaCTH BETEPUHAPHM.
Wudopmanus o0 JeKapcTBEHHBIX Ipernaparax Uil CIEeUUAJIUCTOB B o0jacTé  oOpaiieHus
JIEKapCTBEHHBIX CPEACTB MOKET COJIEPKAaThCs B MOHOTpadusx, CIIPaBOYHUKAX, HAYYHBIX CTaThsIX, B
JIOKJIaJIax Ha KOHrpeccaX, KOH(EepeHIMsIX, CHUMIIO3MyMax, Hay4HBIX COBETaX, a TakKXke B
MHCTPYKUHUAX IO MPHUMEHEHHUIO JIEKapCTBEHHBIX mpenapatoB. (B pea. deaepanbHOro 3aKOoHa OT
02.08.2019 N 297-®3)

2. Uudopmanusi 0 JT€KapCTBEHHBIX MperapaTax, OTIMYCKaeMbIX 0€3 perenta Ha JIeKapCTBEHHBIN
mpernapar, MOXET COJEPKaThCs B MyOIMKAIMSIX U OOBSIBICHUSX CPEJICTB MAacCOBOW MH(OpMAIINH,
CMIENMATIM3UPOBAHHBIX W OONIMX TE€YaTHBIX M3JAHUAX, WHCTPYKIUAX TI0 TPUMEHEHUIO
JICKapCTBEHHBIX TPENapaTroB, WHBIX H3JaHHUSIX CyOBEKTOB OOpalleHHs JEKapCTBEHHBIX CPEICTB.
PexknamHbple MaTepuanbl O JIEKapCTBEHHOM Ipemapare, OTIyckaemMoM ©Oe3 penenTta Ha
JEKApCTBEHHBIA  MpemnapaT, JODKHBI  COOTBETCTBOBATH ~ MHCTPYKIMM 1O  HPUMEHEHHIO
JIEKapCTBEHHOI'O IIpernapara.

3. Jlomyckaercs MCHOJb30BAaHUE JIOOBIX MaTEpHATbHBIX HOCHUTENEH, IMO3BOJISIIONIMX XPAaHUTb,
nepeaaBaTh U UCMOIb30BaTh HH(POPMALIKIO O JIEKApCTBEHHBIX penapaTax 0e3 ee HCKaKeHHUS.
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4. Nna uened wuneHTUGUKALMM YMNAKOBOK JIGKAPCTBEHHBIX MPENapaToB [UIsi MEAUIIMHCKOTO
IPUMEHEHUS  IPOU3BOJAUTENINM  JIEKAPCTBEHHBIX  CPEICTB B  IOPSAAKE, YCTAaHOBJICHHOM
[IpaButenscTBOM Poccuiickoii ®enepanuivi, HAHOCAT HA NEPBUYHYIO YIIAKOBKY (B OTHOIICHUH
JIEKapCTBEHHBIX MPENapaTroB UIsi MEAULMHCKOIO MPUMEHEHMS, Il KOTOPBIX HE IPENyCMOTpEHa
BTOpUYHAs YMAaKOBKA) U BTOPUYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IMPENapaToB
JUIE MEIUIIMHCKOTO TPUMEHEHHUS CPeCTBa HMICHTU(UKALUHU, 32 UCKIIOUCHHEM JIEKapCTBEHHBIX
MpernapaToB Uil MEAULMHCKOTO IMPUMEHEHHMsI, MPOU3BOJUMBIX Ui TMPOBEACHUS KIMHUYECKUX
UCCIIEIOBAaHMUM, SKCIOPTA, JIEKAPCTBEHHBIX IMPENapaTroB JUIsl MEAMLMHCKOIO IPUMEHEHMS,
yKa3aHHbIX B 4acTax 5 u 8 crateu 13 Hacrosmiero denepaibHOro 3aK0HA, pagnodapMaleBTUIECKUX
JIEKapCTBEHHBIX IIPENapaToB, BBICOKOTEXHOJOTMYHBIX JIEKAPCTBEHHBIX IPENapaToB, KOTOpHIE
MIPOU3BEICHBI MAJIBIMU CEPHUSIMH, COCTOSAT U3 OJAHON WJIM HECKOJBKUX J103 BHICOKOTEXHOJIOTMYHOTO
JIEKapCTBEHHOI'O Ipernapara, IpeJHa3HadeHbl JUIsi KOHKPETHOTO MalMeHTa, UMEIOT KOPOTKUN CPOK
TOJHOCTU (O JEBSHOCTA KalleHAApHBIX IHEW) W (WIM) TEeMIEepaTypHBIM pEXUM XpaHEHUS H
TpaHcnoptupoBanust MuHyc 60 rpaaycoB llenbcus winM HuXKe, NUSBOK MEIUIMHCKUX U Ta30B
MeAUIMHCKUX. [l JIeKapCTBEHHBIX MpemapaToB € MEXAYHapOAHBIM HENaTEeHTOBAHHBIM
HanMEHOBaHWEM  "DTaHon"  CpPEeACTBO  WACHTH(HKAIMKA  HAHOCHUTCA  HAa  BTOPUYHYIO
(MOTpeOUTENbCKYI0) YINAaKOBKY B CIydae, €CJIM Takas YMaKOBKa SIBISETCS WHIANBUAYAIbHON
BTOPUYHON (TIOTPEOUTENHCKOM) YIIAKOBKOM 3TOr0 JIEKAPCTBEHHOI'O IIpernapara, a B cliydae
OTCYTCTBUSl BTOPHUYHOM (MOTPEOUTENHbCKOW) YHNAKOBKM WJIM HaIWYHs YIaKOBKH, B KOTOPOM
HaxoAuTcs 0oJiee 0IHOM €IMHHUIBI YKa3aHHOTO JIEKAPCTBEHHOTI'O IIpernapaTa B IEPBUYHOM YIIaKOBKeE,
CPEICTBO UACHTU(DHUKAIIMY HAHOCUTCS HAa NEPBUYHYIO YIAKOBKY. (B pea. denepanbHbIX 3aKOHOB OT
28.12.2017 N 425-@3, ot 04.08.2023 N 428-P3, ot 30.01.2024 N 1-P3)

5. XapaKTepUCTHKHU CPEICTBA UICHTH(HUKALINH, TIOPAIOK €T0 HAHECEHUSI U TPEOOBaHHS K CTPYKType
u (opmaty wuHPOpPMALMU, KOTOPYIO COAEPKUT CPEACTBO MICHTU(UKALMHU, ONpENesIoTCs
[TpaButensctBOoM Poccuiickoit ®enepauuu. (B pea. denepanpHoro 3akona or 28.12.2017 N
425-93)

Jeitcmeue nonoxcenuit wvacmu 6 cmamou 67 (¢ pedaxyuu Dedepanvnozo 3akona om 28.12.2025
N 514-@3) pacnpocmpansemcs Ha co2nauieHus o 20cy0apcnmeeHHo-4acMHOM RapmHepchige
(MyHUYURAILHO-YACMHOM nApmMHepcmee), 3aKatouennvie 00 28.12.2025 (nynkm 2 cmamou 7
®Deodepanvnozo 3axkona om 28.12.2025 N 514-D3).

6. Coznanue, pa3sBUTHME M DKCIUIyaTalusi CHUCTEMbl MOHMTOPHHIA JBMKEHUS JIEKapCTBEHHBIX
[IpenaparoB Uil MEAMIMHCKOIO IPUMEHEHUs OCYIIECTBISIOTCS Ha OCHOBAaHHMM COIVIAIIEHUS O
roCyJapCTBEHHO-YaCTHOM IAapTHEPCTBE, 3aKIFOUEHHOIO MEXIY POCCUMCKUM FOPUIUYECKUM JIULIOM
u Poccuiickoit denepanyeli, 0T UMEHN KOTOPOM BhICTyNaeT efepaibHblii OpraH UCHOIHUTEIbHON
BJIACTH, OCYILECTBIISIONIMM (YHKIMH 1O BBIpaOOTKE TOCYNAapCTBEHHOW TIOJUTHKU U
HOPMAaTHUBHO-TIPAaBOBOMY PETyJIMpPOBaHUIO B chepe BHYTPEHHEH TOProBiIU. YKa3aHHOE COIJIAlIeHHe
3aKJIF0YAETCs B COOTBETCTBMM ¢ PDenepaibHbIM 3akoHOM OT 13 wmrons 2015 roma N 224-@3 "O
rOCYyIapCTBEHHO-YaCTHOM TApPTHEPCTBE, MYHHIIUMIIAILHO-YaCTHOM MapTHEpCTBE B Poccuiickoit
@enepaliii M BHECEHUMM UW3MEHEHUII B OTHAEIbHBIE 3aKOHOAATENbHBIE aKThl Poccuiickoi
®enepannn” ¢ yuetoMm ycraHaBiamBaemblx lIpaButenscTtBom Poccuiickont ®denepanuu mnopsiika
CO3/aHMsI, Pa3BUTHS, BBOJIA B DKCILTyaTallUI0, SKCIIyaTallui U BBIBOJA U3 DKCIUTyaTal[ul CHCTEMBI
MOHMTOPHHTA JIBH)KEHUS JIEKAPCTBEHHBIX MpEnapaTroB i MEIUIIMHCKOTO MPUMEHEHUSs, MOopsaKa
npeocTaBlIeHus] UH(OpMAIMH, COepIKalIelcss B CHCTeMe MOHUTOPUHTA ABMKEHHS JIEKapCTBEHHBIX
IIpenapaTroB I MEAMIIMHCKOIO MPUMEHEHMS, U MOPSIAKAa B3aUMOJECHCTBHS YKAa3aHHOW CHCTEMBI C
UHBIMH TOCYAapCTBEHHBIMH HH(POPMALMOHHBIMUA CHUCTEMaMH U WH(POPMAIMOHHBIMH CHCTEMaMU
IOPUANYECKUX JIMI W WHAWBUIYAJIbHBIX MpEANpUHUMATENe, yKa3aHHbIX B yacTax 7 u 10
HACTOALIEW cTarbu. PoccuiicKOe HOPUAMYECKOE JHULO, YKAa3aHHOE B HACTOSIIEHM YacTH,
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OCYILECTBIISICT (PYHKILIMHU OIlepaTopa CUCTEMbl MOHUTOPHUHIA IBUKEHUS JIEKAPCTBEHHBIX MPENapaToB
JUIst MeaquuuHCeKoro npumenenus. [Ipunsrue IpasurensctBom Pocculickoit denepanuu pemeHui o
3aMeHe YKa3aHHOIO olleparopa WIM NPEKpaleHUH OCYLIECTBIECHUS UM (yHKUUMIl omeparopa He
JIOIYCKaeTCsl B TEUEHHE CpOKa JEHUCTBUSA COIJIAIIECHUS, YKAa3aHHOIO B HACTOALIEH 4YacTu. (B pen.
®depnepanbHOro 3aKoHa oT 28.12.2025 N 514-D3)

eiicmeue nonoxcenuii wacmu 6.1 cmamou 67 (¢ peoakyuu Dedepanbnoco 3aKOHA Om_
28.12.2025 N 514-®3) pacnpocmpanaemcsa Ha co2nauieHus 0 20cy0apcmeeHHo-4acmHom
napmuepcmee (MyHUUYUNAIbHO-YACMHOM Rapmuepcmaee), 3axarouennuvie 00 28.12.2025 (nynkm 2
cmamou 7 @edepanvrozo 3akona om 28.12.2025 N 514-D3).

