006 obpalweHnn neKapCcTBeHHbIX CPencCTB

®epepasibHbl 3aKoH * Ne 61-®3 - o1 12.04.2010 - Mpe3npeHT Poccuninckon ®epepaumm - eNcTByeT C U3MEHEHUAMU

POCCUACKAS ®ELEPALINS
®ELEPAJIbHBIA 3AKOH

06 obpalleHnn nekapCTBEHHbLIX CPeACTB

MpuHAT FocypapcTBeHHon fymon 24 mapTa 2010 roga
OpobpeH Cosetom Pepepaumm 31 mapta 2010 roga
(C yyeToM lMocTaHoBNeHUs MpaBuTenscTBa Poccunckon ®epepauunm ot 05.04.2022 Ne 593)

naBa 1. O6LLMe NONOXKEHUS

CtaTba 1. MpeaMeT perynmpoBaHma HacToswero ®egepasbHOro 3akoHa

1. HacTosiwun ®enepabHbli 3aKOH PErynpyeT OTHOLEHMNS, BO3HMKAOLLNE B CBA3K C obpalleHnem -
pa3paboTKom, LOKANHUYECKMMUN UCCAEA0BAHNAMU, KITMHUYECKUMU NCCIEA0BAHUAMI, SIKCNEPTN30N,
rocyfapCTBEHHON perucTpaumnen B COOTBETCTBMM C HacToswmnM PegepanbHbIM 3aKOHOM (ganee -
roCcyfapCTBEHHAs perncTpaumsa) nam perncTpaumen B COOTBETCTBUM C MEXAYHAPOLHbIMU 4OrOBOPaMN 1
aKTaMu, CoCTaBNALLNMY NpaBo EBPa3ninCKOro 3KOHOMNYECKOro Coto3a (ganee - pernctpaums), co
CTaHAapTM3aumnen n C KOHTPOJIEM KavyecTBa, NMPON3BOACTBOM, M3rOTOBJIEHWEM, XPAHEHMEM, MEPEBO3KON,
BBO30M B Poccuinckyto ®Pegepaumio, BbiIBO30M M3 Poccunckon denepaunn, pekiamon, oTrnyCckoMm,
peanunsaunen, nepefavyen, NPUMEHEHNEM, YHUYTOXKEHNEM JIEKAPCTBEHHbIX CPEACTB.

2. HacTosawmin ®epepasnbHblil 3aKOH YyCTaHaBAMBAET NPUOPUTET rOCyAapCTBEHHOMO PEryANpoOBaHMS
6e30nacHOCTK, KayecTBa U 3WHEKTUBHOCTY JIEKAPCTBEHHbIX CPEACTB Npu UX obpalleHnn.

CtaTbs 2. Chepa npuMeHeHUs HacToswero ®enepanbHOro 3akoHa

HacToawwmn denepasibHblil 3aKOH MPUMEHSAETCA K OTHOLLEHWUSAM, BO3HUKAOLWMM npu obpaleHun
JIeKapCTBEHHbIX CPeACTB Ha TeppuTopun Poccminckon ®epepaumn.

CtaTtba 3. 3akoHoaaTenbCTBO 06 0bpallleHnn NeKapCTBEHHbIX CPeacTB

1. 3akoHonaTenbcTBO 06 0BpalLeHnn NeKapCTBEHHbIX CPeACTB COCTOUT M3 HacToswero ®enepanbHOro
3aKOHa, Apyrux denepasbHbIX 3aKOHOB 1 MHbIX HOPMATMBHbIX NPaBOBbIX akTOB Poccuiickon deaepaunn.
11, 3akoHo4aTenbCTBO 06 0bpalleHnn NeKapCTBEHHbIX CPeACTB B OTHOLIEHUWN IOPUANYECKUX L U
WHAMBMAYaNbHbLIX NPeanpUHMMaTeNeN, OCYLLECTBAIOWNX AeATENbHOCTb Ha TEPPUTOPUM
MeXXAYHapo4HOro MeAULNHCKOro KnacTepa, NPUMeHSeTCs C y4eTOM 0CObeHHOCTEN, yCTaHOBNEHHbIX
®epepanbHbIM 3aKOHOM 0T 29 mioHsA 2015 roga Ne 160-®3 "O MexayHapo4HOM MeOMLNHCKOM KJlacTepe U
BHECEHUW N3MEHEHWI B OTAENbHbIE 3aKOHOoAaTe bHble akTbl Poccuiickon ®epepaumn”. (LonoaHeHne
YacTblo - PefepanbHbin 3aKoH 0T 29.06.2015 Ne 160-D3)

2. OencTBure HacToswwero ®enepasbHOr0 3aKOHa PacnpoCTPaHAETCS Ha obpalleHne HapKOTUYECKNX
JIEKApPCTBEHHbIX CPEACTB U MCUXOTPOMHbIX JIEKAPCTBEHHbLIX CPEACTB C y4eTOM 0COBeHHOCTEN,
YCTaHOBJIEHHbIX 3aKOHOA4ATENLCTBOM Poccuinckon ®egepaumnm 0 HAPKOTUYECKUX CPEACTBaX, MCUXOTPOMHbIX
BelLleCcTBax 1 06 ux npekypcopax.

3. OencTeme HacToawero denepasbHOr0 3aKoHa PacnpoCcTpaHAeTCa Ha obpalueHmne
paanodapMalleBTUYECKNX NIEKAPCTBEHHbLIX CPEACTB C Y4EeTOM 0COBEHHOCTEN, YCTaHOB/IEHHbIX
3aKoHoZaTenbCcTBOM Poccuinckon ®epepaumm B obnactn obecneyeHmsa pagmaumoHHon 6esonacHoCTH.

4. ECim MeXXAyHapoaHbIM 10roBopoM Poccunckon ®efepaunn, MexayHapoaHbIMU OrOBOPaMA U akTaMu,
COCTaBAALWMUMN NPaBO EBPa3ninCKOro 3KOHOMUYECKOr0 COt03a (Aasee - akTbl, COCTaBASIOLLME NPABO
Coto3a), yCTaHOB/EHBI MHbIE MPaBUia, YeM Te, KOTOPbIE NPeAYyCMOTPEHbBI HacToAWMM PenepanbHbIM
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3aKOHOM, MPUMEHAIOTCA NMpaBuJia MEXAYHAapPOAHOro 4OroBopa, NpaBnia, COAEpKallMecs B akTax,
cocTaBasowmx npaso Cotosa.

41, PeleHns MeXXrocygapCTBEHHbIX OPraHoB, MPUHATbIE HA OCHOBAHUWN MOJIOXKEHNA MeXXAYHaPOAHbIX
f0roBopoBs Poccuiickon depepaumm B UX UCTOKOBaHMM, NpoTUBopevawieM KOHCTUTYLUn PoccMnckon
depnepaumm, He NoanexaT ucnoaHeHuto B Poccninckon Gegepaunn. Takoe NpoTMBOpeYme MOXXeET bbiThb
YyCTaHOBJIEHO B MOPSAKE, onpedeneHHoM enepasibHbiM KOHCTUTYLUMOHHBIM 3aKOHOM. ([LonosnHeHme 4acTblo
- GepepanbHbin 3aKoH 0T 08.12.2020 Ne 429-93)

5. B Poccuinckon ®egepaumm B COOTBETCTBUN C MEXAYHapOAHLIMU A0roBopamMmu Poccninckon degepaunm un
(nn1M) Ha OCHOBE MPUHLUMMNA B3aUMHOCTU NPU3HAOTCA pe3ySibTaTbl KINHUYECKMX NCCef0BaHNI
JIeKapCTBEHHbIX NPenapaToB Aas MeALMHCKOr0 NPUMEHEHUS, MPOBEAEHHbIX 3a NpeaenamMn TeppuTopun
Poccuinckon degepaunn.

CtaTbs 4. OCHOBHbIE MOHATUS, ncrosibdyemble B HacTosAwwem defepalibHOM 3aK0oHe

Ons uenen HacToswero ®efepasbHOro 3aKOHa UCMONb3YIOTCSA CNefyioLme OCHOBHbIE NOHATUS:

1) neKkapCTBEHHbIE CPeACTBa - BELLECTBa UK UX KOMOBMHaUUN, BCTyNatoLWMe B KOHTAKT C OPraHM3mMom
4yesioBeKa UM XMBOTHOrMO, MPOHMKAOLLME B OpraHbl, TKaHU OpraH1U3Ma Ye0BeKa N XXUBOTHOrO,
npuMeHseMble 414 NPOPUNAKTUKKN, GUArHOCTUKN (38 UCKJTIOYEHNEM BELLECTB UK X KOMBMHauMIi, He
KOHTAKTUPYIOLMX C OPraHM3MOM YeNI0BEKA WM XXUBOTHOr0), NeveHns 3abonesaHus, peabunutaunm, gns
COXpaHeHuWs, NpefoTBpaLLeHNs uav npepbiBaHns 6epeMeHHOCTM 1 NoyYeHHbIe U3 KPOBW, Naa3Mbl KPOBH,
13 OpraHoB, TKaHel opraHm3Ma YesioBeKa WUan XWBOTHOIO, paCcTeHUN, MUHEPasoB METOAAMUN CUHTE3a UK C
npuMeHeHnemM 6rnonornvecknx TexHonormn. K nekapCcTBeHHbIM CpeAcTBaM OTHOCATCA (hapMaLeBTUYeCcKue
cybCTaHUMM 1 NeKapCTBEHHbIE NpenapaThl;

11) cTpaTerm4yeckmn 3Ha4yMMble NeKapCTBEHHbIE CPEACTBA - NEKAPCTBEHHbIE CPEACTBA A5 MeAULMHCKOr0
NpYMeHeHns, KoTopblie obecneynBaoT NPUOPUTETHbIE NOTPEOHOCTM 34PaBOOXPAHEHUS B Lensax
NPoUNaKTKN 1N neveHuns 3aboneBaHnin, B TOM Yncne npeobnaganowux B CTpykType 3aboneBaeMocTu B
Poccuiickon ®epepalimm, 1 Npon3BOACTBO KOTOPbIX AOJXKHO b6bITh 06ecneyeHo Ha TeppuTopmm Poccninckon
®epnepaumm. NepeyeHb CTpaTernyeckn 3Ha4YNMbIX EKAPCTBEHHbIX CPEACTB, @ TakXXe NOPSLOK U KpuTepun
ero (hopMmpoBaHus yTeepxxaatoTcs MNpasnutenscTBoM Poccuinckon depepaumm; (JononHeHMe NyHKTOM -
®enepanbHbIn 3akoH 0T 23.07.2025 Ne 268-93)

2) hapmaLieBTUYECKasa cybCTaHUMA - NeKapCTBEHHOE CPeACTBO B BUAE OHOI0 UM HECKOJIbKUX
obnafaroLwmx hapMaKoaorMyeckon akTMBHOCTbIO eNCTBYIOLLNX BELLECTB BHE 3aBUCMMOCTM OT NPUPOAbI
NPONCXOXXOEHNS, KOTOPOE NpefHa3Ha4YeHo Aas Npon3BOACTBa, M3rOTOBIEHMS JIeKapCTBEHHbIX NpenapaTos
n onpenenseTt ux apPeKTUBHOCTb;

3) BCNoMoraTesibHble BeLecTBa - BelecTBa HEOPraHNYeCKoro N OpraHM4yeckoro NponMCxXoXXaeHuns,
MCnosb3yemble B NpPOLLECCe NPOM3BOACTBA, N3rOTOBAEHNS SIeKapPCTBEHHLIX NPenapaToB 415 NpuAaHUS UM
HeobX0AMMbIX (U3MKO-XUMUYECKNX CBONCTB;

4) nekapCTBEHHbIE NpenapaThl - 1eKapCTBEHHbIE CPEACTBA B BUAE NEKAPCTBEHHbLIX (DOPM, MPUMEHSEMble
LN NpOoPUNAKTUKKN, ANArHOCTUKK, NeveHns 3abonesaHus, peabunntaumm, ons COXpaHeHms,
NpeaoTBPaLLEHNS NN NPepbiBaHNA 6EpeMeHHOCTH;

5) nekapcTBeHHasa hopMa - COCTOSHME NNIEKapCTBEHHOMO NpenapaTta, COOTBETCTBYoLWee cnocobam ero
BBEAEHNA 1 MpUMeHeHUsa 1 obecneynBatoLLee LOCTMXKEHNE He0BX0AMMOro ievyebHoro ahdeKkTa;

5!) O3MpOBKa - CoAepXaHne 0gHOro NN HECKOJIbKUX OENCTBYIOLWNX BELLECTB B KOJIMYECTBEHHOM
BbIpaXXEHUN Ha eNHULY [03bl, UK eanHuLy obbeMa, Nan eAnHULY MacCbl B COOTBETCTBUM C
NeKapCTBEHHOW hopMoi NnMbo AN HEKOTOPLIX BUAOB JIEKAPCTBEHHLIX (DOPM KOJIMYECTBO
BbICBOBOXAaeMOro 13 NeKapCTBEHHOW (POpPMbl AENCTBYIOLLEr0 BELLECTBA 33 eANHULY BPEMEHMU;
(dononHeHne NyHKTOM - PefepasibHbii 3aKOH 0T 22.12.2014 Ne 429-03)

6) nepeyeHb XXN3HEHHO HEOBXOANMbIX U BaXKHENLLNX NEKapCTBEHHbLIX MPenapaToB - YTBEPXKAAEMbIi
MpaBnTenbCTBOM Poccuinckon deaepaunm nepeyveHs NeKapCTBEHHbIX MPenapaToB A8 MegULMHCKOro
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NPUMEHEHNS, 06ecrnevmBatoLLNX NPUOPUTETHbLIE NOTPEOHOCTN 34PaBOOXPAHEHUS B LIENSAX NPOPUNIAKTUKM 1
neyeHuns 3aboneBaHuiA, B TOM Yucie npeobnafatowimx B CTPYKType 3aboneBaemMocT B POCCUNCKON
depnepaumnu;

6') opthaHHbIE NIeKaPCTBEHHbIE MPenapaThl - IeKaPCTBEHHbIE NpenapaThl, NpeAHa3HaYeHHble
NCKJIIOYNTESIbHO ANS AMArHOCTUKKW, 3TUONATOreHEeTUYECKOro M NaTOreHETNYECKOro SIeYeHns (eveHuns,
HanpaBJIEHHOr0 Ha MexaHW3M pa3BuUTUs 3aboneBaHns) peakux (opdaHHbix) 3abonesaHunin; (ononHeHne
NYHKTOM - ®efiepanbHbin 3aKoH 0T 22.12.2014 Ne 429-03)

62) bBronornyeckme nekapCTBEHHbIE MpenapaThl - IeKapCTBEHHbIE MpenapaThl, AeNCTBYOLee BeWweCcTBO
KOTOPbIX MPON3BEAEHO WM BbIAENEHO N3 BMONOrMYECKOro NCTOYHUKA U AN ONpeaesieHns CBONCTB 1
KayecTBa KOTOpbIX Heobxoanma kombrHaumsa 6rnonornyecknx n GU3NKo-xnMmnYeckmx MeTogos. K
B610N0rMYeCcKUM IEKapCTBEHHBLIM NpenapaTaM 0THOCATCA MUMMYHOBNONOrMYecKme TeKapCTBEHHbIE
npenaparThl, JIeKapCTBEHHbIE NpenapaThl, MOJyYeHHbIe N3 KPOBW, MJIa3Mbl KPOBM YEI0BEKA N XXUBOTHbLIX (3a
NCKJIOYEHNEM LIeIbHON KPOBK), BMOTEXHONOrMYECKME IEKapCTBEHHbIE NPenapaThl, FeHOTepPaneBTMYeCKme
JIeKapCTBEHHbIE NpenapaTbl, IEKAaPCTBEHHbIE NPenapaThl Ha 0CHOBE COMAaTMYeCKUX KNeToK; ([lonosHeHne
NyHKTOM - ®efiepabHbii 3aKOH 0T 22.12.2014 Ne 429-03)

63) BLICOKOTEXHOJIOTMYHBIN NEKAaPCTBEHHLIN NpenapaT - FTeHoTepaneBTUYECKNA IeKapCTBEHHbIM NpenapaT
AN MeANLNHCKOr0 MPMMEHEHNA, UK IEKapCTBEHHbIM NpenapaT Ha OCHOBE COMAaTUYECKMX KNeToK As
MeOMLUNHCKOro NMPUMEHEHUNS, UM TKaHENHXEHEPHbIV IEKapCTBEHHLIN NpenapaT (npenapaT TKaHEBOW
NHXeHepun); (JlononHeHne NyHKTOM - ®efnepanbHbii 3akKoH 0T 30.01.2024 N. 1-03)

7) nmmyHobBronornyeckme nekapCTBEHHbIE MpenapaThl - IeKapCTBEHHbIE NpenapaThl, NpefHa3HaYeHHble
AN5 OPMUPOBAHNSA aKTUBHOIO UM MAaCCMBHOIO MMMYHUTETa NGO ANArHOCTMKN HaMYNS UMMYHUTETA
NAN OUNArHOCTMKN Cneunrnyeckoro NnpruobpeTeHHOro N3MeHeHNs UMMYHOJ1I0rMYeCKOoro oTBeTa Ha
anneprusnpytome sewectsa. K nMMyHobrnonorniecknm NeKapCTBEHHbLIM NpenapaTaM OTHOCATCS
BaKLMHbI, aHAaTOKCWHbI, TOKCUHbI, CbIBOPOTKN, UMMYHOTr 106y INHbI 1 annepreHsi;

71) BroTexHonornyeckme nekapcTBeHHble NpenapaThbl - JeKapCTBEHHbIE NpenapaTbl, MPOU3BOACTBO
KOTOPbIX OCYLLECTBAAETCS C NCMONAb30BaHNEM BUOTEXHONOrMYECKMX NPOLIECCOB M METOAOB (B TOM Yucne
OHK-pekoMbHaHTHOM TEXHONOr MK, TEXHONOM MW KOHTPOANPYEMOIN SKCNPECCUN FeHOB, KOAMPYOLLNX
6ronornyeckn akTnBHbIE BENKK B NPOKapMoTax 1 3yKapnoTax, BKOYash MU3MEHEHHbIE KNIETKM
MJIEKOMUTAalOLWMX), FTMBPUAOMHOro MeTo4a U MeToAa MOHOKNOHANbHbIX aHTUTeN; ([lonosHeHNe NYHKTOM -
denepanbHbIN 3aK0H 0T 22.12.2014 Ne 429-93)

7?) reHOTepaneBTUYECKIME NEKAPCTBEHHbIE NpenapaThl - NeKAaPCTBEHHbIE NpenapaThl, apMaLeBTnYecKas
CybCTaHUMA KOTOPbIX ABASETCS PEKOMONHAHTHOM HYKJIEMHOBOW KNCOTON NN BKIIKOYAET B cebs
PEKOMOUHAHTHYIO HYKNENHOBYIO KUCIOTY, MO3BOISIOLLYIO OCYLLECTBASTb PEryNpPOBaHNE, penapauuio,
3aMeHy, nobaBneHne nan yaaneHue reHeTUY4eCKon nocnenoBaTenbHoOCTW; (JonoaHEeHNE MYHKTOM -
depnepanbHbIN 3aKoH 0T 22.12.2014 Ne 429-33)

8) HapKOTMYeCKne neKkapCcTBeHHbIe CPeACTBa - JIEKAPCTBEHHbIE NpenapaThl 1 hapMaLeBTU4eckmne
cybCcTaHUuMmM, cofepxaliue HapKoTMYeCKe CpeacTBa U BKJIIOYEHHbIE B [lepeyeHb HapKOTUYECKUX CPEeaCTB,
NMCUXOTPOMHLIX BELLECTB 1 UX MPEKYPCOPOB, NOANEXALLMX KOHTPOJIIO B Poccuiickon deaepaunn, B
COOTBETCTBUM C 3aKOHOA4ATENbCTBOM Poccuinckon ®egepauumn, MexxayHapoaHbIMU OroBopamMu POCCUnCKon
depepaumm, B TOM Yynucne EQMHON KOHBEHLMEN O HAPKOTUYECKUX cpeacTBax 1961 roaa;

9) NCMXOTPONHbIE NEKAPCTBEHHbIE CPEACTBA - JIEKaPCTBEHHbIE NMpenapaThl U hapMaLeBTUYECKME
cybCcTaHuMmM, cofepxaliue NCUXoTPONHbIE BELLECTBa U BKJIIOYEHHbIE B [lepeyeHb HapKOTUYECKUX CPeacCTB,
NMCUXOTPOMHLIX BELLECTB 1 UX MPEKYPCOPOB, NOANEXALLMX KOHTPOJIIO B Poccuiickon Pepepaunu, B
COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccunckon defepaunn, MexayHapogHbiMu orosopamu Poccmninckon
depepaumm, B TOM Yyncine KOHBEHLMEN 0 NCUXOTPONHLIX BellecTBax 1971 roaa;

10) pagnocapMaLeBTUYECKME NIeKAPCTBEHHbIE CPEACTBA - IEKAPCTBEHHbIE CPeACTBa, KOTOPbIE COAep)KaT B
rOTOBOM 4N19 UCMOJIb30BaHMA (hOpMe OAMH PASUNOHYKANL UM HECKOIbKO PaAVNOHYKANA0B (paan0aKTUBHbIX
N30TOMOB);
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10') opurnHanbHbIA IeKapCTBEHHLIV NPenapaT - JIeKapCTBEHHbIV NpenapaT C HOBbIM AeNCTBYOLUM
BELLECTBOM, KOTOPbLIV MNEePBLIM 3aperncTpupoBaH B Poccunckon depepaumt AN B MHOCTPAHHbIX
rocygapcTBax Ha OCHOBaHMM pe3ybTaTOB AOKJANHUYECKMNX NCCNeA0BaHNIN NEKAPCTBEHHbIX CPEACTB M
KJMHNYECKNX NCCIe[0BAHNIN NIeKapCTBEHHbIX NMPEnapaToB, MOATBEPXKAAOLNX ero KayecTso,

3D heKTUBHOCTb 1 Be3onacHOCTb; (JononHeHne nyHKTOM - PefepaibHblidi 3aKOH 0T 27.12.2019 Ne 475-03)
11) pechepeHTHbIN IeKapCTBEHHLIN NMpenaparT - JIEKapCTBEHHbIN NpenapaT, KOTOPbIN UCMONb3yeTCa ANs
OLleHKN B1O3KBUBANIEHTHOCTY MW TEPANeBTUYECKON 3KBMBAZIEHTHOCTU, Ka4eCTBa, IHEKTUBHOCTM U
6e30nacHOCTY BOCMPON3BEAEHHOMO IeKaPCTBEHHOr0 npenapaTta uan brnoaHanoroeoro (buononobHoro)
NleKapCTBEHHOro nNpenapata (buoaHanora). B kayecTBe pethepeHTHOro NEKApCTBEHHOr 0 NpenapaTa Aas
MeLMLMHCKOr0 NPYMEHEeHUs NCNOJb3YeTCA OPUrMHabHBIA NeKapCTBEHHbIN nNpenapaTt ambo, ecnu
OPUTMHANbHLIN IeKAapPCTBEHHbIA MpenapaT He 3aperncTpupoBaH UM He HaxoauTCs B 06opoTe B
Poccuiickon ®epepaLimm n He HaxoaMTCa B 060poTe B MHOCTPAHHLIX rOCyAapcTBaX, BOCMNPOU3BELEHHBIN
JIeKapCTBEHHbI NpenapaT unn 6rnoaHanorosbi (61MononobHbINA) NekapCcTBEHHbIA NpenapaT (broaHanor),
KOTOpPbIN NEPBbLIM 3aPErnCTPMPOBaH 13 YnCaa Haxoasawmxcs B 0bopoTe B Poccuinckon ®epepaumm,
O1O3KBMBAIEHTHOCTb WM TepaneBTUYeCKas 3KBNBANIEHTHOCTb, Ka4eCTBO, 3PMEKTNBHOCTbL N He30NacHOCTb
KOTOPOro OLLEHUBAJINCh MO OTHOLUEHMWIO K OPUTrMHAIbHOMY NIEKAPCTBEHHOMY MpenapaTy, a TakXe KayecTBo,
3(h(eKTUBHOCTb 1 6e30MacHOCTbL KOTOPOro NOATBEPXXAAIOTCA pe3ynbTaTaMu hapMakoHaA30pa U NPoOBEpOK
COOTBETCTBUS JIEKaPCTBEHHBLIX CPEACTB, HAXOAALMNXCS B FrPaXkAaHCKOM 060p0Te, YCTaHOB/IEHHbIM
TpeboBaHMAM K 1X Ka4ecTBy. B kayecTBe pehepeHTHOro NeKapCTBEHHOro nNpenapaTa A/ BETePMHAPHOro
NPYMEHEHUS NCMO/b3YETCS NEKAPCTBEHHbLIN NpenapaT A4J19 BeTEPUHAPHOro NPUMEHEHUS,
3aperncTpupoBaHHsbIi B Poccuinckon degepalmm Ha OCHOBaHUMW Pe3yibTaToB AOKANHUYECKNX
nccnefoBaHUIM ekapCTBEHHbIX CPEACTB U KIMHUYECKMX UCCNe0BaHNA NEKaPCTBEHHbIX NpenapaTos,
NOATBEPXKAAIOLWMX €r0 KAa4eCTBO, 3PHEKTUBHOCTb 1 6€30MacHOCTS;

12) Bocnpom3BeaeHHbIN NEKAPCTBEHHLIN NpenapaT - IeKapCTBEHHbIN NpenapaT A MeAULUHCKOro
NPYMEHEHNS, KOTOPbIA MMEET 3KBMBAIEHTHbIN pedepeHTHOMY leKapCTBEHHOMY NnpenapaTy KavyeCTBEHHbIN
COCTaB W KOMNYECTBEHHbIN COCTaB AENCTBYIOLLNX BELWLECTB B IKBUBAJIEHTHON JIeKapCTBEHHON hopme, nbo
JIeKapCTBEHHbIV NpenapaT 415 BETEPUHAPHOIO MPUMEHEHMS, KOTOPLIN NMEET Takne XXe, 4TO 1
pedepeHTHbIN SIeKapCTBEHHbLIN nNpenapaT, Ka4eCTBEHHbI COCTaB U KOJIMYECTBEHHbIN COCTaB AEeNCTBYOLLMX
BELLECTB B TaKOW e neKapCcTBeHHON hopme, B103KBMBANEHTHOCTb MU TepaneBThYecKas
3KBUBANEHTHOCTb KOTOPbIX COOTBETCTBYIOLLEMY pedepeHTHOMY eKapCTBEHHOMY npenapaTy
NoATBEPXKEHA COOTBETCTBYIOLLMMMN UCCNEA0BAHNAMMY;

121) TepaneBTMYeCKas 3KBUBANEHTHOCTb IEKAPCTBEHHbIX NPEnapaToB - [OCTMIXKEHNE KITUHUYECKN
COMOCTaBUMbIX TEPaNeBTUYECKOro 3peKTa 1 NokazaTenen 3phekTUBHOCTH 1 6e30macHOCTM Npu
NPMMEHEHUN TIeKapCTBEHHbIX NpenapaToB A8 MeQULUHCKOr0 MPUMEHEHNS, NMEeLLNX OLHO
MeXAYHapo4HOe HenaTeHTOBaHHOoe (MAN XMMUYEeCKoe, Uan rpynnnpoBOYHOE) HaMMeHOBaHWe, B
9KBMBAJIEHTHbIX 4,03MPOBKaX N0 OAHUM M TEM XKe NOKa3aHWUAM K MPUMEHEHWIO U NPX OANHAKOBOM cnocobe
BBEAEHMNSA Yy OHON 1 TOW e rpynnbl 60/bHbIX; (JonosHeHne NyHKTOM - OefepasibHbli 3aKOH OT
22.12.2014 Ne 429-03)

122) 6uoaHanorosbiii (brionofobHbIN) nekapCTBEHHbLIN NpenapaT (bnoaHanor) - Gronornyeckmin
NEKapPCTBEHHbIN NpenapaT, CXOXKMIA Mo NapaMeTpaM KavyecTBa, 3IQPEKTUBHOCTU 1 6€30MacHOCTH C
pedepeHTHbIM BUONOrMYECKMM NIeKapCTBEHHbIM NpPenapaToM B TaKON XXe IeKapCTBEHHOW (opMe 1
UMeLLNA NOEHTUYHbIA cnocob BBeaeHUs; (JonosHeHNe NyHKTOM - PefepasibHblil 3aKOH 0T 22.12.2014 Ne
429-03)

123) B3aMMO3aMeHSIEMbI JIEKAPCTBEHHbIV MPenapaT - JIeKapCTBEHHbIN NpenapaT C AoKa3aHHOWN
TepaneBTMYECKOWN 3KBMBANIEHTHOCTLIO NN BMO3KBMBANEHTHOCTLIO B OTHOLLIEHUN peepeHTHOro
NeKapCTBEHHOro npenapaTa, UMeoLW NN 3KBUBASIEHTHbLIE MY Ka4YeCTBEHHbIN COCTaB U KOIMYECTBEHHbIN
COCTaB AENCTBYIOLLNX BELWECTB, COCTaB BCMOMOraTe/bHbIX BELLECTB, JIEKAPCTBEHHYIO hOpPMY 1 Crocob
BBeZeHus; ([lonosiHeHne NyHKTOM - ®efepabHbii 3aKOH 0T 22.12.2014 Ne 429-03)
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12%) 6103KBMBaNEHTHOCTb JIEKAPCTBEHHbIX MPENapaToB - AOCTUXXEHME COMOCTaBMMbIX MOKa3aTenen
CKOPOCTM BCACbIBaHWA, CTEMNEHN MOCTYMNJIEHNSA K MECTY OENCTBMSA 1 CKOPOCTY BbIBEAEHNSA O4HOI0 UK
HeCcKobKMX obnagatowmnx GapmMakoaorniecKon akTMBHOCTbIO AENCTBYIOLWMX BELWECTB NPy MPUMEHEHNN
JIEKApPCTBEHHbIX NPenapaToB Ans MeANLIMHCKOrO NMPUMEHEHUS, UMEIOLLMX 04HO MEXAYHapoaHoe
HenaTeHTOBaHHOe (MM XUMUYECKOe, NAW FPYNMNMPOBOYHOE) HAaMMEHOBAHMNE, B 3KBNBANEHTHbIX 403UPOBKaX
1 Npw oaMHaKoBOM crnocobe BBeaeHUs; ([lonosHeHNe NyHKTOM - ®efepabHblil 3aKoH OT 27.12.2019 Ne
475-03)

13) nekapCTBEHHOE pacTUTENbHOE Cbipbe - CBEXUE WIW BbICYLUEHHbIe pacTeHns nnbo nx 4acTu,
NCNOJib3yeMble 015 NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB OpraHM3aLnsMm - Mpon3BoaUTENSIMM
JIEKapCTBEHHbIX CPEACTB WKW M3rOTOBJIEHMS JIEKAPCTBEHHLIX MpenapaToB anTeYHbIMM OpraHu3aLnsamum,
BETEPUHAPHbIMK anTeYHbIMU OPraHM3aunsaMm, MHANBUAYaNbHbIMU NPeANPUHMMATENAMU, UMEIOLLNMN
JNINLEH3MI0 Ha (hapMaLEeBTUYECKYI0 AeATENbHOCTb;

14) nekapCTBEHHbIN PaCTUTENbHbIV NPenapaT - JIEKAPCTBEHHbLIV NpenapaT, NPOoM3BeAEHHbIN UK
N3rOTOBJIEHHbLIN M3 OOHOr0 BMAa NEKAPCTBEHHOO PAaCTUTENBHOMO CbiPbS MW HECKOJIbKUX BUAOB TaKoro
Cbipbs U peanusyemsblin B pacacoBaHHOM BUAE BO BTOPUYHON (MOTpebnTebCKOoN) YyNaKoBKeE;

15) romeonaTyeCcKUn neKapCTBEHHbIN NpenapaT - NeKapCTBEHHbLIN NpenapaT, NPOU3BeLeHHbIA UK
N3rOTOBMIEHHbLIN M3 hapMaLeBTMHeCcKon cybcTaHuum nnn hapmMaLeBTU4ecknx cybcTaHLmMin B COOTBETCTBUM
¢ TpeboBaHMAMM 0OLLMX PapMaKOMENHbIX CTaTeN K FOMEONaTUYEeCKMM IEKapCTBEHHBLIM NpenapaTaM Wan B
COOTBETCTBUYM € TpeboBaHMAMY hapMaKonen CTpaHbl NMPON3BOAUTENS TaKOr0 JIeKapCTBEHHOr0 npenapaTa;
16) Me)xxayHapoAHoOe HenaTeHTOBaHHOE HauMeHOBaHWe IeKapCTBEHHOMO CpecTBa - HAUMEHOBaHMe
LENCTBYIOLLEro BellecTBa hapMaLeBTMYeCcKon cybcTaHuumn, pekoMeHa0BaHHOe BcemMmpHOM opraHm3aumen
3 paBOOXPaHeHNs;

17) Toprosoe HaMMeHoBaHWE NeKapCTBEHHOr0 CpeCcTBa - HAMMEeHOBaHWe IeKapCTBEHHOIro CPeACTBa,
NPUCBOEHHOE ero pa3paboTynkoM, fep)aTenemM unm BnagesbLemM perncTpaLMoHHOro ya0CTOBEPEHNS
JleKapCTBEHHOr0 npenapaTa;

17%) rpynnMpoBOYHOE HaMMEHOBaHMWe NEKAPCTBEHHOMO NpenapaTa - HaVMeHOBaHNe NeKapCTBEHHOr 0
npenapaTa, He UMeIOLLLEero Me)xayHapoAHOro HeMmaTeHTOBaHHOO HAMMEHOBAHNS, AN KOMBUHaLMK
JIEKApPCTBEHHbIX NPENapaToB, UCM0JIb3yeMOe B LieNsiX 06benHEHNS NX B FPynny Noh e AnHbIM
HaMMeHOBaHMNEM UCXO0ASA U3 OAMHAKOBOrO COCTaBa AENCTBYOWMX BellecTs; ([onofHeHNe NyHKTOM -
denepanbHbIN 3aK0H 0T 22.12.2014 Ne 429-93)

18) obwwasn hapmakonenHasa CTaTbs - OKYMEHT, YTBEP)KAEHHbIA YNOJHOMOYEHHbLIM heiepaibHbIM OpraHOM
NCMONHNTENIbHOW BJIAaCTU U COAEPXKaLLUN NepeyvyeHb NokasaTenen KkayecTsa v (Man) METOA0B KOHTPOSA
Ka4yecTBa KOHKPETHOW JIEKapCTBEHHON DOPMbI, IEKAPCTBEHHOIO PACTUTENLHOIO Cbipbs, BCMOMOraTesbHbIX
BELLeCTB, onncaHus buonornyecknx, BUOXnMMmnyYecknx, MMKpobnonornieckmx, GrU3nKo-XxMMnN4eCcKmx,
OU3NYECKNX, XMMUYECKMX U OpYruxX METOLOB aHasin3a IeKapCTBEHHOM0 CPefCTBa, a Takxe TpeboBaHms K
NCMNOJIb3yEMbIM B LIENSIX NPOBEeLEHMSA AAHHOI0 aHaAn3a peakTuBaM, TUTPOBAHHLIM PacTBOPaM,
NHAMKaTopaMm;

19) dhapMakonenHas CTaTbs - OKYMEHT, YTBEPXKAEHHbIN YNOJHOMOYEHHbIM heepaibHbIM OpraHoOM
NCNOJIHATESIbHON BIACTW 1 COAEPXKaLLMIN NepeyeHb NoKasaTesiell Ka4yeCTBa U METOL0B KOHTPONIA Ka4yecTBa
NEKapPCTBEHHOr0 CPeACTBA, JIEKAPCTBEHHOIO PACTUTENBHOMO ChipbSs, BCMOMOraTe/IbHbLIX BELLECTB;

19?) cTaHpapTHbIe 06pa3Lbl - BeLecTBa, MOCPEACTBOM CPAaBHEHNSA C KOTOPLIMU OCYLLECTBAAETCSA KOHTPOb
KayecTBa NCCNeayeMbIX JIEKAPCTBEHHbIX CPEACTB C MOMOLLbIO (PUNKO-XUMUYECKUX 1 BUONOrNYeCcKmx
MeTO[O0B B LIe/1IX MOATBEPXKAEHNSA COOTBETCTBMA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM HOPMATUBHOW
LOKYMEHTaLMN, yCTAaHOBAEHHbIM MPY OCYLLECTBIEHUN FOCYAapCTBEHHOW pPerncTpaunm, n Kotopble
NPUMEHSAITCS ONS KanMBPOBKM CTaHAAPTHLIX 06pa3L0B NPOU3BOANTENS JIEKAPCTBEHHbIX CPEACTB,
NCNOJIb3yeMbIX A5 KOHTPOS Ka4eCTBa U NHbIX Lienen npy obpalleHnn neKapCTBEHHbIX CPeaCTB;
(dononHeHne nNyHKTOM - PefepasibHbli 3aKOH 0T 22.12.2014 Ne 429-03)

192) chapmaKonenHbin CTaHAapTHbIN 0bpa3el, - CTaHAapTHbIM 0bpa3el, NPOM3BeAEHHbI B COOTBETCTBUM C
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thapmakonenHon ctateen; (JonosHeHne NyHKTOM - OefepasibHbli 3aKOH 0T 22.12.2014 Ne 429-03)

20) HopMaTMBHas AOKYMEHTALMS - LOKYMEHT, COAEPXKALLMIA NepeyeHb onpeaensiemMolx no pesynbTaTam
COOTBETCTBYIOLLNX IKCMEPTU3 NoKa3aTeNen KayeCcTBa IeKapCTBEHHOIro CpeaCcTBa AN MeANLIMHCKOrO
NPUMEHEHUS, METOA0B KOHTPOJISI €r0 KaYeCTBa U YCTAaHOBEHHbLIN ero NponM3BOANTENEM;

21) HOPMaTMBHbLIN LOKYMEHT - LOKYMEHT, COAEPKALLUA NepeyvyeHb onpenesiseMbix No pesysbTataM
COOTBETCTBYIOLLMX IKCNEPTM3 NMOKa3aTesen KavyecTBa U (namn) MeToaoB KOHTPOIA KavyeCTBa NEKAaPCTBEHHON
hopMbl, onucaHns Bronornyeckmnx, BUOXUMUYECKNX, MUKPOBMONOrNYeCcKnx, PU3NKO-XMMNYECKMX,
PUNYECKNX, XUMUYECKNX N APYTMX METOLO0B aHaM3a JIeKapCTBEHHbIX CPeACTB AJ19 BeTepPUHAPHOro
npuMeHeHns, TpeboBaHMA K MCMOJb3YEMbIM B LIESIAX NPOBEAEHNS aHHOIO aHan3a peakTnBaM,
TUTPOBAHHbLIM PacTBOpPaM, MHANKATOPaAM M YCTaHOBEHHbLIN €ro Npon3BoauTeNem;

21%) 06NN TEXHNYECKUA OOKYMEHT - KOMMJIEKT JOKYMEHTOB U MaTepPMasioB, COCTOSALLMIA N3 HECKOJIbKIX
pa3fenoB - JOKYMEHTaUUn agMUHUCTPATUBHOIO XapakTepa, XMMNUYeCKoN, hapMaLeBTNYECKON 1
bronornyeckon goKymMmeHTauum, GapmMakoaornyeckon, TOKCMKOOrMYECKON JOKYMEHTALIMN, KINHUYECKON
AOKYMEHTALMUN N NPeACTaBASEMbIN OQHOBPEMEHHO C 3as1B/IEHWEM O FOCYAapCTBEHHON perncTpaumm
JIeKapCTBEHHOrO npenapaTa Aas MeanmuUMHCKOro NPUMeEHeHUs B hopMmaTte, YCTaHOB/IEHHOM
YMNOJIHOMOYEHHbIM (hefepalibHbIM OPraHoOM UCMONHUTENbHOW BAacTy; ([lonosHEHNE NYHKTOM -
depnepanbHbI 3aK0H 0T 22.12.2014 Ne 429-03)

22) Ka4eCTBO JIEKapCTBEHHOI 0O CPEACTBaA - COOTBETCTBUE NIEKAPCTBEHHOIO CpeAcTBa TpeboBaHUSAM
thapmakonenHon ctaTbu NMbo B C/lyYae ee OTCYTCTBUSA HOPMATUBHOW AOKYMEHTALMM NN HOPMATMUBHOIO
LOKYMEHTA;

23) 6e30MacHOCTb NEKAPCTBEHHOMO CPEACTBA - XapPaKTEPUCTMKA JIEKAPCTBEHHOIO0 CPeACTBa, OCHOBaHHas
Ha CPaBHMUTEIbHOM aHann3e ero 3PEeKTUBHOCTM U PUCKa NPUYNHEHNS Bpeaa 340P0BbIO;

24) 3hheKTUBHOCTb JIEKAPCTBEHHOIO NpenapaTa - XapakKTePUCTMKA CTEMEHW MOJIOXKUTENLHOIO BANAHUSA
JIEKApCTBEHHOrO NnpenapaTa Ha TevyeHne, NPOoLO/KNTENIbHOCTL 3ab01eBaHMsA K ero npeaoTBpaLleHmne,
peabunnTaumnio, Ha COXpaHeHWe, NPefoTBPaLLEHNE UK NpepbiBaHNe BepeMeHHOCTY;

25) cepusi nekapCTBEHHOr0 CPeACTBa - KOJIMYECTBO JIEKAPCTBEHHOIO CPeACTBa, NPON3BEAEHHOE B
pe3yfbTaTe OAHOr0 TEXHOOrMYECKOro LUKJIa ero NpoM3BoauTeNem;

26) perncTpaumnoHHoe yaoCTOBEPEHME NIEKAPCTBEHHOIO NpenapaTa - 3anunch B rocyAapCTBEHHOM peecTpe
JIeKapCTBEHHbIX CPEACTB, NOATBEPXKAaloWasa PaKT rocy4apCTBEHHON perncTpauny N1eKkapcTBeHHOro
npenapaTa, 1 (M1M) 4OKYMEHT, NoATBEPXAALW M PaKT rocyqapCTBEHHON perncTpaumnm (perncrpaumm)
JIeKapCTBEHHOr0 NnpenaparTa;

26') pepxxaTenb Uan Bnagenew, perncTpaunoHHOro yA0CTOBEPEHUS IEKAapCTBEHHOMO NpenapaTa -
pa3paboTynK NeKapCTBEHHOrO CPeACTBa, NPON3BOAUTENb NEKAPCTBEHHbIX CPEACTB WM UHOE pUaNYecKoe
nmuo, obnagatoliee npaBoM BAafeHNS PerncTpaumoHHbIM y40CTOBEPEHNEM, KOTOPbLIE HECYT
OTBETCTBEHHOCTb 3@ Ka4eCTBO, 3PHEKTNBHOCTb 1 6H€30MacHOCTb IEKapCTBEHHOMO NpenapaTa;
(JlononHeHne NyHKTOM - ®efepabHbif 3aKOH 0T 22.12.2014 Ne 429-03)

27) perncTpaumoHHbI HOMep - KooBoe 0603HaYeHNe, MPUCBOEHHOE JIEKAPCTBEHHOMY MpenapaTy Npu ero
roCyaapCTBEHHOW PErncTpauLum nnn perncTpaunm;

28) obpalleHne neKapCTBEHHbIX CPeACTB - pa3paboTKa, JOKANHUYECKE NCCNe0BaHNS, KIMHUYeCKue
nccnenoBaHWs, 3KCNepTM3a, roCyAapCTBEHHAA PerncTpaumsa nam perncTpauns, CTaHaapTM3aumns n
KOHTPOJIb KayeCTBa, MPOM3BOACTBO, N3roTOBNEHNE, XPaHEHWE, NepeB03Ka, BBO3 B POCCUNCKYIO
®epnepaumio, BbIBO3 13 Poccuinckon ®egepauunm, pekinama, oTnycK, peannsaums, nepegada, NpMMeHeHmne,
YHUYTOXKEHNE NeKapCTBEHHbIX CPEACTB;

29) cybbeKkTbl 0bpaLleHns NeKapCTBEHHbIX CPEACTB - hM3Myeckmne amua, B TOM YACSIe UHAMBUAYANbHbIE
npeanpuHUMaTeNn, N lpUanYeckne nmua, ocyLLeCcTBAAOWME OEATENLHOCTb NPy obpalleHnn
JIeKapCTBEHHbIX CPEACTB;

30) pa3paboTynKk NeKapCTBEHHOr0 CPEACTBa - OpraHn3aumns, obnagatowas npaBamMmy Ha pesynbTaThl
AOKIMHNYECKUX NCCNIeA0BaHNIN JIeKapCTBEHHOIO CPeACTBa, KJIMHNYECKUX MCCNefoBaHNiA IeKapCTBEHHOIO
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npenapaTta 1 (MaKn) Ha TEXHOIOrNI0 NPOM3BOACTBA JIEKAPCTBEHHOIO CPELCTBA;

31) Nnpon3BOACTBO JIeKapPCTBEHHbIX CPEACTB - AeATEeNbHOCTb N0 NPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB
OpraHv3aunamu - NPoON3BOANTENAMN IEKAPCTBEHHbIX CPEACTB Ha OAHOW CTafuu, HECKOIbKMX NN BCEX
CTafnaX TEXHOJIOMMYECKOro npouecca, a TakXXe Nno XpaHeHUIo 1 peannsaLmm nponsseieHHbIX
JIeKapCTBEHHbIX CPEACTB;

31') npon3BOACTBEHHAA MOLLafKa - TEPPUTOPMaIbHO 060COBNEHHBIA KOMMIEKC MPOU3BOANTENS
NEKapPCTBEHHbIX CPEACTB, NPeAHa3HaYeHHbI 4111 BbINOAHEHMS BCEro npoLecca NpovM3BoAcTBa
NeKapCTBEHHbIX CPeACTB UK ero onpegefieHHon ctaaunuy; (JonofHeHne NyHKToM - ®efepanbHbli 3aKOH OT
22.12.2014 Ne 429-03)

32) NnpousBoANTENb NEKAPCTBEHHbLIX CPEACTB - OpraHM3aLns, oCyLLecTBASIOWasn NPoOU3BOACTBO
NeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHMAMYK HacToAwero PefepasbHOro 3akKoHa;

33) hapmaLieBTMYeCKasa AeATENbHOCTb - AeATENbHOCTb, BKJOYaLWas B cebsa onToByo TOProsiio
NleKapCTBEHHbIMU CPeACTBAMU, UX XPAHEHMWE, MEePEBO3KY U (1K) PO3HUYHYIO TOProBIIO NEKAPCTBEHHbLIMY
npenapaTtamMu, B TOM YUCAE ANCTAHLMOHHBLIM CNOCOBOM, NX OTNYCK, XpaHeHMe, NepeBO3Ky, U3roTOBEHNE
NleKapCTBEHHbIX MpenapaTos;

34) opraHu3auns oNnTOBOW TOProOBJIM NEKAPCTBEHHbLIMW CpeaCcTBaMm - OpraHM3auus, ocyLecTeasowas
OMTOBYIO TOPrOBJIO JIeKAPCTBEHHbLIMY CPeACTBaMU, UX XPaHEHMe, NepeBo3KYy B COOTBETCTBUN C
TpeboBaHnaMM HacToAwero ®efepasbHOro 3aKOHa;

35) anTeyHas opraHM3aLuns - opraHmsaums, CTPYKTYpHOe noapasaefieHne MenLMHCKON opraHusaLmm,
OCYLLECTBASALNE PO3HUYHYIO TOPrOBJIIO SIeKapCTBEHHbIMW NpenapaTaMu, B TOM YC/ie AUCTaHLUMOHHbLIM
cnocobom, xpaHeHne, NepeBO3KY, M3rOTOBEHME N OTMYCK IEKAPCTBEHHbIX MPenapaToB 418 MeAULNHCKOro
NPYMEHeHNs B COOTBETCTBUM C TpeboBaHnaMY HacToAero ®efepanbHOro 3aK0Ha;

36) BeTepMHapHaa anTe4yHas opraHM3aums - opraHusaums, CTPYKTYPHOE nofpasfeneHne BeTepuHapHon
opraHusauuy, ocyLLecTBAIOWME PO3HNYHYIO TOProBJ/II0 JIeKapCTBEHHbIMU NpenapaTtamMu, B TOM Yyucse
LUCTAHLUMOHHBIM CNOCO60M, XpaHeHne, N3roTOBMIEHNE N OTMYCK JIEKapCTBEHHbIX NpenapaToB A/is
BETEPMHAPHOr0 MPUMEHEHNS B COOTBETCTBUM C TpeboBaHMAMMN HacToAwero PenepanbHOro 3aKoHa;

37) hanbcuduumpoBaHHoe eKapCTBEHHOE CPeACTBO - IEKAapPCTBEHHOE CPeACcTBO, CONMPOBOXAAEMOE
JIOXKHOWM MH(OpMaLMent 0 ero coctase 1 (unun) NponssBoauTene;

38) HepobpokayecTBEHHOE NEKAPCTBEHHOE CPEACTBO - IEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYIOLLEE
TpeboBaHMAM hapMakonenHon cTaTby InbO B Cnyvae ee OTCYTCTBMA TpebOBaHNAM HOPMaTUBHON
LOKYMEHTaLUM Uiv HOPMaTUBHOIO LLOKYMEHTa;

39) KOHTpahaKTHOE SlekapCTBEHHOE CPeACTBO - JIeKapCTBEHHOE CPpeAcTBO, HaxoasLweecs B obopoTe ¢
HapyLleHneM rpa)k4aHCKoro 3aKoHo4aTesbCTBa;

40) LOKNUHMYEeCKoe nccneoBaHme 1eKapCTBEHHOMO CpeacTBa - bronoruyeckune, Mukpobuonormyeckue,
MMMYHOJI0rM4eckune, TOKCMKOI0rniyeckune, hapMakonormyeckme, pusnyeckne, XuMmmnyeckue n gpyrue
nccnefoBaHWA JIeKapCTBEHHOro CpeficTBa NyTeM NPUMEHeHUs HayYHbIX MEeTOL0B OLIEHOK B Liesiax
nosly4eHns foKa3aTenbCcTB 6e30MacHOCTU, KavyecTBa U 3PHEKTNBHOCTM JIeKapCTBEHHOIO CPeACTBa;

41) KNMHUYECKOoe UCCNefoBaHNe NeKapCTBEHHOMO NpenapaTa - U3y4YeHne ANarHoCTUYECKMX, neYebHbIX,
NponIaKTUYeCKnX, PapMakoIornyeckx CBONCTB JIeKapCTBEHHOMO NpenapaTa B npoLecce ero
NPYMEHEHUs Y YenloBeKa, XXNBOTHOr0, B TOM YMCJie NPOLLeCCOB BCacbiBaHWA, pacrnpeneneHuns, U3MeHeHns 1
BblBEEHWS, MyTEM NPUMEHEHNA HaYYHbIX METOLOB OLIEHOK B LIeNiAX NoJly4eHUs LoKa3aTeNbCTB
6e3onacHOCTK, KayecTBa M 3(MEKTUBHOCTY NEKAaPCTBEHHOr0 NpenapaTa, AaHHbIX 0 HeXXenaTesbHbIX
peakumsax opraH1u3Ma 4enoBeKa, XXMBOTHOMO Ha NPUMEHeHMe NeKapCTBEHHOMO nNpenapaTta u 06 addekTe
ero B3aMMOLeNnCcTBUA C APYrMMU SleKapCTBEHHbIMW NpenapaTaMu v (M) NUWEeBbIMU NPoAYyKTaMu,
KopMaMmu;

42) MHOrOLLeHTPOBOE KNNHNYECKOoe NCCeoBaHNe NeKapCTBEHHOro NpenapaTta AN MeauLUHCKOro
NPUMEHEHNS - KJIMHNYECKOe UCC/Iej0BaHMe SIekapCTBEHHOr0 nNpenapaTa 419 MeANLMHCKOr0 NpUMeHeHus,
npoBoauMoe pa3paboTyMKoM SleKapCTBEHHOr0 NpenapaTa B ABYX 1 6osee MeANLMHCKUX OpraHm3aumsax no
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e4MHOMY NPOTOKOJY KJIMHNYECKOro NCCiefoBaHNA NekapCcTBEHHOro NpenapaTa;

43) MeXxayHapo4HOe MHOroLEHTPOBOE KIMHNYECKOE NCC/IeA0BaHNE IEKapCTBEHHOrO NpenapaTa Aans
MeONLMNHCKOro NPMMEHEHNS - KIMHUYeCKoe NCCIef0BaHNe IeKapCTBEHHOMO NpenapaTa Aas
MeONLNHCKOro NPMMEHeHNs, NPOBOANMOe pa3paboTYNKOM IeKapCTBEHHOIO NpenapaTa B pa3/InyHbIX
CTpPaHax no e4nHOMY MPOTOKOY KIMHMYECKOr0 UCCNefoBaHNA eKapCTBEHHOrO NpenapaTa;

44) noCTperncTpaunoHHoe KInHNYeCcKoe ncciefoBaHne NeKapCTBEHHOrO npenapaTta aAas MeguumMHCKOro
NPYMEHEHUS - KIMHNYECKOEe NCCef0BaHMe IeKapCTBEHHOr0 NpenapaTa 419 MeANLUHCKOro MpUMeHeHNs,
NpPoOBOAUMOE MPOVN3BOAMTENIEM JIEKAPCTBEHHOI O NpenapaTa, rpa)kaaHcKnin 060poT KOTOPOro
OCYLLECTBIAETCA NOCAEe rOCyAapCTBEHHON PerncTpaunm nin pernctpaumm, B Lenax 4ON0JHATENbHOIO
cbopa paHHbIX 0 ero 6e30MacHOCTM W 3PDEKTUBHOCTH, PacLUMPEHNS MOKa3aHUA K MPUMEHEHUIO AAHHOIO
JIeKapCTBEHHOrO npenapaTa, a TakXXe BblABAEHNS HexXeNaTeNbHbIX peakLnii NauneHToB Ha ero AencTBue;
45) nccnepnoBaHne 6M03KBUBANIEHTHOCTY IEKAPCTBEHHOIO NpenapaTa - BUA KJIMHMYECKOro nccienoBaHms
JIeKapCTBEHHOrO npenapaTa, NpoBefeHMe KOTOPOro OCyLLEeCTBASETCA AN onpefesieHns CKOpoCcTur
BCACbIBaHMA 1 BbIBEEHWSA OHOr0 M HECKONbKUX 06Mafatolmx hapMakoornyeckom akTUBHOCTbIO
AENCTBYIOWNX BELLECTB, KONNYECTBA JIEKaPCTBEHHOMO NpenapaTa, AOCTUraloLero CUCTEMHOIO KpOBOTOKaA,
N pe3ynbTaTbl KOTOPOro no3Bosadal0T CAesiaTb BbiBOA O B6103KBUBANEHTHOCTH BocCnpon3seeneHHoOro
JIEKapCTBEHHOrO NnpenapaTa B ONpefeneHHbIX IEKapCTBEHHOWN hopMe 1 0O3MPOBKE, COOTBETCTBYIOLLNX
hopmMe 1 [o3npoBKe pethepeHTHOro eKapCTBEHHOM0 NpenapaTa;

46) nccnenoBaHne TepaneBTUYECKOW 3KBUBAIEHTHOCTYW JIEKAPCTBEHHbIX NPENapaToB - BUA KINHUYECKOr0
nccaenoBaHNA IeKapCTBEHHbIX MpenapaTos, NPOBeAEHEe KOTOPOr0 OCYLLECTBASETCA ANA BbISBIEHUS
OAMHAKOBbIX CBOWCTB JIEKAPCTBEHHbLIX NPenapaToB onpeneeHHON 1eKapCTBEHHOM (hOPMbI, a TakXe
HaM4Ns OAMHAKOBLIX NMOKa3saTenen 6e30nacHOCTU N 3 HEKTUBHOCTY IEKAPCTBEHHbIX NPenapaTos,
OOWNHAKOBbIX KJIMHNYECKNX 3(PHEKTOB NPU UX NPUMEHEHWNK;

47) NpOTOKON KJIMHNYECKOro UCCIeA0BaHMA JIeKapCTBEHHOIO NpenapaTa - AOKYMEHT, B KOTOPOM
onpeLensaTcs uenun, hopmbl OpraHn3aLny n METOA0/0r A NPOBEAEHUS KINHNYECKOrO NCCNIef0BaHNS,
CTaTUCTUYeCcKne meTobl 06paboTKu pe3ynbTaTOB Takoro NCCaefoBaHMA 1 Mepbl No obecneyeHmnto
6e30nacHOCTY PM3NYECKUX NNL, YHACTBYIOLWMNX B KJIMHNYECKOM MCCeA0BaHNN IEKapCTBEHHOIO
npenapara;

48) bpowtopa nccnegoBaTens - CBOAHOE U310XKEHNE pe3yibTaToB AOKJIMHNYECKOro UCCaenoBaHms
JIeKapCTBEHHOr0 CPeAcCTBa U KINMHNYECKOro UCCIef0BaHNS IeKapCTBEHHOr 0 npenapaTa ans
MeONLMUHCKOro NPMMEHeHNs;

49) NHhOPMaALNOHHbBIA INCTOK NaLUEHTa - JOKYMEHT, KOTOPbIN ODOPMASETCS B BUAE OOKYMEHTA Ha
H6yMa>xHOM HoCMTene, NOANMCAHHOrO NaLUEHTOM MW ero 3aKOHHbLIM NpeacTaBuTenem, nubo opmmpyeTcs
B (hbopMe 3N1EeKTPOHHOr0 4OKYMEHTa, NOANUCAHHOI0 NaLMEeHTOM UM ero 3aKOHHbIM NpeacTaBUTENEM C
NCNoNb30BaHNEM YCUJIEHHON KBAaNUMULNPOBAHHOW 3EKTPOHHON MNOANNCK, NN YCUNEHHOWN
HeKBaNNUMOULNPOBAHHON 3NEKTPOHHOM MOAMMCK, UK NPOCTON 3NEKTPOHHOW MNOANUCY MOCPEACTBOM
NPUMEHEHUS €ANHON CUCTEMbl UAEHTUMUKALMN N ayTEHTUPMKALNW, N B KOTOPOM COAep)XaTcCs B
LOCTYMNHOW hopMe CBeLlEHMS, KacaloLMecs NPOBOANMOro KINHNYECKOro NCCef0BaHNsA IeKapCTBEHHOIO
npenapara, 1 Bblpa)kKeHHoe B MCbMeHHON hopme f0bpoBOALHOE Cornacue nauueHTa Ha y4acTue B
KJIMHNYECKOM nccnenoBaHn nekKapCTBeHHOro npenapata Asaa MeouumMHCKOro npuMmeHeHunsa nocuie
03HaKOMJIEHUS MaLMeHTa AW ero 3aKOHHOro NpeacTaBMTeNsd C 0COBEHHOCTAMU KANHNYECKOT O
nccnefoBaHna, UMELWMMY 3HaYeHWe A5 Bblpa)keHns Takoro cornacus;

50) noboyHoe gencTeume - peakumsa opraHn3Ma, BO3HMKLIAA B CBA3N C MPUMEHEHNEM NIEKapPCTBEHHOMO
npenapaTta B [403aX, PEKOMEHAYEMbIX B UHCTPYKL MM MO €ro NpUMEHEHN0, 419 NPOPUNaKTHKH,
ONAarHOCTUKWN, Nie4HeHnsa 3aboneBaHus nan ons pea6|/|n|/|Tau,|/||/|;