6.1. Oneparop cucTeMbl MOHUTOPHUHTA JIBHXKEHUS JIGKAPCTBEHHBIX MPENapaToB A MEIULUHCKOTO
MPUMECHEHUS LEHTPATU30BaHHO obOecreunBacT (GopMUpOBaHHE (TEHEpAIMIo) KOJa TPOBEPKHU C
UCIIOJIb30BaHUEM TEXHUYECKHX CPeACTB (OPMUPOBAHMS KOJA MPOBEPKH M OKa3bIBAET YCIYTH IO
NPEOCTABICHUIO KOJIOB MapKUPOBKH, HEOOXOAUMBIX 151 (POPMHUPOBAHUS CPEICTB UACHTH(PUKAIINN
U obOecrieyeHUs] MOHUTOPUHIA JBIJKEHHUS JIEKAPCTBEHHBIX MPENapaToB Uil MEAUIIMHCKOTO
IMPUMCHCHUA. Pa3Mep IJIAThI 3a OKA3aHUC TAKHUX YCIYT U IMOPAAOK €€ B3UMAaHUA YCTAaHABJIMBAIOTCS
HOPMAaTUBHBIM MpaBoBbIM akToM [IpaButensctBa Poccuiickoit denepainuu, NpUHUMAeMbIM Ha
ocHoBaHuu 4actu 4 ctarbu 20.1 denepanpHoro 3akoHa ot 28 nexadpst 2009 roxga N 381-D3 "O6
OCHOBax T'OCYJIapCTBEHHOT'O PETyJIMPOBAHHS TOProBoil AestensHOocTH B Poccuiickoit Meneparun'.
WN3menenne pasmepa yKa3aHHOM IUIaTbl B TEYEHHE CpPOKA JCUCTBUSA  COIVIAIIEHHUS O
rOCy/1apCTBEHHO-YaCTHOM TMapTHEPCTBE, YKa3aHHOTO B 4YacTH O HACTOALIEH cTaThbu, HE
nomyckaetcs. (B pen. @enepanbHoro 3akoHa ot 28.12.2025 N 514-D3)

Jeitcmeue nonoxcenuit wacmu 6.2 cmamou 67 (6 pedakuyuu DedepaibHozo 3aKoHa om_
28.12.2025 N 514-®3) pacnpocmpanaemcsa Ha cO2NameHus 0 20cy0apcmeeHHo-4acnHom
napmuepcmee (MyHUYUNRATbHO-YACMHOM RApMHepcmee), 3akaoyennsvie 00 28.12.2025 (nynkm 2
cmamou 7 @edepanvrozo 3akona om 28.12.2025 N 514-D3).

6.2. Oneparop cUCTEMbl MOHUTOPHUHTA JABUKEHUS JICKAPCTBEHHBIX MPENapaToB Il MEAUITUHCKOTO
MPUMEHEHHUS OCYIIECTBIISIET CBOU (DYHKIIMH B COOTBETCTBUU ¢ HAacTOSIMUM DenepanbHbIM 3aKOHOM,
@®enepanbHbiM  3akoHOM OT 13 wmions 2015 roma N 224-®3 "O rocynapcTBEHHO-4aCTHOM
MapTHEPCTBE, MYHMIIMNAIbHO-4aCTHOM TNapTHepcTBe B Poccuiickoir denepanum U BHECEHUH
W3MEHEHUN B OTJENbHBIE 3aKOHOJATeIbHBIE akThl Poccuiickoit ®denepanuu" W COTJANICHUEM,
yYKa3aHHbIM B 4YacTu 6 HacTosmied cratbu. [Ipm 3TOM B TeuyeHue cCpoka JEHUCTBHUS TaKOTO
coTJIaleHus He AomnyckaroTcs: (B pea. denepanbHoro 3akoHa oT 28.12.2025 N 514-03)

1) m3MEHEHHE CYIIECTBEHHBIX YCIOBHW TAaKOTO COTJIANIEHWS B YaCcTH YMEHBIICHHS CPOKa €ro
JIEUCTBUS M U3MEHEHHsI 00beMa (PMHAHCOBBIX 00SI3aTENBCTB €r0 CTOPOH, 32 UCKIIOYEHHEM Clyvas,
yKazaHHOro B poanyHkre 1 myHkta 2 crarbm 450 I'paxganckoro koxaekca Pocculickoit
®enepaunu; (B pen. GenepanbHoro 3akona ot 28.12.2025 N 514-P3)

C 28.12.2025 u 6 meuenue cpoka oeiicmeus co2niauienus, yKazannozo 6 yacmu 6 cmamou 67 (¢
peoakuyuu Deodepanvrozo 3axkona om 28.12.2025 N 514-D3), cocyoapcmeennas Kopnopayus,
cozoannan Poccuiickon @edepayueit 6 coomeemcmeuu ¢ Pedepanvuvim 3akonom om 23.11.2007
N 270-D3, o6ecneuusaem KOHmMpOJib 3a COOII00CHUEM MPEDdOCANHUIL, NPEOYCMOMPEHHBIX
nynkmom 2 wacmu 6.2 cmamou 67 (nynkm 3 cmamou 7 @edepanvnozo 3axkona om 28.12.2025 N
514-®3).

2) u3MEHEeHHE MPOIeHTa OOIIEro KOJMYECTBA TOJIOCOB, NPUXOAALIMXCS Ha JIOJU, KOTOpHIE
COCTaBJISIIOT YCTaBHBIM KamuTall omepaTropa M B OTHONIEHUH KOTOpbIX Poccuiickas denepanus u
(unm) rocynapcTBEHHAsl KOPHOpalys UMEIOT MPaBO MPSIMOTO M KOCBEHHOT'O pacnopshKeHUs. (B pes.
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®depnepanpHoro 3aKoHa ot 28.12.2025 N 514-D3)

7. IOpuanueckue auna ¥ MHIMBUYAIbHbIE NPEIIPUHUMATENH, OCYILIECTBIISIOINE TPOU3BOJCTBO,
XpaHeHue, BBO3 B Poccuiickyro @enepauuro, OTIIYCK, pealM3aludio, Mepenady, NPUMEHEHUE U
YHUYTOXKEHHE JIEKAPCTBEHHBIX IPENapaToB Ui MEAMIIMHCKOTO MpPUMEHEHUs, 00ecleyrBaioT B
IIOpsIIKE U B COCTaBe, KOTOpbIe ycTaHoBIeHb! [IpaButensctBoM Poccniickont denepanuu ¢ yueTom
BUJIAa OCYIIECTBIISIEMON UMU JIEATEIbHOCTH, BHECEHHE MH(OpPMALIUU O JIEKapCTBEHHBIX Mpenaparax
JUIS MEAUIIUHCKOTO MPUMEHEHHSI B CUCTEMY MOHUTOPHUHIA JABUKEHUS JIEKAPCTBEHHBIX MPENapaToB
JUISL MEAUITUHCKOTO NMpuMeHeHus. (B pea. denepanbHoro 3akoHa oT 28.12.2017 N 425-03)

7.1. JlekapcTBeHHBIE Tpenaparbl s MEAUIMHCKOrO MPUMEHEHHUs, NpeJHa3HAYCHHbIC MJis
obecrieueHus I, OOJBLHBIX FTeMOPUINEH, MyKOBUCIIUI030M, TUITO(DHU3apHBIM HAHU3MOM, 00JIC3HBIO
['omre, 3110Kka4eCTBEHHBIMU HOBOOOPA30BaHUSMU JTUMQOUIHON, KPOBETBOPHON U POJCTBCHHBIX MM
TKaHEH, pacCesTHHbIM CKJIEPO30M, JIMI[ IIOCJICE TPAHCIUIAHTAllMd OpPraHoB M (WIM) TKaHEH,
npousBeneHHbie 10 31 ngexkabps 2019 roma, a Takke HHbIE JIEKAPCTBEHHBIE IpemnapaThl IS
MEJIUIIMHCKOTO MpUMEHEHMs, mnpousBeneHHbie 10 1 wuronsgs 2020 roma, mojjexaT XpaHECHUIO,
MepeBO3Ke, OTIYCKy, pealu3aluu, I[epenade, MNPUMEHEHUI0O 0e3 HAaHECEHHS  CpEJCTB
UISHTU(UKAIIMK 10 HCTEYCHHS Cpoka WX roaHoctd. IIpaButenbctBOo Poccuiickoit ®eneparmun
BIIPABE€ YCTAaHOBUTH OCOOCHHOCTH BBOJIA B TPAXkIAHCKUNA OOOPOT JIEKAPCTBEHHBIX MPEMapaToB s
MEIUIIMHCKOTO TPUMEHEHUs, MPOu3BeIeHHBIX B nepuo ¢ 1 urons 2020 roga mo 1 oktsaops 2020
roga. B mensx BBOAAa B IpakIaHCKUN 0OOPOT JIEKAPCTBEHHBIC MpENapaThl I MEIUIIMHCKOTO
MIPUMEHEHHS, 3a UCKIIOUEHUEM JIEKApCTBEHHBIX IPENapaToB, MPeJHA3HAYECHHBIX I 00CCTICUCHHS
U1, OONBHBIX TeMOQWIHEH, MYKOBHUCIHUIO030M, THMO(HU3apHBIM HaHW3MOM, Oosie3Hbio [oime,
3JI0Ka4e€CTBEHHBIMA HOBOOOPa30BaHUSMHU JIUM(POUTHON, KPOBETBOPHOM M POJICTBEHHBIX UM TKaHEH,
pacCessHHBIM CKJIEPO30M, JIMI] IOCJIE TPAHCIUIAaHTAI[UU OPTaHOB U (WJIM) TKaHEH, MPOU3BEICHHBIC 32
npenenamu Tepputopun Poccuiickoit @enepannu 10 1 okta6ps 2020 roga, MoryT ObITH BBE3EHBI B
Poccuiickyro @enepaumto 1o 1 suBaps 2021 roma B mopsiike, ycTaHoBiIeHHOM IIpaBuTenscTBOM
Poccuiickoii @enepannu, 63 HaHEeCeHHs cpencTB uaeHTuukamuu. (B pen. denepaabHbIX 3aKOHOB
oT 27.12.2019 N 462-P3, ot 13.07.2020 N 206-D3)

8. Opranumzamusi HMHPOPMAIMOHHOTO B3aMMOJEHCTBHUS CHCTEMBbl MOHHTOPHUHTA JIBHIYKEHUS
JIEKapCTBEHHBIX MpEnaparoB i MEIUIIMHCKOTO NPUMEHEHHUS C HWHBIMH TOCYIapCTBEHHBIMU
MH(OPMALIMOHHBIMU CHCTEMaMU OOECHEeYMBAETCSd B TOM YHUCIIE MOCPEACTBOM HH(PACTPYKTYpHI,
obecrneunBaroniel HHHOPMAIMOHHO-TEXHOJIOTHUECKOE B3aUMO IeHCTBIE NH(POPMAITMOHHBIX CUCTEM,
I/ICHOJ'II)?;yeMI)IX HJIA Hpe}IOCTaBHeHI/IH FOCYI[apCTBCHHBIX n MYHI/IIII/IHaJ'II)HI)IX ycnyr U UCITIOJIHCHUS
TOCY/IapCTBEHHBIX W MYHHULMUMATBHBIX (YHKIUN B 31eKTpoHHOU (opme. (B pen. deaepaabHOro
3akoHa oT 28.12.2017 N 425-®3)

9. Nndopmanus, cogepkamiascs B CHCTEME MOHUTOPUHTA JIBM)KEHUS JIEKAPCTBEHHBIX MPErapaToB
JUTSL METUIIUHCKOTO MPUMEHEHUS, SIBJIsieTC HH(OpMaLuei orpaHMuYe€HHOT0 TOCTyIa B COOTBETCTBUH
co cratbeit 9 denepanbHoro 3akona ot 27 wutons 2006 roma N 149-®3 "OO6 wundopmarum,
MH(OPMALIMOHHBIX TEXHOJOTUSAX M O 3almuTe HHPopMaluu', 3a HCKIIOYEHHEM HH(QOpMaluy,
HEJIOMYCTUMOCTh OrpaHMYEHMs JIOCTyNa K KOTOPOH YyCTaHOBJIEHa (eaepalbHBIMU 3aKOHAMH, a
Takke HHPopmanuu, orHeceHHoU IIpaButenbcTBoM Poccuiickoit ®enepanuu B COOTBETCTBUU C
HactosiuM ~ DenepanbHBIM  3aKOHOM K obmienoctynHoi  uHpopmanmu.  OOmienoctymnHas
uH(popMalus, coaepKalascs B CHCTEME MOHUTOPUHTA JBUKEHHSI JIEKAPCTBEHHBIX MPENnapaToB JIs
MEIUIUHCKOTO MPUMEHEHMs, pa3Meliaercss B HH(POPMALMOHHO-TEICKOMMYHUKALMOHHOW CeTH
"Untepuer" (B ToM uucie B (GopMe OTKPBITBIX JaHHBIX) B TOPSAJKE, YCTaHOBICHHOM
ITpaBurensctBoM Poccuiickoit ®enepaumu. (B pen. PenepanpHoro 3akoHa or 04.08.2023 N
474-03)
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9.1. Moctyn Kk uHpOpMAIIUH, COJAEPKAIICHCS B CHCTEME MOHUTOPUHTA JIBI)KCHUSI JICKAPCTBEHHBIX
MpernapaToB sl MEIUIIUHCKOTO IPUMEHEHHSI, 00ECIICUNBACTCS OTIEPATOPOM CHCTEMbI MOHUTOPUHTA
JBWKEHUS JICKAPCTBEHHBIX IIpErnapaToB I MEAMIMHCKOIO IPUMEHEHHS B  IOPSIKE,
ycranoBieHHOM IIpaBurensctBoM Pocculickoit @enepannn, B COOTBETCTBUU C 3aKOHOIATEIbLCTBOM
Poccuiickoit ®enepanuun 06 wuHpopmanuu, HHPOPMALMOHHBIX TEXHOJOTHUSX U O 3alluTe
uH(poOpMaIlMK, 3aKOHOAATENbCTBOM Poccuiickoit ®enmepanmuu 0 TOCYIAapCTBEHHOW — TaifHe,
3aKoHoJaTenbCcTBOM Poccuiickoi denepanyiu 0 KOMMEPUYECKON U MHOW OXpaHseMOM 3aKOHOM TalHe
U C y4eTOM IIOJIOKEeHHMH Hactosmend crateu. IlpaBurensctBo Poccuiickon ®enepanuu Blpase
YCTaHABIIMBATh IE€pPEUEHb JIEKAPCTBEHHBIX MPENapaTroB ISl MEAULIMHCKOTO MPUMEHEHHS U (M)
TPyNI JEKapCTBEHHBIX MPENapaToB I MEIUIIUHCKOTO MPUMEHEHUS W OCOOCHHOCTH JOCTYIa K
uH(pOpMallMd O TaKUX JICKAPCTBEHHBIX Ipenaparax, COJAep)Kalleicss B CHUCTEME MOHMTOPHHIA
JIBIKEHUSI JIGKAPCTBEHHBIX MPENapaTroB Il MEIUIIMHCKOrO mpuMeHeHus. (B peln. deaepanbHOTO
3axoHa oT 04.08.2023 N 474-03)

9.2. Tlomp3oBaTenmu CHUCTEMBl MOHHUTOPHHIA JIBWJKEHUS JICKAPCTBEHHBIX IPENapaToB JUIs
MEIUIIUHCKOTO MPUMEHEHH 001a1al0T IIPaBOM JOCTYIA K MH(POPMAINH, COACPIKAIICHCs B CHCTEME
MOHHUTOPHUHTA JIBUKEHHS JICKAPCTBEHHBIX MPENapaToB Ul MEAULIUHCKOTO NMPHUMEHEHUS, C yUYETOM
OTpaHUYEHUH JOCTYIA K YKa3aHHON MH(POPMAILUU U €€ MOCIeaAyIonei 00padoTke, yCTaHOBICHHBIX
HactossmuM DenepanbHBIM 3aKOHOM W MHBIMH HOPMAaTHBHBIMH IIPAaBOBBIMH akTamu Poccuiickoid
®enepanui. (B pen. GenepanpHoro 3akoHa oT 04.08.2023 N 474-D3)

9.3. ®enepanbHble OpPraHbl HCIOJHUTEIbHON BJIACTH W HCIHOJIHUTENbHBIE OpraHbl CyOBEKTOB
Poccniickoit ®enepaunn B uensax, omnpeaeseHHbIx IIpaBurensctBom Pocculiickoit ®enepanuu,
UMEIOT IpaBO JOCTyna K HMH(pOpMalMU O CyOBeKTax OOpalleHusl JEeKapCTBEHHBIX CPEACTB, O
JIEKapCTBEHHBIX Ipenaparax U 00 000poTe TaKMX JIEKAPCTBEHHBIX IPENapaToB, HEOOXOJUMON IS
BBIMOJIHEHUST 3a/lad U OCYLIECTBICHHMS (DYHKIMH, BO3JOXKEHHBIX Ha (QenepajbHble OpraHbl
UCIIOJTHUTENIbHOM BJIAaCTM UM MCIOJHUTEIbHBIE oOpraHbl cyObekToB Poccuiickoit ®enepauuu,
CTaTUCTHUYECKOW HH(pOpMALMU O JIEKapCTBEHHBIX Ipernaparax U o0 ux o000poTe, a TaKke K
obmenoctynHoil uHpopmanuu. CoctaB 3ToM MH(OPMALUU ONpEAETSeTCs] COTJAalleHUusIMH 00
UH(POPMALIMOHHOM  B3aUMOJCWCTBUM, 3aKIIOUYEHHBIMH ONEPAaTOPOM CHCTEMBl MOHHMTOpPUHIA
JBUKEHHS JIEKAPCTBEHHBIX IpENapaToB JJs MEIUIMHCKOIO NPUMEHEHUs C (QeaepalbHbIMU
OpraHaMH HCIIOJIHUTEIbHON BJIACTH WJIM HCIOJHUTENIBHBIMU OpraHaMu cyObekToB Poccuiickoit
@enepani U QepepalbHBIM OPraHOM HCIOJHUTENBHOM BJIACTH, OCYIIECTBISIOMIUM (YHKIMH IO
BbIpa0OTKE U pean3alty rocy1apcTBEHHON MOJUTUKN M HOPMATUBHO-IIPABOBOMY PETYJIUPOBAHUIO
B chepe 3apaBooxpanenus. (B pea. PeaepanbHbix 3akoHOB 0T 04.08.2023 N 474-P3, ot 08.08.2024
N 232-@3)

9.4. CyObekT oOpallleHHs JIEKApCTBEHHBIX CPEJCTB HMMEET MpaBO JOCTyna K HH(popManuu o0
OTIepalusX C JEKAPCTBEHHBIMH IperapaTaMu ISl METUIIMHCKOTO TIPUMEHEHUS, COBEPIICHHBIX YTHM
CyOBEKTOM OOpaleHus JIEKapCTBEHHBIX CPEJICTB, a TaKXkKe K 00IIe10CcTyTHOW nHpopMaruu. (B pea.
®enepanbHoro 3akoHa ot 04.08.2023 N 474-03)

9.5. Omeparop cucTeMbl MOHUTOPHHTA JIBHKEHUS JIGKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO
MpUMEHEHHUs 00J1alaeT MpaBOM JOCTyIa K WH(OpMAIMU, CoAepIKaIIeiicss B CHCTeME MOHUTOpPUHTA
JBUKEHHS JICKAPCTBEHHBIX MpENapaTroB IS MEIUIIMHCKOTO MPUMEHEHHs, BKI04Yas WH(OpMaIIHIo
OTPaHUYEHHOTO JIOCTYTa, C BO3MOXXHOCTBIO €€ O00pa0OTKH, B TOM YHCIE €€ MPEJOCTaBICHUS U
pacmpocTpaHeHHs, oOecleueHus JOCTya K Hel U OKa3aHUsl yCIyT C €€ HCIOJIb30BaHWeM (Jalee -
obpabotka). (B pen. @enepanpHoro 3akona ot 04.08.2023 N 474-D3)