50%) HexxenaTenbHas peakums - HenpegHamepeHHas HebnaronpuaTHas peakuus opraHm3ma, KoTopas
MOXKeT BbITb CBA3aHa C MPYMEHEHNEM NeKapCTBEHHOr 0 npenapaTa; ([JononHeHne NyHKTOM - PeaepanbHbIii
3aKOH 0T 22.12.2014 Ne 429-®3)
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51) cepbe3Hasn HexxenaTelbHasa peakumns - HexxenaTelbHasA peakumsa opraHn3Ma, CBA3aHHas C
NPYMEHEHNEM JIEKAapPCTBEHHOr O NpenapaTa, NpuBeaLas K CMePTH, BPOXKAEHHLIM aHOMAJIMAM UK MOPOKaM
pa3sunTusa nmbo npepcTasnaowas cobom yrposy )usHu, Tpebyowas rocnutannsaumm nan npusealas K
CTOVKOW yTpaTe TPYAOCNOCOBHOCTY 1 (MN) MHBANNAHOCTK;

52) HenpeOBMAEHHAs HEXeNaTeNbHasa pPeakLmsa - HexxenaTeNbHas peakLumsa opraHnsMa, KoTopas CBs3aHa C
NpYMeHeHNeM JIeKapCTBEHHOr O npenapaTa B 403aX, PEKOMEHAYEMbIX B MPOTOKOJIE ero KIANHUYECKOro
nccnepoBaHus, bpoLutope nccnenoBaTens, an C NPUMEHEHNEM IEKapCTBEHHOMO NpenapaTa B A03aX,
PEKOMEHAYEMbIX B MHCTPYKLNW MO €r0 MPUMEHEHNIO AN NPOOUNAKTUKN, ANAarHOCTUKN, TIe4EHUS
3aboneBaHna UM MeANLNHCKON peabunmtaunm naumeHTa, U CYLHOCTb, TSXKECTb WM UCX0L KOTOPON He
COOTBETCTBYET MH(OPMaLMK 0 IeKapCTBEHHOM npenapaTe, CoAep Kallencs B NPOTOKOe ero
KJIMHNYECKOro nccnenoBaHus, bpolope nccnenoBaTens uam B MHCTPYKLMM MO MPUMEHEHNIO
JIeKapCTBEHHOr0 npenaparTa;

521) chapMakoHaA30p - BUA AeATENbHOCTU MO MOHUTOPUHIY 3 EKTUBHOCTY 1 Be30nacHOCTH
JIEKAPCTBEHHbIX NPENapaToB, HaMpaBJ/EHHLIN Ha BbIBAEHWE, OLLEHKY W NpeaoTBPaLLeHNe He)XxenaTebHbIX
NnocneacTBMIN NPUMEHEHUS JIEKapCTBEHHbIX NpenapaToB.; ([LononHeHne NYHKTOM - ®efepanbHblii 3aKOH 0T
22.12.2014 Ne 429-03)

522) nnaH ynpaBneHunsa puckamu - nogpobHoe onncaHne MeponpuaTin No hapMakoHaa30py,
HanpaBJIeHHbIX Ha BbISIBNIEHWE, OLLEHKY U NpefoTBpaLLeHne nan MUHUMN3aLno PUCKOB, CBA3AHHbIX C
JIEKapCTBEHHbIMY MpenapaTamu, BKYasa OLEeHKY 3(PDEKTUBHOCTN AaHHbLIX MeponpuaTuin; (LlonoaHeHne
NyHKTOM - ®efepanbHblil 3aKOH 0T 22.12.2014 Ne 429-03)

53) peuenT Ha JlekapCTBEHHbIV NpenapaT - MeAULNHCKMIA LOKYMEHT YCTaHOBJIEHHOW (POPMbI, CoLepKalLnii
Ha3Ha4yeHne NeKapCcTBEHHOro NpenapaTa A9 MeAULNHCKOrO MPUMEHEHNS, Bbl4aHHbI MeANLIVMHCKUM
PaboTHMKOM B LiENAX OTMYCKa JIEKapCTBEHHOMO NpenapaTa UM ero M3roTOBJIEHUS M OTNYCKa Ha ByMaXkKHOM
HOCUTeNIe UAN C COrnacusa naunueHTa Win ero 3aKOHHOro NpeacTaBuUTeNs B hOpMe 3/1EKTPOHHOI0
LOKYMEHTa, MOAMMCAHHOIO C UCNOJIb30BaHWEM YCUEHHON KBAAN(MULMPOBAHHOWN 31€KTPOHHON NOANUCK
MeONLUHCKOro paboTHMKa, b0 OOKYMEHT YCTaHOBIEHHOWN (hOPMbI, COAEPXKALLUIN Ha3HaYeHne
JIeKapCTBEHHOrO npenapaTa Aasa BeTePMHAPHOro NPMMEHEHNS, BblAaHHbIA cneunanncTom B obnactu
BETEPUHAPMM B LIENAX OTNYCKa IEKapCTBEHHOI0 NpenapaTa Uan ero N3roToBJIEHUS U OTNYCKa Ha
HyMa>xHOM HOCMTenNe Nan € cornacmsa Bnagenbla XXUBOTHOMO MM 3aKOHHOro NpeACTaBUTENS BllafenbLa
YXKMBOTHOI0, 0(DOPMJIEHHBLIN B 3/IEKTPOHHON POPME C UCMONb30BaHNeEM (hefepasibHON rocyAapCTBEHHOM
MHOPMaLIMOHHON CUCTEMbI B 061aCTW BETEPUHAPUN;

54) TpeboBaHne MEOULIMHCKON OPraHn3aLumn, BETEPUHAPHON OpraHn3auum nam opraHnsagum
(MHAMBUAYANBLHOIO NPeanpuHMMaTeNs), OCyLLeCTBASIWEN (0CYLLEeCTBASAIOWEr0) pa3BeeHune,
BblpalLVBaHNe N COAEPXXaHNE XMNBOTHbLIX, - LOKYMEHT YCTaHOBAEHHOW (hOPMbl, KOTOPLIN BbiMNCaH
MeLNLMHCKMM paboTHMKOM MM CNeLnanncToM B 061aCTn BETEPMHAPWM, NMEIOLWUMI Ha 3TO NpPaBo, U
COOEPXUT B MUCbMEHHON hopMe yKa3aHune anTe4yHOoN opraHn3aumm nam BETEPUHAPHON anTeyHoN
opraHm3auny 06 oTNycKe JIeKapCTBEHHOr 0 NpenapaTa WK 0 ero N3roToBaeHUn 1 06 oTnycke s
obecneyeHns nevyebHoro npouecca B MEANLUHCKON OpraHn3aLnn, BETEpMHAPHON OpraHn3aunm nam B
opraHusaunv (MHAMBUAYaNbHLIM NPEeANpUHMMATENEM), OCYLLECTBAAIOWEN (OCYLLECTBASIOLMM)
pa3BefleHne, BblpalliBaHNE U COOEPXKAHMNE XXUBOTHbIX;

55) KoMnsekcHas oLeHKa NeKapCTBEHHOMO NpenapaTa - OLLeHKa 3aperncTpMpoOBaHHOIO JIeKapCTBEHHOIO
npenapaTa, BKJYaowasn B cebs aHann3 nHHopMaLmMm 0 CPaBHUTENbHOW KIMHNYECKOR 3PDEKTUBHOCTHY 1
6e30nMacHOCTY IEKAapPCTBEHHOMO NMpenapaTa, OLEeHKY 3KOHOMUYECKNX NOC/IeACTBUIN ero NPUMEHEHUS,
N3y4yeHne [OMNOJHUTENbHbIX NOCAeACTBMI NMPUMEHEHMNA IEKAapCTBEHHOIO NpenapaTa B Lensx NPUHATHA
peLleHnin 0 BO3MOXKHOCTW BKJTOYEHUS JIEKAPCTBEHHOM O NnpenapaTa B NepevyeHb XXNU3HEHHO HEOOX0ANMbIX 1
BaXXKHEWNLLMX IeKapCTBEHHbIX NPenapaToB, HOPMaTMBHbIE MPABOBbIE aKThbl U NHbIE LOKYMEHTbI,
onpegensowmne nopsaLoK OkasaHNa MeaNLNHCKON MOMOLLM, AN UCKTIOYEHUNSA €ro N3 YKa3aHHbIX NepeyHs,
aKTOB 1 LOKYMEeHTOB; ([onosHeHNe NyHKTOM - PegepasbHblil 3aKOH 0T 22.12.2014 Ne 429-03)
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56) cncTeMa MOHWUTOPUHIa ABUXXEHUS IeKapCTBEHHbIX NPenapaToB Aas MeAULUHCKOrO NPUMEHEHUS -
(hefepanbpHas rocyiapcTeeHHas NHMOPMaLMOHHAA CUCTEMA MOHUTOPUHI A ABUXKEHUS JIeKapCTBEHHbIX
npenapaToB a8 MeaMLUMHCKOr0o NPUMEHEHUS OT NPON3BOANTENS 40 KOHEYHOro noTpebuTtens ¢
1CMNOJIb30BaHWEM B OTHOLLEHUW JIeKapCTBEHHbIX NpenapaToB A1 MeAULNHCKOro NpUMeHeHnsa CpecTB
naoeHTudukauum; (JononHeHne nyHKTOM - PefepanbHblii 3aKoH 0T 28.12.2017 Ne 425-03)

57) ko4 MapKnpoBKU - YHUKaIbHas NociefoBaTeNbHOCTb CMMBOJIOB, COCTOALLANA U3 KOAa MAEHTU(MKaLUn
1 Koa NPOBEPKU, onpefensieMbiX B COOTBETCTBUY ¢ PefilepanbHbIM 3aKOHOM 0T 28 aekabps 2009 rona Ne
381-®3 "O6 ocHOBax roCygapCTBEHHOIO PEryANpoBaHNs TOProBoW AeATENbHOCTIN B PoCcCuinckom
®epepaumn”. (LlonosHeHnEe NYHKTOM - PefepanbHbli 3aKoH 0T 28.12.2025 Ne 514-03)

['naBa 2. NonHomMmo4uns d:)eﬂ,epa)‘lele opraHoB VNCNONHUTENbHON BNaCTh, NCMNOJIHNTENbHbBIX OPraHOB CyﬁbeKTOB
Poccuinckon ®epepauny npu obpallleHnn 1eKapCTBEHHbIX CPeacTB

(HaumeHoBaHme B pegakumm ®PenepasibHoro 3akoHa ot 08.08.2024 Ne 232-03)

CtaTbs 5. MonHoMo4mMsa hegepanbHbIX OPraHOB UCMOHUTENBHON BAACTU Npu obpalleHnmn nekapCTBEHHbIX
cpencTs

K nosnHoMoumsaM hefiepasibHbIX OPraHOB UCMONHUTENLHOM BAACTU Npu obpalleHnn NekapCTBEHHbIX
CpencTB OTHOCATCSA:

1) npoBegeHmne B Poccuinckon degepaumm eLMHON roCyfapCTBEHHOM NONUTUKK B 061acTn obecneveHuns
JleKapCTBEHHbIMY MpenapaTamu rpaxkaaH B Poccuinckon ®enepauuu;

2) yTBepxaeHune obwnx hapMakonenHbix CTaTen, hapMakonenHbix CTaTel, M3gaHne rocyaapCTBEHHO
thapmakoneu, cosfaHue n BefeHne peectpa hapMakonenHbix CTaHAAPTHbIX 06pa3LoB;

3) ocyuwiecTBeHmne helepasbHOr0 rocyapCTBEHHOR0 KOHTPOAS (Haa3opa) B chepe obpalleHns
NEeKapPCTBEHHbIX CPEACTB;

4) nuLeH3MpoBaHNe NPoN3BOACTBA IEKAPCTBEHHbIX CPEACTB, B TOM Yucie gegepasibHblin
rOCYLapCTBEHHbIA IMLEH3NOHHbIA KOHTPOJb LEeATENbHOCTU N0 NPOU3BOACTBY IEKAPCTBEHHbLIX CPEACTB,
nepuoanyeckoe NOATBEPXAEHNE COOTBETCTBNA NIMLIEH3MATa, UMEIOLLero MLEH3NI0 Ha NPOU3BOLACTBO
JIeKapCTBEHHbIX CPEACTB, U PapMaLLeBTUYECKON AeATENIbHOCTY B COOTBETCTBUN C 3aKOHOAATEIbCTBOM
Poccuiickon ®epepaumu;

5) opraHm3auus 3KCnepTusbl 1eKapCTBEHHbIX CPEACTB, 3TUYECKOW 3KCNEePTU3bl BO3MOXXHOCTY NPOBEAEHUS
KJMHNYECKOro NCCNef0BaHNS IeKapCTBEHHOr0 npenapaTa 4158 MeAULMHCKOr0 NPUMEHEHMNS, 3KCMepTU3bI
LOKYMEHTOB, NpeACTaBAeHHbIX 419 onpefeneHns BO3MOXKHOCTY pacCMaTpmBaTh JIEKApPCTBEHHbIV npenapaT
ANS MEOULMHCKOrO MPUMEHEHNA B Ka4eCTBe OPhaHHOr0 NEKapPCTBEHHOMO NpenapaTa;

5') opraHusaums npoBefeHNs KOMMIEKCHOW OLEHKWN IeKapCTBEHHOMO NpenapaTa B Lensx NpUuHAaTus
PeLUeHN 0 BO3MOXXHOCTM BKJIIOYEHNS JIEKAPCTBEHHOIO NpenapaTa B NepeyeHb KU3HEHHO HEOBXO0AMMBIX U
Ba)XHEMNLLMX NEKAPCTBEHHbIX NPenapaToB, HOPMaTWUBHbIE NPABOBbLIE aKThbl Y MHbIE AOKYMEHTHI,
onpegensowmne NopsaoK OKazaHMA MeLULNHCKON NOMOLLM WIWN UCKIIIOYEHNA ero U3 yKa3aHHbIX MepeyHs,
aKTOB M OOKYMEHTOB; ([LononHeHne NyHKToOM - ®efepabHblil 3aKOoH 0T 22.12.2014 Ne 429-03)

6) BblAavya pa3peLleHnin Ha NpoBedeHne KINHUYECKUX NCCNe0BaHUA IeKapCTBEHHbIX NpenapaTos,
BeAEeHNe peecTpa BblAaHHbIX pa3peLleHnin Ha NpoBefeHNe KJIMHNYECKUX NCCNeoBaHni IeKapCTBEHHbIX
npenapaTos;

7) rocypapcTBeHHas perncTpauns nekapcTBEHHbIX NpenapaTos, BeAeHe rocy4japCTBEHHOIO peecTpa
NEKapPCTBEHHbIX CPEACTB;

7%) pernuctpaums, NOATBEPXKAEHNE perncTpaunn (nepeperncTpauns), BHeCEHNE U3MEHEHUN B
perncTpaLmoHHOe f0Cke, a TakXe MPoBeAeHMNE NPoLeayp, CBA3aHHbLIX C perncTpaumei, B COOTBETCTBUN C
yTBEepXXAeHHbIMU EBPa3niCKON 3KOHOMUYECKOW KOMUCCHEN NpaBuaaMm perncTpalmm n skcnepTussl
JIEKAPCTBEHHbIX CPEACTB 418 MEAULMHCKOrO MPUMEHEHNSA 1 MpaBUaMn perynmpoaHms obpaleHns
BETEPUHAPHbIX IEKAPCTBEHHbIX CPEACTB HAa TaMOXXEHHON TeppuTopun EBPa3nMnCKoro 3KOHOMNYECKOro
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cot03a; ([lonosiHeHMe NyHKTOM - PegepanbHbiil 3akKoH 0T 30.01.2024 Ne 1-93)

7?) npencTaBaeHne MHOPMaLMM O perncTpaLnm, NOATBEPXKAEHNN perncTpaumumn (nepeperncrtpawmm),
BHECEHWW N3MEHEHWI B PErmcTpaLnoHHoe A0Cke, a TakxXe 0 npouenypax, CBA3aHHbIX C perncTpaumen, B
EBpa3nnCcKyto SKOHOMUYECKYD KOMUCCUIO C UCMOJIb30BAHNEM UHTErpMpoBaHHON MHGOPMaLMOHHON
cucTeMbl EBpa3smMnckoro 3KOHOMUYECKOro CO03a B COOTBETCTBUM C YTBEPXKAEHHbIMU EBpasnnckon
3KOHOMUYECKON KOMUCCHen NopsaKkomM (hopMUPOBaHNA N BEAEHUS eAMHOM0 peecTpa 3aperncTpupoBaHHbIX
NEeKapCTBEHHbIX CpeacTB EBPa3nnCKoro aKOHOMMYECKOro Co3a 1 NpaBuiaMu perynmposaHus obpalleHms
BETEPUMHAPHbIX JIEKAPCTBEHHbLIX CPEACTB Ha TaMOXXEHHOW TeppuTopunn EBpasnMnckoro 3KOHOMMYeCKoro
€0103a; ([lonosiHeHMe NyHKTOM - PefepanbHbii 3akKoH 0T 30.01.2024 Ne 1-93)

73) yTBEpXAeHWe nopsKa NPUoCTaHOBAEHNUA AENCTBUS PerncTpaLMoHHOro ya0CTOBEPEHN S
JIeKapCTBEHHOro npenapaTa Wiy orpaHnyeHnsa NpYuMeHeHns nekapcTBEHHOr0 npenapaTa ans
MeLMNLMHCKOr0 NPUMEHEHUS B CAlydYasnXx, MpeayCMOTPEHHbIX YTBEPXKAEHHbIMU EBPa3UNCKON SKOHOMUYECKON
KOMUCCUEN NpaBuiaMmn perncTpaunm n 3KCNepTn3bl 1EKAaPCTBEHHbIX CPEACTB A1 MeQULMHCKOro
NPYMEHEHUS, N BO30OHOBNEHUS AENCTBMSA PErMCTPALMOHHOIO YA0CTOBEPEHMS NEKAPCTBEHHOMO NpenapaTa
WA CHATWA OrpaHNYeHNs NPUMEHEHNS IeKapCTBEHHOIO NpenapaTa 419 MeANUNHCKOrO MPUMEHeHMS;
(OdononHeHne NyHKTOM - PefepasnbHbii 3aKoH 0T 30.01.2024 Ne 1-03)

8) opraHusauus u (unn) NposefeHne NHCNeKTUPoBaHMs CybbekToB obpalleHns NekapCTBEHHbIX CPeACTB
Ha COOTBETCTBUE YyTBEPXKAEHHbIM EBPa3nMinCKON 3KOHOMNYECKO KOMUCCMEN MPaBnIaM Haanexallen
nabopaTopHOW MpakKTUKK, NPaBuAaM Hadnexallen KIMHNYECKON NPakTUKK, NpaBuiaM Hagnexallen
ANCTPUBLIOTOPCKOW MPaKTUKKW, NPaBuaaM Haanexalen NpakTUKMN dapMakoHaa3opa, a Takxe
YTBEPXXAEHHbLIM YNOJIHOMOYEHHbLIMW hefiepasibHbIMN OpraHaMu UCNOHUTENLHON BAACTW NpaBuiaM
HaZfiexallen anTe4yHon NpakTUKK, NpaBmniaM XpaHeHWs IeKapCTBEHHbIX CPeaCTB;

8!) opraHusaumsa n (W) npoeefeHne papMaLeBTUHECKNX MHCAEKLUMIA NPOM3BOACTBA NEKAPCTBEHHbIX
CPeLCTB ANs BETEPMHAPHOMO NPUMEHEHNS Ha COOTBETCTBUE TpeboBaHMAM NpaBu Hagnexallemn
NPOM3BOLACTBEHHOW NPaKTUKKN EBPa3ninCKOro 3KOHOMUYECKOro COK3a, BblAada, MpUoCTaHOBEHNE,
B0306HOBNEHME NN NPEKpaLLeHne AeNCTBUS CEPTUPUKATOB (3aKI0YEHNIA) COOTBETCTBUA NPOU3BOACTBA
JIeKapCTBEHHbIX CPEACTB A1 BEeTEPUHAPHOro NpuMeHeHna TpeboBaHUAM NpaBua Hagaexallewn
NPOU3BOACTBEHHOWN NPaKTMKM EBPa3nMnCKOro 3KOHOMUYECKOr0 COt03a, BHECEHNE U3MEHEHMNIN B TaKMne
cepTudukaThl (3aKnodeHns); (JononHeHne NyHKTOM - DefepasibHbl 3aKOH 0T 22.12.2014 Ne 429-03)
8!-1) opraHu3aumsa u (nnmn) npoeegeHne apMaLeBTUYECKNX MHCAEKLNA NPON3BOACTBA JIEKAPCTBEHHbIX
CPeLCTB AN MEANLMHCKOro NPUMEHEHMS Ha COOTBETCTBME TpeboBaHUAM NpaBua Haanexalluen
NPOM3BOLACTBEHHOW NPaAKTUKKN EBPa3NinCKOro 3KOHOMUYECKOro COK03a, BblAada, MPUOCTaHOBEHNE,
B030OHOBNEHME NN NPEKpaLLeHNEe AENCTBUS CEPTUPUKATOB COOTBETCTBMA MPON3BOACTBA JIEKAPCTBEHHbIX
CPeLCTB AN MeANLMHCKOro npuMeHeHns TpeboBaHNAM NpaBua Hagnexxallen Nnpon3BoLCTBEHHOM
NpakTuKy EBpa3mnckoro 3KOHOMMYECKOro Cot3a, BHeCEHNE U3MEHEHUIN B TaKune CepTUduKaThl;
(LononHeHne NyHKTOM - ®efepabHbii 3aKoH 0T 31.07.2025 Ne 304-93)

82) ycTaHOBEeHNE NOpAAKa BEAEHNS N BeAEHNE FOCyAapCTBEHHOIO peecTpa CepTURNUNKATOB (3aKNH0YEHNIA)
COOTBETCTBUS NPON3BOACTBA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBu Hagnexallewn
NPOM3BOLACTBEHHOW NPAaKTUKKN EBPa3ninCKOro 3KOHOMUYECKOro coto3a; ([JonosiHeHne NyHKTOM -
®enepanbHbIN 3aK0H 0T 22.12.2014 Ne 429-93)

9) rocyaapCTBEHHaa perncrTpaumns npefenbHblX OTNYCKHbIX LeH NPOM3BOAUTENEN Ha SIeKapCTBEHHbIe
npenapaThl, BKJIOYEHHbIE B NMEPEYEHb XXN3HEHHO HEOOXOAMMBIX N BaXXHENLLNX TEKAPCTBEHHbIX
npenapaTos, U BeAeHWEe roCyLapCTBEHHOI0 peecTpa NpefesbHblX OTMYCKHbIX LieH NpoM3BoanTenen Ha
JIEKapPCTBEHHbIE MpenapaThl, BKIOYEHHbIE B MEPeYEHb KN3HEHHO HEOOXOAUMBIX N BaXKHEMLLNX
NeKapPCTBEHHbIX MpenapaTos;

9) cornacoBaHWe NPOEKTOB peLleHnn UCNONHUTESNbHBLIX OpraHoB cybbekToB Poccuinckon depepaumm o6
YCTAHOBAEHUUN U (M) N3MEHEHUN NPefesibHbIX Pa3MEPOB ONTOBLIX HaAbaBOK U NpeaesibHbIX Ppa3MepoB
PO3HMYHBLIX HafbaBOK K (DaKTUYECKUM OTMNYCKHbLIM LleHaM, yCTaHOBIEHHbLIM MPOU3BOAMTENAMN
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JIeKapCTBEHHbIX MpenapaToB, Ha JIeKapCTBEHHbIE NpenapaThl, BKJIOYEHHbIe B MepevyeHb XXU3HEHHO
HeobX04MMbIX N BaXXHENLLNX IEKAPCTBEHHbIX NpenapaTos; (LonosHeHne NyHKTOM - efepanbHblil 3aK0H
o7 13.07.2015 Ne 241-03)

10) BblAaya, yCTaHOB/IEHME NOpPAAKa BblAa4vn paspelleHuns Ha BBO3 KOHKPETHOM NapTuUmn N1eKapCTBEHHOo
cpencTBa B Poccuinckyio depepaunio;

10') Bblgaya, yCTaHOBIEHME MOPSAKa BblAa4m 1 hOPMbl JOKYMEHTA, KOTOPLIA MOATBEPXKAAET, 4YTO
NPOM3BOLCTBO JIEKaPCTBEHHOr 0 npenapaTta 415 MeAULUHCKOro NPpUMeHeHNs OCYLLeCTBEHO B
COOTBETCTBUM C TpeboBaHMAMYN NPaBU HaAeXallel NPOM3BOACTBEHHON NPAKTUKA UM 4TO
NEKapPCTBEHHbIN NpenapaT 415 BETEPMHAPHOr0 MPUMEHEHNS AonyLLeH K obpalleHunto B POCCMINCKOW
depfepauunm, U NOANEXNT NpeacTaBieHUo No TpeboBaHMO YNOSHOMOYEHHOIr0 OpraHa CTpaHbl, B KOTOPYIO
BBO3MTCA IeKAPCTBEHHbIN NpenapaT; (JononHeHne NyHKTOM - ®efiepanbHblii 3aK0H 0T 22.12.2014 Ne 429-
®3)

102?) Bblgaya, yCTaHOBJIEHNE NMOpAAKa BblAaun 1 POpMbl JOKYMEHTA, COAEPKALLEro CBEAEHNSA O CTaANsX
TEXHOJIOrM4ecKoro rnpowuecca Npon3BoACTBa 1IeKapCTBEHHOr0 CpeAcTBa A1 MeAULUHCKOro NpuMeHeHus,
OCYLLLeCTB/IAEMbIX Ha TeppuTOopUn EBpPasmMinckoro IKOHOMMYECKOro Cot3a; ([JonoaHeHne NYHKTOM -
denepanbHbIN 3aKoH 0T 22.12.2014 Ne 429-33)

11) co3pgaHme COBETOB MO BOMPOCaM, CBA3aHHbIM C obpaLleHneM NeKapCTBEHHbIX CPEeACTB;

12) aTTecTauns n ceptTudmrkayms cneynasncTos;

13) (MyHKT yTpaTun cuny - degepanbHel 3aKoH 0T 02.07.2013 Ne 185-03)

14) ocyuwiecTBneHue papMakoHaa3opa;

15) y4acTne B MexxayHapogHOM COTPYAHNYECTBE;

16) nony4yeHne No 3anpocam yrnoJHOMOYEHHOr 0 heilepanbHOro opraHa UCNOJIHUTENIbHON BNaCcTh OT
NCMONHNTENbHbIX OPraHoB CybbekToB Poccminckon depepaunn, a Takxe 0T CybbekToB obpalleHuns
JIeKapCTBEHHbIX CPEACTB A5 MeQULMHCKOro NpuMeHeHns nHopMaL M no BoNpocaM yCTaHOBIEHNA 1
NPYMEHEHNS LIeH Ha SlIeKapCTBEeHHbIe NpenapaTbl 1 HagbaBoOK K HUM;

17) npyMeHeHne Mep 0TBETCTBEHHOCTY 3a HapyLleHue 3aKoHodaTesibcTBa Poccmnckon ®enepaunu;

18) yTBep)XAeHMe NpaBua Hagaexxallen anTe4YHoN NPaKTUKN, MPaBWJ XPaHEHNS NEKAPCTBEHHbIX CPeACTB;
(dononHeHne NyHKTOM - PefepasibHbli 3aKOH 0T 22.12.2014 Ne 429-03)

19) ycTaHoBneHMe nopsaaka opMUpoBaHUA PErnCTPaLMOHHOrO AOCbe Ha NEeKapCTBEHHbIN NpenapaT A4
BETEPMHAPHOr0 NPUMeEHEHNs 1 TpeboBaHN K LOKyMeHTaM B ero coctaBe; ([onosHeHNe NyHKTOM -
depnepanbHbI 3aK0H 0T 22.12.2014 Ne 429-03)

20) (OononHeHne NyHKTOM - PegepanbHbI 3aK0oH 0T 22.12.2014 Ne 429-®3) (YTpaTun cuny - degepanibHbiii
3akoH oT 30.01.2024 Ne 1-93)

21) (QononHeHne NyHKTOM - ®efiepasibHblil 3aKOH OT 22.12.2014 Ne 429-03) (YTpaTun cuny - defepanbHbii
3aKOH 0T 30.01.2024 N 1-03)

22) (ononHeHne NyHKTOM - ®efepasibHbI 3aKOH 0T 22.12.2014 Ne 429-03) (YTpaTun cuny - defepanbHbin
3aKOH 0T 27.12.2019 Ne 475-03)

23) yTBepxaeHue TpeboBaHMN K MHCTPYKLIAW NO BETEPUHAPHOMY NPUMEHEHMNIO IEKAPCTBEHHbIX
npenapaTos; ([lonosHeHne NyHKTOM - PefepabHbii 3aKOH 0T 22.12.2014 Ne 429-03)

24) NpuHATUE peLLeHUR, SBASIOLLNXCA OCHOBAHUAMUN A1 BKJIOYEHNA JOMEHHbIX UMeH 1 (1K) yKasaTenewn
CTpaHWL, CaTOB B MH(POPMALIMOHHO-TENEKOMMYHUKALMOHHOW ceTun "VIHTepHeT", a TakXe CeTeBbiX aApecoB
B €AMNHYI0 aBTOMaTU3NPOBAHHYI0 MHDOPMALIMOHHYIO cncTemy "EQMHBLIN peecTp AOMEHHbIX MEH,
yKa3aTesiell CTpaHuL, CaiToB B MUHDOPMALMOHHO-TENEKOMMYHUKALNOHHON ceTun "IHTepHeT" 1 ceTeBbIX
aApecos, MO3BONALWNX NAEHTUPNLMPOBATL CalTbl B UHDOPMALMOHHO-TENEKOMMYHUKALNOHHON CeTH
"MHTepHeT", copgepxalime nHgopmaumio, pacnpocTpaHeHne KoTopon B Poccuinckon ®epepaumm
3anpeLleHo", B OTHOLEHUM MHopMaLLMK, CoaepiKalllen NpeanoXxeHne o pO3HUYHON TOproee
NIEKapPCTBEHHbIMU NpenapaTaMu, B TOM YnUce AUCTAaHLMOHHBIM CNOCOBOM, PO3HUYHAs TOProBas KOTOPbIMU
OrpaHM4yeHa WK 3anpeLLeHa B COOTBETCTBMU C HacToAWMM PefiepanbHbIM 3aKOHOM, U (MAK) MHGopMaLuu,

)
)
)
)
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cofepxxallein npensoxeHne 0 PO3HUYHOM TOProBie IeKapCTBEHHbLIMU NpenapaTaMu, B TOM Yyucne
AVNCTaHUMOHHBIM CNOCO60M, NMMLaMU, HE UMEIOLLUMI JINLLEH3MM U Pa3peLLeHNs Ha OCYLLEeCTBAEHNE TaKon
LesATeNbHOCTH, eC/IN NOJyYeHMe JIMLLEH3MW U pa3peLleHns npeayCMoTPEeHO 3aKOHOAaTeIbCTBOM 06
obpalleHnn NekapCTBEHHbIX CPeAcTB; ([ononHeHne NyHKTOM - PefepanbHbli 3aKoH 0T 22.12.2014 Ne 429-
®3)

25) Bblay4a pa3peLueHnin Ha BBOA B rpaXKAaHCKMN 060pOT MMMYHOBNONOrNYECKUX JIeKapCTBEHHbIX
npenapaTtos; (JonosHeHne NyHKTOM - ®efiepasibHblil 3aKoH 0T 28.11.2018 Ne 449-D03)

26) perynupoBaHue BONPOCOB, CBA3@HHbIX C B3aMO3aMeHAEMOCTbI0 JIeKapCTBEHHbIX NMpenapaTos A5
MeONLUUHCKOro npuMeHeHns; (JononHeHne NyHKTOM - ®efepanbHblil 3aKoH 0T 19.10.2023 Ne 503-03)
27) yTBepXAeHue nopsfka aTTecTauny apMaLeBTUYeCKMX NMHCMEKTOPOB. ([onosHEeHNE NYHKTOM -
®epepanbHbIn 3akoH 0T 31.07.2025 Ne 304-93)

CtaTbs 5. MNepenaya oCyLweCcTBAEHNA MOJHOMOYUIA DefiepasibHbIX OPraHOB UCMOMHWUTENLHON BAACTY MpU
obpalleHnmn nekapCTBEHHbIX CPeACTB UCMONHUTENbHBIM opraHamM cybbekToB Poccuiickon degepaunn

MonHoMou4Ns thefepanbHbiX OPraHOB MCMOJIHUTENBbHON BAACTW NP 0bpaLLeHnn NeKaPCTBEHHbIX CPEACTB,
npegycMoTpeHHble HacToawum ®efepasbHbIM 3aKOHOM, MOMYT NepefaBaThCs A5 OCYLWeCTBEHUS
NCNOSIHUTEIbHBIM OpraHaM cybbekToB Poccuinckon depepaunm NocTaHoBAEHUAMM [paBUTENbLCTBA
Poccuinckon ®epepaummn B nopsiake, yctaHoBaeHHOM PefepanbHbiM 3akoHOM OT 21 nekabps 2021 roga Ne
414-®3 "06 0bwux NpuHUMnax opraHusaunm nybanyHom Bnactu B cybbekTax Poccuinckon depepaunn'.
(ODononHeHune cTaTben - PegepanbHbii 3aKoH 0T 13.07.2015 Ne 233-03)

CtaTtbs 6. [NOAHOMOYMSA NCMOJIHUTENbHBLIX OPraHoB cybbekTa Poccuinckon ®enepauun npu obpalleHnn
JIeKapCTBEHHbIX CPeACTB

(HammeHoBaHue B pepakuunmn ®epepanbHoro 3akoHa o1 08.08.2024 Ne 232-03)

K MOSHOMOYMAM NCNOSIHUTENbHBLIX OpraHoB cybbekTa Poccuinckon ®enepauumn npu obpalieHnn
JIEKAPCTBEHHbIX CPEACTB OTHOCATCS:

1) pa3paboTka 1 peanmsauuns pernoHaabHbIX NporpamMm obecnevyeHnss HaceneHns nekapCcTBEHHbIMU
npenapatamu;

2) YCTaHOBJIeHNE NpenesibHblX pa3MepoB ONTOBbIX HaﬂﬁaBOK N npenesbHbIX Pa3MepoB PO3HUYHbIX
HanbaBoOK K (DAKTUHYECKUM OTMYCKHbIM LleHaM, YCTaHOBIEHHbIM MPON3BOAUTENAMMN NEKAPCTBEHHbIX
npenapaToB, Ha IeKapCTBEHHbIE NPenapaThl, BKIOYEHHbIE B MepeYeHb XXN3HEHHO HEOOXO0ANMBIX 1
BaXXHEWLLMNX JIeKapCTBEHHbIX NPenapaTos;

3) OCyLLEeCTBJIEHNE PErMOHAJIbHOIO FOCYAaPCTBEHHOI0 KOHTPOIS 3@ NMPUMEHEHUEM LIEH Ha JIEKAapPCTBEHHbIE
npenapaTbl, BKJIlOYEHHbIE B MepPeYeHb XN3HEHHO HEOBXOANMBIX N Ba)KHEMLLINX JIEKAPCTBEHHbIX
npenapaToB, OPraHn3aLusiMn ONTOBOWM TOPrOB/IN JIEKAPCTBEHHLIMW CPEACTBAMM, aNTEYHbIMU
opraHmsaumamMmn, NHonBUAyalbHbIMW NpeanpuHnMaTenamn, nMerLwnMmn TnMUueH3nto Ha anpMaueBqueCKyro
AeATeNbHOCTb, MEANLMHCKUMI OpraHn3aumaMn, UMELWMMIN TNLEH3MNI0 Ha dhapMaLeBTUYECKYIO
AEATENbHOCTb, 1 X 060C061EHHBIMU NOAPA3AENEHNAMM, PACTOIOKEHHBIMU B CENbCKNX HAaCENEHHbIX
NMyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHun3aumm,

4) npuHATWE pelleHns 06 CNoNIb30BaHWUW Ha TeppuTopumn cybbekTa Poccuinckon ®enepauunmn Hapaay C
peLenTaMmn Ha IeKapCTBEHHbIE NpenapaTbl, 0DOPMIEHHLIMU Ha ByMaXKHOM HOCKTeNe, PELLENTOB Ha
JleKapCTBEHHbIE npenapaThbl, CPOPMMPOBAHHLIX B (hOpMe 31EKTPOHHbLIX AOKYMEHTOB. ([lonosHeHne
NYHKTOM - ®efepasbHblil 3aKoH 0T 29.07.2017 Ne 242-03)

[naBa 3. FocynapcTBeHHaa hapMakones

CtaTtbsa 7. Pa3paboTka 1 n3gaHue rocyqapCTBEHHOW hapMakonen, pa3mMeLleHne gaHHbIX 0 HEel

1. Nop rocynapcTBEHHON hapMakoneen NoHMMaeTcs cBoA 06LMX dapMaKonenHblX CTaTen 1
thapMaKonenHbIx CTaTen.
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2. Pa3zpaboTka 0bwux hapmMakonenHbix cTaTen u hapMakonenHbix CTaTel, B TOM Yncie hapMakonenHbix
CTaTel Ha hapMakonenHble CTaHAAPTHbIE 06pa3ubl, U BKAOYEHME X B FOCYLAPCTBEHHYIO (hapMaKoneto
OCYLLLeCTBAAOTCA B NOPALKE, YCTAHOBJIEHHOM YMOJIHOMOYEHHbIM (hefepasibHbIM OpraHoM UCMOAHUTENbHON
BJIACTMW.

3. Pa3paboTka chapMakonenHomn CTaTbl Ha pedhepeHTHbLIN NEKAPCTBEHHbLIN NpenapaT U BKOYEHNE ee B
roCyfapCTBEHHYIO (bapMaKonet B TeYeHne Cpoka AeNCTBUS 3alMThbl UCKIYNTEIbHOro NpaBsa,
yOOCTOBEPEHHOr0 MaTEHTOM Ha pedepeHTHLIN NeKapCTBEHHbIN NpenapaT, OCYLWeCcTBAAITCS C coracus
ero pa3paboTtyumka.

4. FocypapCTBeHHas hapMakones nsgaeTcs ynoaHOMOYEHHbIM (hefepabHbIM OPraHOM UCMONHUTENLHOW
BNACTW 3a CYET CpelcTB hefepasbHOro BloaXKeTa 1 NOANEXUT NepensiaHusaM He pexxe 4em OfMH pa3 B
NATb NeT, B Nepuos Mexay KOTOPbIMU U3[A0TCA MPUIOXKEHNS K FOCYyAapCTBEHHON hapMakonee,
cofepxalme obne hapMmakoneHble CTaTbl 1 (UK) hapMakonenHble CTaTby, YTBEPXKAEHHbIE NOC/e
N3LaHns AN NepensgaHns rocyfapcTBeHHON hapMakoneu.

5. YnonHoMo4eHHbI hefepasibHbIi OpraH NCNOMHUTENBHON BAACTY pa3MeLLaeT faHHble 0
roCyfapCTBEHHOW hapMaKonee n MPUIOXKEHNSX K HEN Ha CBOEM OuLMaibHOM canTe B ceTn "IHTepHeT" B
YCTaHOB/IEHHOM UM MOPSAKE.

naBa 4. JInueH3npoBaHNe NPON3BOACTBA JIEKAPCTBEHHbLIX CPEACTB 1 (DapMaLEeBTUYECKON AEATENBHOCTH,
roCyAapCTBEHHbIN KOHTPOJIb (Haa3op) B chepe obpalleHns NeKapCTBEHHbIX CPEACTB
(HaumeHoBaHue B pegakumm ®PeaepasibHoro 3akoHa ot 11.06.2021 Ne 170-03)

CtaTtba 8. JInueH3npoBaHme NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB M (DapMaLeBTUYECKON AeATeNbHOCTY

1. JlnueH3sunpoBaHme NpoM3BOLACTBA JIeKAPCTBEHHbIX CPEACTB U (hapMaLeBTUYeCKON AeATeNbHOCTY
OCYLLECTBIAETCA B COOTBETCTBUM C 3aKOHOAaTeNLCTBOM Poccuinckon depepauuu.

2. Obs3aTeNbHbIM YCI0BMEM NPefoCTaBAeHNS ANLLEH3MM Ha NPOM3BOACTBO IEKapPCTBEHHbIX CPeAcTB
ABNAETCS YKa3aHNe CBEEHUN 0 IeKapCTBEHHLIX hopMax 1 (namn) Buaax apMaLeBTUYeckux cybcTaHumm,
KOTOpbIEe NPON3BOAUTENb JIEKAPCTBEHHbLIX CPELCTB HaMepeH NPoON3BOAMUTL, B 3aABJIEHUW, HAaNpPaBeHHOM
nocpencTeom eaepasbHON rocyaapcTBEHHON NHDOPMALIMOHHON CUCTEMbI "EANHLIN nopTan
rOCyLapCTBEHHbIX U MyHULIMNANbHbLIX YCAYT (PyHKUNUA)" (Banee - eQuHbIA nopTan).

3. B cniyqae HeobxoaMMOCTY paclUMpPeHns NPON3BOACTBa JIEKAPCTBEHHbIX CPEACTB 3@ CYET HOBbIX
NEKapCTBEHHbIX POPM 1 BUAOB (hapMaLeBTUYECKMX CyBCTaHLMA NPOM3BOAUTENL IEKAPCTBEHHbIX CPEACTB
LAO/KEH NofJaTh B JIMLEH3UPYIOWNIA OpPraH 3as8BieHNe O BHECEHUN U3MEHEHUI B peecTp JIMLLEH3UIN Ha
NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB.

4. JInLeH3na Ha NPOM3BOACTBO JIeKapCTBEHHbIX CPeACTB (hapMaLeBTnyeckon cybcTaHumm cnmpTa
3TWNOBOro (3TaHOMa) BIAAETCA MPU YCNOBUM HANYNA Y OpraHM3aLnm Ha npaBe COBCTBEHHOCTH,
X035MCTBEHHOr0 BEAEHUS UM ONEPATUBHOIO yNpaBaeHUs OCHOBHOIO TeXHONornyeckoro obopyaoBsaHms
A5 MPON3BOACTBa 3TWJIOBOr0 CMPTa, 3apErMcCTPUPOBAHHOI0 B COOTBETCTBUN CO CTaTben 141!
depfiepanbHOro 3akoHa 0T 22 Hosbpsa 1995 roga Ne 171-03 "O rocyaapCTBEHHOM peryampoBaHum
nNpou3BoLCTBa 1 06opoTa 3TUIOBOrO CAMPTA, aJKOr0/IbHON U CAMPTOCOLAEpKaLlen NPoayKLmMM 1 06
orpaHu4eHun notTpebneHns (pacnuTnsa) ankorosbHon npoaykuumn". (JononHeHne YacTbio - PefepabHbIi
3aKOH 0T 27.12.2019 Ne 481-®3)

CtaTtba 8. OcobeHHOCTM NUUEH3NPOBaHNA NPOM3BOACTBA IEKAaPCTBEHHbLIX CPeACTB (hapMaLeBTUYECKON
cybcTaHumMm cnupTa 3TUI0BOro (3TaHoNa)

1. [lencTBUE NMLEH3UN Ha MPON3BOACTBO JIEKAPCTBEHHbIX CPeAcTB (PapMaLeBTUYeCKON cybcTaHUum
CrnpTa 3TWUJIOBOr0 (3TaHoa) NPMOCTaHaBANBAETCSA B YacTW NpaBa Ha NPOM3BOACTBO DapMaLLeBTUYECKON
cybCcTaHuMM cnmMpTa 3TWIOBOro (3TaHOa) JIMLIEH3MPYIOLWMM OPraHoOM B C/lyYasX, ONpenesieHHbIX CTaTben
20 ®epepancHOro 3akoHa ot 4 mas 2011 roga Ne 99-@3 "O nnueH3MpoBaHUM OTAE/bHbBIX BULOB
LeATeNIbHOCTK", @ TakXKe Ha CPOK MPUOCTAHOBIEHNA AENCTBUSA NNLEH3MW Ha MPOM3BOLCTBO 3TUI0BOrO
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cnupTa Ansd Nnpon3BoACcTBa hapMaueBTUYECKon cybCcTaHUMmM CnnpTa 3TWI0BOro (3TaHoNa), BblAaHHOM B
cooTBeTCTBUM C PefepaibHbIM 3aKOHOM OT 22 Hoabpsa 1995 roga Ne 171-03 "O rocyaapCTBEHHOM
perynMpoBaHUM Npon3BoACTBa 1 060p0Ta 3TUNOBOIO CNUPTA, alKOroJbHOW 1 CIMPTOCOAEPKALLEN
npoaykuum n 06 orpaHnyeHnn notpebneHuns (pacnnTUsA) aNKoroabHON NPoayKUnn".

2. [encTBre MNLEH3MM Ha NPOM3BOLACTBO JIEKaPCTBEHHbIX CPeACTB ((hapMaLeBTMyeckon cybcTaHumm
CNUpTa 3TUAO0BOro (3TaHO/a) B YaCTW NMpaBa Ha MPOM3BOACTBO hapMaLeBTNYECKON cybCcTaHUMmM cnmpTa
3TWSI0BOrO (3TaHOJa) NpeKpallaeTCsa ANLEH3MPYIOLUM OpraHoM B C/lyYasx, onpeneneHHbIX cTaTben 20
®epepanbHoro 3akoHa oT 4 mas 2011 roga Ne 99-03 "O nuueH3npoBaHUN OTOENbHbIX BUAOB
AeATeNbHOCTU", @ TaKXe C AaTbl MPeKpaLLeHNs NI aHHYIMPOBaHNA AeNCTBUS MNLEH3UN Ha NPOMN3BOACTBO
3TWJI0BOrO CMpTa A4J19 NPOM3BOACTBA (hapMaLleBTM4eckon cybcTaHumMm cnmpTa 3TUA0BOro (3TaHona),
BblAHHOWN B COOTBETCTBUMN C PefepanbHbIM 3aKOHOM OT 22 Hosbpsa 1995 roga Ne 171-03 "0
rocyfapCTBEHHOM pPeryampoBaHuy NponssoacTea n 06opoTa 3TUAOBOro CANPTa, ajKOroJibHOM 1
cnmpTocodep Xallen npoaykLumm n 06 orpaHmyeHmnmn noTpebneHns (pacnmuTra) ankorosibHoOM NpoaykKumm',
(ODononHeHune cTaTben - PegepalbHbi 3aKOH 0T 27.12.2019 Ne 481-03)

CtaTbs 82. OCOBEHHOCTU NIMLEH3NPOBAHNSA (hapMaLIeBTUYECKON NeATEeIbHOCTU B YaCTU OCYLLIECTBIAEHNS
OMTOBOV TOPrOBJ/IN IEKAPCTBEHHbIMW CPELCTBAMM

1. leicTBUE NULLEH3UN Ha (hapMaLEBTMYECKYIO AeATENbHOCTb B YacTU OCYLLECTBEHNS ONTOBON TOProBAx
NeKapCTBEHHbIMU CPeACcTBaMN A9 MEAULMHCKOrO NPYMEHEeHUs NpeKpaLLlaeTcs AULEH3NPYIOLLUM OpraHoM
B C/ly4asXx, onpefesieHHbix ctatben 20 PegepanbHoro 3akoHa ot 4 mas 2011 roga Ne 99-03 "0
NNLEH3MPOBAHUN OTLE/bHbBIX BUAOB AeATENbHOCTH", @ TakXe MO0 PeLLeHnIO NLLEH3NPYIOLLEro opraHa,
NPUHATOMY B COOTBETCTBMUN C HAaCTOSALLEN YaCTbio. B ciyyae BbIBAIEHUS NPY OCYLLLECTBIEHNN
thefepanbHOro rocyLapCTBEHHOr0 KOHTPOSA (Hafa30pa) B Chepe obpalleHns neKapCTBEHHbIX CPeLCTB
HapyLUeHNs opraHu3aLnen oNTOBON TOProB/IM NEeKApPCTBEHHbIMK cpeacTBamm TpebosaHmi yacten 1 - 3
cTaTbk 53 HacTosAWwero ®efepanbHOro 3aKoHa AeWCTBME NNLEH3UM Ha (hapMaLEeBTUYECKYI0 AeATeNIbHOCTb
B 4aCTW OCYLLEeCTB/IEHMS ONTOBON TOProBAW IEKAPCTBEHHbLIMU CPeACTBaMU 15 MeAULMHCKOrO
NMPUMEHeHUs NPUOCTaHaBINBAETCA B Te4eHre ecaTn paboynx OHeN Co OHS BbISBNEHUS YKa3aHHOM 0
HapyLeHus. lencTBmne NNLEH3UN Ha (hapMaLEeBTUYECKYI0 AeATEIbHOCTb B YaCcTy OCYLLECTBEHUS ONTOBOMN
TOProBAN JSIeKAPCTBEHHLIMW CPeACTBAMU AN MEAULUHCKOro NPUMEHEHNS MPUOCTaHaBANBAETCS Ha CPOK,
KOTOpPbLIN ONpefenseTcs MLEH3MPYIOLLMM OpraHoM (HO He MeHee YeM Ha OAUH MecsL), M0 UCTeYeHUn
KOTOPOro AeWCTBUE AaHHON NNLLEH3UW NOANEXUT NPeKpaLLeHNo Ha OCHOBAHUW peLleHuns
JIMLEH3MPYIOLLEro OpraHa, 3a UCKJIIYeHNeM Cily4yas, yKa3aHHOro B YacTU 2 HaCToALWen CTaTby.

2. [lencTBme NMLEH3MM Ha PapMaLLeBTUYECKYI0 AeATeNIbHOCTb B YaCTW OCYLLECTBIEHNS ONTOBOW TOPrOBAU
NleKapCTBEHHbIMU CpeACcTBaMM A1 MEAULIMHCKOrO NPUMEHeHUs, AeCTBUE KOTOPON NPUOCTaHOBNEHO B
COOTBETCTBUM C YacTblo 1 HaCTOALLEN CTaTbU, MOANEXNT BO30OHOBEHUIO B C/lyYae, eCn B NepuoL,
NPVOCTaHOB/IEHNS LENCTBUSA AaHHON ANLEH3MM B paMKax fgocyaebHoro obxxanosaHmsa pelieHme
KOHTPOMBLHOro (HaA30PHOr0) OpraHa B YaCTy BbISIBJIEHHOIO HapyLwweHus TpebosBaHmin YacTen 1 - 3 cTaTbn 53
HacToswero ®efepasbHOro 3aKOHa OTMEHeEHO. B yKa3zaHHOM cilyvae feicTBMe MLEH3MM Ha
(hapMaLeBTNYeCKyo AeATeNbHOCTb B YaCTW OCYLLECTBEHMNS ONTOBOW TOProBAN JIeKapCTBEHHbLIMM
CpeLCTBaMM AN MeAULMHCKOro NpuMeHeHns BO306HOBASETCS He nNo3aHee oaHoro paboyero AHA CO OHS
OTMEHbI PeLLEeHNs KOHTPOJIbHOr 0 (HaA30pPHOI0) OpraHa.

(ODononHeHune cTaTben - PegepanbHbii 3aKoH 0T 04.08.2023 Ne 428-03)

CtaTbs 9. FOCYnapCTBEHHbLIN KOHTPOJL (Haa30p) B cepe obpalleHns NekapCTBEHHbIX CPeaCTB

1. FocypapCcTBEHHbIM KOHTPOJIb (Hag3op) B chepe obpalleHmnsa nekapCcTBeHHbIX CPeACTB OCYLLEeCTBAAETCA
nocpeacTBoM hefepalibHoro rocylapCTBEHHOro KOHTPOA (Haa3opa) B chepe obpalleHns nekapCTBEHHbIX
CPeLCTB U hefepasbHOro rocyapCTBEHHOMO IMLLEH3NOHHOMO KOHTPOJIA AeATe/IbHOCTU N0 NPOM3BOACTBY
NeKapCTBEHHbIX CPEACTB, OCYLLEeCTBASEMbIX (hefepasibHbIMU OpraHaMu NCNOHUTEbHON BRacTy,
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YNOJIHOMOYEHHbIMY MpaBuTenscTBOM Poccuiickon ®eaepaumn.

2. MpegmeToM henepanbHOro rocyaapCcTBEHHOIO KOHTPONS (Hag3opa) B chepe obpalleHns
JIEKapPCTBEHHbIX CPEACTB ABMAOTCS:

1) cobnoaeHune obs3aTenbHbIX TpeboBaHW B chepe obpalleHNs eKapCTBEHHbIX CPEACTB, B TOM YUCIIE:

a) TpeboBaHM K OKANHUYECKNM NCCNIeA0BaHNAM JIEKaPCTBEHHbIX CPEACTB, KANHNUYECKM NCCIeA0BAHUAM
JIeKapCTBEHHbIX NPenapaToB, N3r0TOBJIEHNIO, XPaHEHMIO, MepeBo3Ke, BBO3Y B Poccuickyto ®epepaumio,
OTNYCKY, peann3auunn, nepeaade, Nnpoaake NeKapCTBEHHbIX CPeACTB, MPUMEHEHMNIO JIeKAPCTBEHHbIX
npenapaToB, YHUYTOXXEHWIO JIEKAPCTBEHHbIX CPeACTB, YCTAHOBJIEHUIO MPOU3BOANTENAMY JIEKAPCTBEHHbIX
npenapaToB LieH Ha JIEKAPCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOAUMBIX 1
BaXXKHEWLLMNX JIeKapCTBEHHbIX NPenapaTos;

6) TpeboBaHMIN K COOTBETCTBUIO NEKAPCTBEHHLIX CPEACTB, HAX0AAWMXCA B 0OpaLLeHNn, NOKa3aTenam
KayecTBa, 3deKTnBHOCTN 1 6e30MacHOCTM, YCTaHOBEHHbLIM B COOTBETCTBMM C HacTosAWwMUM PefepabHbiM
3aKOHOM;

B) TpeboBaHUn K cobnogeHunio cybbekTamm obpallleHns NeKapCTBEHHbIX CPeACTB, YKa3aHHbIX B YacTu 1
CTaTbk 67! HacToswWwero ®efepasbHOr0 3aKOHa, OFPaHNYEHMI, HaaraeMblx cCTaTbaMmn 67 n 672
HacToswero denepanbHOro 3aKoHa;

2) cobnogeHne MMLEH3NOHHbIX TPebOBaHN K OCYLLECTBIEHNIO (hapMaLLeBTUYECKON AeATENbHOCTH;

3) cobntoneHne TpeboBaHU K NpeaocTaBneHnto cybbekTammn obpalleHnst TeKapCTBEHHbIX CPeacTB
NHOPMaLUN O IEKAPCTBEHHbIX CPeACTBaxX U (UKN) NeKapCTBEHHbIX NpenapaTax, NpeayCcMOTPEHHON
ctaTbamm 91, 521, 522 n 64 HacToswero defepanbHOrO 3aK0Ha;

4) cobniogeHne NpeayCMOTPEHHbIX CTaTbeln 55 HacTosero ®enepanbHOro 3akoHa TpeboBaHUI K
NPOBEeEHMNIO SKCMEPUMEHTA MO OCYLLECTBIEHNIO PO3HNYHON TOProB/IN NEKAPCTBEHHbLIMM NpenapaTaMy Ans
MeONLNHCKOro NPUMEHeHNS, OTNYCKaeMbIMUK NO PeLenTy Ha NeKapCTBEHHbIN npenapaT, AUCTaHUNOHHbIM
cnocobom. ([JonosHeHne NyHKTOM - PefepanbHbiil 3aKoH 0T 20.10.2022 Ne 405-93)

2. B uenax obecnevyeHuns rocy1apCTBEHHOro KOHTPONA (Haa30pa) B chepe obpallleHns NekapCTBEHHbIX
CpencTB hefepasbHbln OpraH UCNOJIHATENbHON BIACTW, OCYLLECTBAOWMNA roCy4apCTBEHHYIO
perncTpaumio JeKapCTBEHHbIX MpenapaTos, NPeaoCcTaBAfET peaepasbHOMY OpraHy NCNOJHUTENLHON
BJIACTK, OCYLLECTBASAOLWEMY (YHKLUN MO KOHTPOJIIO 1 HaZl30py B Cchepe 3[paBOOXPAHEHNS, MO €ro 3anpocy
B paMKaXx MeXXBE4OMCTBEHHOI0 MH(POPMaLMOHHOr0 B3aUMOAENCTBUSA B NOpAAKe, yCTaHOBEHHOM
yKa3aHHbIMW hefepasibHbIMU OpraHaMm UCNOJHUTENbHOM BNacTu, Ceaylme CBefeHns 0 IeKapCTBEHHbIX
CcpencTBax, B TOM YMC/ie B Clyyae, eC Takue CBeAeHNS COCTaBAAT KOMMEPYECKYO TalHy:

1) cBepeHus o hapMaLeBTUYeCKON cybcTaHUuK:

a) HauMeHoBaHWe hapMaLleBTUYeCKon cybCcTaHUMK, ee CTPYKTypa, obLune CBONCTBA;

6) HaumeHoBaHMe N afpec NPoOM3BOANTENS;

B) CBOWCTBA U CTPYKTypa AENCTBYIOLINX BELLECTB;

) XapaKTepucTuka npmmecen;

A) cneundrkauma Ha hapMaLeBTMYeCKYo Cy6cTaHUMo U ee 060CHOBaHME;

€) aHaIMTNYeCKMNE METOANKM, UCNOSIb3yEMbIE MPY OCYLLECTBJIEHUN KOHTPOIS KayeCTBa (hapMaLLeBTMYECKOM
cybcTaHumy;

)K) pe3ynbTaTbl aHaN30B cepuin hapMaLeBTUYECKON CcybcTaHUuu;

3) NepeyeHb CTaHAapPTHbIX 06pa3LI0B K BELWECTB, NCMOJb3YEMbIX MPU OCYLLECTBAEHNN KOHTPOS
KayecTBa hapMaL,eBTUYECKON CybCTaHLMW;

1) ONUCaHNe XapaKTEPUCTMK N CBOWCTB YNMaKOBOYHbIX MaTEPUAJIOB U YKYMOPOUHbIX CPeACTB;

K) OaHHble 0 CTabunbHOCTM dapMaLEeBTUYECKON cybCcTaHUuK;

J1) CPOK FOAHOCTM;

2) cBeieHNs 0 IeKapCTBEHHOM NpenapaTte a8 MegULMHCKOro NpUMeHeHNs:

a) onMcaHne 1 cocTaB SIeKapCTBEHHOro npenapaTta 419 MeAULUHCKOro NMPpUMeHeHns;

6) onucaHne hapmaueBTnYeckon paspaboTkn (obocHoBaHMe Boibopa cocTaBa, NEPBUYHON YMAKOBKM);
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B) HaVMeHOBaHWe 1 agpec MecTa OCyLLeCTBAEHNS NPOM3BOACTBA NEKAPCTBEHHOr0 NpenapaTta ans
MeOMLNHCKOro NPUMEHEeHMNs (B ciyvae Han4ma HECKOJIbKMX YHaCTHUKOB npoLiecca nponsBoACcTBa
HeobXx0AMMO yKa3aTb HaUMEHOBaHMNE N afPec KaXKaoro 13 Hux);

r) MMKpobuonornyeckme xapakTepuCTUKK;

[) onNncaHme XapakKTepPUCTUK 1 CBOMCTB YNaKOBOYHbLIX MaTepmassoB 1 YKYMOPOYHbIX CPeACTB;

e) TpeboBaHMA K Ka4eCTBY BCMIOMOraTebHbIX BELLECTB;

XX) aHaNUTUYeCKne MeTOLMNKN, UCMONb3yeMble NMPU OCYLLLECTBIEHNMN KOHTPONS Ka4yeCTBa BCNOMOraTe IbHbIX
BELLECTB;

3) cBefeHns 06 MCnosib30BaHUM BCMOMOraTe IbHbIX BELLECTB YEJIOBEYECKOI0 U XXNUBOTHOMO NMPONCXOXAEHUS;
1) ceefeHna 06 MCNoAb30BaHMM HOBbIX BCIOMOraTe/IbHbIX BELLECTB;

K) TpeboBaHNS K Ka4eCTBY IEKApPCTBEHHOMO NpenapaTa A1 MeAULUHCKOr0 NPUMEHEHNS (CepTudmkar,
cneunduKaumsa Ha NeKapCTBEHHbIN npenapaT 1 ux 06ocHoBaHwMeE);

J1) aHaNUTU4eCcKne METOAMNKN, NCMONb3YeMble NPU OCYLLECTBAEHNN KOHTPOJIA KavyeCcTBa IeKapCTBEHHOM O
npenapaTta 4as MEeAULMHCKOro NPUMEHEHNS;

M) pe3ynbTaThbl aHa/IM30B CEPUIN IEKAPCTBEHHOMO NpenapaTa A8 MegnLUMHCKOr0o NPUMEHEHUS;

H) XapaKTepucTuKa NpuMecen;

0) nepeyeHb CTaHAAPTHbLIX 06pa3LL0B, NCMOb3YEMbIX MPY OCYLLECTBIEHNN KOHTPOIS KayeCTBa
JIeKapCTBEHHOro npenapaTa And MeauUNHCKOr0 NPUMEHEHUS;

n) AaHHble 0 CTabnbHOCTY IEKAaPCTBEHHOMO NpenapaTa A4 MeANUNHCKOr0 NPUMEHEHMS;

3) 0TYeTbl 0 AOKANHUYECKNX UCCef0BaHNAX;

4) 0TYeTbl 0 KIIMHUYECKNX NCCNEef0BaHNAX;

5) macTep-thann cnctembl hapMakoHag30pa;

6) nnaH ynpasneHns puckamu,

(JononHeHue YacTbto - PefepanbHbin 3akoH 0T 30.01.2024 Ne 1-03)

3. Mpw ocyuwecTBaeHMn peaepanbHOro rocyaapCTBEHHOr0 KOHTPOAS (Hag3opa) B cdhepe obpalleHns
JIeKapCTBEHHbIX CPEACTB NPOBOAATCS Clefyowme Buabl KOHTPObHbLIX (HaA30PHbLIX) MEPONPUATUN:

1) poKymMeHTapHas NpoBepKa;

2) Bble3Has NpoBepKa;

3) BbIBOPOYHbLIN KOHTPOJIb KaYecTBa;

4) KOHTPOJIbHAA 3aKymnKa;

5) NHCMEKUMNOHHbIA BU3NT;

6) HabnoneHne 3a cobnoaeHnem obsizaTenbHbIX TpeboBaHUI (MOHUTOPUHT 6e30nacHOCTK)
(cthapmakoHaasop).