9.6. Oneparop CHCTEMBbl MOHUTOPHHTA JIBIKCHHUS JICKAPCTBEHHBIX MPETapaToB sl MEIUIIMHCKOTO
OPUMEHEHHUS MOXET OCYLIeCTBIATh 00paboTKy MHGOpMAMM OrpaHUYEHHOTO JIOCTYIa,
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colepiKamieiics B CHCTEeME MOHHMTOPHHTA [JBIDKCHHMS JICKAPCTBEHHBIX NPENapaTroB Ui
MEIUIIUHCKOTO MPUMEHEHHs, TIPH YCIOBUU 0053aTENILHOTO0 00E3IMYMBAHUS TaKOM MH(POpMAIUN B
COOTBETCTBUM C  YTBEpXKIAaeMbIMH  (eiepalbHBIM  OpPraHOM  HCIIOJIHUTEIBHOW  BIIACTH,
OCYILECTBISAIONIMM (YHKIIMA TIO0 BBIPA0OTKE M pEaIM3alUd TOCYJapCTBEHHOW TOJUTHKU U
HOPMaTHBHO-IIPAaBOBOMY DETyJIMpPOBaHUIO B cdepe 3apaBOOXpaHEHHS, IO COIJIACOBAHHIO C
denepaabHBIM OPraHOM HCIOJHUTEIBHON BIIACTH, OCYUIECTBISIOMNM (YHKIHH 10 KOHTPOJIO U
Hag30py B cdepe HHOOPMALMOHHBIX TEXHOJIOTMH W CBS3M, W (eaepaabHbBIM OpraHoOM
UCTIOJIHUTENILHOW BJIACTH B 00JacTu obecnieueHus: 6e30MacHOCTH TPeOOBAaHUAMH K 00€3IMUNBAHUIO
Takol MHOPOPMAMM M MeToJaMu o0e3nuyuBaHUs Takoi uHpopmanuu. OOe3nnyeHHas
uHpopMalus, TMONydYeHHass B pPe3yibTaTe yKa3aHHOW OOpabdOTKM M COJEpIKaIlascs B CHCTEME
MOHHUTOPHUHTA JBWXCHUS JIEKAPCTBEHHBIX MPEMapaToB JUI MEAULIUHCKOTO IMPUMEHEHHUS, SBISIETCS
uHpopmanueil orpaHuueHHOro jaocryna. OOe3nuyeHHas WHOpManus, JOCTYH K KOTOPOil ObLI
o0ecIieueH OrepaTopoM CHUCTEMbl MOHHUTOPHHIA JIBWKCHUS JICKAPCTBEHHBIX IIPENapaToB IS
MEIUIIUHCKOTO TIPUMEHEHUS B IENIAX OKAa3aHHS YCIYT C €€ MCIOJIb30BAHUEM, TIOJUICKHUT XPAHEHUIO
B CHCTEME MOHHTOPHHTA JBIKCHHS JIEKAPCTBEHHBIX MPENApaToOB ISl MEAUIUHCKOTO MPUMEHEHUS
HE MEHee IIATH JIET C JaThl MPEJAOCTABICHHUS JOCTYIa K 00e3IMUeHHON HH(OpMaIiK, U Ha Hee He
pacnpocTpaHsroTcss TpeOoBaHMS K HWH(OpMANMU OTPaHUYEHHOTO JOCTYyIa, YCTAaHOBJICHHBIC
Hacrosiiel crarbeil. (B pen. enepanbpHoro 3akona oT 04.08.2023 N 474-D3)

9.7. Oneparop cucTeMbl MOHUTOPHUHTA JIBUKEHUS JIEKAPCTBEHHBIX MPENApaToB s MEIULUHCKOIO
OPUMEHEHHUsST MOXET OCYLIECTBIATh 00paboTKy MH(OpMAalMM OrpaHMYEHHOI'O JIOCTYIa,
coJepkalleiics B CHUCTEME MOHMTOPHMHIA [JBHKEHHUS JIEKAPCTBEHHBIX IIPENapaToB JJis
MEIMIUHCKOrO MPUMEHEHUs, MOJYYEHHOM OT cyObekTa oOpalleHus JEKapCTBEHHBIX CpEACTB,
3aperucCTpUPOBaHHOIO B CHCTEME MOHHUTOPHHIA JBW)KEHMS JIEKAPCTBEHHBIX IPENapaTroB Jis
MEAMIMHCKOTO IPUMEHEHNs U NPEACTABUBILErO B HEE CBEICHMS, B MHTEPECaX U IO NOPYYEHUIO
Takoro cyObekTa oOpallleHus JIEKapCTBEHHBIX CpeACTB 0e3 o0e3nuuuBaHus HHPOpMAIUH
orpaHu4eHHoro goctyna. (B pea. ®enepanbHoro 3akoHa ot 04.08.2023 N 474-D3)

9.8. Omneparop cucteMbl MOHUTOPHHTA JIBU)KEHUS JIEKAPCTBEHHBIX MPENapaToB i MEAUIIMHCKOTO
IIPUMEHEHHUs BIIPABE OKA3bIBaTh Ha HEAMCKPUMHUHALMOHHOW OCHOBE YCIYTH C HCIOJIb30BaHUEM
00e3Mn4eHHON MH(pOpMalliH, COJIepKalleiicsi B CUCTEME MOHUTOPUHIA JIBUKEHUS JIEKaPCTBEHHBIX
IpenapaToB s MEJUIIMHCKOTO NMPHUMEHEHHs, CyObeKTaM oOpallleHUsl JIEKapCTBEHHBIX CPEJICTB,
MOPSIIOK M CTOMMOCTBh OKa3aHUS KOTOPBIX ONPENEISIOTCS ONEPATOPOM CUCTEMBI MOHUTOPHHIA
JBUKEHMS JIEKapCTBEHHBIX INPENaparoB Ul MEAULMHCKOIO NPUMEHEHMS, C YyYETOM OIPaHUYECHHUU
JIOCTYTIa K 00€3TMYeHHON HH(POPMAIINH, YCTAHOBIEHHBIX HACTOAIIEH CTaThel. YKa3aHHBIC MOPSIOK
U CTOMMOCTBb OKa3aHMs TaKUX YCIIyI' pPa3MEILIal0TCs ONepaTOpOM CUCTEMbI MOHUTOPUHIA JIBUKCHUS
JIEKAPCTBEHHBIX IIPENapaToB Uil MEAUIMHCKOIO IPUMEHEHHs Ha CalTe CHCTEMbl MOHUTOpPWHIA
JBUKECHUS JIEKapCTBEHHBIX IIpenapaToB JUTS MEIULUHCKOTO IIPUMEHEHUS B
MH(OPMaLIMOHHO-TEIEKOMMYHHUKAIIMOHHOM cetu  "WMHTepHer" © mojjexaT KOHTpOJIO B
COOTBETCTBUU C AHTHUMOHOIIOJIBHBIM 3aKOHOIATeIbCTBOM Poccuiickonn denepanuu. YKa3aHHBIC
MOPSAOK M CTOMMOCTb OKa3aHMsl TaKUX YCIYyT JOJDKHBI OBITh €OUHBIMU JUIS BCEX JIMIL,
oOpamaomuxcs 3a OKa3aHMEM YCIyI'M B OTHOLICHMM OJIMHAKOBBIX BHIAa, 00bEMa M COCTaBa
npenocrasiasieMoil nHpopmanuu. CyObekTaM oOpallleHusl JIEKapCTBEHHBIX CPEACTB 3alperiaercs
NPEJOCTAaBIATh U PACHPOCTPAHATH HH(OPMAIMIO, MOJYYEHHYI0 B COOTBETCTBHHM C HACTOSAIIECH
yacTbio. (B pen. @enepanbHoro 3akoHa oT 04.08.2023 N 474-D3)

10. IlpousBoauTens JEKAPCTBEHHBIX CPEACTB, HepXkareib JIMOO BIajAeiel] PErucTPariOHHOIO
YAOCTOBEPEHUs JIEKAPCTBEHHOI'O IIperapara WM MPeACTaBUTEIbLCTBO UHOCTPAHHOM OpraHM3aluiy,
ABIISIOIIENCS JiepaKaTeseM JIMO0 BiaJeNblieM PErUCTPAllMOHHOIO yJIO0CTOBEPEHUS JIEKAPCTBEHHOTO
mpenapara, Ha Teppuropuu Poccuiickonn @exepanuu, 3aperUCTPUPOBAHHBIE B CHUCTEME
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MOHMTOPHMHTA JIBIJKEHHUSI JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIMHCKOTO TMPUMEHEHUS W
MPEICTAaBUBIINE B HEE CBEICHUS O HAHECCHHH CPEACTB WACHTU(UKAIMM HA YIAKOBKH
JICKapCTBEHHBIX IpernapaToB, HapsAy ¢ UH(opmanuen, ykazaHHON B 4acTu 9.4 HacTosIIel cTaThy,
MIOJIy4aeT COJEPKAlIYIOCsl B CHUCTEME MOHUTOPHHIA JIBUKEHHS JIEKApCTBEHHBIX IpEnaparoB IJis
MEAMIMHCKOTO MPUMEHEHUs WHGOPMAIMIO OTPaHHUYEHHOTO JOCTyHa O CEepUsX U MapTUSAX ITUX
JICKapCTBEHHBIX IMpErnaparoB OE3BO3ME3NHO M BIPaBE OCYMIECTBIATh CAMOCTOSTEIBHO WIIH
nopydatb 00pabOTKy Takoi MHGOpPMaIMU TOJIBKO B COOCTBEHHBIX MHTepecax. IIpu 3ToM mocTym K
Takoi MH(OpPMALMK WK pe3ylibTaTaM e 00pabOTKH MMEET TOJIBKO JAHHBIN CyOBEKT OOparicHHs
JIEKapCTBEHHBIX CPEJICTB HIIM JIMII0, KOTOPOMY OH MOpy4r1 00paboTky. CocTaB npeaocTaBisieMoi B
COOTBETCTBUHM C HacTosmell yacteio mHpopmauuu onpernensiercs I[IpaBurensctBom Poccuiickoit
®denepanun. (B pea. Penepanbroro 3akoHa oT 04.08.2023 N 474-D3)

11. 3a mpou3BOACTBO WJIM MPOAAXKY JEKAPCTBEHHBIX MPEMAPATOB ISl MEAUIIUHCKOTO MPUMECHECHHS
0e3 HaHeCeHUs CPEJICTB UIACHTU(UKAIIMY, C HAPYIIEHUEM YCTAaHOBJIEHHOTO TIOPSAJIKA UX HAHECCHHUS,
a TakkKe 3a HECBOEBPEMEHHOE BHECEHHE JaHHBIX B CHUCTEMY MOHUTOPUHTA JBUKCHHUS
JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO TPUMEHEHHUS WJIM BHECEHUE B HEE HEIOCTOBEPHBIX
JAHHBIX IOPUIUYECKHE JHIAa U UHAUBHUIyallbHbIE MPEANPUHUMATENH, YKa3aHHbIE B 4acTaX 4 u 7
HACTOSIIICH CTaThU, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEILCTBOM Poccuiickoit
®denepanun. (B pea. PenepabHoro 3akoHa ot 28.12.2017 N 425-03)