4. OpraHusaumsa v ocyuiecTeieHme enepasbHOro rocyapcTBEHHONO KOHTPOAS (Hag3opa) B cdhepe
obpalleHnsa NeKapCTBEHHbIX CPeACTB peryampyoTcs ®enepanbHbiM 3aKkoHOM oT 31 uions 2020 roga Ne
248-03 "O rocyaapCcTBEHHOM KOHTpPOJE (HaA30pe) U MyHMLMMAaAbHOM KOHTpOJie B Poccuinckonm
depepauymn”,

5. BHennaHoBbIM BbIGOPOYHbLIA KOHTPOJIb Ka4eCTBa NPOBOANTCS B TOM YMCE Ha OCHOBaHWM NPOrpamMmsl
NpPOBEPOK.

6. MnaHoBbIN BbIBOPOYHLIN KOHTPO/Ib Ka4eCTBa HE MPOBOAUTCS.

7. Mo pe3ynbTaTaM helepasbHOr0 rocyaapCTBEHHOINO KOHTPOASA (Hag3opa) B chepe obpalleHns
JIeKapCTBEHHbIX CPEACTB Hapsady C pelweHnsmMmmn, npeaycMoTpeHHbiMn PefepasibHbiM 3aKOHOM 0T 31 ntons
2020 roga Ne 248-03 "O rocyfapcTBEHHOM KOHTPOJie (Hag3ope)  MyHMUMNaIbHOM KOHTPOJIe B
Poccninckon ®egepaunn”, begepaibHbIMU OpraHaMm UCNOJIHATENbHON BAACTK, YNOJIHOMOYEHHbIMM Ha
OCyLLeCcTB/IeHNe heaepasbHOro rocy1apCTBEHHOr0 KOHTPONA (Haa3opa) B chepe obpalueHuns
JIeKapCTBEHHbIX CPeLACTB, MPUHMMAIOTCS Clieflyloline peLleHuns:

1) 0 panbHenweM rpakaaHckom 0bopoTe cepmmn, NapTUN COOTBETCTBYIOLLEr0 IEKAPCTBEHHOMO CPEACTBa B
cnyyae NoATBEPXXAEHUSA MO pe3ysbTaTaM MPoBeAEeHHbIX NCMbITaHUA COOTBETCTBMSA KavyecTBa
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JIEKAPCTBEHHOr0 CPeACTBa YCTAaHOBNIEHHbIM TPeboOBaHNAM;

2) 06 n3bATUM 13 rpaxxaaHckoro 0bopoTa cepun, NapTUKM COOTBETCTBYIOLLErO JIEKAPCTBEHHOIO CpeacTBa B
Cnyyae BbIIBIEHMA MO pe3y/ibTaTaM NPoBeAeHHbIX UCMbITaHWI HECOOTBETCTBUS Ka4yeCTBa IEKapCTBEHHOIO
CpencTBa YCTaHOB/IEHHbIM TpeboBaHNAM;

3) 0 nepeBoAe NeKapCTBEHHOIO CPeACTBA Ha MOCEPUHbIA BbIBOPOYHBIN KOHTPO/Ib Ka4yecTBa
JIeKapCTBEHHbIX CPEACTB B C/ly4ae NOBTOPHOI0 BbiABAEHNS HECOOTBETCTBMA Ka4yeCTBa JIeKapCTBEHHOM O
CpeLCTBa YCTAaHOBAEHHbIM TpeboBaHUAM U (Npy HeobXoAUMMOCTM) 0 NpoBepKe CybbekTa obpalleHuns
JIeKapCTBEHHbIX CPeacTB. PacxoAbl, CBA3aHHbIE C MPOBEAEHNEM MOCEPUIHOIO BbIBOPOYHOr0 KOHTPOS,
oMnJlaynBaloTCs NPON3BOAUTENEM NEKAPCTBEHHOIO CpeacTBa iMbo Aep)xaTenem nan BnafesnbLem
perncTpaLmoHHOro yL0CTOBEPEHNS IeKapCTBEHHOMO NpenapaTa;

4) 0 CHATWM NIEKAaPCTBEHHOI0 CPELCTBa C MOCEPUAHOIO BLIBOPOYHOr0 KOHTPOA KaYeCTBa JIEKAPCTBEHHbIX
CpencTB Ha OCHOBAHMM MOMOXNTENbHbIX 3KCMEPTHbLIX 3aKYEHWI, BblAaHHbLIX (hegepanbHbIM
rocyapCTBEHHbIM BI0IXKETHbIM YYpeXXAEHNEM, MOABEAOMCTBEHHLIM (DeflepasibHOMY OpraHy
NCNOJIHNTESIbHON BIACTW, OCYLLECTBAAOWEMY (DYHKLMM NO KOHTPOJIIO U HaA30py B cdhepe
3[paBOOXPaHeHUs, nan denepasbHOMy OpraHy UCMOAHUTENbHON BAACTU, OCYLLECTBASAIOWEMY (YHKLAN MO
KOHTPOJItO 1 Haa3opy B chepe obpalleHns NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOI0 NPUMEHEHNS, Ha
OCHOBaHMM MPOTOKO1a NCMbITAHWUI 1IEKAapPCTBEHHOIO CPeACcTBa, MPOBEAEHHbIX MO BCEM MOKa3aTensm
YTBEPXAEHHON HOPMATUBHON AOKYMEHTaLUN (HOPMaTUBHOIO OKYMEHTA) B OTHOLLEHWNN TPEX CEPUN
JIEKapCTBEHHOr0 CpeacTBa. (JonosHeHne NyHKTOM - PefepalbHbil 3akoH 0T 30.01.2024 Ne 1-03)

8. ®efepanbHbIN FOCYAapPCTBEHHbIV IMLLEH3NOHHBIN KOHTPOJIb A€ATEIbHOCTY MO NPON3BOACTBY
NEKAPCTBEHHbIX CPEACTB OCYLLECTBAETCA B COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccminckon degepauuu.
(CtaTbs B pepakunm deaepasibHoro 3akoHa ot 11.06.2021 Ne 170-93)

CtaTtbs 91 [porpaMma nNnpoBepoK

1. B uenax opraHm3aumy BbIGOPOYHOr0 KOHTPOIS KavyeCcTBa IeKapCTBEHHbLIX CPeACTB PopMUMpyeTCs
nporpaMMa npoBepoK.

2. 0ns uenen peannsaumm NporpamMmmsl NPOBEPOK MPON3BOAUTENN NIEKAPCTBEHHbLIX CPeACTB U OpraHu3aLmm,
OCyLLEeCTBASALME BBO3 IeKapCTBEHHbIX CPeAcTB B Poccminckyo ®efepaunio, NpefocTaBnsioT B
OTHOLUEHWN NeKapCTBEHHbIX CPEACTB ANA MEANLNHCKOrO MPUMEHEHUS B YMOJHOMOYEHHbIN hefepanbHbIi
opraH UCNOJIHUTESIbHON BIACTU, OCYLLECTBIAIOWMIA (PYHKLMIN NO KOHTPOJIIO U HaA30py B chepe

3[4 paBOOXPaHEHNs, B OTHOLLEHWIN JIeKapCTBEHHbIX CPeACTB 415 BETEPUHAPHOr0 NPUMEHEHNS B
YNOJIHOMOYEHHbIN hefepasbHbln OpraH UCNOSIHUTENbHOW BAACTW, OCYLLECTBASIOWMNIA PYHKLUN NO
KOHTPOIO M HaZ30py B chepe obpalleHns NeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOro NpUMEHEHNS,
CBEAEHNS 0 CEPUAX, MAPTUAX EKAPCTBEHHbIX CPEACTB, MOCTYNAOLWMX B FpaXkAaHCKnin 060poT B
Poccuiickon ®epepalmu, B Nopsfike, COCTaBe U 06beMe, yCTaHOBIEHHbIX YKa3aHHbIMU heaepabHbIMU
opraHaMu NCMOAHUTENbHON BNACTU B OTHOLLEHWUN IEKapCTBEHHbIX CPeACTB ANA MeANLIMHCKOr O
NMPVMEHEHNS U B OTHOLLEHWM NEKAPCTBEHHBLIX CPEACTB AN BETEPUHAPHOMO NPUMEHEHUS COOTBETCTBEHHO.
3. Mporpamma npoBepok opMUpyeTCs Ha KaleHAapHbIn rog B cpok Ao 30 nekabpsa roaa,
NpeaLecTBYOLEro rogy NpoBeaeHna BbIBOPOYHOr0 KOHTPOJIS.

4. B cnyyae HacTynieHns cobbiTuiA, yKa3aHHbIX B MOANMYHKTax "6" n "B" NyHKTa 2 4acTu 6 HacTosLlen
CTaTbW, (hefepasbHbIM OPraHOM UCMOAHUTENBHOW BAACTK, OCYLLECTBASIOWNM QPYHKLN MO KOHTPOJIO 1
Hafg30py B chepe 34paBOOXpPaHEHUS, (hefepasibHbIM OPraHOM UCMOSHUTESIbHOW BAACTH, OCYLLECTBAAOWMM
(OYHKLLMM NO KOHTPOJIIO 1 HaA30py B chepe obpalleHns nekapCTBEHHbIX CPeLCTB A/ BETePMHAPHOro
NPVMEHEHUS, NPY HEOBXOANMOCTUN BHOCATCSA COOTBETCTBYIOLLME N3MEHEHNS B MPOrpaMMy NpoBEPOK.

5. B nporpaMmMy npoBepoK MOryT BK/OYaTbCSA MEPONPUATUS C YH4ETOM HapyLUEHWUN, BbISBIEHHbLIX B paMKax
KOHTPOJIbHbIX (HaA30PHbIX) MEPOMPUATWI 3a NPeabIAYLLINA KaleHaapHbIn rog,.

6. MporpamMmmMa NPoOBEPOK COAEPXKUT:

1) nepeyeHb NeKapcTBEHHbIX CPeacTs, 0Tbop 06pa3LioB KOTOPbIX ByAeT OCyLEeCTBAATLCS B paMKax
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BbIBOPOYHOro KOHTPOJIA, (DOPMMPYEMBIN C Y4ETOM pe3y/ibTaToB rOCyAapCTBEHHOIO KOHTPOAS (Haz30pa) B
cthepe obpalleHns nekapCTBEHHbLIX CPEACTB 3a KaJleHAAPHbIN ro4, NpeALecTBYIOWMNA FoOAY NPOBeAEeHNS
BbI6OPOYHOro KOHTPONIA;

2) yKa3zaHue Ha cobbiTne, HacTynJeHne KOTOPOro SBISETCS OCHOBaHMEM L1 OCYLLECTBNEHUS BbIGOPOYHOro
KOHTPONS:

a) mosy4eHune cBefeHuUi, NpeacTaBsgeMbIX B COCTaBe N 06beme, yCTaHOBNEHHbIX hefepanbHblM OPraHoM
NCNONHUTENLHOW BAACTK, OCYLLECTBASIOWMM (YHKLUN N0 KOHTPOIO U HAaZ30py B cthepe
34paBooxXpaHeHuns, gefepasibHbiM OpraHoM UCMONHUTENLHOW BACTU, OCYLLECTBAAIOWMUM PYHKLUN MO
KOHTPOJIO N HaA30py B chepe obpalleHns NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOIr0 MPUMEHEHNS, 0
cepusx, MapTUAX NeKapCTBEHHbIX CPeACTB, NOCTYNAIOLWMX B FpaXkaaHCKuil 06opoT B Poccuinckom
®epepaumm, yKa3aHHbIX B MyHKTe 1 HacToALLEN YaCcTn, opraHM3aumnamMm, oCyLLLECTBASIOLWMMK NPOM3BOACTBO
NEeKapCTBEHHbIX CpeacTB B Poccuinckon ®epepauv 1 BBO3 1eKapCTBEHHbLIX CPEACTB B POCCMINCKYIO
®epepaumio, 3a NCKOYEHNEM CEPUI NN NAPTUI JIEKAPCTBEHHbIX NPENapaToB, yKa3aHHbIX B YacTu 4
cTaTbh 52! 1 YacTK 6 cTaTbh 522 HacToAwWwero PefepanbHOro 3aK0Ha;

6) nony4yeHme nNocTynatwLwen B Nnopsagke, yCTaHOBAEHHOM CTaTben 64 HacTosAwero degepasibHOro 3akoHa,
NHGopMaLMn 0 NO6OYHBLIX OENCTBUAX, HEXXENATENbHbIX PeaKLNAX, CEPbE3HbIX HEXXENaTe bHbIX peakLusX,
HenpeaBUAEHHbIX HeXeNaTeNlbHbIX PeaKLMAX Npu NPUMEHEHUN NeKapCTBEHHbIX NpenapaTos, 06
NHAVBUAYAIbHON HEMNEPEHOCUMOCTH, OTCYTCTBUN 3PMEKTUBHOCTY SIEKAPCTBEHHbLIX MPenapaToB, a TakXe
06 UHbIX thakTax 1 06CTOATENbCTBAX, NPEACTABAAOLLNX YIPO3Y XU3HW AN 300POBbLI0 YenoBeka nnbo
)KWBOTHOMO NPV NPYMEHEHUN IeKapCTBEHHbIX NpenapaToB U BbIBAEHHbIX Ha BCEX 3Tanax obpalleHuns
NeKapCTBEHHbIX NpenapaToB B Poccuinckon ®epepaunm n gpyrux rocyfapcraax;

B) MOJly4yeHue B COOTBETCTBUM ¢ PefepalibHbiM 3akoHOM OT 31 miona 2020 roga Ne 248-903 "O
rocyaapCTBEHHOM KOHTpOJe (HaA30pe) U MyHUUMNaabHOM KOHTpone B Poccuinckon ®egepaunn’ ceegeHmnn
0 NpUY4MHeHnn Bpesa unn 06 yrpose NpuymMHEHNs BpeLa XU3HW, 340P0BbI0 FPaXKAaH UM XXUBOTHbIX.
(ODononHeHne cTaTben - PegepanbHbii 3aKoH 0T 11.06.2021 Ne 170-03)

CtaTtba 92. ToCynapCTBEHHbIN KOHTPOb (HaA30p) 3a peanu3aunen NCNONHNTENbHbIMK OpraHaMu
cybbekToB Poccuiickon ®epepaLim NOJHOMOYUN B chepe obpalleHns NeKapCTBEHHbIX CPeACTB AN
MeLMLMHCKOro NPUMeHeHNs

(HammeHoBaHuMe B pepakuunmn ®epepansHoro 3akoHa o1 08.08.2024 Ne 232-03)

1. FocyfapCTBEHHbIA KOHTPOJb (HaA30p) 3a peann3aumnen UCNOAHUTENbHLIMW OpraHaMy CybbekToB
Poccuiickon ®epepaLmm NOAHOMOYUIA B Chepe 0bpallleHNs NeKAPCTBEHHbIX CPEACTB AN MEAULNHCKOro
NPUMEHEHNS OCYLLECTBAAETCA YNOAHOMOYEHHbIM MpaBnTenbCTBOM Poccminckon depepauum opraHoMm
NCNOJIHUTESIbHON BRACTW.

2. MpenMeTOM rocyfapCTBEHHOMO KOHTPOS (Hag30pa) 3a peannsaumnen UCNOAHUTENbHLIMW OpraHamMu
cybbekToB Poccuiickon degepaunm NoaHOMOYNIA B chepe obpalleHns NeKapCTBEHHbIX CPeacTB As
MeLMLMHCKOro NPUMEHeHns aBnseTcs cobnofeHne ynoaHOMOYEHHbBIMU UCMONHUTENBHBLIMU OpraHaMm
cybbekToB Poccuiickon ®epepauv METOLUKN YCTAHOBAEHWS NpefesibHbIX Pa3MepoB ONTOBbIX HafbaBoK v
npeaenbHbIX pa3MepoB PO3HNYHbLIX HafbaBOK K haKTUYECKUM OTMYCKHbIM LIEHAM, YCTaHOBJIEHHbLIM
NPOU3BOANTENSAMU SIEKAPCTBEHHBIX NPEnapaToB, Ha IeKapCTBEHHbIE NpenapaThl, BKAKYEHHbIE B NepeyeHb
YKN3HEHHO HeoBX0AUMBIX N BaXXKHENLIWNX IeKapCTBEHHbIX MpenapaTos.

3. Mpu oCyLLECTBIEHNM FOCYJAaPCTBEHHORO KOHTPONS (HaA30pa) 3a peannsaunen UCNoAHNTENIbHbIMY
opraHamu cybbekToB Poccuinckon degepauuy nosHoMo4min B cihepe obpalleHns nekapcTBEeHHbIX CPeAcTB
4719 MeANLNHCKOr0 MPMMEeHeHNs NPOBOAATCA Cnefylowme Buabl MEPONPUATUNA:

1) BOKyMeHTapHbIe NPOBEPKMY;

2) Bble3Hble MPOBEPKMU.

4. OpraHu3aums n ocyLLeCcTBIeHNE rocy4apCTBEHHOMO KOHTPOAS (Ha430pa) 3a peannsauunen
NCNOJIHUTENbHLIMU OpraHamu cybbekToB Poccminckon ®egepaumm noaHOMo4YMin B chepe obpalleHns
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JIeKapCTBEHHbIX CPEACTB A5 MeQULMHCKOro NpuMeHeHns peryanpytotca denepasibHbiM 3aKOHOM 0T 21
nekabps 2021 roga Ne 414-03 "06 o6wmx nprHLUMNax opraHm3aunm ny6anyHon Bnactu B CybbekTax
Poccunckon ®epepaummn'.

5. MNMonoxxeHne 0 rocyaapCcTBEHHOM KOHTPOJe (Haa3ope) 3a peannsaumen NCNOJHUTENbHLIMW OpraHaMu
cybbekToB Poccuiickon ®epepaLii NOJHOMOYMUN B chepe obpalleHns NeKapCTBEHHbIX CPeACTB ANs
MeOMLNHCKOro NpuMeHeHuns yTeepxaaeTtcs MNpaButenscTeoM Poccuinckon ®eaepaumm.

(LononHeHune cTaTben - PeaepasibHblil 3aKoH 0T 11.06.2021 Ne 170-03)

CTaTbsa 93. PernoHanbHbIN rocyapCTBEHHbIN KOHTPOJb (HAaA30p) 3@ NPUMEHEHNEM LieH Ha eKapCTBEHHbIE
npenapaThl, BKIOYEHHbIE B MEPEYEHb XKU3HEHHO HEOOXOAMMbIX N BaXKHENLINX NIEKAPCTBEHHbLIX NpenapaToB

1. PernoHaJsibHbIN roCyapCTBEHHbIN KOHTPOb (HaA30p) 3@ NPUMEHEHNEM LieH Ha JIeKapCTBEHHbIe
npenapaThl, BK/OYEHHbIE B MepeY€eHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLNX JIeKaPCTBEHHbIX
npenapaToB, OCYLLECTBASETCA UCMONHUTENbHBIM OpraHoM cybbekTa Poccuinckon ®epepauny,
YNOJIHOMOYEHHbIM BbICLUMM UCAONHUTENbHLIM OpraHoM cybbekTa Poccuinckon degepauun.

2. MpenMeToM permoHasibHOro rocyapCTBEHHOr0 KOHTPOS (HaA30pa) 3a NPUMEHEHNEM LieH Ha
JIEKapCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B MEPEYEHb XKN3HEHHO HEOOXOAUMbIX 1 BaXKHENLINX
JIEKapPCTBEHHbIX MPenapaToB, SBASeTCA cobNoaeHNe opraHm3aumsaMy ONTOBON TOProBAN IEKAPCTBEHHbIMU
CpencTBaMu, anTeYHbIMN OpraHM3aunaMm, MHOUBNAYaAbHLIMY NPeanpPUHMMaTENIaAMU, UMEIOLLNMN
JINLLEH3MI0 Ha (apMaLeBTUYECKYIO eAaTeIbHOCTb, MeAULIMHCKUMWN OpraHn3aLmamMmn, UMeLWMK JTIMLLEH3NIO
Ha hapMaLEeBTNYECKYIO LeATeNbHOCTb, U X 060C06NEHHBIMU NOAPa3AeNeHNAMMN, PACNOSIOXKEHHBIMU B
CeNbCKMX HaceNeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble opraHu3aLunm, npu peaamsaumm
JIEKAPCTBEHHbIX MpenapaToB TpeboBaHMIA K MPUMEHEHUIO LIEH, YPOBEHb KOTOPbIX HE AOJIKEH MPEBbILIATbL
CYMMY (haKTU4eCKON OTMYCKHOW LeHbl, yCTaHOBJIEHHOW NPOU3BOANTENIEM NNeKapCTBEHHbIX NpenapaTos, 1
KOTOpbIE He NMPEeBbLILAIOT 3aperncTPMpPOBaHHbLIX MpeaebHbIX OTAYCKHbLIX LIEH, U pa3MepoB ONTOBbIX
HafbaBoOK 1 (MM) pa3MepoOB PO3HMYHBLIX HaAOaBOK, HE MPEBLILIAKLLNX COOTBETCTBEHHO Pa3MepoB
npegesbHbIX ONTOBbIX HaAbaBoK 1 (UK) pa3MepoB NpeaesibHbIX PO3HUYHbIX HaLbaBOK, YCTaHOB/IEHHbIX B
cybbekTe Poccuinckon ®epepaumn.

3. OpraHum3auus 1 ocyLlecTBJIeHNe pernoHanbHoOro rocylapCcTBeHHOro KOHTPOJIA (Haa3opa) 3a
NPVMEHEHNEM LiEH Ha JIEKapCTBEHHbIE NPenapaThl, BKJIYEHHbIE B NEPEYEHb XXN3HEHHO HEODX0AMMbIX 1
Ba)XKHENLLMX JleKkapCTBEHHbIX NpenapaTos, perynupytotcs ®epepanbHbiM 3akoHOM 0T 31 mions 2020 roga
Ne 248-®3 "O rocyaapCTBEHHOM KOHTpOJie (Hag30pe) N MyHULMNAaAbHOM KOHTpPOJie B Poccminckom
depepauymn”,

4. Mono)eHune o0 pernoHanbHOM roCyAapCTBEHHOM KOHTpPOJe (Hai30pe) 3a MPUMEHEHNEM LieH Ha
JIEKapPCTBEHHbIE MPenapaThl, BKAOYEHHbIE B MEPEYEHb KN3HEHHO HEOOXOAUMBIX N BaXKHEMLLNX
NEKapPCTBEHHbIX MPenapaToB, YTBEPXAAETCA BbICLIMM UCMONHUTEbHLIM OpraHoM CybbekTa Poccuinckom
depnepauymm.

(ODononHeHune cTtaTben - PegepanbHbii 3aKoH 0T 11.06.2021 Ne 170-03)

CTtaTbs 94 ®enepalibHblil FOCYAAaPCTBEHHBIN ULEH3NOHHbIA KOHTPOJb AeATENbHOCTW Mo NPOU3BOACTBY
NEeKapPCTBEHHbIX CPEACTB

1. ®epepanbHbIil FOCYAAaPCTBEHHbIN INLEH3NOHHBIA KOHTPOb AeATelbHOCTM NO NPOU3BOACTBY
JIEKapCTBEHHbIX CPEACTB OCYLLECTBASETCA (hefepasibHbIMU OpraHaMn NCMOSHUTENbHOW BAACTH,
YNOJIHOMOYEHHbIMY MpaBuTenscTBOM Poccuiickon ®eaepaumn.

2. ®epepanbHbI rocy4apCTBEHHbLIN NNLEH3UOHHBIN KOHTPOIb LEATE/IbHOCTM MO NPOU3BOACTBY
JIeKapCTBEHHbIX CPeLCTB OCYLLECTBAAeTCA B COOTBETCTBMU C PefiepasibHbIM 3aKOHOM OT 4 Maa 2011 rofa
Ne 99-03 "O nuueH3npoBaHUN OTAESbHbBIX BUAOB AeaTesibHoCTK" 1 ®efepanibHbiM 3aKOHOM 0T 31 nions
2020 roga Ne 248-®3 "O rocyaapCTBEHHOM KOHTpOe (HaA30pe) U MyHMLMMANbLHOM KOHTpoJIe B
Poccninckon ®Peagepaunn”. B pamkax hegepanbHOro rocyAapCTBEHHOO JIMLEH3MOHHOMO KOHTPOIA
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JAEeATEIbHOCTM MO NPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB MJIaHOBbIE KOHTPOJIbHbIE (HaA30pHbIE)
MeponpuaTUS He NPOBOASATCS, NPW 3TOM NPOBOANTCA Nepuoamnmyeckoe noaTeepxaeHne CoOOTBEeTCTBMUA
JINLLEH3NATOB NNLEH3MOHHbIM TpeboBaHMAM B cooTBeTCTBUN C DefepaibHbiM 3akoHOM OT 4 masa 2011 roga
Ne 99-03 "O nuueH3npoBaHUN OTAENbHbLIX BUAOB AEATENbHOCTK".

(LononHeHune cTaTben - PegepasbHblin 3aKoH 0T 11.06.2021 Ne 170-03)

InaBa 5. Pa3paboTka, LOKANHNYECKIE NCCAeA0BaHNSA IeKAPCTBEHHbIX CPEACTB, @ TakXKe KJANHUYECKIE NCCIea0BaHNs
JIEKAPCTBEHHBIX MPEnapaToB A5 BETEPUHAPHOIr0 NPUMEHEHUS

CtaTbs 10. Pa3paboTKa S1eKapCTBEHHbIX CPeACTB

1. Pa3paboTka nekapCTBEHHbIX CPELCTB BKJIOYAET B CeHs MOMCK HOBbIX (PAapMaKOJIOrMYeCKn akTUBHbIX
BELLECTB, MOCNeAYyOLEe N3YYEHNE UX IEKAPCTBEHHLIX CBOWCTB, AOKANHNYECKNE NCCNIE[0BaHMS,
pa3paboTKy TeXHONOrni NPON3BOACTBa hapMaLleBTUYECKUX CyOCTaHUMI, pa3paboTKy COCTaBOB 1
TEXHOJIOT 1A MPON3BOACTBA JIEKAPCTBEHHLIX NMPenapaToB.

2. ®uHaHcoBoe obecneyeHne pa3paboTKM NIeKAaPCTBEHHbLIX CPEACTB OCYLLECTBASETCS 3a CYeT:

1) cpencTs hepepanbHoro b oxeTa;

2) cpencTB pa3paboTHMKOB SIeKapPCTBEHHbLIX CPEACTB;

3) CpenCcTB NPOU3BOANTENEN NEKAPCTBEHHbIX CPEACTB NPW BbINOJHEHNN HAaYYHO-NCCNeN0BaTENbCKMX paboT
no A0roBopy Mexay pa3paboTynMKoM SleKapCTBEHHbIX CPEACTB 1 MPOM3BOANTENEM JIEKAPCTBEHHbIX
CPencTs;

4) NHbIX HE 3amnpeLLeHHbIX 3aKoHOAaTeNbCTBOM Poccuinckon ®egepaum MCTOYHNKOB.

3. MpaBa pa3paboTynKa SIeKapCTBEHHOIr0 CPEACTBA OXPAHATCA FPaXKAaHCKUM 3aKOHOAATEIbCTBOM.

CtaTbs 11. lokKNnMHMYeckKoe uccnienoBaHune NneKapCTBeEHHOrro cpencTea Anada MEONLUINHCKOIO NPpUMeEHEHUA

1. loknnHnYeckoe nccnenoBaHne eKapCTBEHHOIO CPeACcTBa AN MeAMLMHCKOrO NPUMEHEHUS MPOBOAMNTCA
nyTeM NPUMEHEHMNS HaY4YHbIX METOL0B OLIEHOK B LIENIAX NOJYYEHUS NOKa3aTeNbCTB Be3onacHoCTy,
KayecTBa 1 3pPEeKTNBHOCTU IeKapCTBEHHOIO CpeacTBa.

2. NoKNMHUYecKoe nccieioBaHne eKapCTBEHHOro CpeficTBa 419 MeAULMHCKOro NpUMEHeHNs NPoBOANTCS
B COOTBETCTBUM C NPaBUiIaMmn Hagexalen NabopaTopHON NPAKTUKK, YTBEPXKXAEHHbIMIN EBpa3minckon
3KOHOMUNYECKOWN KOMUCCHEN.

3. ﬂ,)‘lﬂ opraHn3saunn 1 nposeneHna NOKJIANHNYECKOro nccnenoBaHna nekapCTBeHHOro cpeacTtBea onAd
MeONLNHCKOro NpMMeHeHns pa3paboTynkm NeKapCTBEHHbIX CPeACTB BrpaBe NpuBJieKaTb Hay4Hble
opraHusauun, obpa3oBaTesbHbIE OpraHn3aL My BbiCLLIero 0bpa3oBaHNs U UHbIE OpraHMU3aL MK, UMELLNe
HeobxoaMMy0 MaTepranbHO-TEXHNYECKYIO 6a3y U KBaIMMPULMPOBAHHbLIX CeLMaancToB B
COOTBETCTBYOLWEN 061aCTN NCCNeaoBaHuNS.

4, ﬂ,OKJ'IVIHI/I‘-ieCKoe nccnegoBaHme nekapCTtBeHHOro cpeacTBsa And MeagnunHCKOro npnMeHeHma nposoanTCca
no yTBepXXAEHHOMY pa3paboTHMKOM NeKapCTBEHHOrO CpeAcTBa NiaaHy C BeAeHMEM MPOTOKOMA 3TOro
NCCNenoBaHNA U COCTaB/IEHWEM OTYETa, B KOTOPOM COAEPXATCA pPe3y ibTaTbl 3TOro NCCNef0BaHUS U
3aKJIl04EHNE 0 BO3MOXKHOCTW NPOBEAEHUS KIMHNYECKOTO NCC/IEA0BaHUSA IEKapCTBEHHOrO NpenapaTa Ans
MeOULNHCKOro NPUMEHEeHNS.

5. MpoBeneHme NpoBepok cobsilofeHns NpaBua Hagnexalen NabopaToOPHON NPAKTUKU U NPaBOBbLIX HOPM
NCMNO0/b30BaHUS XKMBOTHbIX MPU NPOBEAEHNN OOKJANHNYECKNX NCCNENOBAHNIA IEKAPCTBEHHbIX CPEACTB A4S
MeONLMNHCKOro npuMeHeHnsa ocywecTendeTca yrnoJIHOMO4YeHHbIM qaeu,epaanblM OpraHom WUCMOJIHUTENbHON
BJTACTWU.

6. Pe3ynbTaThl 4OKIMHUYECKOr0 UCCNEN0BaHNS NEKAPCTBEHHOMO CPeAcTBa A1 MeAULUHCKOro
NpUMeHeHns MoryT 6biTb NpeAcTaBAeHbl B YNOJHOMOYEHHbI hefepasibHbI OpraH NCMOAHUTENBHOW
BJIACTW B YCTAHOB/IEHHOM MOPSAAKE B LIeSIAX PerncTpaLum eKapcTBEHHOro npenapaTa.

CtaTtba 12. [loKNMHMYECKOe MCCneaoBaHne NeKapCcTBEHHOMO CPeACTBa U KINMHNYECKOE NCCNief0BaHne
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NeKapCTBEHHOrO NMpenapaTa AJis BETEPUHAPHOro NPpUMeHeHMs

1. JoknnHn4yeckoe nccnenoBaHmne IeKapCTBEHHOrO CpeacTea AJ15 BeTePUHApPHOro npuMeHeHns
NPOBOANTCHA MNyTEM NPUMEHEHNS HAay4YHbIX METOL0B OLLEHOK B LieSX NONYyYeHNS AO0Ka3aTeNbCTB
6e30MacHOCTK, KavyecTBa 1 3(PHEKTUBHOCTY IEKAPCTBEHHOIO CPEACTBA, B TOM YNCJIE ONPeLENeHmns CpoKa
€ro BblBEAEHNS 13 OpraHn3Ma XNBOTHOr0, B Lensx obecneyeHns 6e30MacHOCTM NPOAYKLMN XNBOTHOIO
NPOUCXOXXAEHMNSA MOC/E NPUMEHEHNS COOTBETCTBYIOLLENO JIEKAPCTBEHHOr 0O NpenapaTa.

2. NOKNMHUYECKoe NcceloBaHNE IeKapPCTBEHHOMO CPeiCTBA U KJIMHWYECKOEe uccnenoBaHmne
JIeKapCTBEHHOrO npenapaTa Aaa BeTEPMHAPHOro NpUMeHeHNs, uccnegoBaHne GO3KBMBAIEHTHOCTM
YKa3aHHOr 0 NEKAPCTBEHHOI0 NpenapaTa NPOBOASATCA B COOTBETCTBUM C NpaBoM EBpasninckoro
9KOHOMUYECKOro Cot3a.

3. [lOKJIMHNYECKOE UCCNefoBaHMe IEKapCTBEHHOMO CPEACTBA M KJIMHNYECKOE NCCNIeAoBaHmne
JIEKApCTBEHHOrO npenapaTa A BETEPMHAPHOr0o NPUMEHEHNS NMPOBOASATCS MO YTBEPKAEHHOMY
pa3paboTyYNKOM NEKAPCTBEHHOr0 CpeAcTBa NaHy C BeAeHMEM MPOTOKOIO0B 3TUX UCC/IeA0BaHNIA 1
COCTaBJ/IeHNEM OTHETOB, B KOTOPbIX COAEPXaTCA pe3ysbTaTbl 3TUX I/ICCﬂe,EI,OBaHVIVI.

4. Ing opraHM3auumn u NpoBedeHns SOKINHNYECKOro NCCaeoBaHMs IeKapCTBEHHOIo CpeacTBa U
KJIMHNYECKOro NCCNeN0BaHNS IeKapCTBEHHOI0 NpenapaTa 415 BETEPMHAPHOr0 NPUMEHEHNA pa3paboTynk
JIEKapCTBEHHOr0 CpeACcTBa MOXET NpPUBJIEKATb OpraHn3aLmm, umetowme HeobxoanMyo MaTepmabHo-
TexHNYeckyto 6a3y n KBannnLMPOBaHHbIX CMELMNANNCTOB B COOTBETCTBYOLLEN 061aCTW MCCef0BaHNA.
5. KnnHun4yeckmne nccieoBaHns JieKapCTBEHHbIX NMpenapaToB A/ BETePMHAPHOIro NpuMeHeHns NpoBoaATCA
B BETEPUHAPHbIX OPraHU3aLnsax 1 B OpraHn3aumsax, ocyLLeCcTBAAOWMNX pa3BeeHe, BolpaluBaHue n
COAEePXaHNE XUBOTHBIX, B LEeNsax:

1) ycTaHOB/IEHUS MEPEHOCMMOCTU SIEKAPCTBEHHbIX MPenapaToB 340P0BbIMU XNBOTHbLIMU;

2) nopbopa onTMManbHbIX A03MPOBOK JIEKAPCTBEHHbIX MPEMNapaToB M KypCa JIEYEHNS Ha KOHKPETHOM
rpynne >XMBOTHbIX C onpeaeneHHbIM 3aboneBaHnew;

3) ycTaHoBneHUst 6e30MacHOCTM 1 3hPEKTUBHOCTU JIEKAPCTBEHHOM O NpenapaTa, NpefHa3Ha4YeHHoro ans
NeYveHns onpeaeneHHblx 3a60neBaHnin XMUBOTHbIX, UK 3PHEKTUBHOCTY IEKAPCTBEHHOMO NpenapaTta Ans
npodunakTukn 3abonesaHnin 340POBbLIX XXNBOTHbIX;

4) n3y4eHuns BO3MOXHOCTEN PaclUMPEHNS MOKa3aHNA K MPUMEHEHNIO 3aperncTpMpPoOBaHHOro
JIEKApCTBEHHOrO NnpenapaTa W BbiIBNEHNS paHee HEN3BECTHbIX MOBOYHbLIX AeNCTBUNA.

6. KnnHnyeckoe nccneoBaHmne eKapCTBEHHOrO npenapaTa 415 BETEPUMHAPHOr0 NPUMEHEHNA
OCYLLECTBIAETCA 3a CHET CPeAcTB pa3paboTymka NeKapCTBEHHOr0 CPeACTBa.

7. OTYeTbl 0 pe3ynbTaTax LOKANHUYECKOro NCCef0BaHNA IeKapCTBEHHOIO CPeACTBa U KIIMHUYECKOro
NCcCcnepoBaHns IeKapCTBEHHOMO NpenapaTa 419 BEeTEPUHAPHOI0 NPUMEHEHMNS COCTaBAAOTCS
pa3paboTyYNKOM SIeKapCTBEHHOI0 CPeACTBa C YYETOM 3aK/I0YEHUA OpraHn3aumi, NPUHUMABLLMX y4acTune B
opraHm3auny n NPoBEeAEHNN 3TUX NCCNEL0BaAHUIA.

8. KOHTpo/b 3a NpoBeAeHNEM OOKJANHUYECKNX NCCIeA0BaHNIN NEKAPCTBEHHbIX CPEACTB MU KIMHUYECKMNX
nccnenoBaHMIn IeKapCTBEHHbIX NPenapaToB A5 BETEPUHAPHOr0 MPUMEHEHNS OCYLLECTBANAETCS
YNOJIHOMOYEHHbIM (hefiepalibHbIM OPraHoM UCMOSHUTENIbHOW BAaCTu.

naBa 6. OcywecTBNeHME roCyaapCTBEHHOW PerncTpaumm, perncTpaumnm NeKapCcTBEHHbIX NpenapaToB
(HaumeHoBaHue B pegakunm ®enepasibHoro 3akoHa ot 30.01.2024 Ne 1-93)

CtaTbs 13. FocynapcTBeHHaa perucTpauns, pernctpaums neKkapcTBEHHbIX NpenapaToB
(HanmeHoBaHume B pepakuum ®epepanbHoro 3akoHa o1 30.01.2024 Ne 1-03)

1. B Poccuinckon ®enepauunmn fonyckaloTCsa NPOM3BOACTBO, XpaHeHWe, NnepeBo3kKa, BBO3 B POCCUMICKYIO
®epnepaumio, BbIBO3 U3 Poccuinckon ®egepauun, peknama, oTNyCcK, peannsaumns, nepenada, NnpuUMeHeHue
JleKapCTBEHHLIX NpenapaToB, eC/IN OHU 3aperucTpupoBaHbl YNOJIHOMOYEHHbIM hefepanbHbIM OpraHoM
NCNOJIHATEIbHON BJIACTW B COOTBETCTBMM C HacToAwmUM PefepasbHbiM 3aKOHOM b0 B COOTBETCTBMM C
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aKTamu, cocTasnsawwmnmn npaso Cotosa.

2. F'ocynapCTBEHHON perncTpaunm nognexart:

1) BCe nekapCTBEHHbIE NpenapaThl, BNepBbie noajexxaline sBoay B obpaleHune B Poccuinckon ®egepaumm;
2) NeKapCTBeHHbIE NMpenapaThbl, 3apPerncTPMpPoBaHHbIE PaHee, HO MPOU3BEAEHHbIE B APYIUX JIEKAPCTBEHHbIX
thopMax B COOTBETCTBUM C NEPEYHEM HaUMEHOBAHWUIN eKapPCTBEHHbIX (POPM, B HOBOW [0O3MPOBKE Npu
[0Ka3aTesIbCTBe ee KINHNYECKON 3HAYUMOCTUN U 3 HEKTUBHOCTN;

3) HOBble KOMBUHaLINN 3apernCTPUPOBAHHbLIX PaHEee JIeKapCTBEHHbIX NPenapaToB.

3. FocypapCTBEHHaa perncrpaumsa N1ekapcTBeHHbIX NpenapaToB OCYLEeCTBASETCS No pe3ysibTaTam
3KCMNepTU3bl IEKAPCTBEHHbIX CPEACTB.

4. TocypapCTBEHHAs perncTpauma JeKapCTBEHHOro npenapaTta oCyLecTBASeTCA COOTBETCTBYIOLWUM
YNOJIHOMOYEHHbIM (hefepalibHbIM OPraHOM UCMOSHUTENIbHOW BAACTW B CPOK, HE MPEeBbILLAOLWNA CTa
wectnaecatn paboymx OHeN Co AHA NPUHATUA 3asBEHNS 0 FOCYAaPCTBEHHOW perncTpaunm
JIeKapCTBEHHOro npenapaTa And MeauUUHCKOr0 NPUMEHEHUS, 1 B CPOK, HE NPeBbILatoLWniA CTa BOCbMUA
paboymnx OHen Co AHA NPUHATMA 3a8BNEHNS O FOCYAAPCTBEHHON PErncTpaLnmn IeKapCTBEHHOrO npenapaTa
4719 BETePMHapHOro NpUMeHeHUs. B yKa3aHHbIN CPOK BKOYAETCA BpeMs, Heobxoammoe o415 NOBTOPHOro
NPOBeeHNS SKCMEPTM3bl IEKAPCTBEHHOIO CPEeACTBa B COOTBETCTBUM CO CTaTbel 25 HacTosLLero
®efiepanbHOro 3akoHa. Cpok rocylapCTBEHHON perncTpaLmm n1ekapcTBEHHOro npenapaTa MCYUCNAeTCs Co
OHA NPUHATUA COOTBETCTBYIOLWMM YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMOMHUTENIbHOW BNacTu
COOTBETCTBYIOLLEr0 3asB/IEHUS O FOCYAAPCTBEHHOW perncTpaLuy NekapCTBEHHOMO NpenapaTa ¢
npuaoXKeHnemM HeobxoANMbIX LOKYMEHTOB MO AeHb BblAa4N PermcTpaLMoHHOro yA0CTOBEPEHNS
JIeKapCTBEHHOro npenapaTa. Bpems, Heobxoaumoe Ana HanpaBAeHNS YNOAHOMOYEHHbIM heaepanbHbIM
OpraHoOM MCMOMHUTENLHOW BNACTU 3anpoca 0 npeacTaBaeHn HeobXoANMbIX MaTepmanoB U NpeacTaBAeHNS
3as8BUTEJIEM OTBETA Ha AaHHbIM 3anpoc B COOTBETCTBUN CO CTaTbAMM 16, 19 1 23 HacToAWeEro
defepanbHOro 3aK0oHa, He YYUTBLIBAETCS NPU NCHUCAEHNN CPOKa rOCyAapCTBEHHOWN perncrpauum
JIeKapCTBEHHOr O npenaparTa.

5. FocyfapCTBEHHON perncTpaunn He nognexar:

1) nekapCTBEHHblE NpenapaThl, N3rOTOBJIEHHbIE aNTeYHbIMU OPraHn3aLaMmn, BeTEPUHAPHBLIMN anTeYHbIMM
opraHu3aunsmMmn, UHAMBUAYaNbHbIMU MPeAnPUHUMATENAMN, KOTOPbIE UMEIOT JINLEH3NIO Ha
hapMaLEeBTNYECKYIO OeATeNbHOCTb, MO peLienTaM Ha JIeKapCTBEHHbIE NpenapaThbl 1 TpeboBaHnaM
MeOMLUNHCKNX OPraHn3auuin, BeTeEPUHAPHbLIX OpraHn3aumm nan opraHnsaumim (MHANBMAYyaabHbIX
npeanpuHUMaTenei), OCyLeCTBASIOLWNX pa3BedeHe, BbipalliBaHNe N COAEPXXaHNE XNBOTHbIX;

2) NeKapCTBEHHbIE NMpenapaThbl, MpMobpeTeHHbIe PU3NYECKUMN NnLaMKM 3a Nnpegenamn Poccninckon
depepaumm 1 NpefHasHavYeHHbIe AN IMYHOr0 NUCMOJIb30BaHMS;

3) nekapcTBeHHbIe NpenapaThbl, BBO3MMbIe B Poccuinckyto Peagepaumio 419 OKasaHMa MeAULNHCKON MOMOLLM
MO XM3HEHHbIM MOKa3aHNAM KOHKPETHOr0 NauneHTa Ha OCHOBaHWM pa3peLleHuns, Bbl4aHHOM O
YMNOJIHOMOYEHHbIM hefepasibHbIM OPraHoM MCMOSHUTENbHOW BAACTH;

4) neKapCTBEHHble CPelCTBa, BBO3MMbIe B Poccunckyto Pegepaumio Ha 0CHOBaHWM BblAaHHOIO
YMNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoM UCMONHUTENbHOW BNACTW pa3peLlleHns 1 npefHa3HavYeHHble Oas
NpoBeLEeHNS KJIMHNYECKUX NCCNeoBaHNA IeKapCTBEHHbIX NpenapaToB U (1iM) NpoBeLEeHNSA IKCMEePTU3bl
JIEKAPCTBEHHbIX CPEACTB O/15 OCYLLECTBJIEHUS TOCYapCTBEHHON PermcTpaLmm NeKapCTBEHHbIX
npenapaTos;

5) hapmaueBTUYeckne cybctaHumu;

6) pagmodapMaLEeBTMYECKUE JIEKAaPCTBEHHbIE NMpenapaThbl, M3roTOB/IEHHbIE HEMOCPEACTBEHHO B
MeONLNHCKMX OpraHn3aumax B Nopsake, yCTaHOBIEHHOM YNOJIHOMOYEHHbIM (hefepasibHbIM OpraHoM
NCNOJIHUTESIbHON BNaCTW;

7) nekapCcTBEHHbIE NpenapaThl, MPOM3BOAMMbIE 415 SKCMOPTa;

8) bBroTexHoornMYeckne neKapCTBEHHbIE NpenapaThl, NpeAHa3HavYeHHbIe AN NPUMEHEHMNS B COOTBETCTBMM
C UHAMBUAYaNbHbIM MEANLNHCKM Ha3Ha4YeHMEM 1 CNeLnanbHO U3rOTOBEHHbIE A1 KOHKPETHOr 0
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nauMeHTa HeNoCPeACTBEHHO B MEANLIMHCKOM OpraHn3aLmmn, B KOTOPOA MPUMEHSETCSA TakoMn
BUOTEXHONIOrNYECKMIN NEKAPCTBEHHbLIN NpenapaT, UMelLLNe B CBOEM COCTABE COEANHEHUS,
CUHTE3MPOBaHHbIE MO pe3y/bTaTaM reHeTUYeCKMX NCCef0oBaHNIA MaTepuana, NoJy4eHHOro OT MauueHTa,
[J151 KOTOPOro N3roTOBJIEH TaKoW BMOTEXHONOMMYECKUIN NEKaPCTBEHHBIN nNpenapaT. MNepeyeHb
MeONLUNHCKUX OpraHn3aumni, MMeLWwmnx NpaBo n3roTaBanMBaTh U NPUMEHATb Takne buoTexHonorn4yeckmne
JleKapCTBEHHbIE NpenapaThl, yTBepxxgaeTca MNpaBmuTenscTBoM Poccninckon Pegepaunn. PaspelueHme Ha
NPUMeEHEHNe Takux BUOTEXHOSIOrMYECKNX JIEKAPCTBEHHLIX MPenapaToB BblAAeTCA YNOJHOMOYEHHbIM
dhenepanbHbIM OPraHOM UCMOJIHUTENbHON BNACTW B MOPSAAKE, yCTaHaBAMBaeMOM paBUTEIbCTBOM
Poccuinckon ®epepaumn. NMopsagok obpalleHns Takmx BMOTEXHONOrMYECKUX NEKAPCTBEHHbIX NPenapaTos,
BKJ1t04AA NOPAAOK MX N3rOTOBEHNS, NPOBEAEHNA IKCMEPTM3bl, OCYLLECTBIEHUSA KOHTPOJIA KavyecTBa Takunx
BMOTEXHONIOMMYECKMX IEKAPCTBEHHbIX MPENapaToB, MPUMEHEHUS, XPaHEHWNS, TPAHCMOPTUPOBKMN U
YyTUAN3ALNN Takux BUOTEXHONOrMYECKNX IeKaPCTBEHHbIX MPenapaToB, a Tak)Xe TpeboBaHMs K TaknM
OMOTEXHONIOMMYECKM NEKAaPCTBEHHLIM MpenapaTam 1 MeEAULUHCKUM OpraHn3aumnsaM, X 3roTaBanBatoLLmMM
N NPUMEHALWUM, yCTaHaBnuBatoTca MpaBuTenbcTBoM Poccuinckon ®epepaumm. (ononHeHNe NYHKTOM -
®epnepanbHbi 3aKoH 0T 30.01.2024 Ne 1-93)

5. 3asBneHne 0 perncTpauunmn BoOCNpon3BeAeHHOr0 JeKaPCTBEHHOMO NpenapaTa A1 MeQULNHCKOro
NpUMeHeHns MoxeT BbITb MO4aHO B YMNONHOMOYEHHbIN hefepasibHblil OpraH NCMOAHUTENLHOW BNacTu,
OCYLLECTB/IALWNIA FOCYAAPCTBEHHYIO PErMCTPALMIO IEKAPCTBEHHbIX MPENapaToB, N0 UCTEYEHWMN YeTbIpex
JIeT C AaTbl FOCYAAPCTBEHHON perncTpauny nam perucTpaumm peepeHTHOro 1ekapCTBEHHOMO NpenapaTta
AN MeANLVHCKOro npuMeHeHns B Poccuiickon ®egepaumn. ([JononHeHne 4acTbio - PefepasibHbiil 3aK0H
o7 30.01.2024 No 1-®3)

52, 3asBneHune o pernctpaunn bnoarnanorosoro (buonogobHoro) nekapcTBeHHoOro npenapaTta (buoaHanora)
ANF MEOULMHCKOro MPUMEHEHNS MOXET BbITb MO4AHO B YNOJHOMOYEHHbIN hefepanbHbIi opraH
NCNOJIHATEIbHON BIACTW, OCYLLECTBIAOWMNA roCy4apCTBEHHYIO PErNCTPaALIMIO NEKAPCTBEHHbIX NpenapaTos
ANS MEOULMHCKOrO MPUMEHEHNSA, MO UCTEYEHUN TPeX JIeT C AaTbl FOCYAaPCTBEHHOW PerncTpaLuy nam
perncTpaumm pedepeHTHOro IeKapCTBEHHOro npenapata B Poccuinckon ®enepauun. (JlonosHeHne 4acTbio
- ®epepanbHbin 3akoH 0T 30.01.2024 Ne 1-93)

53. He ponyckaeTcs UCNoJsib30BaHME B KOMMEPYECKMX LeNsax MHpopMaLmm o pesynbTaTaX AoKJINHUYECKUX
nccaenoBaHNN EKAPCTBEHHbIX CPEACTB M KINHNYECKMX NCCef0BaHNI eKapCTBEHHbIX MpenapaToB A4
MeLMLMHCKOr0 NPUMEHeHUS, NPeACTaB/IEHHON 3aABNTENEM 419 FOCYAapCTBEHHOW PerncTpaLum nam
perncTpaumm nekapCTBEHHOro NpenapaTta, 6e3 ero cornacns B Te4eHWe LWEeCTW NeT C AaThbl
rocyapCTBEHHON perncTpauumn nam perucTpaumm pedepeHTHOro 1eKapCTBEHHOr 0 NpenapaTa B
Poccuinckon ®egepaunn. (JlononHeHme YacTolo - PefepasibHblii 3aKoH 0T 30.01.2024 Ne 1-03)

6. He ponyckaeTcs rocygapcTBeHHas perncrpauns:

1) nekapcTBEHHbIX NPENAPATOB, OT/INYAOLLMXCSA APYT OT APYra Ka4yecTBeHHbIM COCTAaBOM AeiCTBYIOLLNX
BELLeCTB, NOA4 OANHAKOBLIM TOPrOBbIM HaVMEHOBAHWEM;

2) 0O4HOro NIEKapCTBEHHOrO NpenapaTa, NPeACTaBAEHHOM0 Ha FOCYAAaPCTBEHHYIO PErNCTPaLMIO B
OTHOLLEHWN OLHOI0 1 TOT0 XXe Aep)aTensd Win Bnafenbla perncTpaunoHHOro yaooCToBePeHNS
JIEKapCTBEHHOro NpenapaTta B BUAE ABYX U 6oNee NeKapCTBEHHbIX MPenapaToB Nof pas/iMyHbIMU
TOProBbIMWU HAaMMEHOBAHUSMMU.

7. Mo 3anpocy B 371eKTPOHHON hopMe cybbekTa obpalleHns NeKapCTBEHHbIX CPeACTB COOTBETCTBYIOLNM
YMOJIHOMOYEHHbIM (hefepasnbHbIM OPraHoOM UCMOJIHUTENBbHON BAACTW, OCYLLECTBSAIOLWMM roCyAapCTBEHHYIO
perncTpaumio 1eKapCTBEHHbIX MPenapaToB, B yCTAaHOBAEHHOM UM MOpPsSAKe OCYLLECTBNSETCS Hay4YyHoe
KOHCY/IbTMPOBaHMe Mo BOMpPOCaM, CBSA3aHHbIM C MPOBEAEHNEM LOKJIMHNYECKUX UCCIEA0BaHWNA,
KJINHNYECKUX NCCNea0BaHNA NeKapCTBEHHbIX NpenapaToB, 3KCMNEPTM3bl KA4eCTBa JIEKAPCTBEHHbIX CPEACTB,
3(hheKkTMBHOCTN 1 6€30MacHOCTK, C OCYLLECTBAEHNEM rOCYAapPCTBEHHON perncTpaummn 1eKapCTBEHHbIX
npenapaToB. KOHCYIbTUPOBaHME OCYLLECTBASETCS C NPUBNIEYEHNEM (hefepasibHbIX TOCYAaPCTBEHHbIX

B0 0XKETHbIX yYpeXxAeHnn, NoABEAOMCTBEHHbIX AaHHOMY delepasibHOMY OpraHy UCMNOSHUTENbHON BNaCTh
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N He y4aCcTBYIOLMX B OpraHn3auny NpoBeaeHNs 3KCNepTU3bl Ka4ecTBa JIeKapCTBEHHbIX CPeACTB B Lensx
OCYLLECTBSIEHNSA NX FOCYAapCTBEHHOWN perncTpauum B COOTBETCTBMM CO CTaTbel 16 HaCcTOALWEro
defepanbHOro 3aKoHa, B BMAE OTBETa B MMCbMEHHOWN hopMe yNoSIHOMOYEHHOro heepasbHOro opraHa
NCNOMHUTENLHOW BNAaCcTW Ha 3anpoc. Pa3mMep B3MMaeMoOW C 3aSBUTENS NAaThbl ONPeaenseTcs B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon ®efepaLmm 06 opraHmsaumm npefocTaBieHns
roCyLapCTBEHHbIX U MyHULMNaNbHbIX ycnyr. MiHpopMaumsa 06 ocyLweCcTBAEHUN HayYHOr 0
KOHCY/IbTUPOBaHUS, B TOM YUCNie CTaTby, 0630pkl, CNPaBoYHbIE MaTepuansl U MHas UHGOPMauus 06
OCYLLLeCTBJIEHNN HAaY4YHOr O KOHCY/IbTUPOBAHNS, pa3MeLLaeTca Ha onLnanbHOM CanTe YyNoJHOMOYEHHOro
henepanbHOro opraHa UCMOJIHNTENLHON BlacTu B ceTh "IHTepHeT" ¢ cobntoeHneM orpaHnuYeHnin,
YyCTaHOBJ/IEHHbIX 3aKOHOAATENIbCTBOM O MEePCOHasIbHbIX AaHHbIX, KOMMEPYeCKoW 1 (1in) rocyjapCTBEHHOW
TanHe.