12. IlpaBurensctBo Poccuiickoit ®enepanuu BIpaBe YCTAaHOBUTH OCOOEHHOCTH BHEIPEHUS
CHUCTEMbl MOHUTOPHMHIA JABMKEHHs JIEKAPCTBEHHBIX IMPENapaToB Ul MEIULMHCKOIO MPUMEHEHMs,
BKJIIOUAsi CPOKU €€ BHEAPEHUS, B OTHOILIEHUU JIEKAPCTBEHHBIX IMPENaparoB s MEAULMHCKOIO
IPUMEHEHHUS, BKIIOUEHHBIX B IEpEUeHb KU3HEHHO HEOOXOIMMBIX M BAXHEHUIIMX JICKApCTBEHHBIX
[IPENnapaToB, JIEKAPCTBEHHBIX IPENapaToB, MPEAHA3HAUYEHHBIX [JIs 0O0ecledeHMsl JIMLl, OOJIbHBIX
reModuinei, MyKOBUCLIUA030M, THIIOGU3apPHBIM HaHU3MOM, OoJie3HbI0 ['o1lle, 3710KaueCTBEHHBIMU
HOBOOOpA30BaHUSAMHU JUM(OUTHONW, KPOBETBOPHOM M POJCTBEHHBIX MM TKaHEH, paccesHHBIM
CKJIEpO30M, JMIl TOCJ€ TPaHCIUIAHTAllMM OpraHoB M (WJIM) TKaHeW, HHBIX JIeKapCTBEHHBIX
[penapaToB Ui MEAUIMHCKOro npuMmeHeHus. (B pea. PenepanbHoro 3akoHa ot 28.12.2017 N
425-93)

I'naBa 14.1. OT'PAHUYEHMUNS, HAJIAT'AEMBIE HA
OPI'AHM3AIMHU, OCYHLECTBJIAIOHNIUE NESATEJIBHOCTD I1O
OBPAINEHHNIO JTEKAPCTBEHHBIX CPEJACTB (B pea.
DenepaabHOro 3akona ot 25.11.2013 N 317-®3)

Crarps 67.1. OrpannyeHnus, HajlaraemMblie NMPHU OCYLIECTBJICHUU
NeATeJILHOCTH B cepe o0OpalieHHs JIeKAPCTBEHHBIX CPEICTB

1. Opranuzanuy, 3aHUMaromMecs pa3paOOTKOM, MPOU3BOJACTBOM U (WJIM) peanu3anuen
JIEKapCTBEHHBIX TMpernapaToB JUIs MEIUIUHCKOIO TPUMEHEHUs, OpraHu3aliH, O00Jafaonme
npaBaMHd Ha WCIIOJIB30BaHHE TOPTOBOIO HAMMEHOBAHWsS JIEKAPCTBEHHOTO TIpemapara Juis
MEIUIUHCKOTO TPHUMEHEHHs, OpraHu3allMd ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMU CPEJICTBAMH,
AIlITCYHbBIC OpraHu3alnvun (I/IX MNpeaACTaBUTCIIN, HWHBIC (I)I/ISI/I‘-IGCKI/Ie n HOPpUIUYCCKHUEC JIUIa,
OCYILECTBIISIOLINE CBOIO JESITEIBHOCTh OT MMEHU 3TUX OpPraHU3alMii) B OTHOIIEHUH MEIULIUHCKUX
pPaOOTHHUKOB M PYKOBOIUTEIECH MEUIIMHCKUX OpraHU3allii HE BIIPaBe:
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1) Bpy4aTh HOJapKH, BBIILJIAYUBATh JICHEKHBIE CPEACTBA (3a MCKIIOUCHHEM BO3HArpaXKAECHUH IO
JIOTOBOpaM IIpH IPOBEACHUM KIMHUYECKUX HCCIIEIOBAaHUI JIEKapCTBEHHBIX IpPENaparoB JUIs
MEIUIUHCKOrO IPUMEHEHUs, BO3HArPaKACHUHM, CBS3aHHBIX C OCYIIECTBIEHUEM MEIUIIMHCKUM
pabOTHUKOM N€AArorn4eckod M (Miau) HAyYHOW JEATENbHOCTH), B TOM YHCJIE OIJIAYUBaTh
pas3BIIeYEeHHUs, OTIBIX, IPOE3]] K MECTY OT/bIXa, & TAKKE IIPUBJIEKATh K YYaCTHUIO B Pa3BIICKaTEIbHBIX
MEPONPUITUSIX, IPOBOJIUMBIX 32 CUET CBOMX CPEJICTB;

2) 3akioyaTh COIJIAIIEHUS O HA3HAUYEHUU WM PEKOMEHJALMU IalMeHTaM JIeKapCTBEHHBIX
IpenapaToB JUisl MEIUIUHCKOrO IpPUMEHEHHs (32 MCKIIOYEHHEM JOrOBOPOB O IIPOBEACHUU
KJIIMHUYECKUX UCCIIEJOBAHUN JIEKAPCTBEHHBIX IIPENAPATOB JUIsl MEUILIMHCKOTO IPUMEHEHUS);

3) npeaoCTaBIIATb o6pasu1;1 JICKAPCTBCHHBIX IIp€apaToB A MEAULMUHCKOTO IMIPUMEHECHUA B LEIIAX
BpYUYCHHA TMMAlUCHTaAM (33, HUCKIIIOYCHHUEM CJIy4acB, CBA3aHHLBIX C IIPOBCACHUCM KIIMHUYCCKUX
I/ICCJ'IG,I[OBaHI/Iﬁ JICKAPpCTBCHHLIX ITpC€IIapaToB AJId MCIUIUHCKOI'O HpI/IMCHeHI/Iﬂ);

4) npeAoCTaBISITh HEIOCTOBEPHYIO U (UJIM) HETIOIHYIO HH(OPMALIMIO O JEKApCTBEHHBIX MpernapaTax
JUTSL MEAUITUHCKOTO IPUMEHEHUS;

5) mocemarh ux B pabouee Bpemsl Ha pabouux MeCTax, 3a MCKIIOUCHMEM CIy4yaeB, CBSI3aHHBIX C
IIPOBEICHUEM KJIMHUYECKUX MCCIIEIOBAHUM JIEKAPCTBEHHBIX MPENapaToB I MEIULHUHCKOTO
IIPUMEHEHUs, C YY4aCTUEM B IIOPAAKE, YCTAHOBICHHOM PYKOBOAUTEIEM MEAULMHCKON OpPraHU3aluH,
B COOpaHUSAX MEIUIIMHCKUX PAOOTHUKOB U MHBIX MEPONPUATHUSX, HAIIPABJICHHBIX Ha MOBBIIICHUE UX
npo¢eCCHOHATIBHOIO YPOBHS WM Ha MPEAOCTaBIeHHE HH(OPMALIMU, CBA3aHHOMN C OCYIIECTBICHUEM
MOHMTOPHHTa 0€30M1aCHOCTH JIEKAPCTBEHHBIX IIPENApaTOB;

6) HO6y>KI[aTI) K BBIIIKMCBIBAHUIO JICKAPCTBCHHBIX IIPEIIApaToOB A MCAULIMHCKOIO IMPUMCHCHHUSA Ha
6J'IaHKaX, COZACPpKaAIINX I/IH(l)OpMaI_II/IIO PCKIIAaMHOT'0 XapaKTEpa, a TaKKC Ha PCUHCITYPHBIX 6J'IaHKaX,
Ha KOTOPBIX 3apaHCC HAIlCUaTaHO HAMMCHOBAHHUC JICKAPCTBCHHOTO IIp€riapara I MEAUIUHCKOTO
MMPUMCHCHUA.

2. Opranuzanuu, yKa3aHHble B a03aile 1mepBoM 4acTu | HacTOAIIeH CTaThU, U X MPEACTABUTENH B
OTHONICHUU (hapMarleBTHUECKUX paOOTHUKOB U PYKOBOAUTENCH allTeYHBIX OpraHU3aIuil He BIIpaBe:

1) Bpy4aThb NOAAapKH, BBIIIJIAYHUBATHL ACHCIKHBIC CPECACTBA, B TOM YUCIIC OIUIAYUBATL PA3BJICYCHMU,
OTAbIX, IPOC3J] K MCCTY OTAbIXa, W MPHUBJICKATb K YYAaCTHIO B PaA3BJICKATCIbHBIX MCPOIIPHUATUAX,
MMPOBOAUMEBIX 3a CYET CBOUX CPCIACTB;

2) mpeaocTaBisATh OOpa3lbl JIEKAPCTBEHHBIX MpPENnapaTroB JUIsi MEAMIIMHCKOIO NPUMEHEHHS Ui
BpY4YEHHUs HACEIICHHUIO;

3) 3aKJII04YaTh COTJIAlICHUSA O HNPCHJIOKCHHU HACCICHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
nmpenaparoB AJid MEAUIMHCKOT'O ITPUMEHCHU A,

4) MpeaoCTaBJIATL HCAOCTOBECPHYIO U (I/IJ'II/I) HCIIOJIHYIO I/IH(I)OpMaI_[I/IIO 0 JICKapCTBCHHBIX IIpCriaparax
aJ1 MCAUIUHCKOro IIPHUMEHCHHA, B TOM 4YHCIC HMCIONUMX OJWHAKOBOC MCKIYHAPOIAHOC
HCIIaTCHTOBAHHOC HAMMCHOBAHUC.

Crarbs 67.2. TpeOoBaHUS K OPraHU3allMy U MPOBEACHUIO HAYYHbBIX
MEpPONPHUATHIT, HHBIX MEPONIPUATHI, HATIPABJIEHHBIX HA MOBbINICHUE
Nnpo¢eCcCHOHAIBHOI0 YPOBHA MEIUIMHCKUX PA0OTHUKOB UJIM HA
npeaocraBjeHue HHPOpMaUK, CBI3AHHOM € OCYIIECTBJICHUEM



MOHMTOPHHI A 0e30MacHOCTH JEKAPCTBCHHbLIX NMPCcHapaToB

1. Ilpu npoBeneHNH HayuyHBIX MEPONPUATUH, UHBIX MEPONPUATUHN, HAIIPABICHHBIX HA MOBBIIICHUE
npoeCCHOHATBHOTO YPOBHS MEIUIMHCKMX PAOOTHUKOB WM HA NPEIOCTABICHHE CBA3aHHOW C
OCYILECTBJICHUEM MOHHMTOPUHIAa O€30MaCHOCTH JIEKAPCTBEHHBIX IpenapaToB HHGOpMaIHH,
OpraHu3yeMbIX OpraHM3alUsSMH, YKa3aHHBIMU B a03arie mepBoM dacT 1 crateu 67.1 HacTosIero
@denepanbHOrO 3aKOHA, MX MPEACTaBUTENIAMU M (W1IM) (UHAHCUPYEMBIX 3a CYET CPEACTB ITHX
OpraHM3alMii W HUX IMpeICTaBUTENIECH, 3alpeniaeTcs MPEnsITCTBOBAaTh YYaCTUIO B YKa3aHHBIX
MEpONPUATUIX MHBIX OpraHU3alMil, KOTOpbIE MPOU3BOAAT WIM pPEAIU3YIOT JIEKAPCTBEHHBIE
npenaparsl Ul MEAWLIUHCKOTO TPUMEHEHHUS CO CXOKUM MEXaHH3MOM (hapMaKOJIOTHYECKOTO
neicTBus, 100 co3/1aBaTh AUCKPUMHUHALMOHHBIE YCIOBUS JUI OJIHUX YYaCTHUKOB 110 CPAaBHEHMIO C
JpYTMMH Y4aCTHUKAMHU, @ UMEHHO:

1) npenocTaBiasTh pa3aIMvyHOE KOJUYECTBO BPEMEHU JJISl BBICTYIUIEHUN YYaCTHUKOB, pa3jIMYHbIE 110
pasmepy 3aHMMaeMOH IJIOLIAU MecTa Ul JEMOHCTpPAlMK 00pa3loB JIEKAPCTBEHHBIX IpenapaToB
JUIS. MEJUIIMHCKOTO IIPUMEHEHUS WM PEKIIAMHBIX MAaTEPHAJIOB O JIEKAPCTBEHHBIX IIpenaparax Juis
MEJULUHCKOIO NPUMEHEHHS HA JKCIO3MLUAX, CTEHJAX, 3a HUCKIIYCHUEM CIIy4acB, €CIIM TaKHE
YCIIOBHS 3aKpEIUICHBI B COTJIAIICHUSIX 3TUX OPTaHM3alUi, UX MPEICTaBUTENEH O (MHAHCUPOBAHUH
YKa3aHHBIX MEpPONpUATHH U OOYyCIOBJICHBI pa3IMYHBIMU 3aTpaTaMd yYacTHUKOB Ha UX
OpraHMU3aLuIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA Ul YYaCTHUKOB MEPOIPHUATUH, YKa3aHHBIX B ab3ale MepBOM
HAaCTOSIIEN 4acTH, NMPEBBIIAIIANA CyMMYy 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPOIPUSATHHA U
BeAyIIUH K HEOOOCHOBAHHOMY OTPaHUUYEHUIO YKCIIa UX YYaCTHUKOB.

2. Opranuzanuy, yka3zaHHble B ab3aue nepBoM yactu 1 crateu 67.1 Hactosimero denepanbHOro
3aKOHA, WX TMPEACTaBUTENH, OCYIIECTBISIIOIIME oOpraHu3anuio U (Wwin) (QUHAHCHUpPOBaHHUE
MEpONpHUATHHA, yKa3aHHbIX B yacTh | HacTtosmied craTbM, 00s3aHbl OOecnedrMBaTh AOCTYH K
uHpopMalluu O Jare, MECTe€ M BPEMEHU IPOBEIEHUS YKa3aHHBIX MEPOINpPHUATHI, IIaHaX,
IIporpaMMax IpPOBEACHUS YKa3aHHBIX MEPONPUATHH M TeMax, IUIAHUPYEMBIX AJII PACCMOTPEHHS,
COCTaB€ HX YYACTHUKOB IYTCM pPasMCUICHUSA COOTBGTCTBYI-OHIGI\/'I I/IH(i)OpMaIH/II/I Ha CBOHX
opunmanbHeIX caiitax B cetu "MHTepHeT" He mo3/1HEe JByX MeECSleB O Hayaja IMPOBEACHUs
YKa3aHHBIX MEPONPHUSITHH.

3. Undopmanus o MpoBeACHUU MEPONPUATHH, YKa3aHHBIX B yacTU | HacTosIell CTaTbu, B CPOK,
YCTAHOBJICHHBIN YacThIO 2 HACTOSIEH CTaThH, AOJKHA ObITH HalpaBiieHa B (enepaibHbId opraH
UCTIOJIHUTENIBHOW BJIACTH, OCYLIECTBISIIOIMN (YHKIMM IO KOHTPOJIO U Haa3opy B cdepe
3PaBOOXPAHEHHUs, JJIs MOCIEAYIOIIEro pa3MELIeHNs €€ Ha O(UIUAIBHOM caiiTe 3TOro opraHa B
cet "UHTepHeT".

I'masa 15. OTBETCTBEHHOCTbD 3A HAPYIIEHUE
3AKOHOJATEJbCTBA POCCUMCKON ®EJEPALIMUA ITPU
OBPAIIEHUU JIEKAPCTBEHHbBIX CPEACTB 1
BOSMEIIEHUE BPEJA, IPUMUHEHHOI'O 310POBBIO
I'PA’KJIAH BCJEACTBUE ITPUMEHEHUSA JTEKAPCTBEHHBIX
IHPEITAPATOB
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Crarbs 68. OTBEeTCTBEHHOCTH 32 HAPYLIIEHUE 3AaKOHOIATEJIbCTBA
Poccuiickoii @egepanuu npu 00palieHu JeKAPCTBEHHBIX CPEACTB
1. Hapymenune 3akonomarenbctBa Poccuiickoit denmepanmu mpu oOpamieHUH JIEKapCTBEHHBIX

CPEICTB BIIeYEeT 3a cOOOW OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOJATEIHLCTBOM Poccuiickoii
Oenepanun. (B pea. PenepanbpHoro 3akoHa oT 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2. 3a HenmpeACTaBICHUE UM HECBOEBPEMEHHOE IMPECTaBIeHUE WH(POpMAUU U (WIH) TOKYMEHTOB
a100 TpeACTaBICHWE HEAOCTOBEPHBIX HH(pOpManmuu u (WIM) AOKYMEHTOB, IPEIYCMOTPEHHBIX
HacTtosmuM  DenepanbHbIM 3aKOHOM, CYOBEKThI OOpalleHHsl JIEKAPCTBEHHBIX CPEACTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATeNbCTBOM Poccuiickoit Penepamuu. (B pex.
®enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-D3 (pex. ot 13.07.2015), ot 04.06.2018 N 140-D3)

CraTbs 69. Bo3memenne Bpeaa, NPUYUHEHHOT0 3I0POBbI0 IPAKIAH
BCJIEICTBUE IPUMEHEHUS JIEKAPCTBEHHBIX NPenapaToB

1. Ilpon3BoauTens J€KapCTBEHHOIO Mpernapara 00s3aH BO3MECTUTb Bpe/l, IPUUMHEHHBIN 3/10pPOBbIO
rpaXkJiaH BCIIEICTBUE IPUMEHEHU JISKapCTBEHHOI'O Mpernapara, eciii JoKa3aHo, YTo:

1) nexkapcTBEHHBIM Ipenapar NPUMEHSJICS 10 HAa3HAUYEHUIO B COOTBETCTBMM C MHCTPYKLMEHW IO
IPUMEHEHHUIO JIEKApCTBEHHOTO MpenapaTa ¥ NpUYMHOM Bpela sBUJICS BBOJ B I'PakJaHCKUI 000poT
He10OpPOKaYeCTBEHHOTO JIGKAPCTBEHHOTO MTperapara;

2) Bpem 3A0pOBBIO INPHUYMHEH BCIEACTBHE HEIOCTOBEpHOW HH(MOPMAIMH, COACpIKaIIeics B
MHCTPYKLUMU [0 [PUMEHEHUIO JIEKAPCTBEHHOI'O IIpernapara, W3AaHHOM IPOU3BOJUTENIEM
JIEKapCTBEHHOTO IIpernapara.

2. B ciyyae, ecnu Bpen 340pOBbIO I'PpaKAaH NPUYMHEH BCIECICTBUE NPUMEHEHUS JIEKAPCTBEHHOIO
mpenapara, IPUIIEANIEr0 B HErOJHOCTh B  pe3yibTaTe HaApyLIEHUs IPAaBWI  XPAHECHMS
JIEKapCTBEHHBIX CPEICTB, MPABWJI OINTOBOM TOPIOBJIM JIEKAPCTBEHHBIMM IIpElapaTaMy, IPaBUIl
OTIyCKa JIEKQpCTBEHHBIX MPEMApaToB, MPaBWJI W3TOTOBIECHHUS M OTIYCKa JIEKAPCTBEHHBIX
[IpEenapaToB, BO3MEILIEHHUE Bpelda OCYLIECTBIISETCS COOTBETCTBEHHO OpraHM3alUedl ONTOBOM
TOPrOBJIM  JICKAPCTBEHHBIMM  CpPEJACTBAMH,  AITEYHOM  OpraHM3auued, HWHIUBUIYAIBHBIM
HpeAnpuHUMAaTENIeM, HUMEIOIIUMU JIMIEH3HUIO Ha (papMaleBTHUECKYIO JeSTebHOCTh WM JIMLEH3UI0
Ha MEAUIUHCKYI0 JeATEIbHOCTb, MEIMLIHMHCKOW OpraHu3anued, HMEIOUIeH JIMLIEH3UI Ha
(bapMaleBTUYECKYIO0 JEeATENbHOCTh (€€ 000COOJEHHBIM MOJpa3JesIeHUeM, pPACIOJOKEHHBIM B
CEJIbCKOM HACEJI€HHOM MYHKTE, B KOTOPOM OTCYTCTBYET anTedHas OpTraHu3alus), JOIMYCTUBIIMMHU
NpoJaXy WM OTHYCK TaKOTO JIEKAPCTBEHHOro mnpemapara. (B pen. denepajbHbIX 3aKOHOB OT
25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. Bo3Mmemenue Bpena, NPUUYMHEHHOTO 3J0POBbIO  TpakaaH BCJIEACTBUE IMPUMEHEHUS
JIEKapCTBEHHBIX MIPENapaToB UM COBEPIICHUS TPOTUBONPABHBIX JEHCTBUI CyObeKTaMH 0OpaIieHus
JIEKAPCTBEHHBIX CPEACTB, OCYILIECTBIISIETCSI B COOTBETCTBUU C 3aKOHOJATENhCTBOM Poccuiickoi
denepanuu.