8. FocynapCTBEHHan perncTpaumns nekapCTBEHHbIX NPenapaToB, KOTOpble NpeaHa3HayYeHbl As
NPUMEHEHUS B YCJI0BUAX BOEHHbIX OEACTBUN, YPE3BblYaMHbIX CUTYaLUN, NpeaynpexaeHns Ype3BblHanHbIX
CUTYauun, NpohMNakTUKM 1 nevyeHns 3abonesaHunin, NpeacTaBaASIOWMX ONACHOCTb A5 OKPYXAOLLKX,
3aboneBaHMin 1 NOPaXKEHUI, NOJYHEHHbIX B pe3yfibTaTe BO3AENCTBMA HEONArONPUATHBLIX XUMUYECKMX,
Bronornyeckunx, pagmaunoHHelX PakTopoB, 1 KOTOPble pa3paboTaHbl B TOM YMC/IE NO 3aAaHuio
thefiepanbHbIX OPraHOB UCMOMHUTEbHON BAACTH, YNOAHOMOYEHHbIX B 061acT 060pOHbI CTpaHbI 1
6e30MacHOCTM roCcyAapcTBa, a TakXKe JIeKapCTBEHHbIX CPEACTB B C/lyYae UX AeheKTypbl NI pucka
BO3HWKHOBEHWA AedeKTypbl B CBA3M C BBEAEHNEM B OTHOLEHWM Poccuinckon ®enepaLimm
OrPaHNYMTESIbHBIX MEP 3KOHOMMNYECKOr0 XapaKTepa OCyLeCcTBAAeTCSA B NopsaaKe, yCTaHOBIEHHOM
MpaBnTenbCcTBOM Poccuinckon depepaumu.

(CtaTbs B pepakunm deaepasibHOro 3akoHa ot 22.12.2014 Ne 429-03)

CtaTtbs 14. MpUHUKUNBI 3KCNEPTU3bl 1eKapCTBEHHbIX CPeACTB

1. DkcnepTun3a NeKapCTBEHHbIX CPEACTB OCHOBbLIBAETCS Ha MPUHLMMNAX 3aKOHHOCTKW, coBIloAeHNs NpaB 1
cBobo YenoBeKa 1 rpa)kaaHnHa, npas IOPUANYECKOro NinLa, HE3aBUCMMOCTY 3KCnepTa, 06beKTUBHOCTH,
BCECTOPOHHOCTU U MOSIHOTbI NCCAeA0BaHNIA, MPOBOAUMbBIX C MCMOJIb30BAHNEM COBPEMEHHbLIX AOCTVXEHWNN
HayKN N TEXHWNKKN, OTBETCTBEHHOCTU (hefepasibHOro rocyapCTBEHHOrO BI0AXXETHOr0 yYpeX AeHNS No
NPOBEAEHNIO SKCMEPTU3bI IEKAPCTBEHHbLIX CPEACTB N 3KCMEPTOB 3a NPOBEAEHNE N KAYE€CTBO 3KCNEPTU3bI.
2. IKCNepTM3a NEKAPCTBEHHbLIX MPenapaToB A1 MeQULMHCKOro NPUMEHEHNS BKOYaeT B cebs:

1) aKcnepTn3y OOKYMEHTOB, MPeACTaBAEHHbIX A5 ONpeaesieHNs BO3MOXHOCTN pacCMaTpMBaThb
JIeKapCTBEHHLIN npenapaTt 4158 MeAULNHCKOrO MPUMEHEHMS B Ka4eCTBE OphaHHOr0 1IEKapCTBEHHOIO
npenapaTa;

2) 3KCNepTuU3y NpennoXXeHHbIX METOJ0B KOHTPOJIS Ka4yeCTBa JIEKapPCTBEHHOr0 CpeacTBa U (Mm) KayecTBa
npencTaBneHHbIX 06pa3LoB NeEKaPCTBEHHOMO CPEACTBA C MCMOJIb30BaHWEM 3TUX METOLOB (fanee -
3KCMNepTM3a KavyeCTBa IeEKapCTBEHHOIO CPeACTBaA);

3) 3KCNepTU3y OTHOLLEHNS 0XXNAAEMOWN NOJIb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUS TEKAPCTBEHHOIO
npenapaTa;

4) 3KCnepTn3y PerncTpaLmoHHOro 4OCbe Ha JIEKAPCTBEHHLIN NpenapaT B LieNsx onpeaeneHms
B3aMMO3aMEHSEMOCTH JIEKapPCTBEHHbIX NpenapaToB A4J19 MeAULMHCKOro npuMeHeHuns. (JononHeHne
NyHKTOM - ®efepanbHblil 3aKoH 0T 27.12.2019 Ne 475-03)

3. IKCNepTM3a NeEKAPCTBEHHbLIX MPENapaToB AJ15 BETEPUHAPHOI0 MPMMEHEHNS BKIOYAET B cebs
3KCMepTU3Yy KavyecTBa JIEKapCTBEHHOIO CPeACTBa M 3KCNEPTU3Y OTHOLLEHNS 0XXKMAAEMON NOJIb3bl K
BO3MOXXHOMY PUCKY MPMMEHEHMNA NEKAPCTBEHHOr0 NpenapaTa.

(CtaTbs B pepakunm deaepasibHOro 3akoHa ot 22.12.2014 Ne 429-03)

CtaTtba 15. PepepanbHoe rocyaapCTBEHHOE BI0KeTHOE yYpeXXaeHne rno NpoBeLeHNI0 IKCMepPTH3bI
JIeKapCTBEHHbIX CPeacTB
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dKcnepTmr3a SieKapCTBEHHbIX CPeLCTB MPOBOAUTCA (hefepasibHbIM FOCyLapCTBEHHbIM B0 4KEeTHbIM
yupexaeHneM COOTBETCTBYIOLLEro YNOAHOMOYEHHOr 0 (pefepanbHOro opraHa UCNoJIHUTEsIbHOW BJIaCTH,
CO3[aHHbIM 19 obecrneyvyeHns NCNOSHEHNS NOJIHOMOYUIA 3TOro efepasibHOro opraHa no Bbifavye
pa3speLleHnii Ha NpoBedeHne KIMHUYECKUX NCCNIe0BaHUN NIeKapCTBEHHbIX nNpenapaTos 1 (1au) no
roCcyZapCTBEHHON perncrTpauum (perncrpaLumm) nekapCTBeEHHbIX NpenapaToB (fafiee - 3KCnepTHoe
yqypexxaeHue).

Ctatbsa 16. OpraHusaumsa npoBefleHnsa 3KCNepTU3bl NeKapCTBEHHbIX CPEACTB

(HanmeHoBaHume B pefakuumn ®egepanbHOro 3akoHa ot 22.12.2014 Ne 429-03)

1. OKCnepTmn3a NeKapCTBEHHbIX CPeACTB NPOBOAUTCA KOMUCCUEN IKCMEPTOB 3KCNEPTHOr0 yYpexaeHuns,
Ha3Ha4YeHHOW ero pykoBOAUTENEM, HA OCHOBaHUN 3afaHNSa Ha NPOBEAEHNE SKCNEPTU3bl IEKAPCTBEHHOI 0
CpencTBa, BbIAAHHOMO YMOJHOMOYEHHbIM (hefepanbHbiM OPraHOM UCMOJIHUTENbHON BAACTW. PyKoBOAUTENb
9KCMEPTHOro yypexaeHus obecneymBaeT Hagnexallee NpoBefeHNe 3KCNEePTU3bl 1IeKapCTBEHHbLIX CPEACTB
B COOTBETCTBUM C 3alaHNEM, BblAaHHbIM YNOJHOMOYEHHbIM (hefepasibHbIM OpraHoM NCMOAHUTENbHON
BNACTW, N OpraHM3yeT NOArOTOBKY CBOAHOMO 3aKJIHOYEHUS 3TON KOMUCCMMW. B COCTaB 3TON KoMMCCUn No
peLleHNIO PYKOBOANTENS IKCMEPTHOIr0 y4pexXaeHnsa MoryT BbiTb BKAOYEHbI B KAYECTBE IKCMEPTOB /MLa,
He paboTatoLme B JaHHOM 3KCMEPTHOM YYPEXAEHNM, ECSIN UX CNeLMaNbHble 3HaHMSA HeobxoanMbl ans
NPOBeEHNS SKCMEPTM3bl U TaKmMe 3KCNePThl OTCYTCTBYIOT B JaHHOM 3KCMEPTHOM YYpeXAeHMNN,

2. DKCNEepPTOM M0 NPOBEAEHNIO SKCNEPTN3bI IEKAPCTBEHHbLIX CPELCTB SBNAETCA aTTECTOBAaHHbIA PabOTHUK
3KCMEPTHOr0 YYpEeXAEHNS, KOTOPLIN UMEET BbICLLUEee MeAULMNHCKOE, (hapMaLeBTuYeckoe, bnonornyeckoe,
BETEPUHApPHOE UK XnMmyeckoe obpasoBaHme 1 MPOBOAUT 3KCNEPTU3Y SIeKapCTBEHHbIX CPEACTB B NOpsLKe
NCMNOJIHEHUS CBOUX OOJKHOCTHbIX 00513aHHOCTeN (ganee - 3KCnepT).

3. Mpu npoBefeHNN IKCNEPTU3bl NEKAPCTBEHHbLIX CPELCTB IKCNEPT HE MOXKET HAaX0AUTbLCA B Kakon-nnbo
3aBUCMMOCTHW OT NNLLA, Ha3HAYMBLLErO 3TY 3KCMEPTU3y, pa3paboTyrka NeKapCTBEHHOro CpeacTBa Uu
APYIMX 3aMHTEpPEeCcOBaHHbIX B pe3yibTaTax 3KCNepTu3bl JinL,.

4. Mpy NpoBEeLEHNMN IKCMEPTU3bI JIEKAPCTBEHHbIX CPEACTB He fonycKaeTcsa nctpeboBaHne 3KCNepTom y
3a9BUTENS B0 UHBIX ML, MaTepunanoB, HEOBX0AMMbIX A8 NPOBEAEHUS 3KCNepTU3bl. B cnyyae
HeOO0CTaTOYHOCTU NpeLCTaBAEHHbIX IKCMEPTY MaTEPMAsIOB B INYHbIA KabMHET 3a9BUTENA B €4UHOW
rocyapCTBEHHON MH(OPMALMOHHON CUCTEME B Chepe 34paBOOXPaHeHNa (Qanee - eguHas cuctema)
9KCMEPTHLIM Y4peKAeHNEeM HanpaBaseTCs 3anpoc 0 NpeacTaBAeHUn HeobX0AMMbBIX MaTepuanos,
NOAMNUCAHHbIA PYKOBOAMTEEM (YNOJHOMOYEHHbIM JINLLOM) 3KCMEPTHOr0 YYPEeXXAEHNS C MCNOJIb30BaHNEM
YCUNEHHOWN KBaJIM(PULMPOBAHHON 3/1EKTPOHHOW MNOLAMUCH.

41, 3aauTtens 0653aH HanpaBUTb B INYHbIA KaBMHET 3KCNEPTHOIro y4YpEeX4EHNS B eAUHON CUCTEME
NOAMMUCaHHBIN YCUIEHHOW KBaNNGULMPOBAHHON 3/IEKTPOHHON NOAMUCLI0 OTBET Ha 3anpoC 3KCMEPTHOro
YYPEXAEHUS B CPOK, HE NMPEBbILIAOWNIA AeBAHOCTa paboynx AHeEN CO AHA MNONYYEHNS SKCMEPTHbIM
YyYpeXAEeHNEM 3JIEKTPOHHOIO YBEAOMJIEHMA O NOJy4YEHUN 3aaBMTeNIeM 3anpoca. Bpems co gHa
HanpaBJIEHNS SKCNEPTHbLIM YUYPEXAEHNEM B JIMYHbIA KaBMHET 3a8BUTENS B €AMHON CUCTEME 3anpoca o
npeacTaBAeHUN SOMOAHUTENbHbLIX MaTepMasoB A0 AHSA HanpaBieHWs 3adaBUTENEM B INYHbIN KabuHeT
3KCMEPTHOro yYpeXAeHNS B eANHON CUCTEME OTBETA Ha 3anpoC He YYUTLIBAETCS NPY NCYNCIEHNMN CPOKa
NpoBeAeHNs 3KCNepTM3bl JIeKapCTBEHHOr0 cpefcTBa. ([ononHeHne YacTblo - DefepanbHblil 3aKOH OT
25.11.2013 Ne 317-03)

42, Ecnv 3asBUTENEM B COOTBETCTBUM C YacTbto 1 cTaTby 30 MK HacTbio 2 CTaTbh 34 HacTOALLErO
defepanbHOro 3akoHa NpefcTaB/ieHa KOMus peLleHns ynoJIHOMOYeHHOro hefepasibHoro opraHa
NCNOJIHNTESIbHON BJIACTW O NPOBeeHMN papMaLEeBTUYECKON NHCMEKL MM NPOU3BOACTBA NEKAPCTBEHHbIX
CPeLCTB AN MeANLMHCKOro NpUMeHeHNs Ha COOTBeTCTBME TpeboBaHMAM NpaBua Haanexallen
NPOW3BOLACTBEHHOW MPAKTUKK EBPa3NNCKOro 3KOHOMUYECKOro COK3a, IKCNepTy A0 0hopMIeHmns
pe3ynbTaTOB IKCNEPTU3bl NEKAPCTBEHHOr0 CPeACTBa NPEACTaBNAETCA KONUSA 3aK/I04EHUS 0 COOTBETCTBMUU
NPOM3BOANTENA JIeKaPCTBEHHbIX CPeAcTB TpeboBaHUAM NpaBM Hagaexalen Npon3BoACTBEHHON
NPaKTWKW, BblAAHHOIO YNOJHOMOYEHHbLIM hefepasibHbIM OpraHoM UCMONHUTENbHOWM BNACTK, WK KOMus

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 26 3 120



cepTudmnkKaTa COOTBETCTBMSA NPOMN3BOANTENA IEKAPCTBEHHbIX CPEACTB 419 MeANLUHCKOro NpMMeHeHuns
TpeboBaHVAM NpaBua HagaexXallen Npon3BOACTBEHHON NPAKTUKN EBPa3ninCKOro 3IKOHOMNYECKOro Coto3a.
(LononHeHue YacTbto - PefepanbHbin 3akoH 0T 04.06.2018 Ne 140-93)

43, 3asBuTenb 0653aH HanpaBUTb B JINYHbIA KabOMHET 3KCNEPTHOr0 YYPEXAEHNS B eANHON CUCTEME KOMMI0
3aKJI04EHUS UK KOMKUIO CepTudmKaTa, yKa3aHHbIX B HacTu 42 HacToALWen CTaTby, B CPOK, He
NPEBLILIAOWMIA CTa BOCbMUAECATN paboynx OHEN CO OHA NONYYEHUS SKCMEPTHBLIM YYpeKAeHNEM
3N1eKTPOHHOr0 yBEAOMAEHMNS O NOAYYEHUN 3a9BUTENEM NOANNCAHHOIO PYKOBOAMTENEM (YNOIHOMOYEHHbIM
JIMLLOM) 3KCMEPTHOro y4peXxaeHns C NCNoJib30BaHMEM YCUNEHHOWN KBaAN(ULMPOBAHHOM 3IEKTPOHHON
NOAMMCK 3anpoca 0 NPeAoCTaBNEHUN LOKYMeHTa. Bpems co AHA HanpaB/ieHNS IKCNEPTHLIM YYPEXAEHNEM
3anpoca B INYHbIN KabMHET 3a9BUTENA B €4MHON CUCTEME 40 AHA HAaMpaB/ieHUS 3a89BUTENEM B JINYHBIN
KabMHET 3KCNEPTHOrO YYPEXAEHNSA B € ANHOWM CUCTEME KOMUN 3aK/I0YEHNS NN KOMKUK CePTUdUKaTA,
YKa3aHHbIX B 4acTWN 42 HaCTOALWEN CTaTby, HE YYUTLIBAETCA NPU UCHUCIEHUN CPOKa NPOBeAEeHMNS
3KCMEepTM3bl JIEKAPCTBEHHOMO CpeacTBa. ([lonosHeHme YacTelo - PefepanbHbii 3aKoH 0T 04.06.2018 Ne
140-93)

5. 9KcnepT Npu NpoBeAeHNN MOPYHEHHON EMY PYKOBOAUTENEM IKCMEPTHOro y4Ypex4eHns 3KCnepTu3bl
NEeKapCTBEHHOro CpeacTBa 0653aH:

1) npoBecTu NosHoe NCCnefoBaHne NpeacTaB/ieHHbIX eMy 06beKTOB, MaTepunanos, 4aTb 060CHOBAHHOE 1
06BEKTMBHOE 3aKJII0O4EHWE MO NMOCTABAEHHbLIM Nepes HUM BOMPOCaM MM MOTUBMPOBAHHOE 3aKJIHYEHNE O
HEBO3MOXXHOCTY MPOBEAEHUS UM IKCNEPTMU3bl JIEKAPCTBEHHOIr0 CPeACTBa, €C/IN NOCTaBEHHbIE BONPOCH
BbIXOAAT 3@ Nnpenenbl crneunanbHbIX 3HaHWIA 3KcnepTa, 06beKkThl UCCaefoBaHNU U MaTepranbl HENPUFOL4HbI
NNV HeJOCTaTO4Hbl AN NPOBEAEHNA UCCIEA0BAHNIA 1 Aa4n 3aKI04YeHUs 1Mbo COBPEMEHHbIN YPOBEHb
Pa3BUTUS HAyKW He MO3BOJIET OTBETUTb Ha MOCTaB/IEHHbIE BOMNPOCHI;

2) He pa3rnawaTb CBeAeHWs, KOTopble CTav eMy M3BECTHbI B CBA3W C MPOBELEHMEM 3KCNEepTU3bl
JleKapCTBEHHOr0 CPeACTBa, a TakXe CBefleHns, COCTaBASIoLWME roCyjapCTBEHHYIO, KOMMEpPYeCKyo Uin
NHYI0 OXpPaHAEMYI0 3aKOHOM TaWHy;

3) obecneynTb COXPaHHOCTb NPeACTaBNEHHbIX 0OBEKTOB MCCEA0BAHNI N MaTepranos.

6. DKCnepT He Brnpase:

1) NpoBOANTL 3KCMEPTN3Y IEKAaPCTBEHHOIO CPeACTBa No obpalleHno HeMOCPEACTBEHHO K HEMY
opraHu3aunin nam uandecknx anu;

2) camocTosTeNbHO cobupaTb MaTepmanbl ANS NPOBEAEHNS SKCNEPTU3bI IEKapCTBEHHOIO CPeACTBa;

3) NPOBOAMNTbL 3KCMEPTU3Y JIeKapCTBEHHOIO CPeACTBa B Ka4eCTBe HerocylapCTBEeHHOr 0 3KCnepTa.

7. B cnyvae Heob6x04MMOCTIM 3KCMepT BNpaBe X04aTalCTBOBaTb Nepes PyKOBOAUTENEM 3KCMEPTHOMO
YyUYPEeXXAEHUS O MPUBNEYEHUN K MPOBEAEHNIO SKCNEPTN3bI NIEKAPCTBEHHOI0 CPeACTBa APYrX IKCNEPTOB.

8. Kaxkablin 3KCnepT, BXOAALLMA B COCTaB KOMUCCUM IKCMEPTOB, KOTOPOW NOPYYeHO NpoBefeHmne
3KCMNepTU3bl IeKapCTBEHHOIr0 CPeACTBa, HE3aBMCMMO 1 CaMOCTOSATE IbHO NPOBOAUT UCCNef0BaHNS,
OLEHMBAET pe3y/ibTaTbl, MOSYYEHHbIE UM JINYHO WU APYTMMK 3KCNepTaMu, U POPMYyNPYyeT BbiBOAbI
OTHOCUTE/IbHO MOCTaB/IEHHbIX BOMPOCOB B Mpeaenax CBOUX creumnasbHbIX 3HaHUR,

9. Pe3ynbTaThl 3KCNEPTM3bl JIEKAPCTBEHHOIO CPELACTBA 0HOPMAAIOTCA 3aKIIIOYEHNEM KOMUCCUN IKCMEPTOB.
B 3aKN04€HNN KOMUCCUN 3KCMEPTOB YKa3bIBAOTCA NepeyeHb nccaenoaHnii, 06bemM NpoBeAeHHbIX KaXabiM
3KCMepTOM UCCNEeA0BAHNIN, YCTAHOBJIEHHbIE KaXAbIM U3 HUX PaKTbl U CAENaHHbIe B pe3ybTaTe
nccnenoBaHWIM BbIBOAbI. IKCNEPT, MHEHNE KOTOPOro He COBNafaeT C pelleHneM KOMUCCUUN 3KCNePTOB,
BMpaBe BbIPa3nTb CBOE MHEHME B MUCbMEHHOW (hopMe, KOTOPOE NPMOoBLLAETCs K 3aK/TIOHEHNIO KOMUCCUN
9KCMepToB.

10. 9kcnepTbl, BXOAALWME B COCTAB KOMUCCUK, NpeaynpexaatTcs 06 0TBETCTBEHHOCTM B COOTBETCTBUM C
3aKoHOA4aTenbCTBOM Poccuiickon ®efepaumm 3a fady 3aka04eHns, cogepxalero HeoboCHOBaHHbIE UK
thanbcnnLMpoBaHHbIe BbIBOAbI, O YEM OHM LAlOT NMOAMUCKY.

11. OnpegeneHune ypoBHS NpoeccMoHaibHON NOAFOTOBKM 3KCNEPTOB M aTTecTaumMs UxX Ha NpaBo
NpoBeAeHNs 3KCNepPTU3bl IeKapCTBEHHbIX CPEACTB OCYLLECTBAAIOTCS IKCNEPTHO-KBAIMPUKALNOHHBIMU
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KOMUCCUAMUN B MOPSAOKE, YCTAHOBJIEHHOM COOTBETCTBYIOLMUM YNOJHOMOYEHHbIM hefepasibHbiIM OpraHoOM
NCNONHUTESIbHOW BIACTW. YPOBEHb NPOoeCcCUoHaNbHOW NOAMOTOBKM 3KCMEPTOB NOAJIEXNUT NEPecMoTpy
YKa3aHHbIM KOMUCCUSIMUN HE PEeXEe YEM OAUH pa3 B NATb JIET.

12. MpaBuna NpPoBEeAEHNSA IKCNEPTN3bl IEKAPCTBEHHLIX CPEACTB 1 0COBEHHOCTU IKCNEPTU3bl OTAESbHbIX
BMIOB JIEKapCTBEHHbIX NPenapaToB (peepeHTHbIX JIeKaPCTBEHHbLIX MpenapaToB, BOCMPON3BEAEHHbIX
JIEKAPCTBEHHbIX MpenapaTos, 6MoNornyecknx NeKapCTBEHHbIX NpenapaTos, broaHanoroBbix
(6MononobHbIX) NeEKapCTBEHHbLIX NpenapaToB (6noaHanoros), roMeonaTUYECKNX JIeKapCTBEHHbIX
npenapaToB, IEKAPCTBEHHbIX PaCTUTESbHbIX MPenapaToB, KOMOMHaLWIA NEKAPCTBEHHbLIX NPenapaTos),
(POPMbI 3aKJIOYEHNI KOMUCCUIN 3KCNEPTOB YCTaHaBANBAOTCA COOTBETCTBYOLWUM YMNOJIHOMOYEHHbIM
thenepanbHbIM OPraHoOM UCMOJIHUTENLHON BACTMW.

CtaTbs 17. Mogaya n paCCMOTPEHMNE 3a9BIEHNS O FOCYAapPCTBEHHON PErUCTPALLINN IEKAPCTBEHHOMO
npenapaTta 415 BETEPUHAPHOIr0 NPUMEHEeHNS

1. 1na rocyaapCTBEHHOW perncTpauny N1eKkapcTBeHHOro npenapaTa 414 BeETEPMHAPHOro NPUMEHEHNS
pa3pa60Tq|/|K TaKOoro J1eKkapCTBeHHOro npenapata nanm ynosiHOMoO4YeHHOE UM Jpyroe opungnyeckoe anLo
(manee B HaCTOALLEN CTaTbe - 3a8BMTE/Nb) HaNpaB/sgeT NoCPeACcTBOM €4MHOr0 NopTaaa B YNOJHOMOYEHHbIN
(hefepanbHbIi OpraH NCNOJHNTENIbHOW BAACTW 3adBNeHNe 0 roCyAapCTBEHHON perncTpaunm
JIEKApCTBEHHOr0 npenapaTa A5 BEeTEPMHAPHOro NPUMEHEeHNS, NOANNCaHHOE YCUAEHHON
KBaJIM(PULMPOBAHHON 3/IEKTPOHHON NOAMNCHIO, @ TaKXXe AOKYMEHTbI, U3 KOTOPbIX (hopMupyeTcs
perncTpaumoHHoe A0Cbe Ha JIEKapCTBEHHLIN NpenapaT AJ19 BETePUHAPHOro NnpumeHeHuns. B cnyyae, ecnm
0T UMEHW 3a8BUTENS LENCTBYET €ro npeactaBuTesb (pusmndeckoe AnLo), ynoJHOMOYEHHbIN 4ENCTBOBATb
OT UMEHW 3a8BUTENS HA OCHOBAHUWN [,OBEPEHHOCTMW B 3IEKTPOHHON (hopMe B MaLLMHOYUTAEMOM BUIE,
3asBJIeHME 0 roCyapCTBEHHOWN perncTpaumm nekapCTBEHHOrO nNpenapaTa A5 BETEPUHAPHOro
NPUMEHEHUs MoOXXeT BbITb MOANNCAHO YCUMNEHHON KBaNUGULIMPOBAHHOW 3IEKTPOHHON NoAnnchi0 nnbo
YCUEHHOWN HEKBAaNNMULMPOBAHHOWN 3/1EKTPOHHON MOAMMNCHIO, CEPTUDUKAT KtoYa MPOBEPKMN KOTOPOWA
CO3[4aH 1 NCMonb3yeTcs B MHPpacTPyKType, obecneymsaoien MHHOPMaLNOHHO-TEXHOIOTNYECKoe
B3aI/IMO,£I,eIZCTBVIe VIHCbOpMaLI,I/IOHHbIX CNCTEM, NCNOoJIb3yeMbIX OJia NPpenoCTaBieHNAa rocyaapCTBeHHbIX U
MYHMLMMNANbHbIX YCAYT B 3/1eKTPOHHON hopMe, B YCTaHOBAEHHOM [paBnuTeNbCTBOM Poccuinckon
depfepaumm Nopsake v Npu yCa0BUM OPraHnM3aumnmn B3anMoLencTems msnyeckoro amua ¢ Takom
NHPACTPYKTYPOW C MPUMEHEHMEM NPOLIELLINX B YCTAaHOBAEHHOM NMOPSAKE NpoLeaypy OLLEHKN
COOTBETCTBUSA CPEACTB 3anThbl MHOPMaLMK (fanee - ycuiaeHHas HeKBaangUMpoBaHHas 3N1eKTPOHHaA
noAanuchb).

2. B 3aaBneHUMN 0 rocyLapCTBEHHON perncTpaLmm neKapcTBEHHOMO NpenapaTa 415 BeTepUHapHOro
NPYMEHEHNs YKa3blBalOTCA:

1) HanMeHoBaHMe 1 agpec 3aaBuTeNs, pa3paboTymKka U NPOM3BOANTENS NEeKapCTBEHHOrO NpenapaTta aas
BETEPMHAPHOr0 NPUMEHEHMNA 1 afpec MecTa OCyLLeCTBeHNA NPOM3BOACTBA IeKapCTBEHHOIO NpenapaTa
40151 BETEPUHAPHOr0 NPUMeEHEHUS (B C/lyYae HaM4msa HEeCKOJIbKMX Y4aCTHMKOB NpoLiecca Npom3BoACTBa
HeobXx0AMMO yKa3aTb KaXXAoro U3 Hux);

2) HauMeHOBaHMe fIeKapCTBEHHOr o NpenapaTa 419 BeTepuHapHOro NpuMeHeHus (MexayHapogHoe
HenaTeHTOBaHHOE, NN FPYNMUPOBOYHOE, NN XUMUYECKOE N TOProBOE HaUMEHOBaHMS);

3) nepeyeHb AENCTBYIOLNX U BCMOMOraTe/lbHbIX BELLECTB, BXOAALLMX B COCTaB JIeKapCTBEHHOr0 npenapaTa
AN15 BETEPUHAPHOr0 NPUMEHEHUS, C YKa3aHNEM KOJIMYECTBA Ka)KA0ro U3 HUX;

4) nekapcTBeHHasa opma, L03MPOBKa, CNocobbl BBEAEHNS U MPUMEHEHUS, CPOK MOLHOCTU JIeKapCTBEHHOIO
npenapaTta 411 BETEPUHAPHOIr0 NPUMEHeHUs;

5) hapmakoTepaneBTMyeCcKas rpynna;

6) Heob6X0ANMMOCTb NPUMEHEHMNS YCKOPEHHON NpoLeaypbl IKCNEPTU3bl NIEKAPCTBEHHLIX CPELCTB B LieNax
roCyfapCTBEHHOW perncTpauumn JeKkapCTBEHHOro npenaparTa;

7) KOMUW LOKYMEHTOB, NOATBEPXXAAOWMNX YNAaTy rocyAapCTBEHHON MOLUANHBI:

a) 3a NpoBefEeHMe IKCMEPTM3bl KaYeCTBa JIEKAPCTBEHHOIO CPEACTBA U SKCMEPTM3bl OTHOLLEHNS 0XXNAAEMON
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NoJIb3bl K BO3MOXXHOMY PUCKY MPUMEHEHNS NeKapCTBEHHOMO nNpenapaTta 415 BETEPUHAPHOr0 NpUMeHeHmns
npw ero rocyapCTBEHHON perncTpaunu;

6) 3a BblAavy perncTpaLoHHOro yaAOCTOBEPEHNS IEKAPCTBEHHOMO NpenapaTa;

8) Hanu4yme cornacusi, NpeayCMOTPEHHOr0 YacTbio 7 HAaCTOSILEN CTaTbW, €C/IN C MOMEHTa PErncTpauun
pedepeHTHOro 1eKapCTBEHHOro NpenapaTa A9 BeTEPUHAPHOr0 NPUMEHEHUS MPOLLIO MEHEE YeM LWeCTb
ner.

3. PerncTtpaunoHHoe 0oCbe B LEeNsx 3KCNepTU3bl 1eKapCTBEHHOro npenapaTta ANs BETEPUHAPHOI0
npyMeHeHns GopMUpPyeTCs M3 CNedyoWwmnx OKYMEHTOB 1 CBEAEHNIA:

1) cBepeHus o gaTe NpenoCcTaBeHNs N PErMCTPaLMOHHOM HOMEPE JINLIEH3UN Ha NPON3BOACTBO
JIeKapCTBEHHbIX CPEACTB, MPeA0CTaBAEHHON NPON3BOAUTENO PETNCTPUPYEMOrO IEKAaPCTBEHHOIO
npenaparta 415 BETEPUHAPHOI0 NPUMEHeHUs, A8 POCCUNCKMX NPOU3BOAUTENEN;

2) cBeeHns 0 fgaTe NpefoCTaB/eHNS N PErUCTPaALMOHHOM HOMEPE NNLEH3UN Ha NMPON3BOACTBO
NIEKAPCTBEHHbIX CPEACTB, NPEeA0CTaBEHHON NPON3BOANTENIO (hapMaLeBTUYECKON CyBCTaHLUMK, BXOAALLEN
B COCTaB PErNCTPUPYEMOro JIEKaPCTBEHHOIO NpenapaTa A9 BETEPMHAPHOr0 NPUMEHEHUS, ANA
POCCUMICKUX MPOn3BOAUTENEN;

2%) Konusa OOKYMEHTa, BblAaHHOI0 YNOJHOMOYEHHbIM OPraHoM CTPaHbl MPOU3BOAUTENS ANS KaX 0N
NPOM3BOLACTBEHHOW MJIOLAAKN PEFMCTPUPYEMOrO IEKAapPCTBEHHOMO NpenapaTa 415 BeTePUMHApPHOro
NPYMEHeHNs 1 NOATBEPXKAAOLWEr0 COOTBETCTBUE MPONU3BOAUTENSA IEKAPCTBEHHOrO npenapaTa
TpeboBaHMAM NpaBua HafieXallen NPoN3BOACTBEHHON NPaKTUKK, U €ro NepeBo Ha PYCCKUM A3bIK,
3aBepeHHbIe B YCTAHOBIEHHOM MOPSAAKE, @ TaKXXe KOMMs 3ak/l04YeHns 0 COOTBETCTBUM NPOM3BOANTENA
JIEKApPCTBEHHbIX CPeAcTB TpeboBaHNAM NpaBu Haa/iIeXalllen NPON3BOACTBEHHON NPaKTUKW, BblAaHHOMO
YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoOM MCMOMHUTENbHOW BAACTU AN KaXXA0W NPOU3BOACTBEHHON
NAoWaaKy perncTpupyemMoro eKkapCcTBEHHOr0 NpenapaTa 415 BETEPUHAPHOro NpUMeHeHNs, mbo Konus
peLleHns 0 NpoBeAEHNN NHCMEKTMPOBAHNS NPON3BOANTENS NEKAPCTBEHHbLIX CPEACTB, MPUHATOrO
YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoOM UCMOSHUTENbHOW BAACTU AN KaXXA0W NPON3BOACTBEHHON
naowankyn perncTpupyemMoro SeKapCTBEHHOro NpenapaTa A9 BeTEPUHAPHOr0 NPUMEHEHUS. YKa3aHHble
LOKYMEHTbI NPeAcTaBAATCA B C/lyvae, eCan NporM3BOACTBO JIeKapPCTBEHHOr0 npenapaTta oCyLecTBAsSeTCs
3a npegenamu Poccninckon ®egepaunn; (LonoaHeHne NyHKTOM - PegepanbHblil 3akKoH 0T 04.06.2018 Ne
140-03)

22) Konusa OOKYMEHTa, BblAAHHOr0 YyNOJHOMOYEHHbIM OpraHoM CTpaHbl NPOM3BOANTENS (DapMaLEeBTUYECKON
cybcTaHuMM 1 NOATBEPXXAAOLWEr0 COOTBETCTBUE NPOU3BOAMTENS hapMaLleBTUYeCKon cybcTaHumy,
BXOZSLLEN B COCTaB PermcTpMpyemoro eKapCTBEHHOro npenapaTta 415 BETEPUHAPHOr0 NPUMEHEHMS,
TpeboBaHMAM NpaBua HafieXalllen NPON3BOACTBEHHON NPaKTUKK, N €ro NepeBo Ha PYCCKUM A3bIK,
3aBEpEeHHbIe B YCTAHOBIEHHOM MopsaAKe, B C/lyvae, eCn Npon3BoOACTBO (hapMaLeBTMyeckon cybctaHumm
OCyLLeCcTBASAETCA 3a npeaenamMu Poccunckon ®efepaunu; (lonosHeHWe NyHKTOM - ®efiepanbHbli 3aK0H OT
04.06.2018 Ne 140-03)

3) NPOEKT HOPMaTMBHOIO AOKYMEHTa Ha NEKAPCTBEHHbLIN NpenapaT AJ19 BeTePUHAPHOro NPUMEHEHUS;

4) DOKYMEHT, CoAepXaluni cneayowyo MHopMaLumnio o hapMaleBTUYECKON CybCcTaHUMmM nan
thapMaueBTNYECKMX CyDCTaHUMAX, BXOLALLMX B COCTaB JIEKapCTBEHHOrO npenapaTa Ans BeTepMHAPHOro
NPUMeEHEHUS:

a) HauMeHoBaHWe hapMaLeBTMYeckom cybcTaHumK, ee CTPYKTypa, 0bLine CBOMCTBA (Mpu rocyaapCTBEHHOW
perncTpaumm nMMyHobrnonorniecknx neKapCTBEHHbIX NPenapaToB A5 BETEPUHAPHOr0 MPUMEHEHNSA
NpeacTaBAATCS CBEAEHMA O LUTAMMe, BKJIOYas ero HaMeHoBaHue, MHPOPMaLMIO O MPOUCXOXAEHWN, ero
CBOWCTBAX, XapaKTePUCTMNKAX N MecTe AENOHUPOBAHMS);

6) HaumeHoBaHMe 1 afpec NPOM3BOANTENS;

B) TEXHOJ/I0r A MPOU3BOACTBA C ONMCAHNEM CTaAWn NPOU3BOACTBA M METOAO0B KOHTPOA Ha BCEX CTaAUAX
Nnpou3BOLCTBA;

) nHopMaumsa o npumecsx (He NpeaCcTaBASETCA NPW FOCYAAaPCTBEHHON perncTpaunm
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NMMYHOBMONOrNYECKUX NIEKaPCTBEHHBIX NMPenapaToB A1 BETEPUHAPHOr0 MPUMEHEHNS);

4) cneumndrkauma Ha hapMaLeBTUYecKyo cybcTaHLMIo (He NpeacTaBNAeTCs Npu rocy 4apCTBEHHOW
permcrpaumm uMMyHobrnonornyeckux eKapCTBEHHbIX NPenapaToB AN BETEPMHAPHOr0 NPUMEHEHNS);

e) onucaHne MeToauK KOHTPOJIA KavyecTBa;

XK) pe3ynbTaTbl aHanM3a cepuii hapmaLeBTUYeCKon cybcTaHunm (He NpeaCTaBASTCA npu
roCyapCTBEHHON perncTpaumm nMMyHobrnonornyecknx NeKapCcTBEHHbIX NPenapaToB A5 BETEPUHAPHOIo
NpPUMeHeHuns);

3) nepeyeHb CTaHAAPTHbIX 06pa3L0B AW BELWECTB, UCMOJb3YEMbIX MPY OCYLLECTBAEHNN KOHTPOS
KayecTBa;

1) oNMcaHne XapakTEPUCTUK U CBONCTB YNAaKOBOYHbIX MaTEPMaioB U YKYNOPOYHbIX CPEACTB;

K) OaHHble 0 CTabUbHOCTM (He NPeacTaBAATCSA NPU roCyaapCTBEHHON pernctpauum
MMMYHOBMONOrMYECKUX NIeKapCTBEHHLIX NPenapaToB A1 BETEPUHAPHOr0 MPUMEHEHNS);

J1) CPOK FOAHOCTW, YC/I0BUS XPaHEHNS;

5) oT4eT 0 pesynbTaTax AOKINHUYECKOro NCC/Iel0BaHNA JIeKapCTBEHHOro CpeACTBa A BEeTEPUHAPHOro
NPYMEHEHNS, BKIOYAOLWMIA ONMCaHWe MeTOA0B OnpeaeseHns 0CTaTOYHbIX KOJIMYeCTB AENCTBYIOLEro
BelLLeCTBa (LEeNCTBYIOWMX BELWLECTB), LOCTUraloLWero (LOCTUrAoLWMX) CUCTEMHOIO KPOBOTOKA, B MPOAYKLNN
XXMBOTHOIO NPOUCXOXAEHMNS NOC/Ie NPUMEHEHNSA TaKOro IeKapCTBEHHOr0 CPeACTBa, a TakxXe
LOKYMeHTaNlbHOe noATBepXXAeHne (Banngauns) yKasaHHblX METOA0B;

6) oTYeT 0 pesynbTaTax KIUHNYECKOro NCCeloBaHNA IekapCTBEHHOI0 NpenapaTa A9 BeTeprHapHoro
NPVMEHEHNS Y KaXX4,0r0 BUAA XXUBOTHbIX, YKa3aHHbIX B UHCTPYKLMMN NO BETEPMHAPHOMY MPUMEHEHNIO;

7) NPOEKT UHCTPYKLMY MO BETEPUHAPHOMY NPUMEHEHUIO JIEKapCTBEHHOI 0 NpenapaTa, cogepxallei
cnegylouine ceefeHus:

a) HauMeHOBaHWe fleKapCTBEHHOro NpenapaTa A/ BeTepUHapHOro NpUMeHeHus (MexxayHapogHoe
HenaTeHTOBaHHOE, AN FPYNMNMPOBOYHOE, UIN XMMUYECKOE N TOProBoe HauMeHOBaHMWS);

6) nekapcTBeHHas hopMa C yKa3aHMEM HaMMEHOBAHWI N KOJIMYECTBEHHOr0 COCTaBa AEeNCTBYOLWNX
BELLEeCTB U Ka4eCTBEHHOIr0 COCTaBa BCMNOMOraTe/lbHbIX BELLECTB;

B) OMMCaHWe BHELLHEro BMAa IEKapCTBEHHOr 0 npenapaTa Aas BeTEPMHAPHOro NPYMEHEHNS;

r) hapmakoTepaneBTU4eckas rpynna SiekapCcTBEHHOr o rnpenapaTa A5 BeTePUHAPHOro NpUMeHeHNs nan
yKa3aHue "roMeonaTu4ecknii IeKapCTBEHHbIV NpenapaT";

4) hapMakoaMHaMMKa 1 hapMakoKMHeTMKa (3a CKAtoYeHneM (hapMakOKMHETUKIN roMeonaTuyeckux
NEeKapPCTBEHHbIX MPenapaToB U pacTUTENbHbIX JIeKapCTBEHHbIX NPenapaToB) Uy onncaHue
NMMYHOBMONOrMYeCKnX CBONCTB IEKaPCTBEHHOrO nNpenaparTa;

€) NoKasaHusa 4Ns NpUMEHEeHNSs;

)K) NPOTUBOMOKa3aHUs ANF NPUMEHEHNS;

3) Mepbl NPEAOCTOPOXHOCTMN NP NPUMEHEHUN;

1) YKa3aHne BO3MOXXHOCTM U 0COBEHHOCTEN NpuMeHeHns y 6epeMeHHbIX XXUBOTHbIX, Y XXUBOTHbLIX B NEPMOS
NlakTauuuy, y NoTOMCTBA XXUBOTHbIX;

K) PEXUM [03UpOBaHNS, CNocob BBEAESHNSA 1 MPUMEHEHNS, MPU HEOBXO0AMMOCTY BpeMSs npruema
JIeKapCTBEHHOrO npenapaTa A1 BeTEPMHAPHOro NPUMEHEHNS, NPOAOKNTENbHOCTb IE4EHNS;

1) BO3MOXKHbIe N060YHbIE AENCTBUS, HEXXENATENbHbIE PeaKLUn NPU NPUMEHEHNN NEKAPCTBEHHOIO
npenapaTta A/19 BETEPUHAPHOIr0 NPUMEHEHUS;

M) CUMNTOMbI NEPefO3MPOBKK, MEPbI MO OKa3aHMO MOMOLLM NP Nepeso3npPOBKE;

H) B3aMMOAENCTBUE C APYrUMY NEKAPCTBEHHLIMU NpenapaTamMu 1 (Mam) Kopmamu;

0) hopMbI BbiNyCKa SIeKapCTBEHHOIO NpenapaTta 419 BETEPUHAPHOI0 NPUMEHEHMS;

n) ykasaHue (npn HeobxoamnmMocTn) ocobeHHOCTEN AENCTBUS IeKapCTBEHHOr O NnpenapaTa ans
BETEPUHAPHOro NPUMEHEHNa NPy NePBOM NpUeMe Uiun Npu ero OTMeHe;

p) onucaHne (Npu HeobxoaMMoCTK) AeNCTBUIA cnelmanncTa B 061acT BETepUHapum, Blagenbla
)KWBOTHOMO MpuW NPONycKe npuemMa 04HON UM HECKOJIbKUX 03 IeKapCTBEHHOrO NpenapaTta Ans
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BETEPUHAPHOI0 NPUMEHEHMS;

C) CPOK FOAHOCTM W YKa3aHMe Ha 3anpeT NPpMMEHeHNs IeKapCTBEHHOro NpenapaTta ANs BETEPUHAPHOr0
NPVMEHEHNS MO NCTEYEHUN CPOKa FrOAHOCTH;

T) YC/I0BUSA XpaHEHNUS;

y) YyKa3aHne Ha HeobXxoaANMOCTb XpaHEHNA IeKapCTBEHHOro nNpenapaTta 415 BETEPUHAPHOr0 NPUMEHEHUSA B
MeCTax, HeJOCTYMHbIX ANs AeTen;

) ykasaHue (npy HeobxoaAnMOCTN) cneumnanbHbiX Mep NPefOCTOPOXXHOCTU NPU YHUYTOXKEHNN
HENCNoNb30BaHHbIX IEKAaPCTBEHHbIX NPenapaToB A/ BETEPUHAPHOIO NPUMEHEHUS;

X) CPOKM BO3MOXXHOIO UCMOJIb30BaHMS NPOAYKLNN XXUBOTHOIO NMPONCXOXAEHUS MOCE BBEAEHUS
)KMBOTHOMY JIeKapCTBEHHOr0 npenapaTta 415 BETEPUHAPHOI0 NPUMEHEHMS;

L) yCJI0BUS OTMNYCKa;

Y4) HaMMEHOBAHUA 1 agpeca NPON3BOACTBEHHbIX MJOWAA0K NPOU3BOANTENS NEKAPCTBEHHOMO NpenapaTa
L4019 BETEPMHapHOro NPUMEHEHUS;

L) HaMMeHOoBaHWe, agpec opraHM3auuK, yrnoJHOMOYEHHOW AepXKaTenem Uan BNafesbLeM
perncTpaumoHHOro yaoCTOBEPEHNS NEKAPCTBEHHOMO NpenapaTa Ha NPUHATNE NpeTeH3ni oT noTpebuTtens;
8) NpoeKTbl MaKeTOB MepPBUYHOM YNAKOBKM M BTOPUYHOM YNAKOBKYM JIeKapCTBEHHOr O rnpenapaTa ans
BETEPUHAPHOr0 MNPUMEHEHMS;

9) cnepytwoume cBefeHNS 0 JIeKapCTBEHHOM npenapaTe A8 BEeTEPMHAPHOro NpUMeHeHNs:

a) onmMcaHne 1 coCcTaB JIeKapCTBEHHOro NpenapaTta A5 BETEPUHAPHOIO NPUMEHEHMS;

6) onucaHne hapMaLeBTUYECKON pa3paboTku;

B) OMMCaHne npouecca NPou3BOACTBa W €ro KOHTPOJIA, MoOANMCaHHOe B NopsaKe, YCTaHOBJIEHHOM B
COOTBETCTBUM C HYaCcTbto 1 HAacTOsALLEN CTaTbMK;

) onNMcaHne KOHTPOAS KPUTUYECKUX CTagMIn NPOM3BOACTBA U NPOMEXYTOYHOM NPOAYKLMW, NOAMMNCAHHOE B
nopsigke, yCTaHOBIEHHOM B COOTBETCTBUM C YacTblo 1 HACTOSALLEN CTaTbu;

L) HanMeHoBaHWA 1 agpeca pa3paboTyuka, gepxxaTena uam Bnagenbla perncTpaunoHHOro
YyOO0CTOBEPEHMSA NIEKAPCTBEHHOI 0 NpenapaTa, NPOM3BOACTBEHHbIX M0LLAA0K NPOM3BOANTENS
JIeKapCTBEHHOrO npenapaTa Aas BEeTEPMHAPHOro NPUMEHEHNS C YKa3aHMeM CTagui TEXHOI0r M4eckoro
npoLiecca, oCyLLECTBASEMbIX Ha NMPON3BOACTBEHHbIX NJoWaAkax NPoOU3BOANTENS IEKAPCTBEHHOI O
npenapaTta 415 BETEPUHAPHOIO NPUMEHEHMS;

e) hapmaueBTNYeCKas COBMECTUMOCTb;

X) MUKpobronornyeckme xapakTepucTuKy,

3) MaTepuanbHbIi 6anaHc ons NPoM3BOACTBa CEPUN FOTOBOIrO NPOAYKTa;

1) ONUCaHNe XapakKTEPUCTMK N CBOWCTB YNaKOBOYHbIX MaTEPUAJIOB 1 YKYMOPOUHbIX CPEACTB;

K) LOKYMeHTaJibHOe NoATBEpXXAEeHME (BamaaLmsa) NnpoLeccoB 1 (Man) Nx oLeHKa;

N) TpeboBaHMA K Ka4eCTBY BCMOMOraTesibHbIX BELWECTB (CepTutmKaT, cneundukaumns Ha BCNoMoraTesbHble
BeLLleCcTBa 1 nx 060CHOBaHMe);

M) aHaIMTUYECKME MeTOANKMW, UCNOJIb3yeMble MPY OCYLLEeCTBAEHUN KOHTPOIS Ka4yeCTBa BCMNOMOraTesbHbIX
BELLECTB;

H) OOKyMEeHTa/ibHOe MNOATBEPXXAEHME (Baangaumns) aHaauTunyeCkux MeTOAMK, NCMOAb3YeMbIX NP
OCYLLECTBJIEHUN KOHTPOJIS Ka4eCTBa BCMOMOraTe bHbIX BELLECTB;

0) nHopMaumsa 06 NCNosIb30BaHMM BCIOMOraTesbHbIX BELLECTB Y€/1I0BEYECKOI0 1 XXNBOTHOIO
NPONCXOXXOEHNS;

n) (MoanyHKT yTpaTnn cuny - ®epepanbHblil 3aKoH 0T 02.08.2019 Ne 297-03)

p) TpeboBaHMA K Ka4eCTBY IeKapCTBEHHOIO NpenapaTa 4/ BeTepMHAPHOro NpuMeHeHns (ceptudgukar,
cneunduKaumsa Ha NeKapCTBEHHbLIN NpenapaT U ux 060CHOBaHME);

C) aHaMTUYECKNE METOAMNKN, NCMONb3YEMbIe NMPU OCYLLLECTBAEHUN KOHTPOJIA Ka4yeCcTBa IEKapCTBEHHOMO
npenapaTta 415 BETEPUHAPHOI0 NPUMEHEHUS;

T) LOKYMEHTaNbHOe NOATBEPXXAEHME (BannAauns) aHaIMTUYECKUX METOLUK, NCMOJb3YEMbIX NpU
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OCYLLLeCTBJIEHNN KOHTPONIA Ka4yeCTBa JIeKapCTBEHHOMO npenapaTa AN BeTePMHAPHOro NpYMeHeHNSs;
Y) DOKYMEHT, MOATBEPXAAIOLLNIA Ka4eCTBO IEKapPCTBEHHOr0 npenapaTa TPeX NPOMbILLIEHHBLIX CEPUI
(MpoToKON aHanM3a nnn cepTUUKaT aHaam3a), o4Ha Cepus KOTOPOro AoJKHa CoBnagaTh C Cepuen
obpasua JIeKkapCTBEHHOr 0 NMpenapaTa, NoAaHHOro Ha pPerncTpaumio;

() XxapakTepucTuKa npuMecen;

X) NepeyeHb CTaHAAPTHbLIX 06pa3L0B, NCMOb3YEMbIX MPU OCYLLECTBAEHNN KOHTPOS KavyecTBa
JleKkapCTBEHHOro npenapaTta 414 BETePMHaPHOro NpUMeHeHNs;

L) faHHble 0 CTabUIbHOCTM NEKAaPCTBEHHOI O NMpenapaTa A5 BETEPUHAPHOrO NPUMEHEHNS;

10) Konus DOKyMeHTa, coliep Kallero MHGopMaLnio 0 Haandum nam 06 oTCyTCTBUM DaKTOB perncTpaunm
JIeKapCTBEHHOrO NpenapaTa Aas BeTePMHAPHOro NpMMeHeHns 3a npeaenamu Poccniickon degepaunn;
11) cornacue B NMCbMEHHON hopMe, MPeayCMOTPEHHOE YaCTbio 7 HAaCTOSALWEN CTaTby, B Cyyae
perncTpawmm BOCNPON3BELEHHOIO NEKapPCTBEHHOrO NpenapaTa;

12) KoNus SOKYyMEHTa Ha PYyCCKOM 5i3blKe, 3aBEPEHHOr0 B yCTaHOB/IEHHOM NOPSAKE U MOATBEPXKAAOLLEro
NPaBOMOYHOCTb 3asBJ/IEHNSA O FOCYAAPCTBEHHOW perncTpaumm N1eKkapCTBEHHOro npenapaTta s
BETEPUHAPHOr0 NPUMEHEHMNS (LOBEPEHHOCTL);

13) cBeaeHuUst 0 rocyaapCTBEHHOW PErMCTPaLINN FEHHO-UHXXEHEPHO-MOANMULIMPOBAHHbLIX OPraHW3MOB,
npefHa3HaYeHHbIX 15 BbiMyCKa B OKPY>KaloLLyto cpeay (Mpu rocyaapCTBEHHOW perncTpauum
JIeKapCTBEHHbIX NPenapaToB A8 BETEPMHAPHOr0 NPUMEHEHNS, NOJYYEHHbIX C MPUMEHEHNEM FeHHO-
NHXXEHEepPHO-MOANMDULMPOBAHHBLIX OPraHN3MOB UK COAEPXKALLNX Takne opraHnsmsl). (ononHeHne
NyHKTOM - ®efepanbHbiin 3akoH 0T 02.08.2019 Ne 297-03)

4. Tpn NpoOBELEHNN YCKOPEHHOWN NPoLLeaypbl 3KCNEPTU3bl JIEKAPCTBEHHOMO NpenapaTa 419 BETePUHAPHOro
npyMeHeHns (3a NCKIDYEHNEM NeKapCTBEHHOMO NpenapaTa 415 BEeTEPUHAPHOIr0 MPUMEHEHNS, YKa3aHHOro
B 4acTu 4! HaCTosLWEN CTaTbM) B LLeSIAX ero rocyaapCTBEHHOW perncTpaumm BMecTo oT4yeTa paspaboTymka
0 pe3ynbTaTaxX LOKJIMHUYECKOro NCCIeOBaHUSA JIeKAapPCTBEHHOMO CpeCcTBa 415 BETEPUHAPHOr0
NPVMEHEHUS MOXKET ObITb NpefCTaB/ieH 0630p Hay4HbIX PaboT 0 pe3ynbTaTax AOKJIMHNYECKOr O
nccnenoBaHns peepeHTHOro JIeKapCTBEHHOrO npenapaTa A/ BETEPMHapHOro NpuMeHeHns, a BMecTo
OoT4YeTa 0 pe3ysibTaTax KJIMHWYECKOro UCcaefoBaHNA IeKapCTBEHHOro npenapaTta 419 BETePUHapHOro
NPUMEHEHUS O0TYET 0 pe3y/bTaTax NCCIef0BaHUN BMO3KBMBANEHTHOCTN BOCNPOM3BEAEHHOMO
JIeKapCTBEHHOrO npenapaTa Aa8 BEeTEPMHAPHOro NPUMEHEHNS.

41, Tpn npoBeAeHNN YCKOPEHHOW NpoLLeaypbl 3KCNepTM3bl JIEKAPCTBEHHOI O npenapaTa A
BETEPWHAPHOr0 NPUMEHEHMS, NPeAHa3HAYeHHOr0 A5 NeYEHNS LOMALLHNX XXUBOTHbIX, ONpeaeeHHbIX
depnepanbHbIM 3aKOHOM 0T 27 nekabps 2018 roga Ne 498-®3 "06 oTBETCTBEHHOM 0bpaLLEHUN C
YXUBOTHbLIMM 1 O BHECEHUW U3MEHEHWI B OTAE/IbHbIE 3aKOHOAaTeNbHbIE akThl Poccuinckon denepaunn”, n
3aperncTpMpoBaHHOro B Ka4yecTBe JIeKapCTBEHHOro npenapaTa 4159 MegULNUHCKOr0 MPYMEHEHMS, B LieNsaX
€ro rocyfapCTBEHHON perncTpauumn BMeCcTo oT4eTa pa3paboTynka 0 pesynbTaTax AOKANHNYECKOrO
nccaenoBaHNA IeKapCTBEHHOM0 CpecTBa A/ BETEPUHAPHOIO NPUMEHEHUS MOryT BbiTb NPeacTaBEHbI
pe3ynbTaTbl AOKJANHNYECKOr0 NCCIef0BaHNSA COOTBETCTBYIOLLEr0 NeKapCTBEHHOMO CpeacTBa 414
MeOMLUNHCKOro NMPUMEHEHMNS, a BMECTO OTYeTa 0 pe3sy/bTaTaX KIUHMYECKOro nccnenoBaHus
JIeKapCTBEHHOrO npenapaTa 405 BeTEPMHAPHOro NnpuMeHeHns - 0630p Hay4HbIX paboT 0 pesynbTaTax
KJINHNYECKUX NCCNeaoBaHNA NeKapCTBEHHOI0 NpenapaTa A9 MeANLUHCKOro MPMMEHEHNS Ha BUAax
)KMBOTHbIX, KOTOPbIM MpeAHa3Ha4YaeTCa uccaenyemblin NeKapCTBEHHbIN NpenapaT. ([JonosHeHne YacTblo -
®epnepanbHbIn 3akoH 0T 28.04.2023 Ne 171-93)

5. Ha akcnepTun3y passinyHbIX NeKapCTBEHHbLIX (POPM O4HOI0 1 TOrO XXe JIeKapCTBEHHOr0 NpenapaTa 4N4
BETEPMHAPHOr0 NPUMEHEHMNA 3a8BUTENb NPeACcTaBAseT OTAEe/bHbIE 3asBAEHNS U PErnCTPaLMOHHbIE [OCke
Ha Ka)Xkaylo IeKapCTBEHHYO hopmy. [pn yCnoBmMn 04HOBPEMEHHOW NO4A4YM Ha SKCNEPTU3Y O4HON
JIEKapCTBEHHOMN hOpMbl C pa3fInyHbIMU [O3NPOBKOW, KOHLEHTpaLmen, 06beMoM 3asaBMTeNb NpeacTaBaseT
O4HO 3asBNEHNE U PErncTpaLmMoHHOE L0Cbe C NPUIOXKEHNEM MaKeTOB NepBUYHON YNaKOBKY 1 BTOPUYHOW
YyNaKoBKW. Ha MakeTax NepBUYHON YyNaKOBKN 1 BTOPUYHOW YNaKOBKW yKa3biBalOTCS BCE NMPOM3BOANMblE
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L03UPOBKM, KOHLIEHTpaumMmn, 06beMbl 1 KOIMHECTBO A03 B YMaKOBKE SIeKapCTBEHHOro NpenapaTa A4ns
BETEPUHAPHOr0 NPUMEHEHMS.

6. B cnyyae HenpeacTaBaeHna C 3adBEHNEM O FOCYAAaPCTBEHHON pPerncTpauny NeKkapcTBeHHOrro
npenapaTta /715 BETEPUHAPHOI0 NPUMEHEHNSA OOKYMEHTOB, MOATBEPXKAAKOLLMX YNAaTy rocyaapCTBEHHON
MOLUINHBI U YKa3aHHbIX B MyHKTE 7 YaCcTW 2 HacTosAWEN CTaTbW, CBEAEHWI O INLEH3MAX, YKa3aHHbIX B
NyHKTaxX 1 1 2 4acTu 3 HaCTOALLEN CTaTbW, @ TakXXe BblAaBaeMblX (NpefoCTaBAseMbiX) YNOJHOMOYEHHbIMM
henepanbHbIMU OpPraHammn NCMOJIHUTENLHON BNACTW LOKYMEHTOB (CBEAEHWI), YKa3aHHbIX B MyHKTe 2!
YacTu 3 HACTOSLLLEN CTaTbW, YNOJHOMOYEHHbIN heaepabHbIl OpraH NCAOJHUTENbHON BAACTK
3anpalunBaEeT yKa3aHHble JOKYMEHTbI (CBEAEHUS) B MOPSAKE MEXBELOMCTBEHHOIO MHGOPMALIMOHHOIO
B3aNMOLENCTBUS.

7. He ponyckaeTcs MCNOJ/b30BaHWE B KOMMEPYECKUX Lensx NHhopMaLmy 0 pesybTaTaxX LOKANHNYECKMX
NCcCnenoBaHN EKAPCTBEHHbIX CPEACTB M KIANHNYECKMX NCCef0BaHMIN eKapCTBEHHbIX NpenapaToB AN
BETEPMHAPHOr0 NPUMEHEHNA, NPeACTaBAeHHON 3asaBMTeNeM A58 rocy4apCTBEHHON perncTpaumm
JIEKapCTBEHHbIX NpenapaTos, 6e3 ero corfacus B TeYEHNe WeCTN NET C AaTbl roCyaapCTBEHHOWM
permcTpaumm pedepeHTHOro eKapCTBEHHOro npenapaTta B Poccuinckon ®epepaumu.

8. [lep>xaTesb Win BRafenew, permcTpaLmoHHOro ya0CTOBEPEHNS NEKAPCTBEHHOMO NpenapaTa Aas
BETEPWHAPHOr0 NPUMEHEHNA NPeACTaBASET B YNOJHOMOYEHHbIN hefepasbHbll OpraH UCMOJTHUTESTIbHON
BJIACTW OTYET MO pe3ysbTaTaM (hapMakoHaA30pa OA4MH pa3 B LWECTb MeCALEeB B TeYeHMe ABYX NIeT nocne
roCcyapCTBEHHOW PerncTpauunmn NekapCTBeHHOro npenapaTta B Poccninckon Gegepaunn, 3aTEM eXXEro4HO B
TeyeHne nocnefyowWwmx Tpex AeT 1 B fajbHenwem 04nH pa3 B Tpu roga. (JonosHeHne 4acTblo -
®epnepanbHbIn 3akoH 0T 02.08.2019 Ne 297-03)

(CtaTbs B pepakunm deaepasibHOro 3akoHa ot 22.12.2014 Ne 429-03)

CraTbs 18.
(CtaTba yTpaTtuna cuny - ®egepanbHbiin 3akoH oT 30.01.2024 Ne 1-03)

CtaTbs 19. MpUHATUE peLleHns 0 BblJade IKCNEePTHOMY yYPEXAEHUI0 3aaHNs Ha NPOBefeHe SKCNepTussl
NeKapCTBEHHOr0 CPeacTBa

1. B TeyeHune yeTbipex paboymnx gHen Co AHSA NPUHATUSA 3a9BAEHNS O TOCYAapCTBEHHON perncrTpauum
NeKapCTBEHHOro nNpenapaTta Wiv 3as8BJieHNs 0 NPU3HaHWM NeKapCTBEHHOr 0 npenapaTa opaHHbIM
JleKapCTBEHHbLIM NMpenapaToM COOTBETCTBYIOLIUN YNOJIHOMOYEHHLIN heaepanbHbIn OpraH NCAOHUTENBHON
BNACTW NPOBOAMWT MPOBEPKY MOSHOTbI, LOCTOBEPHOCTM U NPaBUALHOCTU ODOPMAEHUS NPEeACTaBAEHHbIX
LOKYMEHTOB PermcTpaLMoHHOro A0ChEe Ha IeKapCTBEHHbIV MpenapaT U NPUHUMAET peLleHne 0 Bbigade
3aflaHus Ha NpoBefeHue:

1) aKCcnepTn3bl JOKYMEHTOB, NPeACTaB/IEHHbIX 15 ONpefeseHns BO3MOXXHOCTIN pacCMaTpuBaTb
NEKapPCTBEHHbIN NpenapaT Aas MeANLMHCKOro NPUMEHEHMNS B Ka4eCTBe OpgaHHOr0 JIEKapCTBEHHOI 0
npenapaTa;

2) (MyHKT yTpaTun cnny - ®enepasnbHbii 3aKoH 0T 30.01.2024 Ne 1-03)

3) (MyHKT yTpaTun cuny - PeaepanbHblil 3aKoH 0T 30.01.2024 Ne 1-03)

4) 3KCnepTmn3bl NEKAPCTBEHHOMO CPeACcTBa B OTHOLLIEHMMN NeKApCTBEHHOMO NpenapaTta 415 BETEPUHAPHOr0
NPUMEHEHNS.

2. YNONHOMOYEHHbIN hegepanbHbli OpraH NCMOAHUTENbHOW BAACTU HaNpaBageT B NYHbIN KabuHeT
3KCMEPTHOr 0 y4Ypex 4eHNS B eAUHON CMCTEME NOAMUCAHHOE YCMIEHHON KBAaNNMULNPOBAHHOW 3/1EKTPOHHOM
NOAMWCLIO 3aflaHNe Ha NPOBEeLEeHMNE IKCMepTn3, NPeLyCMOTPEHHbIX YaCTbio 1 HACTOSALWEN CTaTby, B IMYHLIN
KabuHeT 3a9BUTENS B €AINHON CUCTEME - NOAMNUCAHHOE YCUNEHHON KBaNNGULIMPOBAHHOW 31€KTPOHHON
NOAMWCLIO YBEAOMJIEHNE O MPUHATOM PELLEHMM O BbiAaye 3aflaHNs Ha NPOBELEHMNE IKCMEepTH3,
npenycMOTPEHHbIX YacTbio 1 HacTosALWEN CTaTby, U B CJly4ae HEOBX0ANMOCTHY O Bbl4aye pa3peLlleHns Ha
BBO3 B Poccuiickyto ®efepaLlio KOHKPETHON NapTun, Cepumn 3aperncTpupoBaHHbIX U (1)
He3aperncTpMpoBaHHbIX NEKAPCTBEHHbIX CPEACTB Uy 06 0TKase B NPOBEAEHUN TaKMX IKCNepTuU3 C
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yKa3aHneM NpuvymnH 0TKasa.

3. B c/ly4ae BbISBJIEHMA OTCYTCTBUSA UM HELOCTOBEPHOCTU MHGOPMaLIMK, COAepKallencs B
npeacTaBNeHHbIX 3a8BUTENIEM LOKYMEHTAX, YNOJHOMOYEHHbIN hefepanbHbii OpraH MCMOAHUTENbHOW
BJIACTW HanNpaBNseT 3aaBMTE0 NOCPEeACTBOM €ANHOr0 NopTana Wan B €ro JIMYHbIA KabnHeT B eANHON
cmcTeme 3anpoc 06 yToYHEHMM 3TON UHADOPMALMK, NOANUCAHHBIA YCUAEHHON KBanUgpULNPOBAHHON
3NEeKTPOHHOW NOANUCHIO (fanee - 3anpoC YNOJIHOMOYEHHOr0 hefepasibHOro opraHa NCNoSHUTENbHON
BNacTK).

4. 3aaBnTesnb 00653aH HaNpaBMTb NOCPEACTBOM €ANHOIro NopTana B yNOJHOMOYEHHbIN dhefepasbHbi OpraH
WCNOJIHNTESIbHON BIACTW WK B JINYHBIA KabBWHET YNoJIHOMOYEHHOr 0 (hefiepalibHOro opraHa
NCNOJIHNTEIbHON BJIACTW B €4NHON CUCTEME NOLAMUCAHHbIA YCUIEHHOWN KBannULMPOBaHHON SNEKTPOHHOM
NOAMUCHIO OTBET Ha 3anpoc yNoJHOMOYEHHOro hefepasibHOr0 OpraHa UCMNoNHNTENbHOW BAaCcT B CPOK, He
npeBbILAlOWMIA 4eBAHOCTa paboynx gHEN Co OHSA MOayYeHWs YNOJHOMOYEHHbIM dedepasbHbIM OpraHoOM
NCNOJIHNTEIbHON BIACTW 3/1IEKTPOHHOM0 YBEAOMJIEHUS O NOJyHEeHUN 3asaBMTeNeM AaHHOro 3anpoca. Cpok,
YKa3aHHbI B 4aCcTK 1 HacToALWeN CTaTby, NPMOCTaHaBANBAETCA CO AHS HaNpaB/ieHa NOCPeaCTBOM
€4MHOro nopTasia Uan B INYHbIN KabMHET 3a9BUTENA B €4MHON CUCTEMEe 3ampoca YNOJHOMOYEHHOro
henepanbHOro opraHa UCMNONHMTENBHON BNACTU A0 AHS HanpaB/ieHWs 3a89BUTENEM NOCPEeACTBOM €4MHOro
nopTasa uan B INYHbIN KabUHET ynoJHOMOYEHHOro heepasbHOr0 OpraHa UCMOMHUTENBHOW BNacTU B
eNHOM cncTeMe oTBETA. B cnyyae, ecnv OT MMEHU 3asaBMTeNs OeNCTBYeT ero npeacrtasuTess (hrsmnyeckoe
JINLO), YNOJIHOMOYEHHbIN AEeNCTBOBATb OT UMEHMW 3asSBUTENS HA OCHOBAHWUN LOBEPEHHOCTMN B 3JIEKTPOHHOW
hopme B MalLMHOYMTaEeMOM BrAe, OTBET Ha 3aMpoC MOXET BbiTb MOAMMCAH YCUIEHHON
KBaJIM(PULMPOBAHHON 31EKTPOHHOW NOAMNNCHI0 TN60 YCUNEHHON HEKBAMMULMPOBAHHON 3NEKTPOHHOW
NoAMucChLIo.

5. OcHoBaHveM N1 0TKa3a B OpraHu3aumm 3KCnepTus, npeayCMOTPEHHbIX YacTblo 1 HAaCcToALLEN CTaTbN,
ABNAETCA NpeAcTaBeHne HeobxoAnMbIX 4S8 NPOBeLeHNSA NPeayCMOTPEHHbIX 3KCNEepPTH3 LOKYMEHTOB B
HernosHoOM obbeMe NN HenpeacTaBieHNe 3as9BUTENIEM B YCTaHOBJIEHHbBIA CPOK OTBETa Ha 3anpoc
YNOJIHOMOYEHHOr 0 hefiepanbHOro opraHa UCNOJHATENBHON BAACTK, a TakxXe NpeacTaBieHne 4OKYMEHTOB,
He coAepXXalLMx ncyepnbiBaloLwWero nepeyHs HeobxoanMbIX CBELEHNNA.

6. Mpwn 0TKa3e B opraHM3aLnm 3KCNepTU3bl, NPeayCMOTPEHHON NYHKTOM 4 4yacTu 1 HacTOosALWEN CTaTbu,
LOKYMEHTbI, BXOASLMNE B COCTAB PErmcTpaLMoHHOro 4OCke Ha IeKapCTBEHHbIV NpenapaT 4na
BETEPUHAPHOr0 MPUMEHEHNS, MOTYT ObiTb BO3BPaLLEHbl 3a9BUTENI0 Ha OCHOBAHMM €ro 3anpoca,
NOAMNUCAaHHOI0 YCUEHHOWN KBAIM(PULIMPOBAHHON 31EKTPOHHON NOAMWNCHIO 1 HanpaBAeHHOro NoCpeaCcTBOM
eOMHOro nopTasa B YNOJHOMOYEHHbIA heaepanbHbI OpraH UCMOMHUTEbHOW BAACTW UAW JINYHLIA KabuHeT
YNOJIHOMOYEHHOr 0 hefiepanbHOro opraHa MCNOJIHATENbLHON BNacTW B €AUHON CUCTEME, B TeYeHne
TpnauaTu paboynx AHen Co AHA NPUHATMA YNOJIHOMOYEHHbIM hefepasbHbiM OPraHOM NCAONHUTENBHON
BNACTW pelweHns 06 0TKa3e B OpraHmn3aLuny Takon 3KCNePTM3bl. YNOIHOMOYEHHEIN hefepabHbI OpraH
NCNOJIHATE/IbHON BIAaCTW BO3BPALLLAET 3a8BUTENIO YKa3aHHbIe JOKYMEHTbI B TeYeHne fecaTn paboymnx oHen
CO OHSA NOoNyYeHMa COOTBETCTBYIOLLEro 3anpoca 3asBuTens. B cnyyae, ecav oT MMeHN 3aaBuTens
LEeNCTBYET ero npeactaBuTesb (pusnyeckoe amuo), ynoJHOMOYEHHbLIN LENCTBOBATL OT UMEHW 3asaBUTENS
Ha OCHOBAHWW LOBEPEHHOCTUN B 3JIEKTPOHHOW (hOpMe B MaLUMHOYNTAEMOM BUAE, 3aMpoC MOXET bbiTb
NOAMMCaH YCUIEHHON KBAaNN(MLMPOBAHHON 31EKTPOHHON NOANNCHIO MO0 YCUNEHHON
HEKBaNNMOULNPOBAHHON 3NEKTPOHHOM NOANMCHIO. ([ononHeHne YacTblo - PefepanbHblii 3aKOH OT
02.08.2019 Ne 297-03)

(CtaTba B pefakumm defepasibHOr0 3aKoHa oT 22.12.2014 Ne 429-93)

CtaTbs 20. OKcnepTr3a AOKYMEHTOB, NPEeACTaBEeHHbIX 415 ONpeaesieHNs BO3MOXXHOCTU pacCMaTpUBaTh
NeKapCTBEHHbIN NpenapaT A8 MeAULVHCKOro MPUMEHEHUS B Ka4yeCTBe OpthaHHOro JIeKapCTBEHHOMO
npenapaTa

1. Mpouenypa onpeseneHnst BO3MOXKHOCTY PacCMaTPKBATh JIeKApPCTBEHHbIN NpenapaT A1 MeAULMHCKOro
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NpYMeHeHNs B Ka4yecTBe OphaHHOM0 IEKapCTBEHHOMO NpenapaTa MOXET MPOBOAUTLCA Kak B OTHOLLEHUN
JleKapCTBEHHOr 0 npenapaTa, 3aperucTpMpoBaHHOr0 B COOTBETCTBUN C HACTOALWMM PefepasibHbIM 3aKOHOM
nmbo B COOTBETCTBUM C aKTaMu, CocTaBadowmumn npaso Coto3a, Tak 1 B OTHOLLEHWN
He3aperncTpUpoBaHHOMO JIEKAPCTBEHHOIO NpenapaTta. IKCnepTm3a 4OKYMEHTOB, NPeACTaBNEHHbIX 415
onpeLeneHns BO3MOXXHOCTIN pacCMaTpUBaTb JIEKApCTBEHHLIN NpenapaT A8 MegULUMHCKOro NPUMEHEHNS B
KayecTBe ophaHHOr 0 IeKapCTBEHHOr O NpenapaTa, CoCTaB/eHne KOMUCCUEN IKCNEePTOB 3aK/loHeHNs 0
BO3MO>XHOCTW WJIN HEBO3MO)XXHOCTW pacCMaTpMBaTb JIEKAPCTBEHHbIV NpenapaT AN MeAULUHCKOro
NPYMEHEHNs B Ka4yecTBe OphaHHOr0 EKapCTBEHHOrO NpenapaTa v HanpaBjieHne B INYHbIA KabnHeT
YNOJSIHOMOYEHHOr 0 hefiepanbHOro opraHa MCNOJIHATENbLHON BNAacTW B €AUHON CUCTEME OaHHOro
3aKJ/04eHNS B (hOPMe 3/IEKTPOHHOI0 fOKYMEHTa, MOAMUCAHHOM0 YCUIEHHOW KBannULMPOBaHHOMN
3NEeKTPOHHONM NOANWNCHIO, OCYLLECTBJIATCA B CPOK, HE MPEBbILIALWNIA TPUALaTK paboymx AHEN CO AHSA
HanpaBJIEHNS B INYHbIN KaBUHET 3KCMEPTHOr0 YYPEXXAEHNS B € 4NHON CUCTEME 3afaHUS YNOJIHOMOYEHHOI 0
hefepanbHOro opraHa UCMOJIHUTENbHON BAACTM U CNefyIoWNX 4OKYMEHTOB 1 CBEAEHNN:

1) 3as1BNeHne 0 NpU3HaHNN JIEKAPCTBEHHOMO NpernapaTa opgaHHbIM NeKapCTBEHHbLIM NpenapaToM,
COCTaBJ/IEHHOE N0 hopMe, YTBEPXKAEHHOWN YNOSHOMOYEHHbLIM (heepasibHbiM OPraHOM UCAOAHUTENBHON
BJIACTKW, NOAMUCAHHOE YCUNEHHON KBaNN(ULIMPOBAHHOW 31EKTPOHHON NOAMUCHI0 YMNOJHOMOYEHHOM O
npeacTaBuUTeNs LPUAMNYECKOro AnLa, AeNCTBYOWEro B COBCTBEHHbIX MHTEPECaX WM YNOAHOMOYEHHOM 0
NpeLacTaBNATb MHTEPECH! APYroro PUANYECKoro NnLa;

2) KOMMAa LOKYMEHTa Ha PYCCKOM Si3blKe, 3aBEPEHHOr0 B YCTAHOBJIEHHOM NMOPSAKE M MOATBEP)KAAloLLEero
NpPaBOMOYHOCTb 3aABUTENSA MOAABATb 3asdBAeHNE O MPU3HAHUN JIeKaPCTBEHHOI0 NpenapaTta opghaHHbIM
JIeKapCTBEHHbLIM MpenapaToMm (npu HeobxoammocTK);

3) obocHoBaHue ophaHHOCTK 3aboneBaHns, He OTHECEHHOro B COOTBETCTBUMN C PefepasibHbIM 3aKOHOM OT
21 Hoabpsa 2011 ropa Ne 323-03 "O6 ocHoBax oxpaHbl 340P0BbS rpaXkaaH B Poccuinckon ®depepaunn” K
pedkmm (opdaHHbIM) 3aboneBaHnaM, B TOM 4ucae noapobHas nHGopMauus o AMarHoCTuKe, NpoduiakTmke
UKW neyveHnn Takoro 3aboneBaHus;

4) yTBEPXXAEHHAA NHCTPYKLMSA MO MEAULMHCKOMY NPUMEHEHNIO 1IEKapCTBEHHOrO NnpenapaTa,
3aperncTpmMpoBaHHOro B COOTBETCTBUM C HacToAwmMM PefepanbHbiM 3aKOHOM, WK 0bLas XxapakTepucTmka
JIeKapCTBEHHOr 0 nNpenapaTa, 3aperncTpMpoBaHHOr0 B COOTBETCTBUN C aKTaMu, COCTaBIAIOLLMMN NPaBO
Coto3a (Npw Hanu4nu);

5) MHCTPYKLMS MO MEANLUHCKOMY MPUMEHEHMIO UM KpaTKasa XapakTepuCTuKa JeKapCTBEHHOro
npenapara, YTBEPXAEHHbIE B CTPaHe NPoM3BOANTENS (NpU HaIn4un);

6) KON OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIEHHOM MOPSAAKE U NOATBEPXAAOWMX haKT perncrpaunm
JIeKapCTBEHHOr 0 nNpenapaTta B MHOCTPaHHbLIX FOCYAapPCTBaX B Ka4yeCTBe OphaHHOIro SIEKapCTBEHHOI 0
npenapata (Npy Hanu4mn);

7) NPOEKT XapaKTEPUCTUKN He3aperncTpMpoBaHHOIO SIeKapCTBEHHOI 0 NpenapaTa, cogep)xallero
cnepyloLine MMHMMasbHbIE CBEAEHUSA O HE3apernCcTpMpPoOBaHHOM JIeKapCTBEHHOM MnpenapaTe (fonyckaeTcs
npeacTaBneHne NpoeKkTa XapakTePUCTUKN HE3aperncTpUpoOBaHHOMO IEKapCTBEHHOMO npenapaTa,
COCTaBJIEHHOr0 B COOTBETCTBUMN C AOCTYMHbLIMW AaHHLIMU MO NPOBEAEHHBLIM KIMHNYECKUM NCCNeA0BaHNAM
JIeKapCTBEHHOrO npenapaTa v AOKANHUYECKUM NCCIeA0BaHNAM NEKAPCTBEHHOMO CpeAcTBa Ha MOMEHT
nofayn 3asaBiaeHns 0 NPU3HAHUKN JIEKaPCTBEHHOI0 NpenapaTa opgaHHbIM NeKAapCTBEHHBLIM MpenapaToMm):

a) HauMeHOBaHWe NeKapCTBEHHOr0 NpenapaTa (MeXxayHapo4HOoe HenmaTeHTOBaHHOE, MW FPYMNNUPOBOYHOE,
WAV XUMUYECKoe 1 TOProBoe HauMeHoBaHWs);

6) nekapcTBeHHas popMa C yKazaHMEM HaMMEHOBAHWI N KOMYECTBEHHOIO COCTaBa AENCTBYIOLLNX
BELLECTB U Ka4eCTBEHHOIro COCTaBa BCMOMOraTesibHbIX BeLecTs (Npy HeobXoAUMOCTN KOANYECTBEHHOMO
COCTaBa BCMOMOraTe/lbHbIX BELLECTB);

B) (hapMakKogMHaMuKa 1 hapMaKOKUHETUKa;

) NoKasaHua gns NpMMeHeHus;

[) NPOTNBOMOKAa3aHUSA AN5 NPUMEHEHUS;
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€) BO3MOXHble NoboYHble AEeACTBUA N HeXeNaTesbHble PeakLunm Npu NpUMeHeHUn neKapCTBEHHOT0
npenapata 418 MEAULUHCKOr0 MPUMEHEHNS;

)K) HaMMeHOBaHMA 1 agpeca NPON3BOACTBEHHbIX MOWAA0K NPON3BOAMTENS JIeKapCTBEHHOr 0 npenapaTa;
3) cBeAeHns 0 pa3paboTymke NeKapCTBEHHOMO CPeACTBa (Aep)KaTene perncTpaLMoHHOro ya0CTOBEPEHNS);
8) cBeneHMa 0 TekylleM CcTaTyce pa3paboTKu He3aperncTpUupoBaHHOrO NEKAPCTBEHHOro NpenapaTa, a
TaKXxe nnaH ero paspaboTku;

9) 0630pbl LOKINHUYECKUX UCCNEA0BAHNIN JIEKAPCTBEHHbLIX CPEACTB U KIMHUYECKNX NCCNES0BaHNIA
He3aperncTpMpoBaHHOIO JIeKapCTBEHHOMO NpenapaTta, AOCTYMNHble Ha AeHb NOAAa4YN 3as8BeHNS;

10) oT4eTbl 0 MPOBEAEHHbIX LOKJIMHNUYECKUX UCCNEA0BAHMAX JIEKAPCTBEHHOI0 CPEACTBA W KJIMHUYECKUX
nccnefoBaHMAX He3aperncTpMpoBaHHOIO IeKapCTBEHHOMO NpenapaTta (Npu Hanu4um);

11) pekBM3UTLI JOKYMEHTa, NOATBEPKAAIOLLEr0 YyraaTy rocyAapCcTBEHHON NOLJINHbI.

2. B cnyyae HefOCTaTOYHOCTM NPEeACTaBAEHHbIX MaTEPMaoB B LIesSX NPOBEAEHNS IKCNEePTU3bl AN
ornpenesieHns BO3MOXXHOCTM pacCMaTpuBaTh JIeKapCTBEHHbLIN nNpenapaT Aas MeAULUHCKOro NPUMEHEHNS B
Ka4vecTBe OphaHHOro NeKapCTBEHHOrO NpenapaTta IKCNepTHOE yupe)KaAeHne HanpaBseT B INYHLIN
KabuHeT 3a8BUTENSA B €4MHON CMCTEeME 3anpoc O NpefcTaBieHUn HeobX0AUMbIX MaTepunanos,
NOAMWCaHHbIA PYKOBOAMTENEM (YNOHOMOYEHHbLIM INLLOM) 3KCMEPTHOrO YYPEeKAEHUS C UCMONb30BaHNEM
YCUJIEHHON KBaNN(ULMPOBAHHON 3/1EKTPOHHON NoAnucK. 3aaBuTesb 0693aH HanpaBUTh B INYHbLIN KabuHeT
3KCMEPTHOr0 y4YpexAeHNst B eQUHON CMCTEME MNOAMUCAHHbBIA YCUJIEHHON KBANNMULINPOBaHHOW
3N1eKTPOHHON NOAMUCLI0 OTBET Ha 3anpocC B CPOK, HE NMPEBbILIAIOLLNIA WeCcTUAecaTn paboynx AHeN co gHA
NONYYEHUS IKCMEPTHBLIM YYpeKAeHNeM 3N1eKTPOHHOro yBeAOMAEHUS O NoayYeHun 3asBuTeneM 3anpoca.
CpOK, yKa3aHHbIN B 4acTU 1 HACcTOALLEN CTaTby, MPUOCTAHABAMBAETCS CO AHA HanNpaBieHNS 3asBUTENIO B
ero NMYHbI KabnHeT B € AMHON CUCTEME 3amnpoca 3KCMEPTHOro y4pexxAeHUs 0 AHSA HanpaBieHuns
3a8BUTE/IEM B JINYHbIA KaBMHET 3KCNEPTHOro YYpeXX4eHUs B e JMHON CUCTEeMEe OTBETa Ha 3anpoc 1 He
YHUTBIBAETCS NPU UCYNCNEHNMN CPOKA NPOBEAEHNS IKCNEPTM3bl LOKYMEHTOB, NPeACcTaBAEHHbIX ANs
ornpenesieHNs BO3MOXXHOCTM pacCcMaTpuBaTh JIeKapCTBEHHbLIN nNpenapaT Aas MeAULUHCKOro NPUMEHEHNS B
Ka4vecTBe OphaHHOro NeKapCTBEHHOrO NpenaparTa.

3. B cpok, He npeBbiWwatowmnin Nt paboynx gHen co AHA HanpaBieHWsa B INYHbIA KabuHeT
YMOJHOMOYEHHOr0 (hefepasibHOro OpraHa UCNOIHUTENLHON BAACTU B €A4MHON CUCTEME 3aKJTIOYEHNS,
YKa3aHHOro B 4acTu 1 HacTosLLeNn CTaTbM, YNOJHOMOYEHHbIV hefepasibHbIi OpraH UCNOHUTEIbHON
BNACTW OCYLLECTBISET OLEHKY 3aKJ/Il4eHNs ONs onpefefieHns ero COOTBeTCTBMA 3a4aHNI0 Ha NpoBeaeHne
3KCMepTU3bl N HAaNpaBAseT B JINYHbLIA KaBUHET 3a8BMTENS B €QUHON CUCTEME MNOANUCAHHOE YCUNEHHOW
KBanMMULMPOBAHHON 3N1€KTPOHHON NOAMNUCHIO YBEOMJIEHNE 0 pe3y/ibTaTax NpoBeAeHHOW 3KCNepTusbl C
NPUIOXKEHNEM KOMUW IKCMEPTHOrO 3aKJI04eHNA (C COXPaHEHNEM KOH(MAEHLMANbHOCTM UHGOPMaLUN 0
COCTaBe KOMUCCUM IKCNEPTOB) 1 BO3MOXHOCTU UJIM HEBO3MOXKHOCTU pacCMaTpUBaTh JIeKapCTBEHHbI
npenapat Aas MefULUMHCKOro NPUMeHeHNs B Ka4ecTBe opdaHHOro JIeKapCcTBEHHOr 0 npernapaTa.

(CtaTbs B pepakunm PegepanbHoro 3akoHa ot 30.01.2024 Ne 1-03)

CtaTbs 21.
(CtaTba yTpaTtuna cuny - ®egepanbHbiin 3akoH oT 30.01.2024 Ne 1-03)

CtaTbsa 22.
(CtaTbsa yTpaTtuna cuny - ®egepabHblil 3aKoH 0T 22.12.2014 Ne 429-03)

CTaTbs 23. DKCNepTu3a KayeCTBa JIEKApPCTBEHHOr0 CPeACTBa M 3KCMEPTMN3a OTHOLIEHNS 0XKNAAEMOW
NOJib3bl K BO3MOXXHOMY PUCKY NMPUMEHEHWS IeKapCTBEHHOI0 nNpenapaTta s MeAULMHCKOro NpuMeHeHns

1. 9KCnepTu3a KayecTBa JIeKapCTBEHHOMO CPEACTBA W IKCMEPTN3a OTHOLLEHNS 0XKULAEMON MOJb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS IEKAPCTBEHHOr0 NpenapaTa Aas MeanLUHCKOro NpUMeHeHus,
COCTaB/IEHNE KOMUCCUSMU IKCMEPTOB 3aKJII0YEHNIA MO pe3y/ibTaTaM NpPoBeLeHHbIX 3KCNepTU3 u
HanpaBfiEHNE 3TUX 3aKJIYEHWNIA, MOANNCAHHBIX YCUIEHHBIMI KBANNMULMPOBAHHBIMU 371€KTPOHHBIMY
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NOAMNUCSMK, B JINYHBIA KabHET ynoNHOMOYEHHOr o theepaibHOro opraHa NCNosHUTENbHOW BNacTu B
€0MHOW CUCTEME OCYLLECTBAAOTCS B CPOK, HE NPEBbILLIAIOLWNA CTa AecATn paboymx OHEN CO AHA
HanpaB/IEHNS B INYHbIN KaOMHET 3KCMEPTHOr0 YYpeXAeHNS B € 4MHON CUCTEME COOTBETCTBYIOLLErO
3aJaHnsa YNoAHOMOYEHHOr0 befepanbHOro opraHa UCNOJIHATENIbHON BIACTW U HEOBXO0ANMbIX [OKYMEHTOB.
2. B TeyeHune geBsAHOCTa AHEN CO OHA MOAYYEHMS YNOJHOMOYEHHbIM hefepanibHbiM OPraHoM
NCMONMHNTENIbHOWN BJIACTW YBEAOMJIEHUS B S/IEKTPOHHON (DOPME O MOJSIyYEHUN 3a9BUTENIEM PELLEHMNS O
NpoBeEeHNN 3KCNEPTN3, MPEeAYCMOTPEHHbIX YacTblo 1 HACTOALLEN CTaTbW, 3asBMTENb NPeACTaBAAEeT B
3KCMNepTHOE yYpexeHne A NpoBeaeHns 3KCNepTU3bl KayecTBa IEKapCTBEHHOIO CPeaCcTBa 0bpa3Libl
JIEKapCTBEHHOr0 npenapaTa Aas MeanUMHCKOro NPUMeEHEHUS, NPon3BeAeHHOro B COOTBETCTBUN C
TpeboBaHMAMM OMbITHO-MPOMbILLAEHHOIO U (MAK) NPOMBbILLAEHHOrO PErIaMeHTOB, YTBEPXKAEHHbIX
PYKOBOAMNTENEM NPON3BOANTENS JIEKAPCTBEHHbIX CPEACTB, @ TakXe B COOTBETCTBYIOLNX CyYasnx obpa3ubl
thapMaueBTNYECKON CybCTaHL MM, TECT-LUTaMMa MUKPOOPraHM3MOB, KYbTYpbl KNeTOK, 06pa3Lbl BELLEeCTB,
NPUMEHSEMbIX O/ KOHTPO/A KayeCTBa JIEKapCTBEHHOI0 CpeacTBa NyTEM CPAaBHEHUS C HAMU
NCCenyemMoro JIeKapCTBEHHOro CpefiCTBa, CNeUndunYeckmne peareHTsl, Heobxogmmble o NPoOBEAEHUS
ncnblTaHUn 06pasLoB IeKapCTBEHHLIX MPenapaToB, B KOMYeCTBaX, HEOBX0AMMbIX 419 BOCMPOM3BEAEHUS
MeTO[0B KOHTPOJIS KayeCTBa.

3. Mpwn nonyyeHnn obpa3uoB NeKapCTBEHHOrO NpenapaTta 1 papMaLeBTUYEeCKON CybCTaHLMM 3KCNepTHoe
yupexaeHue HanpaBasieT B INYHbINA KabUHET 3adBUTENS B €AINHON CUCTEME YBEOMIEHNE,
noaTBepXXAatoLlee NoJiyyeHne ykasaHHbIX 06pasLoB.

4. YKa3aHHbIN B 4aCTW 2 HaCTOSALLEN CTaTbW CPOK A4 NpeAcTaBieHns 3asaBmTeseM obpasuoB
JIEKapCTBEHHOr0 npenapaTa 1 hapMaLeBTUYeCKon CybCTaHUMM HE BKJIIOYAETCS B CPOK MPOBeAeHNS
3KCNepTn3, NpeayCMOTPEHHbIX YacTblo 1 HAaCcToALLEN CTaTbu.

5. (HacTb yTpaTuna cuny - ®egepanbHbiin 3akKoH oT 30.01.2024 Ne 1-93)

(CtaTbs B pepakunm deaepasibHOro 3akoHa ot 22.12.2014 Ne 429-03)

CtaTtbsa 24. SkcnepTu3a KavyecTBa NEKApPCTBEHHOrO CPeACcTBa M 3KCNEepPTMN3a OTHOLLEHNS 0XXKMAAEMON
NOJ1b3bl K BO3MOXXHOMY PUCKY NMpUMeHeHNA NeKapCTBEHHOIr o npenapata AJsia BETepUHapHOro npumMeHeHmMa

1. OKcnepTmM3a KavyecTBa NEKAPCTBEHHOMO CPEACTBA M 3KCMEPTM3a OTHOLLEHNS OXXNAAEMON MOJb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHMNSA IEKAapPCTBEHHOIO NpenapaTa A5 BETEPUHAPHOr0 NMpUMEHEeHus,
COCTaBJieHNne KOMNCCUAMN 3KCNEPTOB 3aKJ1t04eHUI No pe3ynbTaTaM YKa3aHHbIX 3KCNepTn3 N HanpaBsieHne
TaKUX 3aKI0OYEHNI B SINEKTPOHHON hopMe B YNOJHOMOYEHHbIN hefepabHbln OpraH UCMOJIHUTEIbHON
BJ1ACTMN OCYLLLECTBASAOTCS B CPOK, HE NPEBbILIAOLWLNIA CTa pabovnx AHER CO AHA NONYYEHUS SKCNEPTHbLIM
YYpEXAEHNEM B 3/IEKTPOHHON hopMe 3a4aHns YNOJHOMOYEHHOr0 heepasbHOr0 OpraHa NCMONHUTENbHON
BJIaCTW C AOKYMEHTaMN, yKaszaHHbIMWU B HacTu 3 cTaTbu 17 HacToswero denepasbHOro 3aKoHa.

2. B TeyeHmne TpuguaTtn paboymx gHen Co AHA NOJYYEHUS YNOJHOMOYEHHbIM (heaepasibHbIM OpraHoM
NCNOJIHNTEIbHON BIACTW YBEAOMIEHNA B 2/IEKTPOHHON (hopMe 0 MonyYeHnn 3a8BUTENEM peLLeHNs O
npoeegeHnn yka3aHHbIX B HaCTw 1 H8CTO$‘-|LLI,€I7I CTaTbW 3KCNEPTU3 3aABUTENb NMPeaCTaB/IAE€T B SKCNEPTHOE
yYpexaeHue oas npoBefeHns 3KCNepTu3bl Ka4ecTBa NeKapCTBEHHOr0 cpeacTBa 0bpa3ubl 1IeKapCTBEHHOMO
npenapaTta 15 BETEPUHAPHOI0 NPUMEHEHMS, MPON3BEAEHHOr0 B COOTBETCTBUMN C TPEOOBAHUSMM
TEXHOJIOTMYECKNX PErNIaMEHTOB, YTBEPXKAEHHbIX PYKOBOAUTENIEM NPOM3BOANTENS JIEKAPCTBEHHbIX
CpeAcTB, a TakXKe B COOTBETCTBYHOLIMX CyYasix TECT-LUTaMMbl MUKPOOPraHW3MOB, KYbTYpPbl KJIETOK,
obpasupl hapMaLeBTUYeCKON cybcTaHumm, obpa3Lbl BELWECTB, NPUMEHSEMbIE A5 KOHTPOS KayecTBa
JIeKapCTBEHHOr0 CPeACTBa, B KOMMYECTBaX, HEOOXOANMBIX A5 BOCNPOM3BEAEHNS METOL0B KOHTPOIA
KayecTBa.

3. Mpwn nonyyeHnn obpa3uoB NeKapCTBEHHOrO NpenapaTta 1 papMaLeBTUYEeCKON CybCTaHLMM 3KCNepTHoe
y4ypexxaeHue B AeHb nonyyeHns obpa3uoB HanpaBaseT B 3JIEKTPOHHON hopMe 3adBUTENO YBEAOMIIEHNE,
noaTBepXXAatoLLlee NoJiy4eHne ykasaHHbIX 0bpasLoB.

4. YKa3aHHbIV B YacTK 2 HAaCTOALLEN CTaTbW CPOK ANd NpeacTaBaeHns 3aasutenem obpasuos
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NeKapCTBEHHOro npenapaTa 1 hapMaLleBTMHECKON CyBCTaHLMM He BK/OYaeTCs B CPOK NPOBeAeHNS
3KCMepTn3, NPefyCMOTPEHHbIX YaCTbio 1 HAaCTOALLEN CTaTbMW.
5. (HacTb yTpaTnna cuny - degepasnbHbiin 3akoH oT 30.01.2024 Ne 1-93)

CtaTbs 25. [OBTOpHOE NpoBeAeHMEe IKCNepTU3bl JIEKAPCTBEHHbIX CPeacTs
(HaumeHoBaHMe B pefakumm ®efiepanbHOro 3akoHa oT 22.12.2014 Ne 429-03)

1. B ciyYasix HepgoCcTaTo4HOM 060CHOBAHHOCTU UM HEMOHOTbI 3aKIl0YEHNS KOMUCCUN SKCMEPTOB, HAINYUS
B HEM MPOTMBOPEYMBLIX AaHHbIX, (hanbCnUKaLMM BbIBOAOB IKCMEPTU3bl IEKAPCTBEHHOIO CPEACTBa,
COKPbITUS OT YMOJAHOMOYEHHOr0 hefepanbHOro opraHa UCMOJIHUTENbHON BIACTW OCHOBAHWI AN5 OTBOAA
3KCMnepTa BCeACTBME ero 3aMHTEPEeCOBAaHHOCTUN B pe3yjibTaTaX COOTBETCTBYIOLLEN SKCMEPTU3bI, HAINYNS
JaHHbIX 0 NpAMOM NMB0 KOCBEHHOM BMeLLATENLCTBE B MPOLLECC COOTBETCTBYIOLLEN SKCNEPTU3bI L, He
Y4aCTBYIOLLMX B €e NPOBEeAEHNN, HO OKa3aBLUMX BANSHME Ha MPOLLEecC 1 pe3yibTaTbl ee NpoBeAeH s,
YMNOJIHOMOY€HHbIM (Deﬂ,epaﬂbelM OpraHom MCMONMHUTENbHOW BNACTU Ha3Ha4yaeTcs MOBTOPHaA 3KCNeEpPTU3a
JIEKapCTBEHHOr0 CPeAcTBa U (MAK) aTUYeCKas sKcnepTusa.

2. loBTOpHas aKcnepTM3a NeKapCTBEHHOIrO CpeaCcTBa NPOBOAMTCA C YH4ETOM pPe3ynbTaToOB paHee
NpPOBeEHHON 3KCNEePTW3bl B CPOK, YCTAHOBEHHbIA YNOJHOMOYEHHbLIM hefiepasibHbIM OpraHOM
NCMONHNTEIbHOW BJIACTU 1 He NPEeBbIWAaWNA TpuauaT paboynx gHEN co AHA NOAYyYEeHUS 3KCNEPTHLIM
yypexneHnem B JINMHOM KabuHeTe B e,EI,I/IHOI7I cncrtemMe 3agaHnA Ha npoBegeHne I'IOBTOpHOI7I 3KCNepTn3bl
JIeKapCTBEHHOM0 CPeACTBa, MOAMMCAHHOMO YCUIEHHOW KBAanUULUMPOBAHHON 31EKTPOHHOM MOAMMNCHIO.

3. ®duHaHcoBOe obecneyeHmne BbIMOJHEHNS 3alaHNA Ha NPOBeAEHNE MOBTOPHOWM 3KCNEepTU3bl
JIEKapCTBEHHOr0 CPeACTBa He OCYLLEeCTBSETCS.

CTaTbs 26. YCKOpeHHas npoueaypa 3KCNepTu3bl JIEKAPCTBEHHbIX CPeACTB

1. YCcKopeHHas npoueaypa 3KCnepTu3bl IEKapCTBEHHbIX CPeACTB B LENAX rocyaapCTBEHHOM perncrTpauum
JleKapCTBEHHbIX NpenapaToB NPUMEHSAETCSA B OTHOLWEHUN OpdaHHbIX IeKapCTBEHHBIX MpernapaTos, NepBbIX
Tpex NekapCTBEHHbIX MPenapaToB, perucTpmpyemsoix B Poccuinckon ®egepaumnm B KayecTse
BOCIMPOMN3BEEHHbIX JIEKAPCTBEHHbIX NpenapaTos, 04epefHOCTb KOTOPLIX ONpelnenseTcs B COOTBETCTBUN C
HOMEPOM 1 AaTON BXOAALINX 3as8BAEHUIN O FOCYAapCTBEHHON PErMCTPaLIUN NEKAPCTBEHHbIX NMpenapaToB B
paMKax 04HOr0 MeXAyHapo4HOro HeNaTeHTOBaAHHOIO HaMMEHOBAHMA IeKapCTBEHHOMO NpenapaTa uin
rpynnupoBOYHOIr0 HaMMEeHOBaHWSA JIeKapCTBEHHOr0 npenapaTa, JIeKapCTBEHHbIX NpenapaTos A
BETEPMHAPHOIr0 NPUMEHEHNS, NPeAHa3HAYEHHbIX 415 Ie4EHNA LOMALLUHUX XXUBOTHLIX, ONPeaesIeHHbIX
depepanbHbIM 3aKOHOM OT 27 aekabps 2018 roga Ne 498-03 "06 oTBeTCTBEHHOM 0bpaLLeHun C
YXKUBOTHbLIMMW 1 O BHECEHUW N3MEHEHN B OTAE/IbHbIE 3aKOHOAaTENbHbIE aKThl Poccuinckon denepaunn”, n
3aperncTpMpoBaHHbIX B Ka4eCTBe JIEKapCTBEHHbIX NpenapaToB 4/ MegULNHCKOro NPUMEHEHUs, 1
JIeKapCTBEHHbIX NPenapaToB, NpeAHa3HaYeHHbIX NCKIOYNTENbHO A8 MPUMEHEHMS
HECOBEPLUEHHOJIETHUMN FPpaXKgaHamu.

2. YCKOpeHHas npouenypa 3KCnepTu3bl NeKapCTBEHHbIX CPEACTB B LIeSIAX roCyAapCTBEHHOW permcrpaumm
JIeKapCTBEHHbIX MPenapaToB He MPUMEHSETCS B OTHOLLEHWW:

1) 6noaHanorosbix (6ronoaobHbIX) NeKapCTBEHHbIX NpenapaToB (bnoaHanoros);

2) pehepeHTHbIX JIeKapCTBEHHbIX NPenapaToB (3a UCK/IYeHNEM OpdaHHbIX NEKAaPCTBEHHbIX MPENapaToB);
3) BOCNpPOU3BEAEHHbIX JIEKAPCTBEHHbIX NPEnapaToB (3a NCKJYEHNEM NepPBbIX TPEX PErNCTPUPYEMbBIX B
Poccuinckon ®epepalim B Ka4eCTBe BOCMPON3BEAEHHbIX TEKAPCTBEHHbIX NPEnapaToB 1 IeKapCTBEHHbIX
npenapaTos, NpeAaHa3Ha4YeHHbIX UCKJIYUTENBHO AN NPUMEHEHNS HECOBEPLUEHHOIETHUMM rpaXKaaHaMu, a
TakK)Xe JIeKapCTBEHHbIX NpenapaToBs, NpefHa3HaAYeHHbIX 15 IeYeHUs LOMaLUHUX XXUBOTHbIX,
onpeneneHHbix PegepasbHbIM 3aKOHOM 0T 27 aekabpsi 2018 roga Ne 498-3 "06 0TBETCTBEHHOM
0bpaLLEeHNIN C XKMNBOTHBLIMU 1 O BHECEHUN N3MEHEHUI B OTAE/IbHbIE 3aKOHO4ATENbHbIE aKThl Poccuinckon
depnepaummn”, 1 3aperncTPMpPoBaHHbLIX B KA4eCTBE JIEKAPCTBEHHbIX NPenapaToB Aas MeanLUnHCKOro
NPUMEHEeHUS);

4) HOBbIX KOMBUHALINIA 3apernCcCTpPMPOBaHHbIX PaHEee IeKapCTBEHHbIX NPenapaTos;
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5) nekapcTBeHHbIX NPenapaToB, 3apernCTpPMpPOBaHHbIX paHee, HO NPOM3BEAEHHbIX B APYIUX
JIeKapCTBEHHbIX hOpMax B COOTBETCTBMM C NEPEYHEM HANMEHOBAHWUI NIEKAPCTBEHHLIX (POPM 1 B HOBOM
L03UPOBKE;

6) NIeKapCTBEHHbIX NPENapaToB Aas MeANLIMHCKOr0 MPUMEHEHUS, FOCY1apCTBEHHAA PErMCTPaLUs KOTOPbIX
OTMEHEHa, NPY NX PerncTpaLnmn B Ka4eCTBE JIeKapCTBEHHbIX MpenapaToB 415 BETEPUHAPHOI0
npumeHeHus. ([lononHeHme NyHKToM - PefepanbHblin 3aKoH 0T 28.04.2023 Ne 171-03)

(HacTb B pepakumm defepanbHOro 3akoHa oT 22.12.2014 Ne 429-03)

3. YCKOpeHHas npouenypa 3KCnepTu3bl NeKapCTBEHHbIX CPEACTB MPOBOAUTCA MO PELLEHNIO
COOTBETCTBYIOLLEro YyrNoJHOMOYEHHOro heflepasibHOr0 OpraHa UCMOMHUTENBHOW BAAaCTU HAa OCHOBAHUN
3a5BJIEHUNS 3a9BUTENSA B CPOK, HE NPEBbILLAOLWLNIA BOCbMUAECATH paboynx gHen. MNpy 3TOM 3KCcnepTusa
LOKYMEHTOB, COAEPXKaLUUXCa B perucTpaLoHHOM AOCbe Ha NEKAPCTBEHHbLIN NpenapaT, NPOBOANTCA B
CPOK, He MpeBbIWaloWwmnin gecaTn paboynx gHeN, IKCNepTn3a KavyecTBa JIEKapCTBEHHOIO CpeacTBa U
3KCMepTM3a OTHOLIEHNA OXKUAAEMON MOJIb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUA NeKapCTBEHHOM0
npenapaTta NpoBOAATCS B CPOK, HE NMpPEBbILIAOLWNA WEeCTUAECATN paboyunx gHeR.

3. (JonosiHeHMe YacTblo - PegepanbHbll 3aKOH 0T 22.12.2014 Ne 429-03) (YTpaTuna cuny - PegepanbHbiii
3akoH oT 30.01.2024 Ne 1-93)

4. YcKopeHHas npoueaypa 3KCNepTn3bl IEKAapCTBEHHbIX CPeACTB MPOBOAMTCS B MOPSALAKE, YCTAaHOBIEHHOM
cTtaTbsimu 17, 19, 20, 23 1 24 HacToswero ®enepasbHOr0 3aKoHa, U He 03HAYaeT CHKeHNS TpeboBaHUN K
6e30nacHOCTY, KavecTBY 1 3h(HEKTUBHOCTM NEKAPCTBEHHbLIX MPenapaTos.

CtaTbsl 27. PeleHmne 0 rocy1apCTBEHHOM PErMCTPaLIUN N1eKapCTBEHHOrO NpenapaTa

1. B CpoK, HE MPEBbILIAIOLWNIA YeTbIpeX Paboynx AHEN CO OHA NONYYEHUS 3aKIOYEHUA KOMUCCUN SKCNEPTOB
Nno pe3yabTaTaM 3KCNepPTU3bl Ka4ecTBa JIEKAaPCTBEHHOIO CPEeACTBa W 3KCNEPTU3bl OTHOLLEHWNS 0XXUAAEMON
MoJib3bl K BO3MOXXHOMY PUCKY MPUMEHEHWNS NeKapCTBEHHOrO npenapaTa, COOTBETCTBYOLUNA
YNOJSIHOMOYEHHbIN hefepasibHbln OpraH UCNOSHUTEIbHOW BNACTU:

1) oCcylLecTBASAET OLEHKY 3aK/0HEHNA KOMUCCUW SKCNEPTOB A1 onpeneneHnsa COOTBETCTBMA 3a4aHuMI0 Ha
nposeneHne 3TUX 3KCNepTuns;

2) NpMHMMAET peLleHmne 0 rocy4apCTBEHHON perncTpaumm nekapCTBEHHOro npenapaTta uan ob oTkase B
roCyAapCTBEHHOW perncTpauumn JekapCTBEHHOro npenaparTa;

3) BHOCWT NpW NPUHATUMN PeLlEHN O rOCydapCTBEHHON PErncTpaL M NeKapCcTBEHHOMO NpenapaTa AaHHble
0 3apEerncTprMpoBaHHOM NIEKAPCTBEHHOM MNpenapaTe, B TOM Yucie o0 hapMaLeBTUYECKON CybcTaHLuw,
BXOAsLLEN B COCTaB JIEKAPCTBEHHOr O NnpenapaTa, B roCyJapCTBEHHbIN PEECTP IEKAPCTBEHHLIX CPeacTB U
BblJaeT 3as8BUTeSII0 perncTpaumoHHoe yooCTOBepeHe IeKapCTBEHHOIO nNpenapaTa NyTeM Hanpas/ieHns
3a89BUTENIO MOCPEACTBOM €4MHOI0 MOopTana WK B INYHbIA KaBUHET 3as8BUTENS B €AUHON CUCTEME BbIMNCKU
N3 rocyapCTBEHHOr0 peecTpa JIeKapCTBEHHbIX CPeACTB, NOAMNNCAHHON YCUIEHHOW KBaANGULNPOBaHHON
3NEKTPOHHOW MOAMUCHIO, JOpMa KOTOPOW YTBEPXKAAETCA YMNOJHOMOYEHHbIM (hefepanbHbiM OPraHoOM
NCMONHUTESIbHOW BIACTW, COrlaCoOBaHHbIE HOPMATUBHYIO LOKYMEHTALUWNI0, HOPMATUBHbLIN OOKYMEHT,
WNHCTPYKLMIO MO MPMMEHEHNIO NEKAPCTBEHHOMO NpenapaTa U MakeTbl MePBUYHON YNAaKOBKN 1 BTOPUYHOM
(moTpebnTenbCcKon) yNnakoBKK C yKa3aHWEM Ha HUX HOMepPa 3anucu B rocyapCTBEHHOM peecTpe
JIeKapCTBEHHbIX CPEACTB W AaThl ero rocyfapCTBEHHON PeErncTpauumn uanm B Cayvyae NnpuHATAA peweHns ob
O0TKa3e B roCyAapCTBEHHOW perncTpauumn JeKkapCTBEHHOro npenapaTta HanpasaseT 3aaBUTeNo
NnocpeacTBOM eAINHOro NopTana WK B JIMYHLIN KabnHET 3adBUTENS B € ANHON CUCTeMe yBeaoMeHne 06
3TOM C YKa3aHWeM MPUYnNH TaKoro 0TKasa. 3a BbiAady perncTpaumnoHHOro yaoCcToBEPEHNSA NEKapCTBEHHOIO
npenapaTta B3UMaeTCa rocydapCTBEHHAsA NOLJIMHA B COOTBETCTBUN C 3aKOHOA4ATEIbCTBOM Poccninckon
®epepaumm o Hanorax u cbopax.

2. OcHoBaHveM L1 0TKa3a B roCy4apCTBEHHOW perncTpaunm nekapcTBeHHOro npenapaTa 4nas
MeOMLUNHCKOro NPUMEHeHNs SABNSEeTCS 3aKNlo4eHne COOTBETCTBYIOLLEro YNOJIHOMOYEHHOIO (hefepalibHOro
opraHa NCMOAHUTENbHOWN BAACTU O TOM, YTO Ka4eCTBO U (1in) 3hheKTUBHOCTb PerncTpmpyemoro
JIeKapCTBEHHOro npenapaTta 414 MeguLMHCKOro NPUMEHEHUs He NOATBEPXXAEHbI NOJyYEHHbIMW AaHHbIMM
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WM 4YTO PUCK NPUYMHEHNSA Bpea 300POBbI0 YeN0BEKA BCeACTBME NPUEMa JIEKapPCTBEHHOrO npenapaTa
AN MeANLUHCKOr0 NMPMMEHeHN NpeBbiaeT 3DHEKTUBHOCTb €r0 NPUMEHEHUS.

3. MNoBTOpHOE NpefCTaBAeHNE B COOTBETCTBYIOLWMUIA YMOJHOMOYEHHbIN (hefepanbHbI OpraH
NCMNOJIHNTENIbHON BJIACTW NIEKAPCTBEHHOMO NpenapaTa, B OTHOLIEHWW KOTOPOro NMoJly4YeH 0TKa3 B
roCyfapCTBEHHOW PerncTpaLum n KOTopbln BNOCAeACTBMM MNOABEPrCA N3MEHEHWIO B YaCTU ero CoCTaBa,
paccMaTpMBaETCs Kak NpeAcTaB/ieHne HOBOr0 JIEKapCTBEHHOIO NpenapaTa Ha ero rocyaapCTBEHHYIO
perncTpaumio He3aBMCMMO OT COXPaHEHUS €ro NepPBMYHOro HaMMeHoBaHMA.

4. Mpwn NpenocTaB/IeHMM 3a89BMTENIEM B COCTaBe PErucTpaLnMoOHHOr0 40ChEe Ha JIeKapCTBEHHbIN NpenapaT
ANS BETEPUHAPHOr0 NPUMEHEHUS KOMUW PELLEHUS YNOJIHOMOYEHHOI0 heiepasibHOro opraHa
NCNOJIHATEIbHON BIACTW O NPOBEAEHNMN UHCMEKTUPOBAHUS MPON3BOANTENS JIEKAPCTBEHHbLIX CPEACTB CPOK
NPUHATWA PELLEHNSA 0 FOCYAapCTBEHHON perncTpaunm J1eKapcTBEHHOrO nNpenapaTa 419 BETEPUHAPHOro
NPYMEHEHNS MPUOCTaHABANBAETCS CO AHA MONYYEHNS 3aK/OYEHNIA, YKa3aHHbIX B 4aCcTu 1 HacTosALWwen
CTaTbW, 0O OHA NPUHATWSA YNOJHOMOYEHHbIM hefepaibHbIM OPraHOM UCMOJIHUTENBHON BAACTU PELLIEHMNS O
Bblgaye nam o6 oTKase B BblAayve 3aK/04EHNS O COOTBETCTBMM NPON3BOANTENS NEKAPCTBEHHbIX CPEACTB
TpeboBaHMAM NpaBua HagiexXallen NPon3BOACTBEHHON NPaKTUKK, HO He Bosiee YeM Ha CTO BOCEMbLECAT
pabouunx aHen. (JononHeHne YacTbio - PenepanbHbli 3aKoH 0T 04.06.2018 Ne 140-03)

5. OcHoBaHMeM N1 0TKa3a B roCy4apCTBEHHOW perncTpaunn N1ekapCcTBeHHOro npenapaTta 4ns
BETEPMHAPHOIr0 MPUMEHEHNS ABNSETCS 3aK/IIOYEHNE YOJTHOMOYEHHOI0 hefepalsibHOro oOpraHa
NCMNOJIHNTESIbHON BJIACTW O TOM, YTO Ka4yecTBO 1 (1an) 3pHEKTUBHOCTb PEFMCTPUPYEMOrO IEKAPCTBEHHOMO
npenapaTta 45 BETEPUHAPHOIO MPUMEHEHNS HE MOATBEPXKAEHbI MOTYYEHHBIMU AAHHBIMU WX 4YTO PUCK
NPUYNHEHNS Bpeda 340P0BbI0 XXMBOTHOMO BCIEACTBME NPYEMa JIEKAPCTBEHHOI0 NpenapaTa Ass
BETEPMHAPHOr0 NPUMEHEHNA NPeBbIAeT 3QPEKTUBHOCTL €ro MPUMEHEHNS, 0TKa3 YyNOJHOMOYEHHOro
thenepanbHOro opraHa UCMOMHUTENLHON BAACTU B BblAaye 3aK/l04YeHNst 0 COOTBETCTBUMN NMPOU3BOANTENS
JIEKapCTBEHHbIX CpeacTB TpeboBaHNAM NpaBua Haglexallen NPON3BOACTBEHHON NPaKTUKN OAS Ka)K4on
NPOVN3BOACTBEHHON MNAOWAAKN PEFMCTPUPYEMOrO IEKAaPCTBEHHOIO NpenapaTa A1 BETEPUHAPHOro
NPYMEHEHUS B C/lyvae, eCan NPOon3BOACTBO JIEKAPCTBEHHOIrO NpenapaTta 4151 BETEPUHAPHOI0 NPUMEHEH S
ocyllecTBadeTcs 3a npegenamu Poccninckon degepaunn, nam 0TCYTCTBUE TaKOro 3aKaoyeHns.
(OononHeHne YacTbto - PepepanbHblin 3akoH 0T 04.06.2018 Ne 140-03)

CtaTbs 271. B3aMM03aMeHSAEeMOCTb NeKapCTBEHHbIX NMpenapaToB Aad MeANLUNHCKOIo NnpuMeHeHNA

1. B3aMM03aMeHAeMOCTb JIeKapCTBEHHbIX NPenapaToB AJ18 MeAULIMHCKOrO MPYMEHEHNS ONpeaenseTcs
YMOJIHOMOYEHHbIM (hefiepasibHbIM OPraHOM UCTMONHUTENBHOW BAACTU, OCYLLECTBASIOLLMM FOCY LaPCTBEHHYO
PerucTpaLmio 1eKapCTBeHHbIX MpenapaToB AN MEANLUHCKOrO NPUMEHEeHNs, B paMKax 0HOro
MEXAYHAPOAHOr0 HEeMaTeHTOBAHHOMO (MW XUMUYECKOTO, UAW FPYMMNMPOBOYHOM0) HAUMEHOBAHMS Ha
OCHOBE 3aKJI04EHUSI KOMUCCUM IKCMEPTOB IKCMEPTHOrO YYPEXAEHNS O B3aIMO3aMeHSeMOoCTH
NeKapCTBEHHOrO NpenapaTta 415 MeAULMHCKOro NpMeHeHUs nnbo 0 TOM, YTO JIeKapCTBEHHbIA NpenapaT
A5 MEAMLMHCKOTO NMPUMEHEHUS He sIBNSeTCS B3arMo3aMeHsieMbIM. [opsaaok onpeaeneHns
B3alIMO3aMeHSEeMOCT JIeKapCTBEHHbIX NPenapaToB AN MeAULMHCKOro NPYMEHEHNS N (hopMa 3aKJIloYeHNs
KOMWCCUM 3KCMEPTOB IKCMEPTHOMO YUPEXAEHUS O B3aMO3aMEHSEMOCTM JIEKAPCTBEHHbIX NPenapaToB As
MeaNLMHCKOro NpuMeHeHns nbo 0 TOM, YTO JIeKapCTBEHHbIN NpenapaT A4S MeAULMHCKOro NpUMEHeHNs
He ABNSIETCS B3aMMO3aMeHseMbIM, YyCTaHABAMBAOTCS (heepasibHbIM OPraHOM UCMOJIHUTENBHOW BACTH,
OCYLLECTBASIOWMM (PYHKLMUM MO BbipaboTKe M peann3aumm rocy JapCTBEHHON NOANTNKM 1 HOPMATUBHO-
NpPaBOBOMY PerysmpoBaHunto B chepe 34paBOOXPaHEHNS, NO COraCcoBaHMIO C pefepasibHbIM OpraHoM
NCMONHUTENBHON BNACTU, OCYLLECTBASIOLMM (DYHKLMM MO SIMLEH3MPOBAHMIO NMPOU3BOACTBA JIEKAPCTBEHHbIX
CPencTs.