I'masa 16. SAK/TIOYUTEJIBHBIE ITOJOKEHUA

Crarbs 70. O npu3HAHUU YTPATUBIIMUMH CHJLY OTAEJIbHBIX
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3aKOHO/IATEJIbHbIX AKTOB (I0JI0KEHHI 3aKOHOIATEeJIbHbIX AKTOB)
Poccuiickoii @eaepanuu
[Ipu3HaTh yTpaTUBIIUMU CUITY:

1) ®enepanbheblii 3akoH oT 22 uioHs 1998 rona N 86-P3 "O nekapcrBeHHbIX cpeacTBax’ (Cobpanue
3akoHo1arenscTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHblil 3akoH oT 2 ssHBaps 2000 roga N 5-®3 "O BHeceHMHM W3MEHEHUS M JOTIOJHEHUN B
@enepanbublii 3akoH "O nexapcTBeHHBIX cpencTBax” (CoOpanue 3akoHOmarenbcTBa Poccuiickoit
®denepanun, 2000, N 2, cT. 126);

3) crarbio 40 @enepanbHoro 3akoHa oT 10 siuBaps 2003 roga N 15-03 "O BHeceHUM W3MEHEHUHN U
JOTIONTHEHUH B HEKOTOpBIE 3aKOHO/aTeIbHbIe aKkThl Poccuiickoit denepanuu B CBSI3U C MPUHATHEM
@®enepasibHoro 3akoHa "O JUIIEH3UPOBAHUU OTAEIbHBIX BUIOB aedrenbHocTu" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 2, cr. 167);

4) crarpio 31 ®denepanbroro 3akoHa ot 30 mroHs 2003 roga N 86-®3 "O BHeceHUM WU3MEHEHUN U
JIOTIOJIHEHUA B HEKOTOPbIE 3aKOHOJATeNbHbIE akThl Poccuiicko @Penepannuu, NpU3HAHUU
YTpAaTUBLUIMMHU  CHJIY  OTHENbHBIX  3aKOHOJATENbHBIX  akTOB  Poccuiickoit ~ denepanumy,
MPEAOCTABICHUN OTJIEIbHBIX TapaHTUH COTPYJHUKAM OPraHOB BHYTPEHHHUX JI€Jl, OPraHoB IO
KOHTPOJIIO 32 00OPOTOM HApPKOTHYECKHUX CPEACTB M TICUXOTPOMHBIX BEIIECTB U YIPa3THAEMbBIX
denepanbHBIX OpPraHOB HAJOTOBOW TMOJUIMM B CBSI3U C  OCYIIECTBICHHMEM MeEp IO
COBEPIIICHCTBOBAHUIO TOCYIapcTBeHHOTO yrpasieHus" (CoOpaHue 3aKoHOJATeNbCTBA Poccuiickoit
®denepannn, 2003, N 27, cr. 2700);

5) cratpio 101 ®denepanpHOro 3akoHa ot 22 arycra 2004 rona N 122-®3 "O BHeceHUH W3MEHEHUH
B 3aKOHOJaTeNbHble akThl Poccuiickoin denepanny M MPU3HAHUM YTPATUBIIMMH CHIIYy HEKOTOPBIX
3aKOHOJIaTeNbHBIX akTOB Poccuiickoit ®denepaiiuul B CBA3M C NpUHATHEM (eepanbHbIX 3aKoHOB "O
BHECEHUH M3MEHEHUN U pononHeHuil B @enepanbHblil 3akoH "O0 o0LIMX NPUHIUIAX OpPTaHU3alNuN
3aKOHOJIATEeNbHBIX (MIPEJICTABUTENbHBIX) U HCIOJHUTENIBHBIX OPraHOB TOCYAAPCTBEHHOM BIIACTH
cyobekTtoB Poccuiickoit ®enepauun” u "OO0 00mUX NOPUHIMIAX OPraHU3aldd MECTHOIO
camoynpasnenuss B Poccuiickoit ®enepanun" (CoOpanue 3akoHoAaTtenscTBa Poccuiickoit
®enepanun, 2004, N 35, ct. 3607);

6) cratbto 28 denepanbHoro 3akoHa ot 18 nexkadps 2006 rona N 231-D3 "O BBeaeHUU B JieiicTBHE
yacTu deTrBepToi ['paxmganckoro konekca Poccuiickoit denepanuu" (CoOpaHue 3aKOHOIATENHCTBA
Poccuiickoii ®eneparuu, 2006, N 52, ct. 5497).

Cratbsa 71. BCTyHJIeHHe B CUJIY HACTOALIICTO (I)enepanbﬂoro 3aK0Ha
1. Hactosauuit denepanbHblii 3aK0oH BeTynaet B cuity ¢ 1 ceHtsiops 2010 roaa.

2. JlexapCTBEHHBIE CpEICTBA, 3apPETMCTPUPOBAHHBIE 10 JHSA BCTYIUIEHHS B CHIIy HAaCTOSILETO
@®enepalIbHOTO 3aKOHA, MOJUIEKAT BKIIIOUEHHUIO B TOCYAAPCTBEHHBIE PEECTPhl JIEKAPCTBEHHBIX
CPEICTB C BHECEHMEM YyKa3aHHbIX B 4dactu | crateum 33 Hacrosmiero denepanpHoro 3akoHa
CBEIEHMM 00 ATHX JIEKapCTBEHHBIX CpeACTBaX 0€3 TMPOXOXKIEHUS BHOBb IPOLETYPHI
roCy/1apCTBEHHOW PETUCTPALINH JIEKAPCTBEHHBIX IIPENapaToB.

3. TocynapcTBeHHas perucTpaius JeKapCTBEHHbIX MPEnaparoB, 3a UCKIIOUYEHUEM JIEKapCTBEHHBIX
MpenapaToB JUisl MEIUIIMHCKOIO MPUMEHEHUs, MPEICTaBICHHBIX Ha YKa3aHHYIO PETUCTPALUIO 10
JIHS BCTYIUICHUSI B CUJIy Hactosimiero denepanbHOro 3aKoHa, OCYILECTBISIETCA B COOTBETCTBUU C
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HacTosaumM denepaabHbIM 3aKOHOM Ha OCHOBAaHUM JTOKYMEHTOB M JaHHBIX, MPEICTaBICHHBIX IO
JIHS BCTYIUIEHHMsI B CUiIy Hactosmero deaepanbHoro 3akoHa. (B pea. denepanbHOro 3akoHa OT
11.10.2010 N 271-®3)

3.1. I'ocynapcTBeHHas: perucTpanus JeKapCTBEHHBIX MPEnapaToB sl MEAUIIMHCKOTO TPUMEHEHUS,
MPE/ICTABICHHBIX HAa TOCYJAPCTBEHHYIO PETUCTPAIMIO JO JIHS BCTYIUICHHUS B CHJIy HACTOSILETO
®denepalbHOrO 3aKOHA, W TOCYAapCTBEHHAsh PETUCTpalusl JICKAPCTBEHHBIX IIpPEraparoB it
MEJUIIMHCKOTO TPUMEHEHHUS], MPEJACTaBICHHBIX HA JKCIEPTU3Y JICKAPCTBEHHBIX CPEACTB N0 JHS
BCTYIUIEHUSI B CWily Hactosimiero @enepajbHOrO 3aKOHa B LEIIX HMX [OCIEIYIONIeH
rOCYJJapCTBEHHON pPETUCTpAlli, OCYIIECTBISIIOTCS Ha OCHOBaHMU JIOKYMEHTOB U JAHHBIX,
MPEJCTABICHHBIX 1O JIHS BCTYIUIEHHMS B CWIy Hactosimiero ®enepaibHOr0 3aKOHa, a TakKXKe
3asBJICHUsT O TOCYJAapCTBEHHOW PEruCTpallid JIEKapCTBEHHOIO IIpenapara, MpeiCTaBICHHOIO
MIPOU3BOAUTENIEM JICKAPCTBEHHBIX MPENAPATOB UM YIIOJTHOMOYEHHBIM MM JIUIIOM B COOTBETCTBUU C
HacToAMM DenepalibHbIM 3aKOHOM B YIOJIHOMOYEHHBIM (efepanbHbI OpraH HCIOIHUTEIbHON
Bractu g0 | wmapra 2011 roma, 06e3 TpebGoBaHMA YIUIAThl TOCYNAPCTBEHHOW MOUUIMHBI,
IIPEelyCMOTPEHHON 3aKoHOAaTenbCcTBOM Poccuiickoii @enepauuu o Haiorax U cbopax. (B pen.
®denepanpHoro 3akoHa ot 29.11.2010 N 313-P3)

3.2. lloarBepxaeHue TOCYJIAapCTBEHHOM pErHMCTpalMy JIEKApCTBEHHBIX IIpernapaTroB  JJid
MEAMLMHCKOTO  NPUMEHEHMsI, IPEACTAaBICHHBIX JUISl  MOATBEPKACHHUS  IOCYAApCTBEHHOU
pEerucTpanyu 10 IHsA BCTYIUICHUS B CHIIy HacTosumero denepaJbHOro 3aKOHa, W ITOATBEPKICHUE
rOCy/JapCTBEHHOW DPETUCTPALMU JIEKAPCTBEHHBIX IPENapaToB Ul MEIULUHCKOTO INPUMEHEHMS,
IIPEJICTABICHHBIX HA 3KCIEPTU3Y JIEKAPCTBEHHBIX CPEJACTB 10 JHS BCTYIUIEHHS B CHILy HACTOSIIETO
@enepallbHOTO  3aKOHA B LESIX IOCIHEAYIOIIEro IMOATBEPXKIEHUS HUX TIOCYyAapCTBEHHOU
perucTpanum, oCylecTBIsAIOTCS HA OCHOBAaHMM JOKYMEHTOB M JaHHBIX, IIPEJICTABICHHBIX 1O JHS
BCTYIUIEHUSI B CHJIy Hacrosuiero denepajlbHOTO 3aKOHA, a TAK)KE 3asBJICHMS O MOATBEPKICHHUH
TrOCYyapCTBEHHONW PETUCTPAllMU JIEKAPCTBEHHOTO IIPENapara, MPEACTABICHHOIO NPOU3BOAUTEIEM
JIEKapCTBEHHBIX IPENAapaTOB WJIM YIOJHOMOYEHHBIM MM JIMLIOM B COOTBETCTBHHM C HACTOSIIMM
®enepalibHBIM 3aKOHOM B YIOJHOMOYEHHBIN (elepalbHbIii OpraH MCHOJHUTENIBHON BiIacTH 10 1
mapta 2011 roma, 6e3 TpeOGoOBaHUS yIJIAThl TOCYJAPCTBEHHOW MOIIIMHBI, HPEAYyCMOTPEHHON
3aKoHOAaTenbCcTBOM Poccuiickoit @eneparuu o Hajorax U cbopax. (B pea. deaepaibHOro 3aKkoHa
o1 29.11.2010 N 313-93)

3.3. IlpuHATHMe pelleHus O BHECEHWM W3MEHEHUH B JIOKYMEHTBI, COJEpKaluecs B
PEruCTPaIlMOHHOM JIOCh€ Ha 3aperuCTPUpPOBAHHBIN JIEKApCTBEHHBIN IMpernapaT Uisl MEAUIIMHCKOTO
IIPUMEHEHHUS U IIPEJICTaBICHHBIE O AHS BCTYIUIEHUS B CHIly HacTosero denepaabHOro 3akoHa,
NPUHITHE PEIICHUS O BHECEHUWU W3MEHEHUN B JIOKYMEHTBI, COJEprKalleecss B PErUCTPalliOHHOM
JI0OCbE€ Ha 3aperMCTPUPOBAHHBIM JIEKapCTBEHHBIM IpemapaTr Uisi MEIUIMHCKOTO NPUMEHEHUs U
IIPE/ICTABJICHHBIE HA DKCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB JI0 JHS BCTYIUICHHS B CHIIy HACTOSIIErO
@®enepallbHOTO 3aKOHA, OCYILECTBIISIIOTCS HA OCHOBAaHUM JIOKYMEHTOB U JAHHBIX, ITPEICTaBICHHBIX
JI0 THA BCTYIUIEHMS B CHJIy Hactosmero denepaqbHOro 3aKO0HA, a TaKKe 3asBJICHHUS O BHECECHUU
WU3MEHEHUH B JTOKYMEHTHI, COJEP)KALUECS B PETUCTPALIMOHHOM JOChE Ha 3aperMCTPUpPOBAHHBIN
JIEKapCTBEHHBIN Ipemnapar A MEIUIUHCKOTO MPUMEHEHMsI, MPEICTaBICHHOTO NPOU3BOIUTEIEM
JIEKapCTBEHHBIX IPENAapaTOB WJIM YIOJHOMOYEHHBIM MM JIULIOM B COOTBETCTBHHM C HACTOSIIUM
®enepalibHBIM 3aKOHOM B YIOJHOMOYEHHBIN (elepalbHbIii OopraH MCHOJHUTENbHON BiIacTH 10 1
mapta 2011 roma, 6e3 TpeOGoBaHUS yIUIAThl TOCYAApPCTBEHHOW MOILIMHBI, MPEIYCMOTPEHHOM
3akoHoaaTenbcTBOM Poccuiickoit ®enepanuu o Hanorax u coopax. (B pen. denepaibHOro 3aKoHa
o1 29.11.2010 N 313-®3)