2. KoMmccus 3KCnepToB 3KCMEPTHOr0 YYPEXAEHNS AAET 3aKJI0YEHNE 0 B3aMMO3aMEHSEMOCTH
NeKapCTBEHHOrO npenapaTa A8 MeaULMHCKOro NpUMeHeHNs 160 0 TOM, YTO JIEKAPCTBEHHBIV npenapaT
AJ15 MeAVNLMHCKOr0 NMPUMEHEHNS He SBNISIETCS B3aMMO3aMeHsieMblM, Ha OCHOBAHUW CIELYIOLLMX KPUTEPUEB
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(xapakTepucTuk):

1) 3KBMBaNEHTHOCTb (Ans 6uoaHanorosbix (6MonofobHbIX) NEKAPCTBEHHbLIX NpenapaToB (bnoaHanoros) -
COMOCTAaBUMOCTb) Ka4€CTBEHHbIX U KOJIMYECTBEHHbIX XapaKTEPUCTUK (hapMaLleBTUYECKNX CyBCTaHLMI nan
COMOCTaBUMOCTb @aHTUFEHHOr0 COCTaBa BakKLUWH. MICMonb30BaHMe pa3finyHbIX CONen, 3¢hMPOB, KOMMIEKCOB,
M30MepOB, KPUCTANANYECKUX (HOPM 1N APYruxX NPOM3BOLHbLIX OAHOMO M TOMO XXe LEeNCTBYIOLLEero BeLlecTsa
He ABJAeTCA NPensaTCTBMEM A4 OnpeaesieHns B3aM03aMeHaeMoCTN NeKAPCTBEHHbIX NpenapaTos, ecau
npv NPOBeAeHNN NccnefoBaHns BM03KBMBANEHTHOCTUN SIEKAPCTBEHHOMO NpenapaTa Wan nccnefoBaHuns
TepaneBTMYECKON 3KBMBAJIEHTHOCTMN IEKAPCTBEHHOIO NpenapaTa A0Ka3aHOo OTCYTCTBUE KINHUYECKN
3HAYUMbIX PA3IMYMN HhapMaKOKMHETUKIN U (Man) 3 HEKTUBHOCTM 1 6€30NaCHOCTU IEKaPCTBEHHOMO
npenapata 418 MeQULUHCKOro NPpUMeHeHNs;

2) 9KBUBAJIEHTHOCTb JIeKapCTBEHHOW (hopMbl. o 3KBMBaANEHTHLIMW JIEKAPCTBEHHBLIMK (hopMamu
MOHUMAIOTCH pa3Hble IeKapCTBEHHbIE (hOPMbI, UMEILLE OANHAaKOBbLIE CNocob BBeAeHMS 1 Cnocob
nprvMeHeHus, obnagaowmne ConoCcTaBUMbIMU PapMaKOKMHETUYECKMMU XapPaKTEPUCTUKAMM U
thapMaKonormyeckmm AencTenemM n obecneynsatoLLne Takxe LOCTUKEHNE HEOBXOANMOrO KANHNYECKOro
apdekTa. Pasnmyuns nekapcTBeHHbIX (HOPM He ABASAIOTCA MPenAaTCTBUEM ONS onpefesieHmns
B3aVIM0O3aMeHSAEMOCTN NEKAPCTBEHHbIX NMPenapaToBs, eCAU Npu NPOBEAEHNN NCCeL0BaHNA
6103KBNBANEHTHOCTM JIEKapCTBEHHOI 0 NpenapaTa Win UccnefoBaHNa TepaneBTUYeCKON 3KBUBANEHTHOCTU
JIeKapCTBEHHOrO npenapaTa A0Ka3aHO OTCYTCTBME KJIMHMYECKUN 3HAYUMbIX Pa3nynii hapMakoKMHETUKN 1
(nnu) achhekTUBHOCTM 1 6e30NacHOCTU SIeKapCTBEHHOI0 NpenapaTa 419 MeANLMHCKOrO NPUMEHEHUS;

3) 3KBMBAJIEHTHOCTb WM CONMOCTAaBUMOCTb COCTaBa BCMOMOraTe/lbHbIX BELLECTB JIeKapCTBEHHOIO
npenapata 4S9 MeAULUHCKOr0 MPpMMeHEeHNs. Pa3nnyms cocTaBa BCMOMOraTebHbIX BELLECTB
NeKapCTBEHHOro NpenapaTta He ABASI0TCA NPenaTCcTBMEM LN1A OnpefesieHns B3anMo3aMeHaeMoCcTu
NIEKapPCTBEHHbIX MpenapaToB, eC/N NpW NPOBEAEHNN UCCNeL0BaHNS BMOIKBMBANIEHTHOCTY JIEKAPCTBEHHOO
npenapaTta UM NCCNefoBaHUs TepaneBTUYeCKON IKBUBAIEHTHOCTY NEKAPCTBEHHOr0 NpenapaTa A0Ka3aHo
OTCYTCTBUE KJIMHNYECKMN 3HAYMMBbIX PA3INYNIA (hapMaKOKMHETUKMN 1 (Unn) 3hPEKTMBHOCTU 1 6e30NacHOCTH
JIEKApCTBEHHOrO npenapaTa Aas MeanUMHCKOro NPUMeHEHUS. Mpu HaNNYnUmn KINHNYECKN 3HAYNMbIX
paznunynin papmMakoKUHETUKN 1 (nan) ahheKTMBHOCTK 1 He30NacHOCTK SIeKapCTBEHHOro NpenapaTa A4ns
MeLMLMHCKOr0 NPUMEHEeHNs B3anMO3aMeHAEMOCTb ONpPeaenaeTCs C YKa3aHUeM Ha UCKIIoYeHNE
OTAENbHbIX FPYNN NaLNeHTOB;

4) noeHTUYHOCTb cnocoba BBeAeHNS U crnocoba NPUMEHEHNS;

5) cooTBETCTBUE NPOM3BOAUTENS NIEKAPCTBEHHOIO CpeACcTBa TpeboBaHMAM NpaBu Hagnexallen
NPOV3BOLACTBEHHOW MPaKTUKMN.

3. be3 HeobxoAMMOCTY foKa3aTenbCTBa BO3KBNBANEHTHOCTM OCYLLECTBAAETCA ONpeae/eHune
B3aVMMO03aMeHsAeMOCTM BOCNPOU3BEAEHHbIX IEKAPCTBEHHbIX MpenapaToB, KOTOpbIE:

1) npefHa3Ha4YeHbl 419 NapeHTepasbHOro (MOAKOXKHOIr0, BHYTPUMbILLEYHOM O, BHYTPUBEHHOI O,
BHYTPMWIia3HOro, BHyTPUMOJOCTHOMO, BHYTPUCYCTaBHOMO, BHYyTPUKOPOHAPHOr0) BBEAEHUS U NPeACTaBAAI0T
coboll BOAHbIE PaCTBOPSI;

2) npencTaBnaoT coboi pacTBOPLI A5 NEPOPaASIbHOrO NPUMEHEHUS;

3) npousBeaeHbl B (hopMe NOPOLLKOB UAN ANODUAN3aTOB 415 NPUrOTOBIEHNA PacTBOPOB;

4) 9BNATCA rasamu;

5) ABAAOTCA YIWHBIMW WA F1a3HbIMW IEKAapPCTBEHHbLIMW NpenapaTamMu, NPou3BeAeHHbIMU B POpMe BOAHbIX
pacTBOPOB;

6) NnpeaHa3HayeHbl 415 MECTHOMO 1 (MAK) HAPY>XXHOI0 MPUMEHEHUS 1 MPUTroTOB/EHbI B hOpMe BOAHbIX
pacTBOPOB;

7) NnpeacTaBnsAloT cobor BOAHbLIE pacTBOPLI 415 UCMOb30BaHUSA B (POPMeE MHIransaunin € MOMOLLbIO
Hebynan3epa WM B Ka4eCTBE Ha3asibHbIX CPeeB, NPUMEHSAEMbIX C MOMOLLLI0 CXOLHbIX (MOXOXKX,
aHaJIOrMYHbIX) yCTponcTB (Npnbopos, annapaTos).

(YacTb B pepakunn PepepanbHoro 3akoHa ot 30.01.2024 Ne 1-03)
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4. OcobeHHOCTN onpefeneHns B3anMo3aMeHAeMoCTU BMOTIOrMYeCKNX NEKapCTBEHHbIX MPenapaTos,
KOMBMHMPOBAHHbIX IEKAaPCTBEHHbIX NPenapaToB (CoaepXXalunx KombrnHaumo AByx 1 bonee feNnCcTBYOLWMX
BELLeCTB), JIeKapCTBEHHbIX NPenapaToB AJ11 NapeHTepanbHOro NMTaHMsa 1 He403UPOBaHHbIX
JleKapCTBEHHbIX NpenapaToB yCTaHaBANBAOTCA (hefepalibHbIM OPraHoM UCNOSHUTENIbHOM BNacTy,
OCyLLeCcTBAALWMM YHKLUN N0 BbipaboTKe 1 peannsaunm rocyapCTBEHHON NOANTUKN U HOPMATUBHO-
NpaBOBOMY PEryJiMpoBaHuio B Chepe 34paBOOXPaHEHMs, N0 COracoBaHuMio C heaepasibHbIM OpraHoMm
NCNOJIHNTEIbHON BIACTW, OCYLLECTBAAOWMM PYHKLMN MO INLLEH3MPOBAHMIO NPON3BOACTBA JIEKAPCTBEHHbIX
cpencTs.

5. Onpe,ueneHVle B3alM0O3aMeHAEMOCTN He OCYLLEeCTBIAETCA B OTHOLLEHNN NIeKapPCTBEHHbIX PaCTUTEJIbHbIX
npenapaTos, roMeonaTUYecknX IeKapCTBEHHbIX MpernapaTos.

6. DopMupoBaHMe NepeyHs B3anMo3aMeHAaeMbIX 1EKapPCTBEHHbIX NpenapaTos 4158 MeguLMHCKOro
NPVMEHEHNS OCYLLECTBIIETCS SKCNEPTHBLIM YYpeXAeHNEM NOCPEeACTBOM 06beAMHEHUS IEKAaPCTBEHHbIX
npenapaToB B OTAE/NbHbIE FPYNIbl, B KAXA0M U3 KOTOPbIX NEKAPCTBEHHbIE NpenapaThl ABAAIOTCA
B3aMMO3aMEHSAEMbIMU.,

7. B cny4ae BKKOYEHMSA B UHCTPYKLMIO MO MEAULIMHCKOMY NPUMEHEHMIO SIeKapCTBEHHOIo NpenapaTa Ha
OCHOBaHMWM pe3y/ibTaTOB COOTBETCTBYIOLWMX NCCIEA0BaHNA NOKA3aHUIN 415 MPUMEHEHMNSA, KOTOpble
OTANYAKOTCA OT MOKa3aHWU A58 NPUMEHEHMNSA OPYTrUX JIEKAPCTBEHHbIX NPenapaToB U3 Fpynmnbl
B3aMMO3aMeHAeMbIX NEKAPCTBEHHbIX MPenapaToBs, B NepeyHe B3anMo3aMeHAeMbIX NeKAPCTBEHHbIX
npenapaToB Aas MeAMLMHCKOr0 NPUMEHEHUS A0JXKHa OblTb yKa3aHa COOTBETCTBYIOLLAA UHGOPMaLUS.

8. MNepeyeHb B3aMM0O3aMeHSEeMbIX JIEKAPCTBEHHbIX NPenapaToB Aas MeANLMHCKOr0 NPUMEHEHUS
pa3MellaeTCca ynoJIHOMOYEHHbIM cpe,uepaanblM OpraHom NCNONHUTENBHON B/1aCTW, ocyLlecTBaAOWNM
rocyfapCTBEHHYIO perncTpaLmio lekapCTBEHHbIX NpenapaTos 418 MeAULMHCKOro NpUMeHeHus, Ha CBoeM
oduumanbHoM canTe B ceTn "HTepHeT". MHdopmaumnsa B nepevyHe B3anMO3aMEHAEMbIX JIEKaPCTBEHHbIX
npenapaToB Aas MeAMLMHCKOr0 NpUMeHeHns 06HOBNSETCA yKa3aHHbIM dedepasibHbiM OpraHoOM
NCNOJIHATEIbHON BIACTM C YH4E€TOM HOBbIX 3aPErMCTPUPOBaAHHBIX IEKAPCTBEHHbIX NpenapaTos As
MeOMLNHCKOro NPUMEHEHMNSA N BHECEHHBLIX U3MEHEHUI B LOKYMEHTbI, COLEpKaLLMeca B PerncTpaLnoHHbIX
[L0Cbe Ha 3aperncTpMpoBaHHbIE SIeKaPCTBEHHbIE NpenapaThbl 418 MeANLIMHCKOrO NPUMEHEHNS.

9. |-|OpFIJJ,OK NCNoJib30BaHNA I/IHCbOpMaLI,I/IVI 0 B3aMMO3aMeHAEeMbIX J1IeKapCTBEHHbIX MnMpenapaTax onasa
MeONLNHCKOro NPMMEHEeHNS U NOPAAO0K Aayn Pa3bACHEHWI MO BONPOCaM B3alMMO3aMeHAEMOCTH
JIeKapCTBEHHbIX NpenapaToB ANs MeAnLMHCKOr0 NPUMEHEHUS YCTaHaBANBaOTCA peaepasnbHbIM OpraHoM
NCNOJIHNTENIbHON BIACTW, OCYLLECTBAAOWMM QYHKLUN N0 BbipaboTKe 1 peannsaunm rocyaapCTBEHHON
NOJINTUKN N HOPMATMBHO-MPABOBOMY PEryANPOBaHMIO B Chepe 34paBOOXPaHEHUS, MO COrlacOBaHUIO C
(hefepanbHbIM OPraHoOM UCMOJIHUTENBHON BJIACTM, OCYLLECTBAAOWUM (YHKLUN MO JIMLEH3UPOBAHMIO
NPON3BOLCTBA JIeKapCTBEHHbIX CPeaCTB.

(ODononHeHne cTaTben - PegepanbHbii 3aKOH 0T 22.12.2014 Ne 429-03)

CtaTbs 28. PerncrpauMoHHoe yOOCTOBEPEHME NeKapCTBEHHOr 0 NpenapaTa

1. PerncrpaumoHHOe yLOCTOBEPEHNE NeKapCTBEHHOr 0 NpenapaTa C yka3aHWeM NeKapCTBEHHbIX (DOpM 1
L,03MPOBOK BblAaeTcs 6eccpoyHo, 3a UCKN0YEHNEM PerncTpaLnoHHOr0 yA0CTOBEPEHUS SIeKapCTBEHHOM 0
npenapaTa, BblJaBAaeMOro CO CPOKOM AeNCTBUSA NATh JIET, Ha BNEPBbIe PerncTpmpyemblie B POCCUNCKON
defepaummn nekapcTBeHHbIE NpenapaThl.

2. Mo ncTeyeHUn ykaszaHHOro B 4acTn 1 HacTosLLEeN CTaTbM CPOKa BbiAaeTcs 6eccpoyHoe perncTpaLmnoHHoe
yOOCTOBEpPEHNe NeKapCTBEHHOro NpenapaTta npw yCJoBUM NOATBEPXAEHNS ero rocyapCTBEHHOM
perucrpaumn.

3. B cnyvae BHeceHus B cooTBeTCTBMM €O cTaThamu 30 1 31 HacToswero ®efepasibHOr0 3aKOHa
M3MEHEeHUN B cofepKaLlumecs B perucTpaumoHHOM JOCbe Ha 3aperucTpupoBaHHbI 1EKaPCTBEHHLIN
npenapart OOKYMEHTbI, 3aTparnsatoLwmnx CBeAeHNs, OTPaXKeHHbIE B perncTpaLnoHHOM yA0CTOBEPEHNN
NleKapCTBEHHOIro npenapaTa, YNoJIHOMOYEHHbI efepalibHblii OpraH UCMOSHUTENLHOW BNAacTU BblgaeT
HOBOE perncTpaumnoHHoe ya0CTOBEpPEeHME JIeKapCTBEHHOM O NpenapaTa, CofepXxallee BHeCeHHble B Hero
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n3meHeHus. (JlononHeHme 4acTblo - PefepasibHblii 3aKOH 0T 22.12.2014 Ne 429-03)
4. (OononHeHWe YacTbio - PefiepabHbii 3aKOH 0T 22.12.2014 Ne 429-03) (YTpaTuna cuny - ®efepanbHbii
3aKoH 0T 30.01.2024 Ne 1-®3)

CtaTbs 29. MNoaTBEP)XAEHME FOCYAAaPCTBEHHON PErMCTPaLIUM NEKAapCTBEHHOrO NpenapaTa

1. NoaTBepXXAEHNE rOCyapCTBEHHOW perncTpaumm NekapCTBEHHOMO NpenapaTa oCyLWecTBASETCS Npw
BblAaye 6€CCPOYHOro perncTpaunoHHOro ya0CTOBEPEHNA IeKapCTBEHHOrO NpenapaTa B C/iy4ae,
YKa3aHHOM B YacTu 2 cTaTbu 28 HacTosAwero ®egepasbHOro 3aKoHa, B CPOK, HE MPEBLILLIAKLWMIA COPOKa
paboyunx OHen Co AHA HanpaBaeHNs NOCPEACTBOM eANHOro NopTasna B YNOJHOMOYEHHbIN hefepanbHbIi
opraH UCNOJIHUTENbHON BAACTU WAN JINYHBIA KabMHET yNoSHOMOYEHHOr 0 (hefepasibHOro opraHa
NCMNOJIHNTESIbHON BJTAaCTW B €ANHON CUCTEME 3asBEHNS O MOATBEPXKAEHUN FrOCYAaPCTBEHHOW perncTpaunm
JIeKapCTBEHHOrO npenapaTa Aaa MeanUMHCKOro NPUMEHEHUS, N B CPOK, HE NPEBLILLAIOLWNA TPUALATU Tpex
paboumnx OHen Co AHA NPUHATMSA 3a8BNEHNS O FOCYAAaPCTBEHHON PErncTpaLnn IeKapCTBEHHOrO NpenapaTa
4715 BETEPUHAPHOr0 NPUMEHEHUNS, MOAMMCAHHOI0 YCUIEHHOW KBaAN(ULNPOBAHHON 3/1eKTPOHHON
noanuncelo. He ocyllecTBaseTCs NOATBEPXKAEHME rOCy4apCTBEHHON perncTpaumm B OTHOLWEHUN
JIEKapCTBEHHOrO NnpenapaTa A5 BEeTEPMHAPHOro NPUMEHEHNS, He HaxoauBLLerocs B obpalleHmm B
Poccninckon ®@egepaunn B TedeHne Tpex n bonee NET, a Tak)Ke B OTHOLLEHWN IEKaPCTBEHHOI0 CPpeacTBa,
NpPOn3BEeEHHOr0 C HapyLlleHneM TpeboBaHWS, YCTAHOBJIEHHOMO YacTbto 37 CTaTbW 71 HACTOSLLErO
defepanbHOro 3aKoHa. 3asBaeHNe 0 NOATBEPXKAEHUN FOCYAAPCTBEHHOW PErNCTPaLLUN NeKapCTBEHHOIO
npenapata MOXeT 6bITb NOANNCAHO YCUJIEHHON KBAaNN(ULMPOBAHHON 3/1EKTPOHHON NOANUCHLI0 Nnbo
YCUEHHOWN HEKBANN(WLMPOBAHHOWN 3/1IEKTPOHHON NOAMUCHLIO B C/yYae, €CAN OT NMEHMN 3as8BUTeNS
JEeNCTBYET ero npeactaBuTesb (r3nyeckoe nmuo), ynoJHOMOYEHHbIN 4eNCTBOBATb OT MMEHN 3asaBUTENS
Ha OCHOBAHWN LOBEPEHHOCTMN B 3JIEKTPOHHOW (hopMe B MALUMHOYNUTAEMOM BULE.

2. 3asABaeHNe 0 NOATBEPXKAEHMMN TOCYAaPCTBEHHOW perncTpauumn 1eKapCTBEHHOro npenapaTa
HanpaB/IAeTCs NOCPeACTBOM eAUHOr0 NopTasa B YNOJHOMOYEHHbIN hefepanbHbIi OpraH NCMOAHUTENbHOW
BJIACTN UAN NINYHLIN KaBUHET ynosHOMOYEHHOro hefepasbHOr0 opraHa NCMOAHUTENBHOW BNacTN B €4MHON
CMCTEME He paHee 4eM 3a CTO BOCEMbIECAT AHEN A0 UCTEYEHUS CPOKa AENCTBUS PErncTpauoHHOro
YOOCTOBEPEHMNS NIEKAPCTBEHHOI0 NpenapaTa U He N034HEee OKOHYaHWSA CPOKa ero AenCTBUS.

2%, (donosiHeHMe YacTbio - PegepanbHbin 3akoH 0T 02.08.2019 Ne 297-03) (YTpaTnna cuny - denepasibHbii
3akoH oT 30.01.2024 Ne 1-93)

3. MoaTBepxaeHne rocyAapCTBEHHOM perncTpauny 1eKapCcTBEHHOro NpenapaTa OCyLWeCcTBAAETCA No
pe3syfibTaTaM 3KCMepTU3bl OTHOLEHNS 0XXUAAEMOWN NOJSIb3bl K BO3SMOXHOMY PUCKY NPUMEHEHNS
JIEKapCTBEHHOrO npenapaTa Ha OCHOBaHWW Pe3y/bTaTOB MOHUTOPUHIa 3hdeKTUBHOCTM 1 Be3onacHOCTK
JIeKapCTBEHHOrO npenapaTa, NPOBOAMMOro AepXXaTeneM Wian BlagenbLemM perncTpaLoHHOro
YOOCTOBEPEHMSA NIEKAPCTBEHHOI0 NpenapaTa ANbo YNoAHOMOYEHHBIM UMW IOPUANYECKMM JIMLLOM, @ TaKXe
COOTBETCTBYIOLLNM YNOJHOMOYEHHbLIM (hefepasibHbIM OPraHOM UCMOAHUTENbHON BAAaCTU B COOTBETCTBUM C
TpeboBaHMAMU CTaTbh 64 HacTosLero ®enepanbHOro 3aKoHa.

4. K 3a5B1eHNI0 0 MOATBEPXKAEHUN FOCYAAaPCTBEHHOW PErncTpaLnmn N1eKkapCTBEHHOro NpenapaTa 44
MeONLNHCKOro NPMMEHeHNs npuiaratTcs:

1) nOKYMeHThI, cofepKalune pesybTaTbhl MOHUTOPWHIa 3h(hEeKTUBHOCTM M 6e30NacHOCTY IEKapCTBEHHOMO
npenapaTta 415 MeQULMHCKOro NpYMEHEeHNs, NPOBEAEHHOI0 Aep)KaTeneM Uan BnagesbLem
PerncTpaLmoHHOro ya0CTOBEPEHNS NEKAPCTBEHHOMO NpenapaTa A1 MeQuLMHCKOro NnpuMeHeHns nnbo
YNOJIHOMOYEHHbIM UM OPUANYECKUM NINLLOM, MO (hopMe, YTBEPXKAEHHON YNOJHOMOYEHHbIM efepabHbIM
OpraHOM WUCMONHUTENbHOW BNacT;

2) cBefeHns 0 fgaTe NpefoCTaB/eHNS N PErnCTPaLMOHHOM HOMEPE NNLEH3UN Ha NMPON3BOACTBO
JIeKapCTBEHHbIX CPEACTB, WK CBeAEeHMA O AaTe nNpefoCcTaBAeHns U perncTpauMoHHOM HoMepe
3aKJIIO4EHUS 0 COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM NpaBul HaaleXallen
NPOM3BOLACTBEHHOW MPAKTUKMW, UK KONUSA CEPTUdUKaTa COOTBETCTBUSA MPON3BOAUTENSA NEKAPCTBEHHbIX

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 4313120



CpencTB Ans MeanUMHCKOro NpuMeHeHns TpeboBaHnsaM NpaBua Hagnexallen npon3BoACcTBEHHON
NPaKTUKM EBPa3NNCKOro 3KOHOMUYECKOro Col03a, NPeaoCTaBIEHHbIX YNOJHOMOYEHHbIM hefepanbHbIM
OpraHOM UCMOMHUTENbHOW BNACTU B OTHOLLUEHNN NPOM3BOACTBEHHONM MJIOLLAAKMN JIEKAPCTBEHHOIO
npenapaTta a8 MeAULMHCKOro NPUMEHEHNs, roCyapCTBEHHAsA PermcTpaLmns KoToporo NoATBEPXKAAETCS B
c/lyqae, ecam NPon3BOLCTBO JIeKapCTBEHHOI0 nNpenapaTta 418 MeAULUHCKOro NpuMeHeHns
ocyuwiecTaseTca B Poccuinckon ®epepaumnm;

3) Konns NpPenoCcTaBAeHHON YMNOAHOMOYEHHbLIM OPraHOM CTPaHbl MPOU3BOAMTENS INLLEH3MMN Ha
NPOM3BOACTBO JIEKaPCTBEHHOr0 nNpenapaTta 419 MeAULMHCKOro MPUMEHEHNS U ee NepeBod Ha PyCCKUn
A3blK, 3aBEPEHHbIE B YCTAHOBJIEHHOM MOPAAKE, @ TaKXXe KOMMS 3aKJ/l4YeHnss 0 COOTBETCTBUM
NPOM3BOANTENSA JIEKAPCTBEHHbLIX CPeACcTB TpeboBaHMAM NpaBMa HagaeXxalen NPon3BoACTBEHHON
NPaKTUKW, WK KOMUA cepTUgMKaTa COOTBETCTBMA MPOU3BOANTENSA IEKAapPCTBEHHbIX CPeACTB ANd
MeONLNHCKOro npuMeHeHns TpeboBaHUAM NpaBua Haglexxallen NPpon3BoACTBEHHON NPAKTUKN
EBPa3ninCcKoro 3KOHOMMYECKOro CO3a, BblAAaHHbLIX YIOJHOMOYEHHbIM hefepasibHbIM OpraHoM
NCMONHUTESIbHOWN BACTWN B OTHOLUEHWUN NPON3BOACTBEHHOM MNOWAAKN NEKapCTBEHHOrO NpenapaTa 4Nns
MeONLMNHCKOro NPpMMEeHeHNs, roCyaapCTBEHHAs PerncTpaLma KOToOporo NoaATBEPKAAETCS, UK Konusa
peLleHmns yrnosHOMOYEHHOro hefepasibHOro opraHa UCNOJIHUTEsIbHOW BAACTW O MPOBEAEHNN
thapMaLeBTNYECKON NHCMEKL MM NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 419 MeANLUHCKOro MpMMeHeHns
Ha COOTBETCTBMe TpeboBaHMAM NPaBWUJT HaANeXallel NPOM3BOACTBEHHON NPaKTUKK EBpa3niickoro
3KOHOMMYECKOro Col3a B CJlyvae, eCcu Npov3BOLACTBO JIEKapPCTBEHHOro npenapata 419 MeAULUHCKOro
NpYMEHeHNs oCyLLecTBASETCA 3a npefgenamu Poccuinckon Gegepauun.

(HacTb B pepakumm denepanbHoro 3akoHa ot 04.06.2018 Ne 140-03)

41, B oTHoWweHWUM BUONOrMYeCKNX NeKapCTBEHHbIX MpenapaToB 4N MeAULNHCKOro MPUMEHEHNS 3a8BUTESb
LONOSIHUTESNIbHO NMpeAcTaBseT pesyabTaTbl MEPONPUATUN, NPefyCMOTPEHHbIX NAAHOM YrpaBieHNs
pUCKaMW, yTBEPXKAEHHbIM YNOJHOMOYEHHbLIM hefiepasibHbIM OPraHOM UCMOAHUTENLHON BAACTU NPK
OCYLLeCTBJIEHUN FOCYAapCTBEHHOW perncTpauny n1ekapcTBeHHOro npenapaTa A1d MeaULNHCKOro
npuMeHeHus. (JononHeHe 4acTbio - PefepanbHbii 3aKoH 0T 04.06.2018 Ne 140-03)

42, K 3a5BIEHUNI0 O NOATBEPXXAEHNW FOCYAAapCTBEHHON PerncTpaunm eKapCTBEHHOrO npenapaTa Ans
BETEPMHAPHOIr0 NPUMEHEHNS NpUAaraloTCs AOKYMEHTbI, COAep)Kallne pesysibTaTbl MOHUTOPMHIA
3(pheKkTMBHOCTY 1 6€30MacHOCTU eKapCTBEHHOro NpenapaTta 415 BETEPUHAPHOr0 NPUMEHEHUS,
NPOBOAMMOro Aep)aTeseM Wan BnafesnbleM perncTpaunoHHOro yooCTOBEPEHUS JIEKaPCTBEHHOMO
npenapaTta 415 BETEPUHAPHOI0 NpUMeHeHNs 160 YyNoSHOMOYEHHbLIM UM IOPUANYECKUM ANLOM, MO dopMe,
YyTBEPXXAEHHOWN YNOJHOMOYEHHbIM hefepasbHbiM OPraHOM UCMOJIHUTENbHON BAACTW, U [OKYMEHTHI,
yKa3aHHble B MyHKTax 1, 2 - 22, noanyHkTax "a", "6", "k", "n" nyHkTa 4 4acTu 3 cTaTbh 17 HaCTOALLErO
defepanbHOro 3akoHa. B oTHoweHMM MMMYHOBMOOrMYECKMX NeKapCTBEHHbIX NpenapaToB A4s
BETEpPUHaAPHOro NpUMEHEeHNS He NpeaCcTaBAATCSA CBeAeHNs, YKa3aHHble B NoANyHKTe "K" NyHKTa 4 YacTu
3 cTatbu 17 HacToswero defepasbHOr0 3aKOHa. B OTHOLLEHWN leKapCTBEHHBIX MpenapaTos 45
BETEPUHAPHOI0 NPUMEHEHUS, MNONYHEHHbIX C NPUMEHEHNEM MEHHO-UHXEHEPHO-MOANMDULNPOBAHHBIX
OpPraHM3MoB UK COAEPXKALLMX TaKMe OpraHn3Mbl, ONOJHUTENLHO NPEACTaBAAIOTCA CBEAEHMNS, YKA3aHHbIE
B NyHKTe 13 4acTu 3 cTaTbn 17 HacToswero ®enepanbHOro 3akoHa. ([onosHeHne YacTolo - PefepanbHblii
3aKoH 0T 04.06.2018 Ne 140-®3)

43, 3aABMTeENb BNpaBe NpeacTaBuUTh C 3a9BJIEHMEM O NOATBEP)KAEHNN FOCY4apPCTBEHHON PerncTpaLmm
JIeKapCTBEHHOrO npenapaTa PeKBM3UTbI JOKYMEHTa, NOATBEPXAAlOLWero ynnaTy rocy4apcTBeHHON
NOLWNHBI 33 MOATBEPXXAEHME rOCy4apCTBEHHON perncTpaumm NeKapCTBEHHOMO NpenapaTa, a Takxe
BblAaBaeMble (MpeaocTassiseMble) yNoJAHOMOYEHHbIMU hefepasbHbIMWM OpraHaMy NCAOAHUTENbHON BNacTu
LOKYMEHTbI (CBeAeHNS), yKa3aHHble B MyHKTaX 2 U 3 4acTu 4 HacTosALWen cTaTbu. B ciyyae nx
HenpeAcTaB/ieHns YyNoJHOMOYEHHbIN defepanbHbii OpraH MCNOAHUTENbHOM BAACTV 3anpallnBaeT
yKa3aHHble LOKYMeHTbl (CBeAeHUs) B NOpsLKe MeXBe4OMCTBEHHO0 MH(OPMALMOHHOIO B3aMMOAENCTBNS.
(LononHeHue YacTbto - PefepanbHbin 3aKoH 0T 04.06.2018 Ne 140-93)
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5. B Te4yeHmne natn paboymx gHen Co AHSA HanpaB/eHMs NOCPEACTBOM eAMHOM0 NopTafia B YNOJHOMOYEHHbI
henepanbHbIi OpraH MCMOHUTENBHOW BAACTU AW JINYHBIA KaBMHET YNoJIHOMOYEHHOr 0 hefepalibHOro
opraHa NCMONHUTENbHOWN BNaCcTU B €4MHON CUCTEME 3as8BJIeHMA 0 NOATBEP)KAEHNN FrOCY AapCTBEHHOM
perncTpaumm 1eKapCcTBEHHOr0 NpenapaTa U LOKYMEHTOB, COAEPXKALLUNX Pe3yabTaTbl MOHUTOPUHIA
3hheKTUBHOCTM 1 6e30NacCHOCTU IeKapCTBEHHOMO NpenapaTa, NPOBOAMMOro AepXxaTeseM nau
BNaJenbLEM PErNCTPaLMOHHOIO YA0CTOBEPEHMS JIEKAPCTBEHHOMO NpenapaTta AMbo ynosHOMOYEHHBIM UMI
IOPUANYECKMM NINLOM, YNOJIHOMOYEHHBIN dhefepanbHbii OpraH NCNOSIHUTENbHOW BNaCTu:

1) npoBOANT NPOBEPKY MOSHOTHI CBEAEHUN, COAEPKALLUUXCA B NPeACTaBEHHbIX 3afBUTENEM LOKYMEHTAX;
2) NPUHMMAET peLleHmne 0 NpoBeaeHNn nnm 06 0TKase B NPOBEAEHNN IKCMEPTU3bI OTHOLIEHMNS 0XXUAAEMON
MOAb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS JIeKapCTBEHHOr0 npenapaTa Ha OCHOBaHWW pe3ybTaToB
MOHUTOPWHra 3hHeKTUBHOCTM 1 6€30NaCHOCTUN SIEKAapCTBEHHOMO NpenapaTa, NPOBOAMMOro AepXXaTeNem
nnn BnagesbLiemM perncTpaLMoHHOro yA0CTOBEPEHNSA IeKapCTBEHHOM0 npenapaTa Mbo ynosHOMOYEHHbLIM
UMW IOPUANYECKUM NNLOM, @ TakXe hegepanbHbiM OpraHoM UCNOJSIHUTEIbHON BIACTW B COOTBETCTBMM C
TpeboBaHMAMU CTaTbh 64 HacTosWero ®enepasbHOro 3aKOHa;

3) HanpaBASET B INYHbIN KabBNHET 3KCMEPTHOr0 YYpeXAEHNS B €4NHON CUCTEME MOAMMNCAHHOE YCUIEHHOW
KBanMMLMPOBaHHON 3N1EKTPOHHOM NOAMNNCHIO 3a4aHMe Ha NPOBeAEeHME IKCNEPTM3bl, MPeayCMOTPEHHON
MYHKTOM 2 HACTOALLEN YacCTu, a TakXXe HanpasaseT 3asBUTeN0 NOCPeACTBOM eANHOr0 NnopTana uin B
JINYHBIA KaBWHET 3a8BUTENS B €ANHON CUCTEME NOANMNCAHHOE YCUIEHHOWN KBaMMULMPOBaHHON
3/1eKTPOHHON NOAMNNUCHIO YBEOMIEHUE O MPUHATOM pEeLLEeHNM O BblAaye 3a4aHns Ha NpoBedeHmne
YKa3aHHOW 3KcnepTu3bl nMbo 06 0TKa3e B MPOBEAEHUN YKa3aHHOM 3KCMEePTU3bl C YKa3aHWEM NPUYMH
OTKasa.

6. B cnyyae BbiSIBNI€HUS HELOCTOBEPHOCTU U (UK) HEAOCTATOYHOCTM UH(OPMaLUK, COAePKaLLencs B
npeacTaBNeHHbIX 3a8BUTENIEM LOKYMEHTaX, YNOJHOMOYEHHbIN hefepanbHbil OpraH UCMONHUTEbHOW
BJIACTW HanpaB/seT 3asaBMTEe0 NOCPeACTBOM €4MHOr0 NopTaia Uan B INYHbIA KabHET 3a8BUTENS B
eMHON CCcTeMe 3anpoc 06 YyTOYHEHNN YKa3aHHON MHGOPMaL MK, NOANUCAHHBIA YCUTIEHHON
KBaJIM(PULMPOBAHHON 3/IEKTPOHHON NOAMNNCH!IO.

7. 3asButens obg3aH HanpaBUTb NOCPEACTBOM €4MHOM0 NopTaa B YNOJHOMOYEHHbIV (hefepasibHbIN opraH
WCNOJIHATESIbHON BIACTW WKW INYHBIA KabMHET YNONHOMOYEHHOr0 heaepanbHOro opraHa UCNOJIHATESIbHON
BJIACTW B €4MHON CUCTEME MOAMUCAHHbLIN YCUIEHHOW KBanUULMPOBAHHON 31€KTPOHHOM MNOAMMCLIO OTBET
Ha 3anpoc YNoJIHOMOYEHHOr0 hefepasibHOro opraHa UCNOSHUTENbHOM BNAcTW, YKa3aHHOro B HYacTun 6
HacCTosLLEeN CTaTbM, B CPOK, HE MPEBbLILLAIOLLNA AeBAHOCTa paboynx AHEN CO AHA NONyYeHns
YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoM UCMOAHUTENbHOM BAACTW 31EKTPOHHOI0 YBEAOMJIEHMSA O
NoJly4eHnn 3asiBUTENEM TaKoro 3anpoca. Cpok, yKa3aHHbI B YaCTW 5 HacToALWeN CTaTby,
NpVMOCTaHaB/MBAETCA CO AHA HAaNPaBJIEHUS 3aABUTE0 NOCPEACTBOM eQUHOr0 NnopTasa Uan B JINYHLIN
KabnHeT 3aABNTENS B €4MHOM CMCTEME TaKOro 3anpoca A0 AHA HanpaBieHWs 3asBUTENEM NOCPELCTBOM
€4MHOro nopTasia B YNOJHOMOYEHHbIV hefepasibHbll OpraH NCAOAHUTENbHON BAACTU UAN NNYHBIA KabuHeT
YNOJIHOMOYEHHOr 0 hefepasibHOro opraHa NCNoSHUTENbHOM BAacTy B eAUHON CUCTEME OTBETA Ha TaKou
3anpocC 1 He YYUTLIBAETCA NPU UCHUCIEHNN CPOKa MOATBEPXKAEHNS rOCYAapCTBEHHON perncrTpauum
JIeKapCTBEHHOr0 npenapaTa. B cayyae, eciv oT UMeHW 3a8BUTENS LENCTBYET ero npeacraBuTesb
(hm3myeckoe AnuLo), yNoJHOMOYEHHbIN 4EACTBOBaTb OT UMEHW 3asBUTENSA Ha OCHOBAHUN AOBEPEHHOCTHU B
3N1eKTPOHHOIN hopMe B MALLMHOYMTAEMOM BUAeE, OTBET Ha 3anpoc MoXeT ObITb NoANMCaH YCUIEHHON
KBaJIM(PULMPOBAHHON 31EKTPOHHOW NOANNCHI0 TN60 YCUNEHHON HEKBAMMULIMPOBAHHON 3NEKTPOHHOW
noAanucelto.

8. OcHoBaHMeM A1 0TKa3a B MPOBELEHNMN IKCMEPTM3bl OTHOLIEHUS 0XKMNAAEMON MOJb3bl K BOSMOXXHOMY
PUCKY NMPYMEHEHUS NEKAPCTBEHHOr0 NpenapaTa ABASeTCA NpeAcTaBAeHne JOKYMEHTOB, COAEPXKaLLnx
pe3ynbTaTbl MOHUTOPUHIa 3PMEKTUBHOCTY 1 Be30MacHOCTM NeKapCTBEHHOr o npenapaTa, U (1aum) B
OTHOLUEHUN BUONOrNYECKNX JIEKAPCTBEHHbIX MPENapaToB Pe3y/ibTaTOB OCYLLECTBJIEHNS MEPOMPUSATIIA B
COOTBETCTBUU C MSIAHOM yNpaB/eHNS PUCKAMW, YTBEP)KAEHHbIM YNOJHOMOYEHHbLIM helepasibHbiIM OpraHOM
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WCMONHUTENBHOW BIACTU NPW OCYLLECTBIEHNN rOCYAapCTBEHHON PerncTpaLmm JekapcTBeHHOro
npenapaTta, B HEMNOJHOM 06bemMe, OTCYTCTBME UHGOPMaLUW, NOATBEPXKAAIOLLEN (haKT ynnaThl
rocyapCTBEHHON MOLUNHGI 338 NOATBEPXKAEHNE roCy4apCTBEHHOM perncTpaLmm 1eKapCcTBEHHOro
npenapata, MMbo HenNpeaCcTaBAEHNE 3a89BUTENIEM B YCTAHOBNEHHbIN CPOK OTBETA Ha YKa3aHHbIN B YacTun 6
HacTosLLen CTaTby 3anpoc YNoJHOMOYEHHOro heepasbHOro opraHa UCNONHUTENLHOW BNACcTU, @ TakxXe
OTCYTCTBUE B YKa3aHHbIX LOKYMeHTax UH(opMauun, Kotopas Lo/KHa ObiTb B HUX OTPaXkeHa.

9. DKCNepTr3a OTHOLEHMWS 0XXUAAEMON NOJIb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUS NEKAPCTBEHHOr0
npenapaTta B Lensx NOATBEPXAEHWUS FOCy4apCTBEHHOWN perncTpauny NekapCTBEHHOro npenapaTa
NPOBOAUTCSH KOMUCCUEN IKCNEPTOB IKCMEPTHOIO YHPEXKLEHUS B CPOK, HE MPEBLILIAIOWMIA TpUALATH
paboynx AHeRN, Npu NOATBEPXKAEHUN FOCYLapCTBEHHOWN perncTpauumn nekapCTBEHHOro npenapaTa AN
MeAULMHCKOrO MPUMEHEHNS 1 B CPOK, He MpeBbILlaloWwuiA ABajLaTy Tpex paboymx gHemn, npu
NOATBEPXXAEHUN FOCYAapCTBEHHOW PerncTpaLum NekapCTBEHHOMO NpenapaTta 419 BeTepUHapHOro
NpYMeHeHUs.

10. B cnyyvae HeLOCTaTOMHOCTY NPeACTABAEHHbLIX IKCNEpTY MaTepranoB ANa AadW 3aKNOYEHUS B JINYHBIN
KabuHeT 3a8BUTENS B €AMHON CMCTEME HanpaBasaeTCcs 3anpoc o npeacTaBaeHUun HeobXxoaNMbIX
MaTepuanos, NOAMNNCAHHLIA PyKOBOAUTENEM (YNOJHOMOYEHHBLIM JINLOM) 3KCNEPTHOMO YYpexXaeHuns ¢
1CMNO/b30BaHNEM YCUNEHHOW KBAaNUMPULNPOBAHHON 3NEKTPOHHON NOAMNCHU.

11. 3aaButens 0653aH HaNpPaBnTb B JIMYHbIN KaBMHET 3KCMEPTHOrO Y4PEXAEHUS B €ANHON CUCTEME
NOAMWCAHHBIN YCUAEHHOW KBAaNN(PULUPOBAHHON N1EKTPOHHON NOAMUCLIO OTBET Ha 3anpoc 3KCMEepPTHOro
yuYpexKieHns B CPOK, He MPeBbILIAoWMNA WwecTnaecaTn pabovnx gHen co AHSA NOJTyYeHUs 3KCNepPTHbIM
yUYpeXLEeHNEM 3/IEKTPOHHOIr0 YBEAOMAEHMS O MONYYEHUN 3aBUTENEM YKa3aHHOI0 3anpoca. Bpems co gHa
HanpaBfiieHNs B NNYHbIN KabUHET 3afBUTENS B €4MHON CUCTEME 3anpoca 3KCNEPTHOrO yYpexaeHnsa 0 AHSA
HamnpaBsJ/ieHNA 3asBUTENIEM B JINYHBLIN KABUHET 3KCNEPTHOr0 y4pexxaeHns B eANHON cucTeme oTBeTa Ha
YKa3aHHbI 3anpoC He y4YUThIBAeTCA NPU UCHUCTIEHUN CPOKA MPOBELEHUS IKCMEPTU3bI OTHOLLEHMNS
0XMAaeMon Nonb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHNS JIeKapCTBEHHOIO rnpenapaTa Ha 0CHOBaHWK
LOKYMEHTa, COAepXaLlLero pesynbTaTbl MOHUTOPUHIa 3PNEKTUBHOCTY 1 6E30MacHOCTW NeKapCTBEHHOI0
npenaparTa.

12. B cpok, He npeBbiWatoWmi NaTn paboynx gHen Co AHSA HanpaBieHUs B IMYHbIN KabnHeT
YMO/HOMOYEHHOr0 (hefiepasibHOro opraHa UCNOAHUTENLHON BAaCTW B €4MHON CUCTEME 3aKJII0YeHNS
KOMUCCMUN 3KCNEPTOB MO pe3ysibTaTaM 3KCNepTU3bl OTHOLLEHUS OXKUAAEMON NOb3bl K BO3MOXHOMY PUCKY
NPYMEHEHUs NeKapCTBEHHOro npenapaTa, COOTBETCTBYIOLLMIA YIOIHOMOYEHHbIN hefepanbHbIn opraH
NCAONHUTENbHOW BACTU:

1) oCyecTBASET OLEHKY 3TOr0 3aK/04YEHUS AN ONPeaeNeHns ero COOTBETCTBMA 3a4aHMI0 Ha
npoBeAeHNe yKa3aHHOW 3KCNepTUusbl;

2) NPUHMMAET peLleHmne 0 NoATBEPKAEHUN rOCY4apCTBEHHOW perncTpauny NekapCTBEHHOMo nNpenapaTa
nnn o6 0TKase B NOATBEPXXAEHUUN FOCYLAPCTBEHHON perncTpauumn NeKapCTBEHHOMO NpenapaTa;

3) BHOCUT NpW NPUHATUN peLleHns 0 NOATBEPXKAEHUN rOCY JapCTBEHHOWN perncTpauny NeKapCTBEHHOMO
npenapaTa CBEAEHNA B rOCYAapCTBEHHbIA PeecTp eKapCTBEHHbLIX CPeACTB U BbIAAET 3a58BUTEN0
BeccpoyHoe perncTpauroHHoe ya0CTOBEpPEHME IekapCTBEHHOM0 nNpenapaTa NoCpeACTBOM HarnpaB/ieHNns
yepes eVHbIN NOPTaa WK ANYHbIA KaBUHET 3as8BMTENS B €AUHON CUCTEME BbIMNCKU N3 FOCYAAaPCTBEHHOIO
peecTpa SiekapCTBEHHbIX CPeACTB, MOANUCAHHOW YCUIEHHON KBANN(ULMPOBAHHON 31€KTPOHHON
NoAnucobIo.

13. OcHoBaHMeEM Ans 0TKa3a B NOATBEPXKAEHWUMN FOCYLapCTBEHHON perncTpaLmm nekapcTBEHHOro
npenapaTta ABASeTCS 3aK/4YeHne COOTBETCTBYIOLLEro YNOJHOMOYEHHOro (hefepasibHOro opraHa
NCMONHNTENLHOW BAACTW O TOM, YTO PUCK NPUYNHEHUS Bpeda 340POBbI0 YEI0BEKA NJIN XKUBOTHOIO
BCNeLCTBME NpueMa IeKapCTBEHHOM 0 NpenapaTta npesbilaeT 3PHEKTUBHOCTb €ro NPUMeHeHMS.

14. B nepuof npoeefeHns npoueaypbl NOATBEPXKAEHUSA rOCYAapCTBEHHON PerncTpaLmm neKkapcTBEHHOro
npenapata ero obpalueHne B Poccuiickon degepaunn He npuocTaHaBIMBaeTCS.
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15. flonyckaeTcs obpalleHne NeKapCTBEHHbIX MPenapaToB 10 UCTEYEHMS CPOKA FOAHOCTM, NPOU3BEAEHHbIX
B TE€YEeHMe CTa BOCbMMNAECATN KaneHOapHbIX AHEN Nocne AaTbl MPUHATUSA YNOJHOMOYEHHbIM elepabHbIM
OpraHoM UCMOJIHUTENbHON BJIACTU PELLEHNS O MOATBEP)KAEHNUN FrOCY4apCTBEHHON pernctpauuu, B
COOTBETCTBUU C UH(OPMaLINEN, COAEPKALLENCS B AOKYMEHTaX PErMCTPaLUNOHHOro AOCkE Ha
JIeKapCTBEHHbIV NpenapaT 40 AaTbl MPUHATWSA TaKOro peLleHns.

(CtaTba B pegakumm denepasibHOr0 3akKoHa 0T 22.12.2014 Ne 429-93)

CtaTtba 30. BHeceHMe n3MeHeHW B JOKYMEHThI, COAEep XalLnecs B perncTpaLMoHHOM J0Cbe Ha
3aperncTpUpOBaHHbLIA IeKapCTBEHHbIN NpenapaT A8 MeAULUHCKOro NpuMeHeHus

1. B uenax BHeCeHUs N3MeHEeHWN B JOKYMEHTbI, COAep Xallnecs B perncTpaLMoHHOM J0Cbe Ha
3apPernucTpMpoBaHHbIA IEKAPCTBEHHGLIN NpenapaT a8 MeaMUMHCKOro NPUMEHEHUS, AepXXaTeb Uan
BJlagenel perncTpaumnoHHOro yaocToBepeHmns 1eKapCTBEHHOro NpenapaTta Uin ynosHOMOYEHHOE UM
Apyroe topnanyeckoe Lo (fanee B HaCTOSALEN CTaTbe - 3a9BUTE/b) HanpaB/ieT NoCPeACTBOM €4NHOr0
nopTasa B YNOAHOMOYEHHbIN hefepanbHbIl OpraH NCMOAHUTENbHOW BAACTU UAWN B INYHBIN KabUHeT
YNOJIHOMOYEHHOr 0 hefiepasibHOro opraHa UCNOSHUTENbHOM BAACTW B eANHON CMCTeMe NoanncaHHoe
YCUNEHHOWN KBaJIM(PULIMPOBAHHON 3NEKTPOHHOM NOAMUCHIO 3a8BEHNE O BHECEHWNM TaKNX U3MEHEHUI MO
thopme, yCTaHOBJIEHHONM YNOJIHOMOYEHHbIM (hefepasibHbIM OpraHoM UCMOAHUTENbHOW BAacTu, 1
npuaaraemMble K HEMY N3MEHEHNA B YKa3aHHbIE [JOKYMEHTbI, @ TakXXe AOKYMEHTbI, NOATBEPXAaloLLne
HeobX0AMMOCTb BHECEHMNA TaKUX N3MEHEHUI. B ciyvae, ecnm oT MMeHW 3a8BUTeNS AEeNCTBYET ero
npeacTtaBuTenNb (hn3nYeckoe anLo), YNoJHOMOYEHHbIN AeACTBOBaTb OT UMEHWN 3aBUTENA Ha OCHOBaHUN
LOBEPEHHOCTN B 3/IEKTPOHHON (hopMe B MaLLMHOYMTAEMOM BUAE, 3as8BJIEHNE O BHECEHNN U3MEHEHWNI B
LOKYMEHTbI, coAepxalimecs B perncTpaunoHHOM A0CbE Ha 3aperncTPUPOBaHHbIA NeKAPCTBEHHbIN
npenapar oas MeaMUMHCKOro NPUMEHEHUS, MOXET BblTb MOANNCAHO YCMNEHHON KBaNNGULINPOBAHHOW
3NEKTPOHHOW MNOANNCHI0 B0 YyCUNEHHON HEKBANMULMPOBAHHON 3NEKTPOHHOW MNOAMUCHIO.

1. Mpn HeobX0AUMOCTUN BHECEHNSA B [JOKYMEHTbLI, COAEPXKALLMECS B PErMCTPALMOHHOM OCLE Ha
3apernucTpuMpoBaHHbIA 1eKapCTBEHHbLIN NpenapaT 48 MeAULMHCKOr0 NPUMEHEHNS, M3MEHEHWI
OTHOCUTENIbHO MeCTa NPOM3BOACTBA NEKAPCTBEHHOrO NpenapaTa A58 MegULMHCKOro NpuMeHeHus,
TpebyloWwmx NPoBeAEHNS SKCNEPTM3bl KAYeCTBa JIEKaPCTBEHHbIX CPEACTB, 3aBUTESb AOMNOJHUTENLHO
Hanpas/seT NOCPeACTBOM €4MHOr0 nopTaaa B YNOJHOMOYEHHbIN hedepasbHbln OpraH UCNOMHUTESIbHON
BJIACTN UN NINYHBIN KaBUHET YyNOSHOMOYEHHOr0 heiepasibHOr0 OpraHa MCMOJHNUTENLHOW BNacTN B € ANHON
cucTeme:

1) cBepeHus 0 gaTte NnpefocTaBieHnsa 1 perncTpaLnoHHOM HOMepe JIMLLEH3UN Ha NMPOU3BOACTBO
JIEKApPCTBEHHbIX CPEACTB, @ TaKXXe KOMUI0 3aK/0YEHNS 0 COOTBETCTBUM NMPON3BOAUTENS IEKAPCTBEHHbIX
CpencTB Ans MeauUMHCKOro NpuMeHeHns TpeboBaHnsaM NpaBua Hagnexallen npon3BoACcTBEHHON
NPaKTUKN, WX KOMUIO CeEPTUGMNKATa COOTBETCTBUSA NPOM3BOANTENS JIEKAPCTBEHHbIX CPeACTB Ais
MeONLNHCKOro npumMeHeHna TpeboBaHUAM NpaBua Hagaexxalen Npon3BoACTBEHHON NPAKTUKN
EBpa3ninCcKoro 3KOHOMNYECKOro COK3a, BblAaHHbIX YNOJHOMOYEHHbIM hefepasibHbIM OpraHoM
NCNOJIHNTESIbHON BIACTW B OTHOLLUEHWNN U3MEHEHHOW W (MAK) AOMOJHEHHON NPOM3BOACTBEHHOW MJIOLALKM
JIeKapCTBEHHOrO npenapaTa Ans MeanUMHCKOr0 NPUMEHEHUS, WK KOMKWIO peLleHns YNoJHOMOYEHHOro
hefepanbHOro opraHa UCMOJIHNTENbHON BAACTM 0 MPOBEAEHNN DapMaLEBTUYECKON NHCAEKLUN
NMPOM3BOLCTBA JIEKAPCTBEHHbIX CPEACTB AJ19 MeANLNHCKOrO NPpUMEHeHNs Ha COOTBETCTBUE TpeboBaHNsaM
npaBu HaaJieXallen NPon3BoACTBEHHON NPaKTUKM EBPa3nnCKOro SKOHOMUYECKOr0 COl03a B OTHOLLEHWN
N3MEeHEeHHOW 1 (unn) LONoSHEHHON NPOM3BOACTBEHHONW MJIOLLALKMN NeKapCTBEHHOr0 npenapaTta ans
MeONLNHCKOro NPpUMEeHeHNs B Cllydae, eciv Mpou3BOACTBO JIeKapCTBEHHOIO NpenapaTa OCYLWeCTBASETCA B
Poccuiickon ®epepaumm;

2) Konuto NpefocTaBAeHHON YNOAHOMOYEHHbLIM OPraHOM CTPaHbl MPOU3BOANTENSA INLLEH3MMN Ha
Npon3BOACTBO JIEKAPCTBEHHOI0 NpenapaTta ANs MeAULNHCKOro NPUMEHEHNS U ee NepeBo Ha PYCCKUN
A3bIK, 3aBEPEHHbIE B YCTAHOB/IEHHOM MOPSAAKE, @ TaKXKe KOMMUI0 3aK/It0HeHNS 0 COOTBETCTBMM
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NPON3BOANTENS JIEKAPCTBEHHbIX CPeACTB TPeboBaHMAM NpaBW/ HaaeXXallen NPon3BOACTBEHHON
NPaKTUKN, WM KOMUIO CeEPTUGMNKATa COOTBETCTBMSA NPOMU3BOANTENS JIEKAPCTBEHHbIX CPeACTB AJis
MeONLNHCKOro npuMeHeHna TpeboBaHUAM NpaBua Hagaexxalen Npon3BoACTBEHHON NPAKTUKN
EBpa3ninCcKoro 3KOHOMNYECKOro COK3a, BblAaHHbIX YNOJHOMOYEHHbIM hefepasibHbIM OpraHoM
NCNOJIHNTEIbHON BJIACTW B OTHOLLUEHWNN U3MEHEHHOW W (MAK) AOMOJHEHHON NPOM3BOACTBEHHOW MJIOLALKM
JIeKapCTBEHHOI0 nNpenapaTa, Ui KOM1I0 peLLleHns YNoJIHOMOYEHHOro eaepanbHOro opraHa
NCNOJIHNTEIbHON BIACTW 0 NpoBeAeHMN papMaLEeBTUYECKON NHCMEKL MM NPON3BOACTBA NEKAPCTBEHHbIX
CpeacTB Ansd MeQULIMHCKOro NPUMEHEHNs Ha COOTBETCTBME TpeboBaHMAM NpaBu Haaexallen
NpPOW3BOACTBEHHOW NPAKTUKMN EBPa3ninCKOro 3KOHOMUYECKOr0 COt03a B C/lyvae, eCun npon3BoACTBO
JIeKapCTBEHHOrO NpenapaTa OCYLLEeCTBAAETCA 3a npegenamm Poccminckon depepaumn.

(OononHeHne YacTbto - PegepanbHblin 3akoH 0T 04.06.2018 Ne 140-03)

12, Mpn HeobXo0ANMMOCTN BHECEHNSA B LOKYMEHTbI, COAEPXKALLMECS B PErMCTPALMOHHOM AOCHE Ha
3aperncTpMpoBaHHbIN N1EKAPCTBEHHLIV NpenapaT A8 MEAULWHCKOro NMPUMEHEHNS, U3MEHEHWI
OTHOCUTENIbHO MOKa3aTeslel KayeCTBa JIeKapCTBEHHOr0 NpenapaTta AN MeAULUHCKOro NPUMEHEHNS U
(nIM) MeToL0B KOHTPOJIA Ka4yecTBa JIEKapCTBEHHOMO npenapaTa Aad MeauUMHCKOr0 NPUMEHEH S,
TpebyloLmx NPOBEAEHNS SKCNEPTU3bl KAYeCTBA JIEKAPCTBEHHbIX CPEACTB, 3aSBUTESb AOMNOJHUTENBHO
Hanpas/sgeT NOCPeACcTBOM €A4MHOro nopTasaa B YNOJHOMOYEHHLIN dhedepabHbln OpraH UCNOMHUTESIbHON
BJIACTN UAN NINYHBIA KaBUHET YyNOSIHOMOYEHHOro ddeepasbHOr0 opraHa NCNONHUTENBHON BNacTW B €MHON
cucTeme:

1) cBegeHusa o gaTte NpegocTaBieHNs N PErmcTpaLnoHHOM HOMEpPE NNLIEH3MN Ha MPOM3BOACTBO
JIEKApPCTBEHHbIX CPEACTB WK CBEleHNS O faTe NpefoCcTaBAeHNs U PerncTpaLMoHHOM HOMEPE 3aKJ/Il0YeHNS
0 COOTBETCTBWM MPON3BOAUTENS IEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBua Hagiexallen
NPOWN3BOACTBEHHON NPAKTUKMN UM KOMUIO cepTUdMKaTa COOTBETCTBUSA NPOM3BOANTENS NEKAPCTBEHHbIX
CpencTB AN MeanUMHCKOro NpUMeHeHns TpeboBaHnsaM NpaBua Haaexallen Npon3BoACTBEHHON
NPakTUKN EBPa3sninckoro 3KOHOMNYECKOro COK03a, BblAaHHbIX (MpefoCcTaBAeHHbIX) YIOJIHOMOYEHHbIM
henepanbHbIM OPraHoOM UCMOJIHATESIbHON BJIACTW B OTHOLLIEHMWMW NPON3BOACTBEHHOWN MIOLLAAKN
JIeKapCTBEHHOrO npenapaTa, B Ciy4ae, ec/iv Npon3BOACTBO IEKAapPCTBEHHOM0O NpenapaTa oCyLWecTBaseTcs
B Poccuiickon depepaunu;

2) Konuto NpefocTaBAeHHON YNOAHOMOYEHHbLIM OPraHOM CTPaHbl MPOM3BOAMTENS INLLEH3MMN Ha
NPOMN3BOACTBO JIEKAPCTBEHHOIO NpenapaTta A1 MeQULMHCKOro MPUMEHEHUS 1 ee NMePEBOL Ha PYCCKUN
A3bIK, 3aBEPEHHbIE B YCTAHOB/IEHHOM MOPSAAKE, a TakXXe CBEAEeHUS 0 AaTe NpefoCTaBNeHNsA U
pPerncTpaLoHHOM HOMEpPE 3aK/II04EHNSA 0 COOTBETCTBUN NPON3BOANTENS IEKAPCTBEHHBIX CPEACTB
TpeboBaHMAM NpaBua HafieXallen NPON3BOACTBEHHON NPaKTUKIK, NN KOMWIO CEPTUGMKATa COOTBETCTBMSA
NPOM3BOLAUNTENA JIEKAPCTBEHHbLIX CPEACTB A1 MeAULMHCKOro npumMmeHeHmnsa TpeboBaHUAM npasu
Hag/iexallen Npon3BoACTBEHHON NPaKTUKN EBPa3nMinCcKOro 3KOHOMNYECKOro Co3a, BblAaHHbIX
YMNOJIHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMOSHNUTENbHOW BAACTU B OTHOLLEHUW NPOU3BOACTBEHHON
NaoLaAK/ IeEKapCTBEHHOrO NpenapaTa, Win CBeleHNs 0 AaTe NPeaoCTaB/IEHNS U PErNCTPALMIOHHOM
HOMepe peLLeHUs YNOoJIHOMOYEHHOI0 (hefilepasibHOro opraHa NCNoJHUTENbHOM BNacTy O NPOBELEHNN
thapMaLeBTNYECKON NHCMEKL MM NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB 419 MeANLUHCKOro MpMMeHeHns
Ha CooTBeTCTBME TpeboBaHUSAM NMpaBua HaaNeXallel NPON3BOACTBEHHON NPaKTUKKN EBpa3ninickoro
3KOHOMWYECKOro COt3a, eC/I NPOM3BOACTBO SIEKAPCTBEHHOIO NpenapaTa OCYLLECTBAAETCS 3a Npeaenamu
Poccninckon ®degepaunn.

(JlononHeHne YacTbio - PefepanbHbil 3aKoH 0T 04.06.2018 Ne 140-93)

13, TIpnHSATNE peLleHns 0 BHECEHNN N3MEHEHWIA UK 06 0TKa3e BO BHECEHWUN U3MEHEHWUI B IOKYMEHTHI,
coaepxallmecs B permcTpaLluoHHOM A0CbE Ha 3aperncTpMPOBaHHbLIN NEKAPCTBEHHbIN NpenapaT Ans
MeONLUHCKOro NpMMEeHeHNs, B Cily4ae HeobxoanMoCTy NpoBeAeHNS S3KCNEePTU3bl Ka4eCcTBa NEKAPCTBEHHbIX
CpeacTB v (MIn) 3KCNEPTM3bl OTHOLLIEHNS 0XXMAAEMON MOJb3bl K BOSMOXHOMY PUCKY NPUMEHEHNS
JIEKapCTBEHHOr0 npenapaTa Aas MeanLUMHCKOro NPUMEHEHUS OCYLLECTBAAETCS B CPOK, HE NMpeBbILIAIOLLNIA
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naTugecsTn paboynx oHeRn, a B 0CTaNbHbIX C/yYasaX B CPOK, HE NMPEBbILIALWNA AecaTn paboynx gHen co
[AHA HaNpaBJIeHUs NOCPeACTBOM e4NHOM0 NopTaJsia B YNOJHOMOYEHHbI heaepasibHbIn opraH
NCNOJIHNTEIbHON BIACTW WMAN NNYHBIA KabMHET YyNONHOMOYEHHOr O (hegepanbHOro opraHa UCNOJIHATESTbHON
BJIaCTW B €4NHON CUCTEME 3a51BJIEHNS 0 BHECEHUN TaKMX M3MEHEHMI. (JonosHeHne YacTbio - PegepanbHbIi
3aKoH 0T 04.06.2018 Ne 140-93)

14, YNONHOMOYEHHbIV (heepasibHbI OpraH UCMONHUTESIbHOWN BACTK C Y4E€TOM pe3ysibTaToB
thapMakKoHag30pa U NPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHbIX CPEACTB, HAXOAALLUNXCA B FPaXKAaHCKOM
obopoTe, yCTaHOBEHHbIM TPEOOBAHUAM K X KaYeCTBY B TeyeHne gecsatu paboynx oHen co gHa
NOCTYMJEeHNs COOTBETCTBYIOLLEN MHPOPMALMM pa3MeLLLaeT Ha CBOEM OoDULMaNbHOM CaliTe B CETK
"MHTepHeT" cBeaeHUs 0 HeobX0AMMOCTN BHECEHNS B MHCTPYKLNIO MO MEAULMHCKOMY MPUMEHEHNIO
JIeKapCTBEHHOr 0 nNpenapaTta N3MeHeHNn B OTHOLIEHUN CBEAEHWNA O MOKa3aHUAX 419 NPUMEHEHUS ”
NPOTMBOMOKAa3aHUAX ANs MPMMEHEHNS IeKaPCTBEHHOr0 NpenapaTa, BblSBJEHHbIX NOB0YHbIX AENCTBUSAX,
HexenaTeNbHbIX Peakuusax npy NpMMeHeHNN NEKapCTBEHHOrO NpenapaTta 1 HanpaBaseT NognmcaHHoe
YCUNEHHOWN KBaJIM(PULMPOBAHHON 3N1EKTPOHHOW NOANUCHI0 YBEAOMEHNE B JINYHLIN KabWHET 3a8BUTENS B
eINHOMN CUCTEME, a TaKXXe B JINYHble KabnHEeTbI 3a8BUTeNen B e AUHON CUCTeEME, ABNSIOLLINXCS
AepxaTensMmm uan snagenbuamn PerncTpaunuoHHbIX YO0CTOBEPEHUI B3aNUMO3aMeHSAEMbIX EKAPCTBEHHbIX
npenapaToB (MK YNOAHOMOYEHHbIX UMW APYTrUX opugnyecknx nuy). (JononHeHne YacTblo - PegepasibHblin
3aKOH 0T 27.12.2019 Ne 475-®3)

15. lep>xaTenb nnv BRafesnew, perncTpaLoHHOro yA0CTOBEPEHNS IEKAPCTBEHHOMO NpenapaTa, a Takxe
JepXXaTenn unn BlafesNblbl PerucTpauoHHbIX YOOCTOBEPEHWI JIEKAPCTBEHHbIX NpenapaTos (1an
YMNOJIHOMOYEHHbIE MW APYrMe IOPULNYECKME NNLA), KOTOPLIE SBASIOTCA B3anM0O3aMeHseMbiMU, 0653aHbl
HanpaBWTb B JINYHbIN KabnHET yNoJIHOMOYEHHOr 0 hefepasibHOro opraHa NCNoJHNTENbHOW BAacTH
NnoAnucaHHble YCUEHHBIMU KBAaNUMULNPOBAHHBIMW 31EKTPOHHbLIMU NOAMUCSAMMN 3a9BJIEHNSA O BHECEHUN
N3MEHEHUN B fOKYMEHTbI, COAEPXKALLMECS B PErTMCTPALMOHHBIX AO0CbE Ha 3aperncTpPUPOBaHHbIE
JleKapCTBEHHbIE NpenapaThl 415 MEANLUHCKOrO MPUMEHEHNS, B OTHOLLIEHUN CBEAEHUN, YKa3aHHbIX B
WNHCTPYKLMM NO MEANLMHCKOMY NMPUMEHEHMIO JIEKAPCTBEHHbIX MPenapaToB, B TeYeHe copoka paboymx
AHEN Co OHSA Noay4YeHns ynoaHOMOYEHHbIM hefepasbHbiM OPraHOM UCMOAHUTENBHOWN BAacTK
3NEKTPOHHOr0 YBEOMJIEHUS O NOJIYYEHUN OEPXKATEeNEM UK BNafesbLeM perncTpaunoHHoro
YyO0CTOBEPEHMSA IEKAPCTBEHHOI0 NpenapaTa (Man YNoJHOMOYEHHbIM UM OPYTrUM IOPUANYECKUM AINLOM)
MHOpMaLUK, yKa3aHHOM B YacTu 14 HacTosiwen cTaTbn. [laHHoe TpeboBaHMe He pacnpoCTPaHAeTCs Ha
CNyYan BHECEHMNSA B UHCTPYKLMIO MO MEANLIMHCKOMY NPUMEHEHWNIO IEKapCTBEHHOIO NpenapaTa U3MeHeHUN
B OTHOLUEHUWN HOBbIX MOKa3aHW O NPUMEHEHNS IEKaPCTBEHHOIO NpenapaTta Ha OCHOBaHUN pe3ynbTaToB
COOTBETCTBYIOLINX UCCNeOOBaHWIA. B cnyvae, ecnmn oT MMeEHM 3aSBUTENA OENCTBYET ero npeacTaBuTeNb
(hm3myeckoe nMLO), YNOAHOMOYEHHbIN AENCTBOBaTb OT MMEHU 3adBUTENSA Ha OCHOBAHMMN LOBEPEHHOCTY B
3/IEKTPOHHON hopMe B MaLLMHOYNTAEMOM BMAE, 3aABJIEHNE O BHECEHUN N3MEHEHU B LOKYMEHTHI,
copeprKalmecs B permcTpauuoHHOM A0Cbe Ha 3aperncTpUPOBaHHbLIN NEKAPCTBEHHbIN NpenapaT Ans
MeONLNHCKOro NPUMEHeHNS, MOXXET ObITb NOANMUCAHO YCUNEHHON KBANNMULMPOBAHHON 3NEKTPOHHOM
noAannceo MMbo yCUNEeHHON HEKBaIN(MLIMPOBAHHOM 3JIEKTPOHHON NoANNCLI0. ([LonosHEeHMe YacTblo -
®epnepanbHbI 3aK0H 0T 27.12.2019 Ne 475-03)

2. PewweHune o npoBeaeHnn 3KCNEPTU3bI KaYeCTBa IEKAPCTBEHHbIX CPEACTB U (MNK) 3KCNEPTU3bl OTHOLLEHNS
0’XXNAAeMON NOJSb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS NEKapCTBEHHOMO NpenapaTa 48 MeanLMHCKOro
NPUMEHEHUS NMPUHUMAETCA B COOTBETCTBMMN C YTBEPXKAEHHOW YNMOJHOMOYEHHbIM (heepasibHbIM OPraHoM
NCNOJIHNTEIbHON BIACTW KNaccudurkaLumnen n3MeHeHNn, BHOCUMbIX B JOKYMEHTbI, COep Kallnecs B
PerncTpaLnoHHOM A0Chbe Ha 3aperncTpMpoBaHHbIN JIEKaPCTBEHHLIN nMpenapar.

3. 3aaBMTENb BpaBe NpeacTaBuUTb N0 COBCTBEHHON UHNLMATUBE BMECTE C 3asiBJIEHNEM O BHECEHUN
N3MEHEHWUI B [OKYMEHTbI, COAEPXKaLMecs B PermcTpaLmnoHHOM AOCbE Ha 3aperncTprMpoBaHHbIN
JIeKapCTBEHHLIN npenapaTt 419 MeANLNHCKOrO MPUMEHEHMNS, PEKBU3NTLI JOKYMEHTOB, MOATBEPXKAAOLWMNX
ynnaTy rocyaapCTBEHHOWN MOLWWNHbI 3@ BHECEHNE B JOKYMEHTHI, COAep Kallnecs B perncTpaunoHHOM AoCbe
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Ha 3aperncTpMpPOBaHHbIN NEKAPCTBEHHbLIN NpenapaT A4 MeAULNHCKOrO NPpUMeHeHNs, NU3MEHEHNI,
TpebyLwnx NpoBeaeHNs 3KCNepPTU3bl IeKapCTBEHHbLIX CPEACTB B HaCTW IKCMEPTU3bl Ka4eCTBa
JIeKapCTBEHHOI0 CPeAcTBa U (MAKN) 3KCNEPTU3bl OTHOLLEHWSA OXXNLAEMOWN MOJIb3bl K BO3MOXXHOMY PUCKY
NPVMEHEHUS IEKaPCTBEHHOr 0 NpenapaTa 415 MeANLMHCKOro NPUMEHEHNS, FOCYAapCTBEHHON NOLWAVHbI 33
BHECEHUE B JOKYMEHTbI, COAepXaLlmecs B perncTpaLMoHHOM [0CbE Ha 3aperncTpUpoBaHHbIii
NIEKaPCTBEHHbIN NpenapaTt 415 Me4NLMHCKOr0 NPUMEHEHUS, M3MEHEHWI, He TpebyloLnX NpoBeLeHUS
9KCMepTu3bl TIEKAPCTBEHHOrO CPEACTBA, @ TakXXe BblAaBaeMble (NpefoCTaBAsSeMbIE) YIOAHOMOYEHHbIMY
henepanbHbIMU OpraHaMn UCAOJIHUTENBHON BAAaCTW AOKYMEHTbI (CBeAEHUS), YKa3aHHble B YacTax 1t n 12
HacTosLWen CTaTbm. B ciyvyae nx HenpeacTaBaeHMs YNOAHOMOYEHHbIN hefepanbHbIi OpraH
NCNONHUTENbHOW BACTU 3anpallnBaeT yKa3aHHble JOKYMeHThI (CBeAeHWs) B nopsaake
MeXXBeLOMCTBEHHOM0 UHDOPMALMOHHOIO B3aMOLENCTBHUS.

4. B TeveHme naTu paboymx AHEN CO AHA NOCTYNAEHMS YKa3aHHOro B YacTu 1 HacTosLLen CTaTbK
3a9BNeHNSA N HEOBXOAMMbIX LOKYMEHTOB YMOJHOMOYEHHBIA (heaepabHbI OpraH UCMOJHUTENBHOM BIACTU:
1) npoBoANT NPOBEPKY MOJIHOTHI 1 LOCTOBEPHOCTU CBEAEHUN, COAEPKALLUNXCS B NPeLACTaBNEHHbIX
3a8BUTENIEM MaTepuranax;

2) NpMHMMAeT peLleHne O NPoBeAeHNN yKa3aHHbIX B HacTW 2 HAaCTOALLEN CTaTbW COOTBETCTBYOLLUX
3KCMepTu3 NeKapCTBEHHOro cpeacTBa uav 06 0TKase B X NPOBEAEHUN;

3) HanpaBASeT B INYHbIN KabOUHET 3a8BUTENS B €ANHON CMCTEME NOANNCAaHHOE YCUIEHHON
KBannULMPOBaHHON 3N1E€KTPOHHOM NOAMNNCHI0 YBEAOMIEHNE O MPUHATOM PELLUEHUN UK B CllyYae
NPUHATUS peLleHns 06 0TKa3e B NPOBEAEHNN COOTBETCTBYIOLLEN SKCMEPTU3bI C YKa3aHUEM NPUYNH TaKoro
OTKasa.

41, B cnyYae BblIBNIEHUS HELOCTOBEPHOCTU CBEAEHUN, COAEPKALLUNXCS B NPeCTaBIeHHbIX 3adBUTeNeM
MaTepuanax, ynoJIHOMOYEHHbIN heaepabHblil OpraH UCNOJIHATENBHON BAACTX HanpaBsaeT B JINYHbIN
KabnHeT 3aABUTENS B €4MHON CMCTEME 3anpoc 06 YTOYHEHUNN YKa3aHHbIX CBEAEHWIA, MOAMUCAHHbIN
YCUEHHOWN KBaNNMULIMPOBAHHOW 3/1EKTPOHHOM NOANNCKI0. ([LONONHEHUe YacTblo - PefepasibHbIi 3aKOH OT
25.11.2013 Ne 317-03)

42, 3aasuTtens 0653aH HanpaBUTb B INYHbLIA KabMHET YyNOAHOMOYEHHOrO (hefepanbHOro opraHa
WCNOJIHNTENIbHOW BIACTW B € ANHON CUCTeMe NOLAMUCAHHbIN YCUIEHHON KBanuMULMpPoBaHHON 3N1eKTPOHHOM
NOAMMWCLIO OTBET Ha 3anpoc YyNoJHOMOYEHHOro hefepasibHOro opraHa UCMOSHUTENLHOW BACTU B CPOK, He
NPEBbILIAIOWMNIA AEBAHOCTa Paboynx AHEN CO AHA NOAYYEHUS YMONHOMOYEHHLIM heaepabHbIM OPraHoM
NCNONHUTENLHOW BNACTN /1EKTPOHHOI0 YBEAOMEHUS 0 MONYYEHUN 3a9BUTENEM AaHHOr0 3anpoca. Cpok,
YKa3aHHbIA B 4aCcTK 4 HACTOALLEN CTaTbW, MPMOCTaHABANBAETCA CO AHS HAMpPaBJIEHMS B JINYHbIA KabuHeT
3a8BUTENA B €ANHOWN CUCTEME 3ampoca YNOJHOMOYEHHOro hefepasibHOro opraHa UCMoHUTENLHOW BacTu
[0 OHS HanpaB/ieHUs B NYHbIA KabUHET ynosHOMOYEHHOro hefepanbHOro opraHa UCNoIHUTEIbHON
BJIACTW B €4MHON CUCTEeMe 0TBeTa Ha AAHHbIN 3aMpoC U He YY4UTbIBAETCHA MPU UCHUCSIEHUN CPOKa MPUHATUS
peLUeHns 0 BHECEHNUN U3MEHEHWUI B JOKYMEHTLI, COAEP KALLMECS B PErMCTPaLMOHHOM A0Cbe Ha
3apernucTpMpoBaHHbIA IeKapCTBEHHLIN NpenapaTt A8 MeaMUMHCKOro NpuMeHeHus. (JonosHeHne 4acTblo -
®epepanbHbIn 3aKoH 0T 25.11.2013 Ne 317-93)

5. OcHoBaHMeM A1 OTKa3a B MPOBEAEHNMN YKa3aHHbIX B 4aCTW 2 HACTOSLLEN CTaTbN 3KCNEPTU3 ABNAETCS
npeacTaBaeHne OKYMEHTOB, MEPEYUCTIEHHBIX B YacTaX 1 1 3 HaCTOSLLEN CTaTbM, B HEMOMHOM 06beMe,
HernpeacTaBieHNe 3as9BUTENIEM B YCTAHOBJIEHHbIM CPOK OTBETa Ha YKa3aHHbIA B YacTu 4! HacToALlen
CTaTbW 3anpoc ynoJHOMOYEHHOro heepasbHOr0 OpraHa NCMONHUTENBHOWN BNAaCTU, @ TakXe OTCYTCTBME B
NpeacTaBNeHHbIX JOKYMEHTaX A4OCTaTOYHbIX CBEAEHUNA, MOATBEPXAAOLLUNX HEOBX0AMMOCTL BHECEHUS
N3MEHEHWUR, N OTCYTCTBUE NHGOPMaLMK, MOATBEPXKAAKOLWEN (haKT yrnaaTbl FOCYAapCTBEHHbIX MOLUANH,
YKa3aHHbIX B 4acTW 3 HaCTOSALWEN CTaTbMW.

6. YKa3aHHble B HaCTy 2 HaCTosALWeN CTaTbW 3KCNEePTU3bl MPOBOAATCS B MOPSAAKE, YCTAHOBIEHHOM CTaTbel
23 HacToswero ®enepasibHOro 3akoHa.

7. B CpOK, He nNpeBbIaoWwmin Natm paboynx oHEN co AHA HanpaBfieHUs NOCPeACTBOM eANHOr0 nopTana B

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 5013120



YMOJIHOMOYEHHbIN hefepanbHbll OpraH UCNONHUTESNIbHOW BAACTW UK IMYHBIA KabWHET YyNOJIHOMOYEHHOT 0
henepanbHOro opraHa UCMNOHUTENILHON BAACTU B €ANHON CUCTEME MOLMNCAHHbIX YCUIEHHBIMK
KBaJIM(PULMPOBAHHLIMUN /IEKTPOHHLIMU NOAMNCAMMN 3aKOHEHNA KOMUCCUIA IKCMEPTOB NO pe3ysibTaTaM
YKa3aHHbIX B 4aCTW 2 HaCTOSALWEN CTaTbW 3KCNEPTU3, YNOJHOMOYEHHLIN heaepabHbliil opraH
NCNOJIHUTESIbHON BNACTW:

1) NnpuHMMaeT peLleHre 0 BHECEHUN U3MEHEHWI B OKYMEHTbI, CoAepXXallnecs B perncTpaLMoHHOM JoCbe
Ha 3aperncTpUPOBaHHLIA NIEKapCTBEHHLIN NpenapaT AAs MeAULMHCKOro NpuMeHeHns, unm o6 oTkase BO
BHECEHWW TaKUX N3MEHEHWN;

2) BHOCUT B roCy,apCTBEHHbIV peecTp JlIeKapCTBEHHbIX CPeACTB Ha OCHOBAHWUW PELLUEHUS O BHECEHUN
M3MEHEeHUN B JOKYMEHTLI, COAepKallnecs B perncTpaLnoHHOM A0Che Ha 3aperucTpupoBaHHbIN
NIEKapPCTBEHHbIN NpenapaTt a5 Me4NLMHCKOro NPUMEHeHUs, He0BX0ANMbIE N3MEHEHUS;

3) BbIAAET 3aABUTENIO HOBOE PerucTpaLnoHHOe yA0CTOBEPEHME IeKapCTBEHHOMO NpenapaTa B c/iyyae
N3MEHEeHUs CBeAEeHUI, COQEPXKALLMXCSA B HEM, MyTEM HamnpaBieHNs 3ad9BUTEN0 NOCPEeACTBOM e4MHOr0
nopTana uam B ANYHbIN KabMHET 3a89BUTENS B €4MHON CUCTEME BbIMUCKM U3 FrOCYAapCTBEHHOMO peecTpa
JIeKapCTBEHHbIX CPEACTB, MOAMMCAHHOWN YCUAEHHON KBaIM(PULMPOBAHHON 3/1IEKTPOHHON NOAMNCHIO.
(dononHeHne NyHKTOM - PefepasibHbli 3aKOH 0T 22.12.2014 Ne 429-03)

8. OcHOBaHMeM A5 0TKa3a BO BHECEHWUM U3MEHEHUIN B JOKYMEHTHI, COAEpKalLLUnecs B perncTpaLnoHHOM
L0Cbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbIV NpenapaT 419 MeAULUHCKOro NPpUMEeHeHNs, SBnseTcs
3aKJI04EHME YNOSHOMOYEHHOr 0 heiepaibHOro opraHa UCNONHUTENLHOW BAACTU O BO3MOXHOCTH
CHUXeHMs 6e30MacHOCTN, KayecTBa, 3hPEKTUBHOCTU JIEKAPCTBEHHOIO CPEACTBa B C/ly4ae BHECEHUS TaKMX
N3MEHEHUN,

9. NonyckaeTcs obpalleHne NeKapCTBEHHbIX NpenapaTos A8 MeAULUHCKOr0 MPUMEHEHNS A0 UCTeYeHns
CPOKa roO4HOCTW, NPOMN3BEAEHHbIX B TeYEHMe CTa BOCbMUAECATY AHeN nocse AaThl NPUHATUA
YMNOJIHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMOSHNUTENIbHOW BAACTU PeLleHNs O BHECEHUN U3MEHEHUI B
LOKYMEHTbI, COAep)Xallmecs B permcTpaunoHHOM A0CbE, B COOTBETCTBUMN C UH(OPMaLMEN, CoOaepKaLLencs
B LOKYMEHTax perncTpaLmMoHHOro O0Cbe Ha JIekapCTBEHHbIN NpenapaT A0 AaTbl NPUHATUS Takoro
peLleHuns.

10. NpaBuTenscTBO Poccuinckon ®enepauunm Brnpase yCTaHOBMTb 0COOEHHOCTY BHECEHUS N3MEHEHWIA B
LOKYMEHTbI, CofepXKallinecs B perucTpalnuoHHOM LOChe Ha 3aperucTpupoBaHHbIA NEKAPCTBEHHGLIN
npenapar gas MegMUMHCKOr0 NPUMEHEHUS, B Cllyvae Ae(eKTYpbl N PUCKA BO3HUKHOBEHUA edeKTypbl
NEeKapCTBEHHbIX MpenapaToB B CBA3W C BBELEHUEM B OTHOLIEHUN Poccuinckon depepauun
OrPaHNYMTESIbHBIX MEeP 3KOHOMMYECKOro XapakTepa. ([ononHeHne 4acTblo - PefepanbHblil 3aK0H OT
08.03.2022 No 46-®3)

CTtaTbs 31. BHeceHMe n3MeHeHNi B JOKYMEHTbI, COAEPXKALLMECs B PerncTPaLMoHHOM [0Cke Ha
3apermcTpMpPOBaHHbIA IEKAPCTBEHHBI NpenapaT A5 BETEPUHAPHOIO NPUMEHEHNS

1. B uensax BHeCeHNs N3MEHEHWI B LOKYMEHTbI, COAepKallMecs B permcTpaLuuoHHOM A0Cbe Ha
3aperucTpMpoBaHHbIA IeKapCTBEHHLIN NpenapaT A58 BEeTEPUHAPHOro NPMMEHeHNs, aepxxaTtenb un
BNajeneL perncTpaLmnoHHOro yaoCTOBEPEHNS IEKAPCTBEHHOMO NpenapaTta Uin YNoJHOMOYEHHOE UM
ApYyroe 1opnanyeckoe nnLo (anee B HaCTOSALWEN CTaTbe - 3a9BMTE/b) HanpaB/iseT NoCpeaCcTBOM e4NHOro
nopTana B YNOJHOMOYEHHbIN heaepanbHbI OpraH NCNOAHUTENLHOM BAAaCTW NOANUCAHHOE YCUJIEHHON
KBaJIM(PULMPOBAHHON 3/1€KTPOHHOW MNOLAMUCHIO 3a8BNeHNE O BHECEHUM TakKNX U3MEHEHUN No opme,
YCTAHOBJ/IEHHOWN YMOJHOMOY€EHHbIM hefepasibHbiM OPraHOM UCMOJIHUTENLHON BAACTKW, U NpuiaraemMble K
HeMY M3MEHEHNS B yKa3aHHble OOKYMEHTbI, @ TaKXXe [LOKYMEHTbI, NoATBEpXXAatoLmMe Heo6X0aMMOCTb
BHECEHWS TaKNX U3MeHEHUN. Mpn HeobXoANMOCTN BHECEHNSA N3MEHEHUI B JOKYMEHTLI, COAep Kallinecs B
PEerncTpaLMoHHOM A0CbE Ha 3apErnCTPUPOBAHHEINA IEKAPCTBEHHbIN NpenapaT AN BETePUHAPHOro
NPUMEHEHUS, B CNTy4asiX U3MEHEHUS 1 (MK) AONOJIHEHUS MPOU3BOACTBEHHON NOLWAAKN IEKAPCTBEHHOI O
CPefCTBa, a TakXXe M3MEHEHNS NoKa3aTeneln KayecTBa JIeKapCTBEHHOr 0 nNpenapaTa A15 BETEPUHAPHOro
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NPUMEHeHns 1 (M) METOOB KOHTPOJIS Ka4eCTBa JIEKapCTBEHHOMO NpenapaTa A1 BEeTEPUHAPHOro
NPUMeEHEHUSs 3a8BUTENb AOMNOJIHATEIbHO HanpaBAsAeT NOCPeACTBOM €ANHOIro NopTana B YyNOJHOMOYEHHBIN
thefepanbHbIi OpraH MCMOAHUTENBHOW BAACTW Clefyiowme GOKYMEHThI (CBeaeHns):

1) cBeneHus o gaTe NpenoCcTaBeHNs N PErMCTPaLMOHHOM HOMEPE JINLIEH3UN Ha MPON3BOACTBO
JIEKapCTBEHHbIX CPeACTB, MPeAoCTaBEHHON NMPON3BOAUTESNIO JIEKAPCTBEHHOMO NpenapaTa Ans
BETEPMHAPHOIr0 NMPUMEHEHUS, 0N POCCUNCKNX MPOU3BOANTENEN;

2) cBefeHNs 0 AaTe NpefoCTaB/EHNS N PErNCTPALMOHHOM HOMEPE NNLEH3UN Ha NMPON3BOACTBO
JIeKApPCTBEHHbIX CPEACTB, NPeaoCTaB/Ie@HHOM NPON3BOAUTENO hapMaLIeBTUYECKON cybCcTaHLMK, BXoasL e
B COCTaB JIEKApPCTBEHHOr0 NpenapaTa A5 BETEPUHAPHOro NPUMEHEHNS, A8 POCCUINCKNX NPOU3BOAUTENEN;
3) KOs LOKYMEHTA, BblAaHHOMO YMNOJAHOMOYEHHbLIM OPraHOM CTPaHbl MPOU3BOAMTENS O Ka)KA0W
NPON3BOACTBEHHON MNAOWAAKN NEKAPCTBEHHOIO NpenapaTa 419 BETEPUHAPHOI0 MPUMEHEHNSA 1

noATBEp KAaloLero COOTBETCTBME NPOM3BOANTENS JIEKaPCTBEHHOMO NpenapaTta TpeboBaHMAM NpaBua
HagJsiexallen Npon3BoACTBEHHON MPaKTUKK, N €ro NepeBo Ha PYCCKMI A3bIK, 3aBEPEHHbIE B
YCTaHOBJ/IEHHOM MOPSAAKE, @ TakXKe KOMMs 3akJIl04eHNS 0 COOTBETCTBUMN NPOMN3BOANTENS JIEKAPCTBEHHbIX
cpencTts TpeboBaHUAM NpaBua HagaeXallen NPoOn3BOACTBEHHON NPAKTWUKN, BblAaHHOMO YNOJHOMOYEHHbIM
henepanbHbIM OPraHOM UCMOJIHATENIbHON BIACTW ANS KaXK10W NPOn3BOACTBEHHON NoLWanKu
JIeKapCTBEHHOrO NnpenapaTa Aaa BEeTEPMHAPHOro NpuMeHeHns, Mnbo Konms pelueHmns o NnpoBeaeHnn
WNHCMEKTMPOBAHNSA NMPOU3BOANTENS JIEKAPCTBEHHbIX CPEACTB, MPUHATOrO YNOJHOMOYEHHbIM heaepabHbIM
OpraHOM WCMONMHUTENLHOW BNACTU ANS KaXX 40N NPOM3BOACTBEHHONM MJIOLWLAAKWN JIeKapCTBEHHOMO NpenapaTa
N5 BETEPUHAPHOr0 NMpUMEHEeHMs. YKa3aHHble JOKYMEeHTbI MPeACTaBASAOTCS B Clyyae, eC/in MPoM3BOACTBO
JIEKapCTBEHHOrO NnpenapaTa Aas BETEPMHAPHOro NPUMEHEHNS OCYLLLECTBAAETCS 3a Npeaenamu Poccuiickom
depepauymnu;

4) Konns AOKYMEHTa, BblAaHHOI0 YNOJIHOMOYEHHbLIM OPraHoOM CTpaHbl NPOM3BOAMTENS apMaLEeBTUYECKON
cybcTaHUMM 1 NOATBEPXXAAOLWEr0 COOTBETCTBUE NPOU3BOAMTENS hapMaLleBTUYeCKon cybcTaHumy,
BXO[ISILLie B COCTaB JIEKAPCTBEHHOr0 NpenapaTa AJis BeTepMHapHOro NpUMeHeHus, TpeboBaHnaM nNpaBus
HageXxallen NPonu3BOACTBEHHON NPAKTUKU, N €ro NepeBos Ha PYCCKUI A3blK, 3aBEPEHHbIE B
yCTaHOB/IEHHOM MOpsAAKe, B C/ly4ae, eCan NpoM3BOACTBO hapMaLeBTMYeCcKon CybCcTaHLUM OCyLLecTBASETCA
3a npepenamu Poccuninckon Genepauun.

(YacTb B pepakunn dPepepanbHoro 3akoHa ot 04.06.2018 Ne 140-03)

1. B cnyyae n3MeHeHusa u (unmn) GonosHeHNs NPoM3BOACTBEHHOWN NAOLLAAKN IEKapCTBEHHOI0 CpeacTBa
LOKYMEHTbI, YKa3aHHble B 4aCTW 1 HacTosLWeEN CTaTbW, NPeACTaBAAIOTCA 3a9BUTENEM B OTHOLLEHMWN
N3MEeHSeMON 1 (UNKn) ONOJIHAEMON MPON3BOACTBEHHON MOLWAAKM JIEKaPCTBEHHOr0 CpeAcTBa. PelleHmne o
BHECEHUWN N3MEHEHWI B AOKYMEHTLI, COAepKallnecs B perncTpaumoHHOM 0OCbEe Ha 3apPerucTpMpoBaHHbINA
JIeKapCTBEHHbIV NpenapaT 415 BETEPUHAPHOI0 NpumMeHeHuns, nam 06 oTkase B X BHECEHUM MPUHUMAETCS B
cnyyae HeobxoaMMOCTV NPOBEAEHNS SKCNEPTU3bl JIEKAPCTBEHHOIO CPEACTBA B CPOK, HE MPEBbILLAOLLNIA
LecTmaecaTn naTn paboynx AHeNn, a B 0OCTafbHbIX C/ly4asix B CPOK, HE MpeBbIWatowmnin AgaauaT paboynx
JIHEeN CO OHSA HanpaBieHUs MOCPEeACTBOM €AMHOMO MopTaJsia B YNOJHOMOYEHHbIN (hefepasibHbI OpraH
NCMNOJIHNTEIbHON BNIACTW 3a5BIEHNSA O BHECEHUN TaKMX N3MeHeHWN. (JononHeHne 4acTblo - PefepanbHbli
3aKoH 0T 04.06.2018 Ne 140-®3)

12, B cnyyae peopraHusaumm aepxaTens Wav Bnagenbla perncTpauoHHOro yao0CcToBEPEHNS
JIeKapCTBEHHOrO NnpenapaTa Aas8 BeTEPMHAPHOro NpuMeHeHns, pa3paboTynka nam Nnpon3BoanTens
JIeKapCTBEHHOI 0 NpenapaTta AJ19 BETEPMHAPHOIr0 NPUMEHEHNS B 3asiBJIEHUN O BHECEHUN U3MEHEHUN B
LOKYMEHTbI, COAepXXallmecs B permcTpaLlmoHHOM A0CbE Ha 3aperncTPUPOBAHHbIN NEKAPCTBEHHbIN
npenapaT 4J/19 BETEPMHAPHOIro NPUMEHEHNS, YKa3biBalOTCA AaHHble JOKYMEHTa, MOATBEPKAAOLLErO
BHECEHME COOTBETCTBYIOLWMX U3MEHEHUIN B EOUHBIN FOCYAapCTBEHHbIN PeecTp opugndeckmux auy, (ons
OpraHu3auui, 3aperncTpupoBaHHbIX Ha TeppuTopun Poccniickon degepaunn), Mam MHOrO JOKYMEHTA,
NOATBEPXKAAOLLEr0o peopraHn3aumnio opuanyeckoro nnua (419 opraHm3aumnin, He 3aperncTpMpoOBaHHbIX Ha
Tepputopun Poccuinckon ®epepaumnn). 3asBaeHne 0 BHECEHNN N3MEHEHNIN B JOKYMEHTbI, COAEPXKaLLMecs B
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perncTpaLmMoHHOM [0Cbe Ha 3aperncTPUPOBAHHDLINA JIeKapCTBEHHbIN NpenapaT A8 BETepUHapHOro
NPVUMEHEHUS, N NpUaraemMele K HeEMy LOKYMEHTbI HarnpaBAaloTCA NOCPeACTBOM €AMHOro nopTana B
YNO/HOMOYEHHbIN (hefiepanbHbll OpraH UCNONHUTESNIbHOW BAACTW He Nno3Hee YeM Yyepes Tpuauath
paboynx OHEN CO AHA BHECEHNS COOTBETCTBYIOLLNX U3MEHEHUI B EANHBIN roCyAapCTBEHHEIN peecTp
IOPUANYECKMX AL, (N8 OpraHn3aLmnin, 3aperncTpupoBaHHbIX Ha Tepputopumn Poccuinckon depepauum) nnm
CO HA NPUHATUA COOTBETCTBYIOLEro AOKYMEHTa, NOATBEPKAAIOLWEro peopraHm3aLmnio opuanyeckoro
nnua (ons opraHM3aunii, He 3aperncTpmMpoBaHHbIX Ha TeppuTopun Poccminckon depepauun). B cnyyvae
peopraHu3auny gepxxatens uiv Bragesbla perucTpaunoHHOro yooCToOBEPEHUS NeKapCTBEHHOro
npenapaTta A4J19 BETEPUHAPHOI0 NPUMEHEHMNS 3asBJIEHNE O BHECEHUUN N3MEHEHUI B AOKYMEHTHI,
cofepxxalimecs B perncTpaLMoHHOM [0Cbe Ha 3aperncTPUPOBaHHbIA IeKapCTBEHHbIN nNpenapaT As
BETEPUHAPHOro MPUMEHEHNS, NOAAETCA OPUANYECKUM JINLLOM, KOTOPOMY B XO[e peopraHv3auum nepefaHo
NpaBo BAafeHNS TaKUM PernucTpaLnuoHHbIM yaocToBepeHreM. ([lononHeHne YacTblo - PefepanbHbli 3aK0oH
07 02.08.2019 Ne 297-®3)

13, 3aABNeHNs, yKa3aHHble B 4acTax 1 - 12 HacTosAwen cTaTby, MOryT BbITb MOAMMNCAHbI YCUIEHHON
KBaJIM(PULMPOBAHHON 3IEKTPOHHON NOAANCHI0 TNBO0 YCMAEHHON HEKBAMMULMPOBAHHON 3NEKTPOHHON
NOAMWCLIO B C/lyYae, eC/IN OT UMEHW 3as8BUTENS AENCTBYET ero NpeacTaBuTenb (hrnsmyeckoe nmuo),
YNO/HOMOYEHHbIN AEeACTBOBATb OT MMEHMW 3as8BUTENS Ha OCHOBaHWUW LOBEPEHHOCTMW B IN1E€KTPOHHOW hopme
B MalUMHOYMTaeMoM Buge. (JononHeHne YacTbio - PegepanbHblin 3akoH 0T 31.07.2025 Ne 304-03)

2. B cnyyae BHeECEHUS U3MEHEHWI B OKYMEHThI, COAEpXKaLLMecs B perncTpaLnuoHHOM focke Ha
3aperncTpUpoBaHHbIA IeKapCTBEHHbIN NpenapaT AN BETEPUHAPHOMO NPUMEHEHNS, B OTHOLLIEHUN
CBeLleHMI, YKa3aHHbIX B nognyHKTax "e", "x", "k", "n", "H", "c", "x" nyHKTa 7 4acTun 3 cTaTtbn 17
HacTosiwero ®efepasbHOro 3aKoHa, U3MEHeHNUs 1 (UKn) [ONONHEHUS NPOM3BOACTBEHHON NIOWAAKN
JIeKapCTBEHHOIr0 CPeACTBa, a TakXXe B C/lyvae U3MEHEHNS noka3aTenen KayecTsa JIekapCTBEHHOI0
npenapaTta A/19 BETEPUHAPHOIr0 NPUMEHEHUS 1 (M1M) METOLOB KOHTPOJIA KayeCTBa NEKAPCTBEHHOI0
npenapaTta A/ BETEPUHAPHOIr0 NPUMEHEHMNS MPOBOANTCA 3KCNEPTM3a IeKapCTBEHHOMO CPeACcTBa ANd
BETEPUHAPHOro NpuMeHeHus. B cnyvyae He0bXoAMMOCTHN BHECEHNS NHBIX N3MEHEHWUI B OKYMEHTHI,
cofepxxalimecs B perncTpaLMoHHOM [OCbe Ha 3aperncTPUPOBaHHbIA IeKapCTBEHHbIN npenapaT Aas
BETEPUHAPHOr0 MPUMEHEHNS, IKCNEPTM3a NEKAPCTBEHHOIO CPeACTBa A BETEPUHAPHOMO NPUMEHEHUS He
NpoOBOAUTCS.

3. 3aaBuTeNb BNpaBe NPeAcTaBnTb MO COBCTBEHHOW MHNLMATBE BMECTE C 3asBJIEHNEM O BHECEHNM
M3MEHEHUN B [OKYMEHTLI, COAEPKaLLNECs B perncTpaLnoHHOM A0ChLE Ha 3aperucTpupoBaHHbIN
NeKapCTBEHHbIN NpenapaT A5 BETePUHAPHOr0 NPUMEHEHNS, PEKBU3NTBI LOKYMEHTOB, NOATBEPKAAIOLLMX
ynnaTy rocy4apCTBEHHOM NOLWAMHbLI 3@ BHECEHME B AOKYMEHTHI, COAEP KALLMNECS B PEFMCTPALMOHHOM A0Cbe
Ha 3aperncTPUPOBaHHLIA IeKapCTBEHHLIN NpenapaT A8 BETePUHAPHOMO NPUMEHEHUS, U3MEHEHUNR,
Tpebyownx NpoBeAeHNS IKCNepPTU3bl N1eKapCTBEHHOI0 CPEACTBa, WM U3MEHEHWI, He Tpebylowux
NpoBeAeHNs 3KCNepTM3bl JIeKapCTBEHHOI0 CPefCTBa. B cnyyae He06X0AMMOCTY N3MEHEHWSA CBELEHUNA,
cofepXalmnxcs B perncTpaunuoHHOM yA0CTOBEPEHUN IEKAPCTBEHHOMO NpenapaTta A BETepuHapHOro
NPUMEHEHNS, C 3a8BIEHNEM, YKa3aHHbIM B 4acTU 1 HaCcToALWeN CTaTby, 3a9BMTE/b BNPaBe NPeacTaBuTb Mo
COBCTBEHHON UHNLMATUBE PEKBU3UTBI LOKYMEHTa, MOATBEPXAAoLero ynaaTy rocyapCTBEHHOW MOLUANHbI
3a Bblayy PerncTpaLmoHHOro yA0CTOBEPEHNS NNeKapCTBEHHOMO NpenapaTa. 3asaBMTeb BNpaBe
npeacTaBuTb N0 COBCTBEHHON NHULMATUBE CBEAEHUS O JIMLEH3MAX, YKa3aHHble B MyHKTax 1 n 2 yactu 1
HacCTofLLeN CTaTbM, @ TaKXXe BblJaBaeMble YNoJIHOMOYEHHbIMW hefepasibHbIMU OpraHaMm UCNOHUTESNTIbHON
BNACTW LOKYMEHTbI, YKa3aHHbIe B NyHKTe 3 4acTu 1 HacTosAWweln CTaTb. B cnyvyae HenpeacTaBneHuns
YyKa3aHHbIX IOKYMEHTOB (CBEAEHUI) YNONHOMOYEHHbIV (hefepasibHbIi OpraH UCMOMHNTENIbHOWN BJ1aCTH
3anpalnBaEeT yYKa3aHHbIE JOKYMEHTHI (CBEAEHNS) B MOPAAKE MEXXBELOMCTBEHHOI0 MHHOPMALMOHHOIO
B3aMMOLeNCTBNS.

4. B cpoK, He npeBbliLLaoLWmin NaTn paboymx gHeN Co AHA NOCTYNIEHUS YKa3aHHOM0 B HYacTu 1 HacTosLwwewn
CTaTbM 3a9BNEHNSA N HEOBXOANMbIX LOKYMEHTOB, YNOJHOMOYEHHbIA hefepanbHbli OpraH UCMONHUTENbHON
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BAacTU:

1) npoBoANT NPOBEPKY MOJIHOTHI 1 LOCTOBEPHOCTU CBEAEHUN, COAEPKALLUNXCS B NPeACTaBNEHHbIX
3a59BUTENIEM OOKYMEHTaX;

2) NPUHMMAET peLleHne 0 NPOBEAEHNIN IKCNEPTU3bI NIEKAPCTBEHHOIO CPeACTBa A/ BETEPUHAPHOMO
npuMmeHeHus uan 06 oTkase B ee NPOBEAEHUN;

3) HanpaBAseT NOCPeACcTBOM eAUHOro nopTasna 3asaBUTeNto NoANNCaHHOe YCUIEHHOW KBanpuumpoBaHHON
3NEKTPOHHOW MOAMUCHI0 YBEAOMIEHNE O MPUHATOM PELLUEHNN UK B CyYae NPUHATKS pewleHns 0b oTkase
B MPOBEAEHNN IKCNEePTU3bl NEKAPCTBEHHOrO CPeACTBa 419 BETEPUHAPHOI0 NPUMEHEHMNSA C yKa3aHNeM
NMPWYMH TaKoro oTKasa.

4, B cnyvyae BblIBIEHUS HELOCTOBEPHOCTU U (MWM) HEAOCTATOYHOCTU CBEAEHUN, COAEPXKALLNXCA B
npeLacTaBNeHHbIX 3a8BUTENIEM MaTepranax, ynoJHOMOYEHHbIN hedepanbHbil OpraH UCMOHUTEIbHOW
BNACTW HanpaBAseT NoCpencTBOM €4MHOro nopTana 3asBMTEN0 3anpoc 06 yTOYHEHUN YKa3aHHbIX
CBeAEeHUN, NOANNCAHHBIN YCUNEHHON KBaNNMULIMPOBAHHOM 31EKTPOHHON NoANNCkI0. (JONoSHEHNE YacTbIo
- ®epepanbHbI 3aKoH 0T 04.06.2018 Ne 140-93)

42, 3aasuTtens 0653aH HanpaBUTb NOCPEACTBOM €4MHOIr0 NopTaaa B YNOJHOMOYEHHbIN hefepalibHbIn
opraH UCNOJIHUTESIbHON BNACTW MNOAMMUCAHHBIN YCUJIEHHOW KBAaNN(MULUPOBAHHON 371eKTPOHHON NOAMUCHI0
OTBET Ha 3anpoc yrnojHOMOYEHHOro hefepasbHOro opraHa UCMOAHUTENBHOW BAACcTW B CPOK, He
NPEBbILIAOWMNIA AEBAHOCTa Paboynx AHEN CO AHA NOAYYEHUS YMONHOMOYEHHLIM heaepabHbIM OPraHoM
NCNONHUTENLHOW BNACTW N1EKTPOHHOI0 YBEAOMIEHUS O NONYYEHUN 3a5BUTENEM AAHHOMO 3anpoca. Cpokuy,
yKa3aHHble B HacTu 1! HacTosAWwen cTaTb, MPUOCTAHABANBAOTCA CO AHA HanpaBaeHNs NOCPEeLCTBOM
e4MHOro nopTana 3asaBMTEN0 3anpoca YNnoJHOMOYEHHOr0 hefepanbHOro OpraHa NCNOMHNTENbHON BNACTH
[0 OHS HanpaB/ieHUs NoCpeacTBOM €MHOro nopTasa B YNOJHOMOYEHHbIV hefepasibHbl OpraH
NCNOJIHUTEIbHON BJIACTM OTBETAa Ha AAHHbIN 3arnpocC 1 He YYUTBLIBAOTCS NPU UCHUCIEHUN CPOKA MPUHATUSA
peLUeHNs 0 BHECEHUMN U3MEHEHWUI B JOKYMEHTLI, COAEP KALLMECS B PErMCTPALMOHHOM A0Cbe Ha
3apernucTpMpoBaHHbIA IeKapCTBEHHLIN NpenapaT A8 BeTepMHaApHOro NnpuMeHeHns. B cnyyae, ecnm ot
NUMeHN 3a8BUTENS AENCTBYET ero npeacTaBuTesb (Pusnyeckoe NnMuo), ynoJHOMOYEHHbIN ENCTBOBATh OT
UMeHWN 3a8BNTENS Ha OCHOBAHWUWN JOBEPEHHOCTM B 3JIEKTPOHHON (hopMe B MaLUMHOYMTAEMOM BMAE, OTBET Ha
3aMnpoc MOXXeT BbITb MOANMCAH YCUIEHHON KBAaANGMULIMPOBAHHOW 31EKTPOHHON NOANUCKI0 NGO YCUNIEHHON
HeKBaIMMULMPOBAHHON 31EKTPOHHON NoANMChI0. (JononHeHne YacTbio - PefiepalibHbli 3aKOH 0T
04.06.2018 Ne 140-03)

5. OcHOBaHMeM A5 0TKa3a B NPOBEAEHNMN IKCNEePTU3bl NEKAPCTBEHHOr0 CPpeAcTBa A/ BETEPUHAPHOMO
NPYMEHEHNs ABAAETCS NpeacTaB/ieHNe JOKYMEHTOB, YKa3aHHbIX B 4acTax 1 n 3 HacTosLWen cTaTby, B
HenonHoM obbeme nam oTCYTCTBME B MPEACTaB/EHHbIX JOKYMEHTAX A4OCTAaTOYHbIX CBEAEHUN,
noATBepXAaoLWwmnx HeobxoANMOCTb BHECEHUS U3MeHeHUI, Mnbo HenpeacTaBaeHWe 3asBUTeNEM B
YCTaHOBJ/IEHHbIV CPOK OTBETA Ha YKa3aHHbIN B HYacTu 4 HacTosLWen CTaTbM 3aNpoC YNOAHOMOYEHHOM O
hefepasnbHOrO OpraHa UCMOSHUTENLHOM BACTHU.

6. IKCnepTM3a NEKAPCTBEHHOrO CPeAcTBa 419 BETEPMHAPHOr0 NPUMEHEHUS B LeNSX BHECEHNSA N3MEHEHUIA
B AOKYMEHTbI, COAepKaLlnecs B perncTpaLnoHHOM f0Cke Ha 3aperucTpupoBaHHbIA NEKAPCTBEHHEIN
npenapaT A5 BeTepMHAPHOro NPMMEHEHNS, OCYLLECTBASETCA B MOPSALAKE, yCTaHOBNEHHOM CTaTbel 24
HacTosiwero PeaepanbHOro 3aKoHa.

6. B CpoK, He npeBbIlaloWwmnin NaT paboymx AHEN Co AHA HanpaBaeHWsa NOCPeACTBOM eANHOr0 NopTana B
YNOJIHOMOYEHHBIN hefepasibHbln OpraH NCNOJIHUTEbHOW BAACTW NOANUCAHHOIO YCWUJIEHHON
KBanMpULMPOBAHHON 3N1E€KTPOHHON NOAMUCHIO 3aK0YEHUS KOMUCCUM IKCMEPTOB MO pe3ybTaTaM
YKa3aHHOWN B YaCcTW 2 HaCTOSLWEN CTaTbW SKCMEPTU3bI, YNOJHOMOYEHHLIN heaepabHbIi OpraH
NCNOJIHUTESIbHON BNACTW:

1) NpMHUMaeT pelleHne 0 BHECEHUN U3MEHEHUIN B AOKYMEHThI, COAepKallnecs B perucTpaLnoHHOM AoCbe
Ha 3aperncTPUPOBAHHGLIA IEKaPCTBEHHbIN NpenapaT AN BETEPUHAPHOMO NPUMEHeHUs, unn 06 0TKase BO
BHECEHWW TaKUX N3MEHEHWN,
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2) BHOCWT B roCyJapCTBEHHbIN PEECTP JIEKaPCTBEHHbIX CPEACTB Ha OCHOBAHUMN PELLEHNS O BHECEHWN
N3MEHEHUI B [OKYMEHTbI, COAEPXKALLMECS B PEMTMCTPALMOHHOM A0CHE Ha 3apPerncTPMpPOBaHHBIN
JIeKapCTBEHHbIV NpenapaT 415 BETEPUHAPHOr0 NpUMEHeHMNs, HeobxoanMble N3MEHEHNS;

3) BHOCWT B roCylapCTBEHHbIN PeecTp NIeEKapCTBEHHbIX CPEACTB B C/ly4ae HEOBX0AMMOCTM N3MEHEHMS C
COXpaHeHMEM TeKYyLLEero Homepa 3anucu B roCyAapCTBEHHOM peecTpe NEeKAPCTBEHHbIX CPeACTB U
HanpaB/igeT 3asBUTEN0 NOCPEeACTBOM €AMHOr0 NopTasia Uan B IMYHbIA KabUHET 3a8BUTENS B e 4UHOW
CMCTEME BbIMWUCKY M3 roCyAapCTBEHHOIO peecTpa NEKAPCTBEHHbIX CPeACTB, MOAMMNCAHHYIO YCUSIEHHOM
KBaMMOULMPOBAHHON 3NIEKTPOHHON noannceto. (JonosHeHne NyHKTOM - ®efepasibHbli 3aKOH OT
02.08.2019 Ne 297-03)

(JononHeHue YacTbto - PefepanbHbli 3aKoH 0T 22.10.2014 Ne 313-93)

62. B ciyvae BHeCEHNS M3MEHEHUI B JOKYMEHTLI, COAEPXKalLlMecs B permncTpaunoHHOM OOCbE Ha
3apernucTpuMpoBaHHbIA IeKapCTBEHHbLIN NpenapaT 415 BETEPUHAPHOIro MPMMEHEHNS, B YaCTW, KacatoLLlencs
N3MeHeHUs 1 (Mn) AOMONHEHNS NPON3BOACTBEHHON MIOLWAAKN NEKAaPCTBEHHOrO NpenapaTa, npu
npeacTaBAeHNN 3as9BUTENIEM B COOTBETCTBUM C MYHKTOM 3 4acTK 1 HAaCTOsALWEN CTaTbW KOMUUN peLleHNs
YMNOJIHOMOYEHHOr 0 hefepasibHOro opraHa UCNOSHUTENbHOM BAACTW 0 NPOBEAEHNN MHCMEKTUPOBaHMSA
NPOW3BOANTENS JIEKAPCTBEHHbLIX CPEACTB CPOK, YKa3aHHbIN B 4aCTu 6 HacTosILLEN CTaTbH,
NPVMOCTaHaB/IMBAETCA CO AHA NONYYEHUS 3aKJIIOHYEHNSA KOMUCCUW SKCNEPTOB A0 AHA NPUHATUSA
YMNOJIHOMOYEHHbIM (hefiepalibHbIM OPraHoOM UCMONHUTENbHOW BAACTU PeLleHns 0 Bblgayve uan ob oTkase B
BblJaye 3aKJI0YEHNS O COOTBETCTBUMN NPOM3BOANTENS JIEKAPCTBEHHbLIX CPeacTB TpeboBaHMAM MpaBu
Haanexallen Npon3BoACTBEHHON NPAKTUKK, HO He Boslee YeM Ha CTO BOCEMbAECAT paboynx gHen.
(ODononHeHne YacTbto - PepepanbHblin 3akoH 0T 04.06.2018 Ne 140-03)

7. OCHOBaHVEM A4 0TKa3a BO BHECEHUN N3MEHEHW B AOKYMEHTHI, COAep KaLlnecs B perncTpaunoHHoOM
[A0Cbe Ha 3aperucTpuMpoBaHHbIN IEKapPCTBEHHLIN NpenapaTt A1 BETEPUHAPHOro NPUMEHEHUS, B Caly4YasX,
He TpebyloLwmx NPoBeAeHNS SKCNEPTW3bl IEKAPCTBEHHOIO CPEeACTBa, ABASETCS NpeacTaBsieHne
JNIOKYMEHTOB, YKa3aHHbIX B 4acTaX 1 1 3 HacToALLEN CTaTbW, B HEMOAHOM 06beMe UM oTCYTCTBUE B
npeacTaBNeHHbIX LOKYMEHTaX CBEAEHMNIN, KOTOPbIE AOJKHbI ObITb B HUX OTpa)keHbl, 6o
HenpeacTaB/ieHne 3asBMTENEM B YCTAaHOBJIEHHbIN CPOK OTBETA Ha YKa3aHHbIN B 4acTu 4! HacTosALLen
CTaTbW 3aMpoc yNoJHOMOYEHHOr0 hefiepalibHOr0 OpraHa NCMOHUTENbHOW BAACTH.

7. OCHOBaHMEM 015 0TKa3a BO BHECEHWM M3MEHEHWI B OKYMEHTbI, COAepXXaLLnecs B perncTpaLMoHHOM
[0Cbe Ha 3aperucTpuMpoBaHHbIN JIEKAPCTBEHHLIN NMpenapaTt A1 BETEPUHAPHOro NMPUMEHEHUS, B C/ly4YasX,
TpebyloWwmx NPoBeAEHNA SKCNEPTW3bl IEKAPCTBEHHOIO CPEACTBa, ABASETCS 3aK/I0YeHNe
YNOJIHOMOYEHHOr 0 hefiepanbHOro opraHa MCNOJIHATENbHOM BAACTU 0 BO3MOXHOCTU CHUXKEHNS
6e30nacHOCTY, KayecTBa, 3DHEKTUBHOCTY JIEKAPCTBEHHOrO NpenapaTa BCNeACTBUE BHECEHNSA N3MEHEHWIA
B YKa3aHHble fOKYMEHTbI, 0TKa3 YMOJHOMOYEHHOr0 hefepanbHOro opraHa UCMOJIHUTENbHON BACTK B
BblJaye 3aKJI04YEHNSA 0 COOTBETCTBUMN NPON3BOANTENS JIEKAPCTBEHHbLIX CPeACcTB TpeboBaHMAM NpaBu
HageXallen NPponu3BOACTBEHHON NPAKTUKN B C/ly4ae M3MeHeHMs 1 (M) 4OMNoJHEHNS NPOWN3BOACTBEHHOW
MoK/ IeKapCTBEHHOrO NpenapaTa, ecqiv NPon3BOACTBO JIEKAPCTBEHHOIO NpenapaTa ans
BETEPUHAPHOr0 NPUMEHEHMNA OCYLLLECTBASETCA 3a Npeaenamu Poccuinckon ®epgepaumm, Wam oTcyTcTemne
3TOro 3ak/4eHuns. (JonosHeHne YacTblo - PegepasibHblil 3aKoH 0T 04.06.2018 Ne 140-03)

8. [lonyckaeTcsa obpalleHne NeKapCTBEHHbIX NPenapaToB A BETEPMHAPHOr0 NPUMEHEHNS 00 UCTEYEHUS
CPOKa ro4HOCTW, MPON3BEAEHHLIX B TEYEHME CTa BOCbMUAECATN AHEN Noc/e AaThl NPUHATKA
YNOJIHOMOYEHHbIM hefiepasibHbIM OPraHOM UCMONHUTENbHON BAAaCTW PELLEHNS O BHECEHUN N3MEHEHWI B
LOKYMEHTbI, COAepXKallecs B perncTpaLlMoHHOM AOCbE Ha JIEKAapCTBEHHbIV NpenapaT, B COOTBETCTBUM C
NHopMaLmen, cogepxallencs B JOKYMeHTax permcTpaLUnoHHOro 40Cbe Ha IeKapCTBEHHbIN npenapaT 4o
AaTbl NPUHATMA TAaKOr0 PeLlEHNS.