3.4. Briaua pa3pelieHuil Ha NPOBEICHNE KIIMHUYECKUX UCCIICIOBAHUH JIEKAPCTBEHHBIX MTPENapaToB
4Jid MCOAULUHCKOTO IMPUMCHCHHUA 110 3asABJICHUAM, IMOJAaHHBIM JO JHS BCTYIIICHUA B CHITY
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HacTosuero denepaabHOro 3aK0HA, a TakKKe MO 3asBJICHUSAM, IMOJAHHBIM MOCJE JHS BCTYIUICHUS B
cuiry Hactosimiero @enepagbHOr0 3aKOHa HAa OCHOBAHWUHU OKCIIEPTHU3, IMPOBEACHHBIX N0 JHS
BCTYIUICHUSI B CUIy Hactosilero @enepanbHOr0 3aKOHA, OCYLIECTBISIETCS B COOTBETCTBUU C
HactosmuM DenepanbHBIM 3aKOHOM Ha OCHOBAaHUH JIOKYMEHTOB U JIaHHBIX, MIPEJCTABICHHBIX WIN
MOJyYEHHBIX JI0 JHS BCTYIUIGHHS B cuily Hacrosimero @enepalbHOrO 3aKoHa, a TakXkKe Ha
OCHOBAHMU KOIMHHU TPEABAPUTEIHHOTIO JIOTOBOpA O0SA3aTEIBHOTO CTPAaXOBAHHS KU3HH, 30POBbS
MAlMEHTOB, YYacTBYIOIIMX B KJIMHUYECKOM HCCIEIOBAaHUHU JIEKAPCTBEHHOIO IperapaTra Jyis
MEIUIIUHCKOTO PUMEHEHHUS, HJIM KOIIUHU JIOTOBOpa 0053aTENbHOTO CTPAXOBAHUS JKU3HHU, 30POBBS
MAlMEHTOB, YYacCTBYIOIIUX B KIMHUYECKOM HCCIIEIOBAaHUHM JIEKAPCTBEHHOI'O IIpernapara Jyis
MEIUIIUHCKOTO MMPUMEHEHHSI, T00 MpeICTaBICHHON KOUH JIOTOBOPA 0043aTEIbHOTO CTPaXOBaHHUSA,
3aKJIFOUEHHOT0 B COOTBETCTBUH C TUIIOBBIMH MPABUIIAMH 0053aTENIBHOIO CTPAXOBAHMS, C YKa3aHUEM
OpeeNbHOW  YMCIEHHOCTH  MAIMEHTOB, YyYacTBYIOIMIMX B  KIMHHYECKOM  HCCIEIOBaHUU
JICKapCTBEHHOTO TMpemapara Uil MEIUIIMHCKOTO MpUMEHEeHHs, ©0e3 TpeOOBaHHUS YIUIAThI
roCyJJapCTBEHHOM IOLUIMHBI, IPEIyCMOTPEHHON 3akoHoAaTenbCcTBOM Poccuiickoit denepanuu o
Hasorax u coopax. (B pexn. ®enepansHoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B HMHOCTPAaHHON BaJlOTE€ [0 JHS BCTYIUIEHHS B CHUJIy HACTOSILETO
@enepalbHOrO0 3aKOHA NPEACIbHBIE OTIYCKHBIE LEHBI MHOCTPAHHBIX IPOU3BOAMTENEH HaA
JIEKapCTBEHHBIC TIpemaparhl, BKIIOUYCHHBIC B IEPEUYCHb JKU3HEHHO HEOOXOIWMBIX M BAKHECHUIIIHMX
JIEKApCTBEHHBIX IIPEMNaparoB, MOJIeKAT IepecyeTry B pyOnau mo kypcy lLlenTpambHoro Oanka
Poccuiickoii @enepanuu Ha aary, ycranoBieHHyto [IpaButensctBoMm Poccuiickoit ®enepanuu, 6e3
MPEJCTABICHUSL 3asBJIICHUS O MEPECUETE IEHbl C BHECEHUEM COOTBETCTBYIOIIMX H3MEHEHUW B
rOCYJJapCTBEHHBIN peecTp NpeNeSbHbIX OTHYCKHBIX LIEH IPOU3BOAUTENICH Ha JIEKAPCTBEHHbIE
npenaparbl, BKIIOUYECHHBIE B TEPEUCHb XU3HEHHO HEOOXOAMMBIX W BaXKHEHIINX JIEKAPCTBEHHBIX
npenapatos. (B pex. @enepanbroro 3akona ot 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE 10 JIHS BCTYIUIGHHs B CHiIy Hacrtosmero ®denepaibHOro 3akoHa
npelelbHble OTIMYCKHBIE IIEHBI POCCUHUCKHMX TPOU3BOAUTENEH Ha JEKApCTBEHHBIE MpEnapaThl,
BKIIIOUCHHBIC B TIEPCUYCHb KMU3HEHHO HEOOXOJMMBIX M BaXKHEUIINX JIEKAPCTBEHHBIX IPEMapaToB,
nojsnexar uHaekcanuu ¢ 1 HosOps 2010 roga wcxons W3 MPOTHO3ZUPYEMOTO YPOBHS UHQISAINH,
yctaHoBieHHoro depepanbHbM 3akoHOM OT 2 aekabpst 2009 roga N 308-d3 "O denepanpsHoM
oromkere Ha 2010 rox m Ha tmanoBblii mepuox 2011 u 2012 romo" wa 2011 roxa. (B pen.
®enepanbHoro 3akoHa ot 11.10.2010 N 271-P3)

3.7. Tlocne 1 mapta 2011 roga He AomyckaroTCs TPOU3BOACTBO U BBO3 B Poccuiickyro deneparuto
JIeKapCTBEHHbIX MpenapaToB B YNAaKOBKAaX C MapKUPOBKOW, KOTopas Oblla HaHECeHa 10 JHA
BCTYIUICHHUS B CHITy Hacrtosimero ®denepaabHoro 3akoHa. [1o mcredeHnn yka3aHHOTO CPOKa JTaHHBIE
JIeKapCTBEHHbIE MpernapaThl MOTYT OTIIYCKAaTbCs, PEaTM30BBIBATHCA, MEPEIaBaThCsl U MPUMEHATHCS
JI0 UCTEUEHUs1 MX Cpoka ToaHocTu. (B pen. PexepanbHbix 3akoHOB OoT 29.11.2010 N 313-P3, ot
06.12.2011 N 409-®3)

4. Co nmHS BCTyIUIEHMS B cuily Hactosimero @enepanbHoro 3akoHa u mo 30 ampens 2011 ropa
BKJIFOYUTENIBHO JIOMYCKAeTCsl IPOBEIECHHUE SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB 3KCHEpPTaMu
OKCIICPTHOIO0 YUPCKIACHUA OO0 IMPOXOXKACHUA HWMH aTTeCTalMkd B TIOPAAKE, YCTAaHOBJIICHHOM
YIOJTHOMOYEHHBIM (eIepaIbHBIM OPTaHOM HCIIOTHUTEIHHOM BIIACTH.

5. Co ans BerymieHus B cuily Hacrosimero ®denepanbHoro 3akona u nmo 31 nexabps 2013 roga
BKJIIOUMTENBHO OCYIIECTBIISIETCS IMEpPexXoJ K IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBUHU C IPAaBWJIAMHU OPraHU3allMM IPOU3BOACTBA U KOHTPOJII KadecTBa JIEKAPCTBEHHBIX
CPENCTB, YKa3aHHBIMH B 4acTh | ctaThu 45 Hacrosmiero denepanbHOro 3aKkoHa, B TOJIHOM o0BEME.
Cpoku nepexoja IpOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB K HUX IPOU3BOACTBY B COOTBETCTBUHU C
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KOHKPETHBIMU TPEOOBaHUSIMH JaHHBIX MIPaBUII, BKJIIOYas CPOKH aTTECTAl[UU YIIOJTHOMOYEHHBIX JIMII,
yKa3aHHBIX B 4YacTsaXx 6 u 7 crarbu 45 Hacrosimero deaepalibHOrO0 3aKOHA, YCTaHABIMBAIOTCS
IIpaBuTenscTBOM Poccuiickoit denepanuu.

6. JluneH3un Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB, BblAaHHble 10 1 stHBapa 2014 rona,
neiictBytor mnocine 1 sHBaps 2014 roma 10 ucTedeHHs cpoka MX JEMCTBHUS INpPU  YCIOBUU
COOTBETCTBHUSI JIMIICH3MATa TMpaBUJaM OpraHU3aMK TPOU3BOJCTBA M KOHTPOJISI KadyecTBa
JIEKapCTBEHHBIX CPEJICTB, YKa3aHHBIM B yacTH 1 cratbu 45 Hactosuiero denepanbHOro 3aKoHa.

7. ®opMUpOBaHHE TOCYAAPCTBEHHOrO 3aJaHMsl Ha TMPOBEACHHME OSKCIEPTU3BI JIEKAPCTBEHHBIX
cpenctB  (demepamrbHOMY TOCYAApCTBEHHOMY OIO/DKETHOMY — YUPEXKACHHUIO TIO IPOBEICHUIO
9KCIEPTHU3bl JICKAPCTBEHHBIX CPEICTB M (PUHAHCOBOE 0OECIEYeHHE BBIIOJHEHUS 3TOTO 3aJaHUS
OCYILECTBIISIIOTCS B MOPsIAKE, yCTaHOBIIEHHOM DenepaiibHbIM 3aK0HOM OT 12 siuBaps 1996 rona N
7-®3 "O uHexommepueckux opranuzanusax”. (B pea. PemepanbHoro 3akona ot 29.11.2010 N
313-®3)

IIpezuoenm Poccuiickoui @edepayuu
/. MEJ[BEJIEB
Mocksa, Kpemib
12 anpens 2010 roga
N 61-03
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