CtaTtbsa 32. OTMeHa rocyaapCTBEHHOW perncTpauumn J1eKapCTBEHHOro npenapaTa

PelieHne 06 0TMEHe rocyAapCTBEHHOW PerncTpaLmMm NeKapCcTBEHHOMO NpenapaTa ! UCKJIYEeHNN
JIEKAPCTBEHHOr 0 NpenapaTa 13 rocy4apCTBEHHOrO PeecTpa JIEKAPCTBEHHbIX CPEeACTB NPUHUMAETCS
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YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoOM MCMOSHUTENbHOM BAaCTy B Cay4vae:

1) npencTaBneHNs COOTBETCTBYIOLLNM YNOJHOMOYEHHbLIM (hefiepaibHbIM OPraHOM UCMONHUTENBHON BNaCcTU
3aKJII0O4EHNS 0 pUCKe nan 06 yrpose 340p0Bbi0, XXN3HW YeI0BEKA AN XMUBOTHOIO MPX NMPUMEHEHMN
JIeKQpPCTBEHHOr 0 npenapaTa, NpeBbilatowmnx ero 3yPeKTUBHOCTb, NO pe3ysibTaTaM OCYLLEeCTBASEMOro UM
MOHUTOpUHIra 6€30MacHOCTU eKapCTBEHHOrO NpenapaTa;

2) nofayn gepxxateneM Wiam BlagenbLeM perncTpaLMoHHOro yaA0CTOBEPEHNS 1eKapCTBEHHOMO npenapaTa
WA YNOMHOMOYEHHbLIM UM OPYTrUM IOPUANYECKUM NNLOM 3asBeHNs 06 0TMeHe rocyaapCTBEHHON
permcTpaumm nekapCTBEHHOr0O npenapaTta, NOAMMCAHHOIO YCUIEHHOW KBaANGULNPOBAHHON 3/1EKTPOHHOM
NOAMUCLI0, MYTEM €ro HarnpasieHns NocpeacTBOM €4NHOro nopTasna B YNOJHOMOYEHHbIN hedepasibHbIi
OpraH UCNOJIHATESIbHON BAACTW WM ANYHBIA KabMHET YNOAHOMOYEHHOr0 hefepanbHOro opraHa
NCNOJIHNTENIbHON BNIACTW B €ANHON cucteme. B ciyyae, eCim OT UMEHW SepXKaTens uiav Blagensla
perncTpaumoHHOro yaoCTOBEPEHNS IEKAPCTBEHHOMO NpenapaTa AeNCTBYET ero npeacTaBuTeNb
(dhm3mnyeckoe ML), YNOJHOMOYEHHbIN AECTBOBaTb OT UMEHW AEpXKaTeNna unun Bnagenbla
PerncTpaumoHHOro yaoCTOBEPEHNS NEKAPCTBEHHOMO NpenapaTa Ha OCHOBaHWW LOBEPEHHOCTU B
3NEKTPOHHOW hopMe B MaLUMHOYUTAEMOM BUAE, 3asBneHne 06 oTMeHe rocyaapCTBEHHON perncrTpaunm
JIEKApCTBEHHOrO npenapaTa MOXXEeT 6bITb NOANUCAHO YCUIEHHON HEKBANNMULIMPOBAHHOWN 371EKTPOHHON
NoAMUCkIo;

3) HenoATBEPXXAEHNA rOCYAAPCTBEHHOW PerncTpauumn JekapCTBEHHOro npenapaTta no NCTeveHnn Cpoka
AEeNCTBUS pErncTpaLUmnoHHOro yA0CTOBEPEHMS, BbIAAHHOMO Ha NATb J1ET;

4) HenpeAcCTaBAeHUA 3aaBUTENEM NHDOPMALIMKN, KOTOPas MOXXET MoBJieyb 3a cobon HeobxoAUMOCTb
BHECEeHNA N3MEHeHUN B OOKYMEHThI, cogep>Xallumneca B pernctpaunoHHOM JoCbe Ha 3apeFI/ICTpI/IpOBaHHbIVI
JIeKapCTBEHHbIV MpenapaT, B TeYeHne TpmauaTn paboynx gHen co AHSA HAaCTYMNJeHMs 3TUX N3MEHEHWI;

5) ocywecTBneHnA rocy4apCTBEHHOM perncTpauny IeKkapCTBEHHOr0 npenapaTa nog ToprosbiM
HaVMeHOBaHNEM 3aperucTpMpPoOBaHHOro paHee Nog 3TUM TOProBbiM HaVMEHOBAHWEM NNEKAPCTBEHHOMO
npenapaTa, OT/IM4YaloOLLEroCs Ka4eCTBEHHbLIM COCTaBOM AEeNCTBYIOLLNX BELLECTB;

6) oCyLLeCTBIEHMA FrOCYAAapPCTBEHHON PErnCTpaLM O4HOIO 1 TOr0 XXe JIEKapCTBEHHOr0 NpenapaTa B
OTHOLUEHWW OLHOI0 1 TOr0 XXe AepXaTensd Wav Bnagenbla perncTpaumnoHHOro yaoCToBepeHus
NeKapCTBEHHOr 0 nNpenapaTa B Buae AByxX u bonee NIeKapCTBEHHbIX NMpenapaToB Nnoja pa3inyHbIMA
TOProBbIMKU HAaMMEHOBAHUAMMU;

7) BbIHECEHUS CYOM PELUEHNS 0 HapyLeHMM NpaB npaBoobnafaTenss 06bEKTOB MHTENIEKTYaNbHOW
cobCcTBEHHOCTU Npu 0bpaLLleHNn NEKAPCTBEHHbIX CPEACTB;

8) OTCYTCTBUS IeKAapCTBEHHOr O NpenapaTa B obpalleHnmn B Poccuiickon denepauunm B TeHEHNE TPEX U
6onee neT; (JonosHeHNE NYHKTOM - PefepalibHbI 3aKOH 0T 22.12.2014 Ne 429-93)

9) HeBbINOJIHEHUS AepXKaTeneM Uan BlafgenblLeM perncTpaLoHHOro yaA0CTOBEPEHNS IEKAPCTBEHHOMO
npenapaTa AM60 yNnoJHOMOYEHHbIM UMW APYTUM IOPUANYECKUM JINLLOM MeponpuaTuii no obecneyeHnto
6e30nNacHOCTM IeKapCTBEHHbIX NPeNapaToB, YCTAaHOBJIEHHbIX YNOJHOMOYEHHbLIM (hefepalibHbiM OpraHoOM
NCMOMHNTENIbHOW BJIACTN B COOTBETCTBMM C YacTamm 3 1 4 ctaTtbn 64 HacTosawero denepasibHOrO 3aKOHa, B
paMKax oCyLLecTBAeHN hapMakoHaa3opa; (JononHeHne NyHKTOM - ®eflepasibHbi 3aKOH 0T 22.12.2014 Ne
429-93)

10) oTKa3a gepxaTensd uin Blagesbla perncTpaumMoHHOro yaooCTOBEPEHUS SIeKapCTBEHHOMO NpenapaTa
mb0o YNoJIHOMOYEHHOI0 UMW APYroro lopMANYeCKOro anua OT BHECEHNA U3MEHEHUI B UHCTPYKLMIO MO
NPYMEHEHNIO JIEKAapPCTBEHHOM 0 NpenapaTa, KacaloLWwmnXCa HOBbIX MOATBEPXXAEHHbIX AaHHbIX O TOM, YTO PUCK
NPUYNHEHNS Bpeaa 340P0BbI0 YEN0BEKA MM XMBOTHOIO BCAEACTBME NpUeMa NeKapCTBEHHOMO NpenapaTta
npeBbilaeT 3PPEKTUBHOCTb €ro NpuMeHeHmns. (JonosHeHne NyHKTOM - PefepanbHbil 3aKOH OT
22.12.2014 Ne 429-03)

CTtaTbs 33. [oCyAapCTBEHHbIN PEecTp IEKAPCTBEHHbIX CPeACcTB

1. FocyapCTBEHHbIN PEECTp JIeKapCTBEHHbIX CPEACTB COAEPXKMUT NEpPeYeHb JIeKaPCTBEHHbIX NMPEenapaTos,
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NPOLUEALNX FOCYAAaPCTBEHHYIO PErNCTPaLMIO, NepeYeHb hapMaLeBTMYECKNX CYOCTaHLNA, BXOOALMX B
COCTaB JIEKAPCTBEHHbIX NPenapaTos, U CAeAYy oY NHpopMaLmIo:

1) B OTHOLUEHUN NIeKaPCTBEHHbIX MpenapaTos:

a) HaMMeHOoBaHMe IeKapCTBEHHOI0 nNpenapaTta (MeXxayHapo4HOe HENaTEHTOBAHHOE, UK FPYNMMPOBOYHOE,
NN XUMUYECKOE N TOProBoe HaMMeHOBaHWs);

6) nekapcTBeHHas hopMa C yKa3aHNeM A03MPOBKMN JIEKAPCTBEHHOMO NpenapaTa 1 ero KoJM4yecTea B
noTpebuTenbCKom YNaKkoBKE;

B) HaVMEHOBaHWe AepxaTens Uan Bnagesbla perncTpaulmoHHOro yaoCcToOBEPEHNA IeKAaPCTBEHHOMO
npenapaTta 1 CBELAEHNSA O PerncTpaumm gepxatens nav Bnagenbua perucTpaumoHHOro yaoCToBepeHns
JIeKapCTBEHHOrO npenapaTa Ans MeanLUMHCKOro NPUMEHEHUS B Ka4eCTBe HanoronaaTesNbLka B CTpaHe
permctpaumm (4ns poCCUNCKMX IOPUANYECKMX JINL - NOEHTUDUKALMOHHBIN HOMEP HasloronaaTesblinka
(MHH), oNs MHOCTPaHHLIX LPUANYECKNX UL, - CTPaHa PerucTpauumn, HaMMeHoBaHNe PerncTpPUPYOLWEro
opraHa, perncTpaumnoHHbI HOMEpP, KO HasoronaaTesblWyKa B CTPaHe perncrpaunm (MHKopnopaumm) nnm
ero aHanor);

r) HAaMMEeHOBaHWE 1 afgpec NPOM3BOANTENSA IEKAPCTBEHHOIO NpenapaTa U CBEAEHUS O permcTpaummn
Npon3BOANTENSA JIEKAPCTBEHHOIO NpenapaTta 419 MeANLUHCKOro MPMMEHEHNS B KaYeCTBe
HafioronsaTesbliNKa B CTPaHe perncTpauum (4158 poCcCUnCKMX IPUANYeCcKUX aunL, - NAEHTUGONKALNOHHbIRA
HoMep HasoronnaTenswmka (MHH), oS MHOCTPaHHBIX PPUANYECKNX AL, - CTPaHa perncTpauun,
HaVMeHOBaHWe PerncTPUPYIOLLEro OpraHa, PerucTpaunoHHbIN HOMEepP, Ko4 HafloronfaTeNblinKa B CTpaHe
perncTpauum (MHKoprnopaunn) nan ero aHanor);

[) hapmakoTepaneBTU4eckas rpynna, KoL JIeKapCTBEHHOr 0 npenapaTa no aHaToMOo-TepaneBTUYeCcKo-
XUMNYECKON Knaccudukaumm, pekoMeHaoBaHHOW BceMypHon opraHmn3alumen 34paBooXpaHeHns;

€) NokasaHna 1 NPOTUBOMOKa3aHNSA K MPUMEHEHUIO NeKapCTBEHHOM0 NpenapaTa;

»K) noboYHble LEeNCTBUSA IEKapCTBEHHOr O NpenapaTa;

3) CPOK FOAHOCTW NEKAPCTBEHHOMO NpenapaTa;

1) YCNOBNS XPaHEHWS NEKAPCTBEHHOrO NpenaparTa;

K) yCJIOBMSA OTMNyCKa IEKapCTBEHHOrO npenapaTa;

1) HOMep (hapMaKOoMNenHo! CTaTbW UK B C/y4ae ee OTCYTCTBUA HOMEP HOPMATMBHOM AOKYMeHTaLMm nnbo
HOPMATMBHOIO OOKYMEHTa;

M) faTa rocyfapCTBEHHON perncTpaumm neKapCTBEHHOMO nNpenapaTa U ero perncTpaunoHHbIi HoMep, faTa
3aMeHbl PErncTPaLnoHHOro yA0CTOBEPEHMSA IEKAaPCTBEHHOIO NpenapaTa Ha 6eccpoyHoe perncTpaLmoHHoe
y[0CTOBEPEHME SIeKapCTBEHHOrO NpenapaTa, AaTa Nnogayn 3asaB/IeHNs 0 NOATBEPXKAEHNM
rocyfapCTBEHHON PerncTpaunmn NeKapCcTBEHHOro NpenapaTa, AaTa OTMeHbl rocy4apCTBEHHOM
perncTpaumm IeKapCTBEHHOro npenapara;

H) Ka4eCTBEHHbIN COCTaB M KONNYECTBEHHbIA COCTaB AENCTBYOLWMX BELLECTB 1 Ka4eCTBEHHbIN COCTaB
BCMOMOraTe IbHbIX BELLECTB NEKAPCTBEHHOro NpenapaTa; (JononHeHne noanyHKToM - @efepaibHbi
3aKOH 0T 22.12.2014 Ne 429-03)

0) nHopMaumsa 060 BCeXx pa3peLleHHbIX BUAax BTOPMYHON (NoTpebuTensckomn) ynakoBky; (lononHeHne
noanyHKTOM - ®efepabHbli 3aKOH 0T 22.12.2014 Ne 429-03)

n) nata NPUHATUS PELLEeHNs 0 BO3MOXKHOCTY pacCMaTpuBaTb JIEKAPCTBEHHbIM NpenapaT npu
roCyfapCTBEHHOW PerncTpauunm B kKayecTse opaHHOro 1eKapCTBEHHOro NpenapaTa (4158 NeKapCTBEHHbIX
npenapaToB A8 MeAMLMHCKOro NpuMeHeHus); (ononHeHne NoANyHKTOM - ®efepanbHblil 3aKOH OT
22.12.2014 Ne 429-03)

p) Hann4Yne NeKapCcTBEHHOrO NpenapaTa B NepeyHe XXN3HEHHO He0BX0AUMBIX 1 BaXKHENLINX
JIEKApPCTBEHHbIX NPENapaToB (A15 NeKapCTBEHHbLIX NPENapaToB A1 MeAULMHCKOro NPUMEHEHNS);
(LononHeHne noanyHKTOM - ®efepabHbii 3aKOH 0T 22.12.2014 Ne 429-03)

C) Hann4yme B IeKapCTBEHHOM MpernapaTe HapKOTMYeCKUX CpeacTB, MCUXOTPOMHbIX BELLECTB U UX
NPeKypcopoB, NOANIeXaLLNX KOHTPOO B Poccuinckon ®epepaummn, B COOTBETCTBUM C 3aKOHO4ATELCTBOM
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Poccninckon ®degepaunn, MexayHapoaHbIMyu gorosopamu Poccuiickon ®deaepaumun, B ToM Ynucine EguHon
KOHBEHLIMEN 0 HapKoTnYecknx cpeacteax 1961 rona v KoHBeHUMEN 0 NCUXOTPOMHLIX BewecTBax 1971
roga; (ononHeHne noanyHKTOM - PefepanbHblil 3aKOH 0T 22.12.2014 Ne 429-03)

T) MHopMaLMa 0 TOM, IBASETCA N OaHHbIA NIEKAPCTBEHHbIA NpenapaT pedepeHTHbIM JIEKaPCTBEHHbIM
npenapaToM; (JononHeHne NOANYHKTOM - PefiepanibHblii 3aKOH 0T 22.12.2014 N. 429-03)

y) CBeeHMA 0 Nofayve 3anaB/IeHNS 0 BHECEHUW N3MEHEHWI B OKYMEHThI, Codep Kalunecs B
perncTpaumMoHHOM LOCbe Ha JIeKapCTBEHHLIN NpenapaT; ([lonosHeHne NoanyHKToM - ®efepasbHblin 3aKOH
0T 22.12.2014 Ne 429-03)

) (LdononHeHne NognyHKTOM - ®efepasibHbli 3aKOH 0T 22.12.2014 Ne 429-03) (YTpaTua cuay -
depnepanbHbI 3aKOH 0T 27.12.2019 Ne 475-03)

X) CPOK BBEAEHMA IEKAPCTBEHHOr0 NpenapaTta AN BETEPUHAPHOI0 NPUMEHEHUS B FpaXkAaHCKMIn 060poT;
(LononHeHne NnoanyHKTOM - ®efepabHbif 3aKOH 0T 22.12.2014 Ne 429-03)

L) MHGOopMaLMs 0 TOM, ABASETCS NN SAaHHbIN IeKapCTBEHHbIN npenapaTt opdaHHbIM JIeKapCTBEHHbLIM
npenapaTtoM, MMMYHOBNONOrNYECKMM NEKAPCTBEHHLIM NPenapaToM, pagmodapMaLeBTUYECKUM
JIeKapCTBEHHbIM MpenapaToM, FOMeonaTUYeCKUM JIeKapCTBEHHbIM NpenapaToM, B1osorniyeckmm
JlIeKapCTBEHHLIM MpenapaToM, BbICOKOTEXHOIOMMYHbIM JIEKapCTBEHHbLIM MpenapaToMm, Bnepsble
3aperncTpmpoBaHHbIM B Poccminckon ®degepaunm B COOTBETCTBUM C HacToAwmM PefepanbHbiM 3aKOHOM
UM akTamuy, cocTasnaowmmm npaso Coto3a; (JononHeHne noanyHKToM - PefepasibHblil 3aKOH OT
30.01.2024 Ne 1-®3)

2) B OTHOLWEHUN DapMaLLeBTUYECKUX CyDCTaHLNR:

a) HauMeHoBaHWe hapMaLieBTMYeCKon cybcTaHUMK (MeXXayHapoaHOe HenaTeHTOBaHHOE, Un
rPYNNUPOBOYHOE, AN XMMUYECKOE 1N TOProBOE HaMMeHOBaHMWs), hopMa BbiNycKka (C yKasaHMeM L03MPOBKU
(Mpw Hann4mm), GacoBKM N YNaKOBKN);

6) HaumeHoOBaHMe 1 afpec NPoM3BOANTENS (hapMaLeBTMYecKon cybcTaHuum (AN pOCCUNCKUX
IOPUANYECKNX NNL - NAEHTUDUKALMOHHBLIA HOMEP HanoronnaTenswmka (MHH), ons nHoCcTpaHHbIX
IOPUANYECKNX NUL, - CTPaHa perncTpaumm, HauMeHoBaHMe PerncTpUpyoLLEro opraHa, perncTpaunoHHbIN
HOMep, KOA HajsoronaaTenblmKa B CTPaHe pernctpaumm (MHKopnopauun) nam ero aHasaor);

B) CPOK FOAHOCTY hapMaLeBTUYECKON CybCcTaHLmK;

) yCnoBua XxpaHeHna dhapMaLeBTMyeckon cybcTaHumm;

1) HoMep hapMakKoMnenHON CTaTby UK B CJly4ae ee OTCYTCTBMS HOMEP HOPMATUBHON AOKYMeHTauun nmbo
HOPMaTUBHOI0 LOKYMEHTQ;

e) Hann4me hapmaLeBTM4yeckom cybcTaHUMM B nepeyHe HapKOTUYECKNX CPeACTB, MCUXOTPOMHbIX BELLECTB
N NX NPEKYpPCOPOB, NOANEXALLNX KOHTPOMO B Poccuinckon ®egepaumnm, B COOTBETCTBUN C
3aKoHoaTenbLCTBOM Poccuinckon ®epepaum, MexXayHapoaHbIMK Jorosopamm Poccminckon ®epepaunu, B
TOM Yumcne EQnHON KOHBEHLIMEN 0 HAapKOTMYeCKMX cpeacTBax 1961 roga n KoHBEHUMEN O MCUXOTPOMHbIX
BewlecTBax 1971 roga. (JonosHeHne NoANYyHKTOM - PefepasibHbI 3aKOH 0T 22.12.2014 Ne 429-03)

2. PapMaueBTUYeCKas cybcTaHumMs, Npon3BeaeHHas 419 peannsaummn, MoXeT ObiTb BKJIOYEHA B
roCyapCTBEHHbIN PEECTP JIEKAapPCTBEHHbIX CPEACTB Ha OCHOBaHMMW 3as8BNeHNs pa3paboTymka nam
NPOM3BOANTENA JIEKAPCTBEHHOro cpeacTsa Mo yNnoAHOMOYEHHOO UMW IOPUANYECKOrO ML NPu yCI0BUK
NPOBeflEHNS B OTHOLLEHUW TaKoW (hapMaLleBTUYEeCKON CybCTaHLUMM SKCNEPTU3bl KayecTBa
thapMaLeBTNYECKON CybCTaHLUMM B MOPSAAKE, yCTaHOBNEHHOM CcTaTbel 34 HacToswero ®enepanbHOro
3aKOHa. B oTHoWweHMN hapMaueBTMYECKMX CyBCTaHLUNIA, NPOM3BEAEHHbIX NS peam3auunm, B
rocyapCTBEHHOM peecTpe NeKapCTBEHHbLIX CPEACTB COAEPXMUTCA ceayowas NHGopMaLuns:

1) HaumeHoBaHMe hapMaLEeBTUYECKON CybCTaHUMKM (MeXAyHapogHOe HeNaTEHTOBAHHOE, UK
rpynnupoBOYHOE, NN XUMUYECKOE M TOProBOE HAaUMEHOBaHMA), (hopMa BbINyCKa (C yKa3aHneM 403UPOBKN
(Npu Hanu4um), acoBKM N yNaKoBKK);

2) HavMeHOoBaHWe, aipec NPoun3BoANTENS (DAaPMaALLEBTNYECKON CyOCTaHLMM, @ TaK)Ke B OTHOLLEHUN
JIeKapCTBEHHbIX CPEACTB A1 MeAULNHCKOrO NMPUMEHEHNSA CBEAEHNS 0 perncTpaumm nponsBoamTens
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thapmaueBTUYeCKon cybCTaHUMM B KaYeCTBE HaoronaaTesblinka B CTPaHe peructpaunm (a1 pocCMnckKmx
IOPUANYECKUX NNL - UAEHTUMUKALMOHHLIA HOMep HanoronnaTenswuka (MHH), ons nHOCTpaHHbIX
IOPUANYECKMX AL - CTPaHa perncrTpaunm, HauMeHoOBaHMe PErncTPUPYIOLLEro opraHa, PerncTpaLMoOHHbIN
HOMep, KOA HajsloromniaTesblka B CTPaHe pernctpaumm (MHKoprnopauumn) Wam ero aHasaor);

3) CPOK rogHOCTM hapMaLeBTUYECKON CybCcTaHumMK;

4) ycnoBust XxpaHeHust hapmMaLleBTUYECKON cybcTaHumu;

5) Homep hapmakonenHom cTaTbl NMBO B C/lyvae ee OTCYTCTBMSA HOMEP HOPMATUBHOWN JOKYMEHTaUUn Nan
HOPMATMBHOIO AOKYMEHTa;

6) Hann4me hapMaLeBTMHECKON CyBCTaHLUM B NepeyYHe HAapKOTMYECKUX CPeacTB, MCUXOTPOMHbIX BELLECTB
N NX NPEKYPCOPOB, NoANexXallunx KOHTpoto B Poccuinckon ®epepaumm, B COOTBETCTBUM C
3aK0HO4aTeNbCTBOM Poccuinckon denepaunn, MexayHapoaHbiMn gorosopamu Poccninckon ®degepaunn, B
TOM ynucne EgMHON KOHBEHLMEN 0 HapKoTUYeCcKnx cpeacTeax 1961 roga n KoHBeHUMEN 0 MCUXOTPOMHbIX
BewecTBax 1971 roaa;

7) naTa BKOYEHNS apMaLeBTUYECKON CybCTaHLMM B rOCYapCTBEHHbIA PEeCcTp JIeKapCTBEHHbIX CPEACTB,
faTa BHECEHNS N3MEHEHMNIN B LOKYMEHTbI hapMaLeBTU4eCcKon cybcTtaHumm, gaTa UCKIYeHMs
hapMaLeBTNYECKON CybCTaHL MM U3 rOCyaapCTBEHHOIO PeecTpa JIeKapCTBEHHbIX CPEACTB.

(YacTb B pepakunn depepasbHOro 3akoHa o1 22.12.2014 Ne 429-03)

3. MNopsAnoK BefeHns rocyapCTBEHHOr0 peecTpa JIekapCTBEHHbIX CPeACTB AN MeANLMHCKOro
NPYMEHEHUS N NOPSAA0K BEAEHNS rOCYAapCTBEHHOIO peecTpa NeKAPCTBEHHbIX CPeACTB AN
BETEPWHAPHOI0 NMPUMEHEHMNS YTBEP)KAATCSA COOTBETCTBYIOLWMM YNOJHOMOYEHHbIM (hefepasibHbiM
OpPraHoOM MCMONMHUTENbHOW BNACTHU.

CtaTtbsa 34. BKAoYeHne B roCyAapCTBEHHbLIN peecTp NeKapCTBEHHbIX CPEACTB U UCKYEHME N3
roCcygapCTBEHHOr0 peecTpa JIeKapCTBEHHbIX CPeACcTB hapMaLeBTUYeCKon cybcTaHUMKM, NPon3BeaeHHOW
ANa peannsaunm

(HaumeHoBaHMe B pepakumm ®efepanbHOro 3akoHa ot 22.12.2014 Ne 429-03)

1. ina BkAoYeHMs hapMaLeBTUYECKOM CybCcTaHLUKN, NPON3BEAEHHOW ANS peann3aunm, B
rOCyLapCTBEHHbIA peecTp IeKapCTBEHHbLIX CPeACTB, MPOBOANTCS IKCNEpPTHN3a ee KayecCTBa.

2. DKCMnepTmM3a KavyeCTBa YKa3aHHOW B YaCcTK 1 HacTosAWEen cCTaTbl hapMaleBTU4eckon cybctaHumm,
COCTaBJIEHNE KOMUCCMEN 3KCMEPTOB 3aKJIIOYEHUIN N0 pe3ybTaTaM 3TOW 3KCNePTU3bl, NoANNCaHne nx
YCUAEHHBLIMU KBaANGULNPOBAHHLIMY 3JIEKTPOHHbLIMY MOANMMCAMU, HanpaBiaeHne faHHbIX 3aK/l04YeHnn B
JINYHBIN KabWHET yNoJIHOMOYEHHOr0 hefiepanbHOr0 OpraHa UCMONHUTENbHON BAACTW B € AMHOM CMCTEME
OCYLLLeCTBAAOTCS B CPOK, HE NPEeBbILLIAOWNA TpUaLaTh paboynx OHen Co AHA HanpaBaeHNS B JINYHbIN
KabMHET 3KCNEePTHOr0 YYPEXXAEHNS B €ANHOWN CUCTEME COOTBETCTBYIOLLErO 3a4aHNS YOJHOMOYEHHOI 0
henepanbHOro opraHa UCMOJIHUTENLHON BACTMW, NOANMUCAHHOIO YCUMAEHHON KBaAUGULINPOBAHHOW
3NEKTPOHHOW MOAMUCHIO, N CIEAYIOWNX JOKYMEHTOB (CBEAEHNN):

1) cBefeHuns 0 faTe NPefoCTaBAEHUS N PErnMcTPaLMOHHOM HOMEpPE JIMLEH3MN Ha NPOM3BOACTBO
NEeKapCTBEHHbIX CPEACTB UN CBEAEHWNS O faTe NpefoCTaBNeHNs U PerncTpauuoHHOM HOMEpe 3aKJIlYeHNs
0 COOTBETCTBMMN NMPON3BOAUTENS NEKAPCTBEHHBIX CPeACTB TPebOBaHMAM NpPaBW Ha4/leXxXallen
NpPOW3BOACTBEHHOW MNPAKTUKW, BblAaHHbLIX (NPefoCTaBeHHbIX) YNOJHOMOYEHHbLIM (hefepalibHbIM OpraHoOM
NCNOJIHATEIbHON BNIACTW, B C/lyvae, €CAN NPOM3BOLACTBO JIEKapPCTBEHHOr0 CpeacTBa OCYLLECTBASETCS B
Poccuickon ®epepaumu;

2) KOs OOKYMEHTA, BblAaHHOMO YMNOAHOMOYEHHbLIM OPraHOM CTPaHbl MPOU3BOAMTENS IEKAaPCTBEHHOIO
cpencTBa M NOATBEPXXAAOLEr0 paspeLlleHne Nponu3BoACTBa JIeKapCTBEHHOIrO CPeACTBa, U ero nepesos Ha
PYCCKUI 513blK, 3aBEPEHHbIE B YCTAaHOBJIEHHOM MOPSAAKE, @ TakXXe KOMNS 3aKII04EeHUS 0 COOTBETCTBUN
NPOM3BOANTENA JIeKaPCTBEHHbIX CPeAcTB TpeboBaHUAM NpaBM Hagaexalen Npon3BoACTBEHHON
NPaKTWKW, BblAAHHOIO YMNOJHOMOYEHHbLIM (hefepasibHbIM OpraHoM UCMONHUTESNIbHON BNacTu, 1Mbo Konus
peLeHnsa yrnoJHOMOYEeHHOro hefepasbHOr0 opraHa NCAOAHUTENBHOW BAACTW O MPOBEAEHUN
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thapMaLeBTNYECKON NHCMEKL MM NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB 419 MeANLUHCKOro NpMMeHeHns
Ha COOTBETCTBME TpeboBaHMAM NPaBWU HaANexXallen NPOM3BOACTBEHHON NPaKTUKK EBpa3niickoro
3KOHOMWYECKOro COt03a. YKa3aHHble LOKYMEHTbI MPeacTaBAATCS B Cly4ae, eCcsim NPon3BOACTBO
JleKapCTBEHHOr0 CpeACcTBa OCYLLECTBASETCA 3a Npenenamm Poccminckon ®epepaumm;

3) LOKYMEHT, cofepxallui cnegytolme ceefieHns o papmaLeBTnudeckon cybctaHumu:

a) HaumMeHoBaHWe hapMaLleBTUYeCKon cybCcTaHUMK, ee CTPYKTYypa, obLune CBONCTBA;

6) HavMeHOoBaHWE 1 afpec NPOU3BOAMTENS;

B) TEXHOJ/1I0r NS MPOU3BOACTBA C ONMCAHNEM CTaAun NPOU3BOACTBA M METOAO0B KOHTPOSA Ha BCEX CTaAUAX
NPOU3BOACTBA;

r) onucaHue pa3paboTku npoLecca Npon3BOACTBa;

[l) onncCaHme KOHTPOSA KPUTUYECKMX CTaaun npoLecca Nnpom3BoACTBa Y MPOMEXYTOYHOM NPOAYKLMK;

e) LOKyMeHTaslbHOe NOoATBePXXAEHMe (BaanaaLns) NpoLeccoB 1 (Mam) nx oLeHKa;

)K) CBONCTBa U CTPYKTYpa AENCTBYIOLINX BELLLECTB;

3) XapaKTepucTuka npmmecen;

1) cneumndurkauma Ha apmaLeBTU4eckyo cybctaHumio n ee o6ocHoBaHuE;

K) @aHa/IMTNYyeCcKne METOAUKM, NCMO/b3yEMbIE NMPU OCYLLECTBIEHNN KOHTPOJIA KayeCTBa hapMaLeBTUYECKON
cybcTaHumy;

J1) BOKYMeHTanbHoe NoATBEPXKAEHME (BamaLma) aHaAUTUYECKNX METOANK, UCNOJSIb3yeMbIX MpK
OCYLLECTB/IEHNN KOHTPOS KayecTBa hapMaLeBTNYeCKon cybcTaHumy;

M) pe3ynbTaTbl aHaAM3a cepuin hapMaLleBTUYECKON CybcTaHuuu;

H) NnepeyeHb CTaHAAPTHLIX 06Pa3L0B UM BELLECTB, NCMOJIb3YEMbIX NPY OCYLLECTBAEHUN KOHTPONS
KayecTBa;

0) OnNMcaHne XapakTEPUCTMK 1 CBOMCTB YNAKOBOYHbIX MaTEPUANOB U YKYMOPOYHbIX CPeACTB;

n) AaHHble 0 CTabnabHOCTY hapMaLeBTUYECKON cybCcTaHLmK;

p) CPOK rogHOCTW;

4) DOKYMEHT, CoAepXalluin CBeleHUs 0 perncTpaLuy Npon3BoAMTENS NeKapCTBEHHbLIX CPEACTB ANA
MeONLNHCKOro NPMMEHEeHNA B Ka4eCTBE HaJIoronaTesblinKa B CTPaHe perncrpaunm (418 pocCumnckux
IOPUANYECKUX L - UAEHTUMUKALMOHHBIN HOMep HanoronnaTenswuka (MHH), ong MHOCTPaHHbIX
IOPUANYECKMX UL, - CTPaHa perncTpauun, HamMeHoBaHWe perncTpupyoLwero opraHa, perncTpaLMoHHbI
HOMep, KO HasoromnjaTesblinka B CTpaHe pernctpaunm (MHKopnopauumn) nam ero aHanor). (JononHeHne
NYyHKTOM - ®efepanbHbin 3aKoH 0T 28.12.2017 Ne 425-03)

(YacTb B pepakumm denepasbHOro 3akoHa 0T 22.12.2014 Ne 429-93)

3. lna npoBeAeHNs IKCNEPTU3bl Ka4eCTBa yKaszaHHOM B YacTy 1 HaCTOALWEN CTaTbh (hapMaLLeBTNYECKON
cybcTaHuMM 3a9BMTENb HanpaBaseT NoCPeACTBOM eJMHOM0 NopTania B YNOJHOMOYEHHbIN (heaepabHblii
OpraH UCNOJIHUTENbHON BAACTU WMAN INYHBLIA KaBMHET YNOMHOMOYEHHOr 0 (hefepasibHOro opraHa
NCNONHUTENbHOW BNAcTU B €ANHON CUCTEME:

1) 3aaBJIeHNE O BKOYEHWUW B FOCYAAPCTBEHHbLIN PEeCTp JIEKapCTBEHHbIX CPeACTB AaHHON
thapMaLeBTMYeCcKon cybcTaHLmMmn, NOANMCAHHOE YCUAEHHON KBAaNUMPULNPOBAHHON 3NEKTPOHHON NOAMUCHIO
3a59BUTENA, @ B C/lyvae, eC/n OT UMEHW 3a8BUTENS AENCTBYET ero npeacTaBmTesb (Pusnyeckoe muo),
YMO/HOMOYEHHbIN AEACTBOBATb OT MMEHW 3aBUTENA Ha OCHOBAHNW AOBEPEHHOCTMW B SNEKTPOHHONM hopMe
B MaLLMHOYMTAeMOM BMAE, MOAMMCAHHOE ero YCUIEHHON KBaauuLMPOBaHHOW 3N1€KTPOHHOW MNOAMNUCHI0
NN YCUIEHHOW HEKBAIMGNLMPOBAHHON 3/IEKTPOHHON NOAMUCHIO;

2) peKBU3NTLI AOKYMEHTA, NOATBEPKAAIOLLEr0 yNnaTy rocyLapCTBEHHON MOLUINHLI 3@ BKJOYEHME B
roCyapCTBEHHbIN PEeCcTp NeKapCTBEHHbIX CPeACTB (hapMaLleBTMYeCcKon cybcTaHUMN, NPON3BeAEHHON ANS
peanmsaunu, Mnbo nNo cCo6CTBEHHON NHULMATUBE YKAa3aHHbIN AOKYMEHT. YNOAHOMOYEHHbIN hefepanbHbIi
opraH UCNOJIHUTENIbHON BNACTW NpoBepseT aKT ynaaTbl FOCYAapCTBEHHOW MOLWNHBI 3a8BUTENEM C
MCNob30BaHNEM UHGOPMaL KM 06 ynnaTe rocyaapCTBEHHOW MOLUANHBI, COAEPIKALLENCS B
ocynapCTBEHHOW MHPOPMALIMOHHON CUCTEME O FOCYAAapCTBEHHbLIX U MyHULMMAAbHbBIX NaaTexXax, Ha
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OCHOBaHWKW NpeacTaB/IEHHbIX 3adBUTENEM PEKBU3NTOB AOKYMEHTa, NOATBEP)XAAOLWEro ynaaTy
rocyfapCTBEHHOMN MOLUNHBI;

3) BOKYMEHTbI, yKa3aHHble B HacTW 2 HaCTOALLEN CTaTby;

4) 3asBieHNe 0 BblAaye pa3pelleHns Ha BBO3 B Poccuinckyto denepaunio KOHKPETHOM NapTum
He3aperncTpMpPOBaHHOIO JIEKAPCTBEHHOI0 CpeacTBa, NpeAHa3Ha4YeHHOro Aaa NpoBeAeHUs yKa3aHHOM
3KcnepTm3bl. (JlonosHeHNE NMYHKTOM - PegepanbHbiil 3aKOH 0T 22.12.2014 Ne 429-03)

3. B cnyyae HenpeAacTaBieHUSs C 3asB/IEHNEM O BKJIIOYEHUMN B FOCYAapPCTBEHHbIN PEECTP SIeKaPCTBEHHbIX
CpeacTB (hapMaLleBTMYECKON CybCTaHUMN BbiAaBaeMbIX (MPeaoCTaB/IIEMbIX) YMOHOMOYEHHbLIMI
(henepanbHbIMU OpraHamm UCNOJIHUTENbHOW BNACTM LOKYMEHTOB (CBeAeHW), YKa3aHHbIX B NyHKTax 1 n 2
4acCTW 2 HacToALWEN CTaTbMW, YNONHOMOYEHHbIV hefepasibHblil OpraH NCAOAHUTENLHOW BAaCcTU
3anpaluMBaEeT yKa3aHHble JOKYMeHTbl (CBeAeHUS) B NOPsSAKe MeXBeLOMCTBEHHOI0 MH(MOPMALMOHHOIO
B3aumomencTeus. (JonosHeHne YacTblo - PegepanbHbli 3aKoH 0T 27.12.2019 Ne 478-03)

4. B TeyeHme naTu paboymx OHEN CO AHA MPUHATUA 3asBJIEHNS O BKOYEHUN YKA3aHHOM B YacTu 1
HaCTosALEN CTaTbl hapMaLeBTMYECKOWN CybCTaHLUMN B TOCYAapCTBEHHbIM PEECTP NIEKAPCTBEHHLIX CPEACTB
N [OKYMEHTOB, MEPEYUCNEHHbIX B YaCTU 1 1 NyHKTe 2 4acTW 3 HacTOALWEN CTaTbW, YNOJHOMOYEHHbIN
(hefepanbHbIi OpraH UCNOSHUTENIbHOM BNacTu:

1) NnpoBOANT NPOBEPKY MOHOTHI 1 JOCTOBEPHOCTU AaHHbIX, COAEPXKALLUXCA B NpeacTaB/eHHbIX
3a8BUTENIEM [OKYMEHTaX;

2) NPUHUMAET peLLeHne 0 HanpaBeHUN B SKCNEPTHOE yYpeXXgeHne 3aJaHns Ha NpoBefeHne 3KCnepTusbl
KayecTBa yKa3aHHOM B YacTu 1 HacTosLWen cTaTbn (hapMaLleBTUYeCKon cybcTaHumm nnm ob oTkase B
TakKoM HanpaB/ieHnu;

3) HanpaBASET B INYHbLIN KabNHET 3adBUTENS B €ANHON CMCTEME NOANNCaHHOE YCUIEHHON
KBaJIMPULMPOBAHHON 31EKTPOHHON MOAMNCHIO YBEAOMAEHNE O MPUHATOM PeLIeHUN UK B Ciyyae oTKasa C
yKa3aHMeM NpUYnH Takoro oTkasa.

41, B cnyvae BbISIBIEHUSA HEA0CTOBEPHOCTU U (MNN) HEAOCTATOYHOCTY CBEAEHUI, COAEPXKALLMNXCS B
npegcTaBieHHbIX 3a89BUTENEM MaTepuanax, ynoJIHOMOYEHHbIN heaepanbHbil opraH MCNOJHUTEbHON
BJIACTW HaMNpaB/sgeT 3asaBMTE0 NOCPEeACTBOM €4MHOMr0 nopTana Uan B INYHbIA KabHET 3a8BUTENA B
eaNHOM cncTeme 3anpoc 06 YTOYHEHUN yKa3aHHbIX CBeAEHWI, NOAMMNCAHHBIA YCUIEHHON
KBaJIM(PULMPOBAHHON 31IEKTPOHHON NOANNCHI0. ([JonoNHeHWe YacTblo - PegepasibHblil 3aKoH 0T 25.11.2013
Ne 317-03)

42, 3aaBuTens 0653aH HanpaBUTb NOCPEACTBOM €AMHOr0 NopTasa B YNOJHOMOYEHHbIN hefepalbHbIN
OpraH UCMOJIHUTEIbHON BAACTW WM NNYHBIA KabMHET YyNONHOMOYEHHOr O (hefepanbHOro opraHa
NCNOJIHUTESIbHOW BJIAaCTW B € ANHON cucTeMe NOLAMUCAHHbIN YCUIIEHHON KBanuMULMPOBaHHON 3N1EeKTPOHHONM
NOAMNCHIO OTBET Ha 3anpoc YyNoJHOMOYEHHOro hefepasibHOr0 OpraHa NCMOAHNTENbHOW BAACTU B CPOK, He
NPEeBbILIAIOWMNIA AEBSHOCTa paboynx AHEN CO AHA NONYYEHUS YNONHOMOYEHHLIM hefepabHbIM OPraHoM
NCNOJIHNTEIbHON BIACTW 3/IEKTPOHHOM0 YBEAOMJIEHUS O MOJYHYEHUN 3asBMTENEM AaHHOr0 3anpoca. Cpok,
yKa3aHHbI B 4acTW 4 HacTosLeN CTaTbl, NPUOCTaHABIMBAETCA CO AHS HaMNpaBieHUs 3ad9BUTENIO
NnocpeaCcTBOM eAINHOro NopTana WM B JINYHLIN KabnHET 3adBUTENS B €ANHON CMCTEME 3amnpoca
YNOJIHOMOYEHHOr 0 (hefepasibHOro opraHa UCNOSHUTENIbHOM BAACTW A0 AHS HanpaB/ieHUs 3aaBUTeNeM
nocpeacTBoOM e4MHOro nopTasna B YNOJHOMOYEHHLIN heaepasbHblil OpraH UCAOJHUTENBHON BAACTN UK
JINYHBIN KabnHET ynosIHOMOYEHHOr o (hefepaibHOro opraHa NCNoHNTENbHOW BAACTU B eQUHON CUCTEME
OTBETa Ha AaHHbIN 3aMpoC 1 HE YYUTHLIBAETCA NPU NCHUCIEHUN CPOKa IKCMEPTU3bl KavyecTBa
thapMaueBTNYECKON CybCTaHL MM, NPOM3BEAEHHON ANs peann3auun. B cnyyae, ecnvm oT MMeHN 3aaBUTeNs
JEeNCTBYET ero npeactaBuTesb (hr3nyeckoe nmLo), ynoJHOMOYEHHbIN 4eNCTBOBATb OT UMEHN 3asaBUTENS
Ha OCHOBAHWUWN LOBEPEHHOCTU B 3IEKTPOHHON (hopMe B MALLMHOYMTAEMOM BUAE, OTBET Ha AaHHbLIN 3anpoc
MOXXeT BbITb NOAMMCAH YCMAEHHON KBAaANMULINPOBAHHOW 31EKTPOHHON NOANUCHLI0 MMBO yCUNEeHHOW
HeKBaAMMOULMPOBAHHON 3IEKTPOHHON NOANNCHIO. ([oNosHEHNE YacTbio - PefepanbHbl 3aKOH OT
25.11.2013 Ne 317-03)
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5. OcHoBaHveM N9 0TKa3a B HanpaBJ/ieHUN B SKCMEPTHOE y4ypexheHne 3alaHnsa Ha npoBegeHne
3KCMNepTU3bl KAaYeCTBa YKa3aHHOWM B YacTy 1 HacToswen CTaTbh hapMaLEeBTUYECKON CybCTaHLMM ABNSETCA
HenpeacTaB/iieHne GOKYMEHTOB, yKa3aHHbIX B HaCTU 2 HaCTOALLEN CTaTbW, OTCYTCTBME MHGOPMaLIAN,
noaTeepxaatollen akT ynnaTbl roCyaapCTBEHHOW MNOLWIMHBI 3@ BKJOYEHME hapMaLeBTUYECKON
cybcTaHumm, nponsBeneHHON 419 peannsaunm, B roCyAapCTBEHHLIN peecTp NeKapCTBEHHbIX CPeACTB,
HenpeAcTaB/ieHne 3asaBMTeNeM B YCTAaHOBJIEHHbIN CPOK OTBETA Ha YKa3aHHbIN B 4acTu 4! HacToALLEN
CTaTbW 3aMpoc ynoJHOMOYEHHOro hefiepajibHOr0 OpraHa UCMOAHUTENBHOW BAACTU UM NPeACcTaBeHmne
LOKYMEHTOB, He COAEPXALLMX NCHEePMbIBAIOLWEro nepeyHs HeobxoanMbIX CBeLEHNNA.

6. B TeyeHune naTHaguaTy paboynx AHEN CO OHS NOJYyYEHMNS PELLUEHNS YNOJIHOMOYEHHOI0 (heepalibHOro
opraHa UCMONHUTENbHOWN BNAaCTU O HanNpaB/ieHNW B 3KCNEPTHOE YYpeXXAeHne 3a4aHns Ha NpoBefeHmne
3KCMepTU3bl Ka4eCTBa YKa3aHHOM B YaCcTu 1 HacToAWEN CTaTbh hapMaLleBTUYECKON CybCTaHLMM
3a59BUTENb NPEACTABASAET B 3KCMEPTHOE YYPEXAEHNe A5 NPOBeAEHNS aHHOW 3KCNepTu3bl obpasubl
hapMaLeBTNYECKON CybCTaHLMM B KONNYECTBE, HEOOXOANMOM /151 BOCMIPON3BEAEHNS METOA0B KOHTPOS
KayecTBa. DKCMEPTHOE YYpeXxaeHne nNpu noayyeHmm obpasLoB yKa3aHHOW B YacTK 1 HACTOsALLEN CTaTbU
thapMaueBTNYECKON CyOCTaHLMM B TOT XXe AeHb HanpaBadeT B NYHbIN KabUHET 3a9BMUTeNS B e4UHOW
CMCTeMe yBeJoMIeHNE, NOATBEPXKAAlOLLLEE NONyYeHUe 3TUX 06pa3LoB. TN CPOKN HE BKOYAKOTCS B CPOK
NnpoBeAeHNs fAaHHOM 3KCNepTU3bI.

7. (HacTb yTpaTtuna cuny - ®egepanbHbii 3akoH 0T 30.01.2024 Ne 1-03)

8. B cpok, He npeBbiWwatowunin NaTn paboynx gHeN co AHSA HanpaB/eHMs NOCPeACcTBOM e4MHOro nopTana B
YMOJIHOMOYEHHbIN hefepanbHbll OpraH UCNONHUTENIbHOW BAACTW UK IMYHBIA KabWHET YyNOJIHOMOYEHHOr 0
henepanbHOro opraHa UCMOJIHUTENLHON BIACTW B €ANHON CUCTEME 3aKJIl0YEHNS KOMUCCUN SKCMEPTOB MO
pe3ynbTaTaM 3KCMepTM3bl Ka4eCTBa yYKa3aHHOM B YacTK 1 HacToAWeN CTaTb hapMaLeBTUYECKON
cybcTaHuMM, yNoJsIHOMOYEHHbIN (heaepalibHbI OpraH UCNOJIHUTENbHON BIACTW:

1) ocyLLeCcTBASAET OLEHKY TaKOro 3aKJIl04eHNs a5 onpefeneHns ero CoOoTBETCTBUSA 3a4aHNI0 Ha
nposefeHne faHHOW 3KCNepTusbl;

2) NPMHMMAET peLleHNe O BKJIIOYEHUN yKa3aHHOM B YacTU 1 HaCTOALLEN CTaTbM (hapMaLLeBTMYECKON
cybCcTaHuMM B roCyAapCTBEHHbIN peecTp IEKapCTBEHHbIX CPeACTB WK pelleHne 06 0TKase B TakoM
BKJIOYEHWY;

3) BHOCWT NpY MPUHATUN PELLEHNS O BKIIOYEHUN YKa3aHHOM B YacTK 1 HaCTOALLEN CTaTbu
hapMaLeBTMYECKON CybCTaHLMM B FOCYAapPCTBEHHBIN PEECTP NEKAPCTBEHHBIX CPELCTB NPEAYCMOTPEHHYIO
YacTblo 2 CTaTbM 33 HacTosAwwero PeaepasibHOro 3akoHa UHGOPMaLMIO 1 HanpaBAsSET 3asBUTENIO
nocpeaCcTBOM eANHOro NopTana Wian B JIMYHbIN KabnHeT 3a8BUTeNS B € 4ANHON CUCTEME BbIMUCKY U3
roCcynapCTBEHHOr0 peecTpa JIeKapCTBEHHbIX CPeACTB.

9. OcHoBaHMeM L1 OTKa3a BO BKJIIOYEHUMN YKa3aHHOW B YacTK 1 HacToAlen CTaTbn hapMaLeBTUHECKOW
cybCTaHUMM B rOCyAapCTBEHHbIN PEECTP JIEKAPCTBEHHbIX CPEACTB ABNSETCS 3aK/0YEHNE
COOTBETCTBYIOLLEro yrNnoJHOMOYEHHOro heiepasibHOr0 OpraHa UCMONHUTENbHOW BAACTU O TOM, 4TO
KayecTBO hapMaLLeBTUYECKON CyOCTaHUMM HE MOATBEPXKAEHO MOJTYYEHHBIMU AaHHbIMU. ([ononHeHne
YyacTblo - PefepanbHbi 3aKOH 0T 22.10.2014 Ne 313-03)

10. He gonyckaeTcs BK/OYEHME B FOCYAapPCTBEHHbIA PEECTP JIeKapCTBEHHbIX CPeACTB OOHOM
hapMaLeBTNYECKON CybCTaHLU MK, NPOVN3BEAEHHON ANS peasv3auumn 1 BbIMYCKAaeMON OOHUM U TEM Xe
npon3BoauTeNem, B Buae AByx u 6onee peectpoBbix 3anuncen. (JononHeHne YacTbio - PefepasnbHbI 3aKOH
0T 22.12.2014 Ne 429-03)

11. BHeceHue n3MeHeHN B JOKYMEHTbI Ha (hapMaLeBTUYeCKyto cybCcTaHLNo, Mpon3BeaeHHy0 ans
peannsaunn 1 BKIOYEHHYIO B rOCY4apCTBEHHbIV PeecTp JIeKapCTBEHHbIX CPeACTB, OCYLLECTBAAETCA B
nopsgke, yctaHosseHHoM cTaTbamu 30 1 31 HacToawero ®efepasibHOr0 3aKoHa, € yriaTon
roCyAapCTBEHHOW MOLAMHbI, MPEeAYyCMOTPEHHOW 3aKOHOAaTENLCTBOM Poccuinckon Genepauum o Haaorax um
cbopax. ([ononHeHne YacTbio - PenepanbHblii 3aK0OH 0T 22.12.2014 Ne 429-03)

12. flonyckaeTcs obpalieHmne hapmaLeBTMyeckon cybcTaHuMm 00 NCTEYEHNS CPOKa FOAHOCTMH,
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NpoM3BeLEHHON ANS peasm3auunmn B Te4eHne CTa BOCbMUAECATN AHEN Nocse AaThbl MPUHATUS
YNOJIHOMOYEHHbIM (hefepalibHbIM OPraHOM UCMOMHUTENbHOW BAACTU PELLEHNS O BHECEHUN U3MEHEHUI B
LOKYMEHTbI Ha (hapMaLeBTMYeCcKyto cybcTaHLmMIo, B COOTBETCTBUM C MHGOPMaLMel, COAEpKaLLencs B
JNOKYMEHTaxX Ha (hapMaLleBTUYeCKyto cybCcTaHUMI0 A0 AaTbl NPUHATUS Takoro peleHus. (JonosHeHne
4acTblo - PefepanbHbIf 3aKOH 0T 22.12.2014 Ne 429-03)

13. PewleHne 06 NCKIYEHUN U3 TOCYAapPCTBEHHOM0 PeecTpa eKapCTBEHHbIX CPeACTB hapMaLeBTUYECKON
cybcTaHumm, nponsBeneHHON 419 peannsaunm, NPUHUMAETCS YNOJHOMOYEHHbLIM heaepasbHbIM OpraHoM
NCNOJIHATESIbHON BNACTW B C/ly4yae:

1) npencTaBneHNs COOTBETCTBYIOLNM YNOJHOMOYEHHbLIM hefiepasibHbIM OPraHOM UCMONHUTENBHON BNaCcTU
3aKJII0OYEHNS 0 pUCKe nan 06 yrpose XXU3HN nan 340pOBbIo YesloBeKa AMb0 XMBOTHOIO MNPX UCMNOJIb30BaHNN
JIeKapCTBEHHOr0 CPeacTBa;

2) HanpaBneHna pa3paboTYNKOM NIeKapCTBEHHOIO CPeACTBa UM NPOU3BOAMTENEM IEKAPCTBEHHOIO
cpefcTBa JIMBO YyNOJIHOMOYEHHBIM MU OPYTM OPUANYECKMM JNLLOM NOCPEACTBOM €AMHOr0 nopTana B
YNOJIHOMOYEHHbIA (hefepaNbHblA OpraH UCNOJIHATEbHON BIACTW MW JINYHBIA KabUHET YNONHOMOYEHHOM 0
thefepanbHOro opraHa UCMOJIHUTENbHON BAACTM B €4MHON CUCTEME MOAMUCAHHOMO YCUJIEHHON
KBaJIN(PULMPOBAHHON 31EKTPOHHOM NOANUCHI0 3a8BAEHNS 06 NCKIOYEHMN M3 TOCYAapCTBEHHOMO peecTpa
JIEKapCTBEHHbIX CPeACTB (hapMaLleBTU4eckon cybcTaHumnm, NponsseaeHHoOn ana peannsaunn. B cnydae,
€CJIN OT MMeHN pa3paboTymKa NeKapCTBEHHOIO CPeACTBa UM NPON3BOANTENS NEKAPCTBEHHOIO CpeacTBa
AENCTBYET ero npeactaBuTesb (pusnyeckoe AnLo), yNnoJHOMOYEHHbIN A4eNCTBOBAaTh OT UMEHN
pa3paboTynKa NeKapCTBEHHOro CpeaCcTBa UM NPOU3BOAMTENS JIEKAPCTBEHHOIO CPeACTBa Ha OCHOBAHMM
[lOBEPEHHOCTW B /IEKTPOHHON (hopMe B MaLLMHOYMTAEMOM BUAE, 3asBeHne 06 NCKIYEHNN 13
roCyapCTBEHHOMO peecTpa JIeKapCTBEHHbIX CPeACcTB hapMaLeBTUYeCcKon cybcTaHumumM, Npon3BeaeHHOW
AN9 peannsauim, MoxXeT 6biTb MOANUCAHO YCUNEHHON KBanUGULIMPOBAHHOW 3NEKTPOHHOM MNOAMNNCHI0 MBO
YCUAEHHOWN HEKBAaNNMULNPOBAHHON 3/1EKTPOHHON MOAMMWCHIO;

3) oTCyTCTBUS (hapMaLleBTUYECKON cybCcTaHL MK, NPon3BeeHHON A8 peann3saumm, B obpalleHnn B
Poccuiickon ®epepalmm B TeveHne Tpex n bonee nert.

(LononHeHue YacTbto - PefepanbHbli 3aKOH 0T 22.12.2014 Ne 429-93)

Cratbsa 35.
(CtaTbs yTpaTuna cuny - ®efepanbHbin 3aKoH 0T 22.12.2014 Ne 429-03)

CtaTbs 36. O6xxanoBaHue pelleHns 06 oTKase B BblAaye paspelleHns Ha NpoBefeHne KINHNYECKOro
nccnefoBaHNs ekapCTBEHHOrO NpenapaTa, peweHuns 06 0Tkase B rOCyAapCTBEHHON perncrpaumm
NEeKapCTBEHHOro NpenapaTa, 3ak/IlYeHNs KOMUCCUUN 3KCNEPTOB IKCMEPTHOI0 YYPEXAEHNS UK
3aKJIl0YeHNs coBeTa Mo 3TUKe

PelueHmne cooTBETCTBYIOLLErO YNOJHOMOYEHHOr0 heaepasibHOro opraHa UCNOIHUTESIbHON BlacTu 06
0TKa3e B Bbl4aye pa3peLlleHns Ha NpoBeAeHNe KINHNYECKOro NCCIeA0BaHNS IeKapCTBEHHOrO npenaparTa,
pelleHne yKa3aHHOro hefepanbHOro opraHa NCNoJIHMTENbHON BAacT 06 0TKa3e B roCyaapCTBEHHOW
perncTpaumm nekapCTBEHHOrO NpenapaTa, 3aKJ/l4YeHne KOMUCCUN 3KCMNEPTOB 3KCMEPTHOMO YYpPEX AEHUS
UM 3aK/YEHNE COBETA MO 3TUKE MOXET ObITb 06)Kasl0BaHO B MOPAAKE, yCTAaHOBJIEHHOM
3aK0HO4aTeNbCTBOM Poccuinckon denepaunn. 3akao4eHne KOMIUCCMM SKCMEPTOB IKCNEPTHOr0
YYpPEXAEHUS O B3aMMO3aMeHAEMOCTH JIEKapCTBEHHbIX NPenapaToB Aad MeaULUNHCKOr0 NpuMeHeHuns nmbo o
TOM, YTO JIeKapCTBEHHbIV NpenapaT 419 MeQULUHCKOro NPUMEHEHNS He ABNISETCSA B3aMMO3aMeHAEMbIM,
MOXXeT bbITb 06)Ka/IoBaHO Aep)KaTenem Uav BlafesbleM perncTpaunoHHOro yA0CTOBEPEHUS
JIeKapCTBEHHOI 0 NpenapaTta B YNOJIHOMOYEHHLIN heaepanbHblil OpraH NCAOJHUTENbHON BAAaCTW, KOTOPLIN
NpuBNEKAET K PAaCCMOTPEHUIO yKa3aHHOM »Kanobbl MoABEAOMCTBEHHbIE EMY Hay4YHble OpraHn3aLnm u
obpa3oBaTesibHble OpraHM3auumn Bbiclero obpasoBaHms, OCYLLECTBASIOWME AeATeNbHOCTb B chepe
obpalleHnsa NeKapCTBEHHbIX CPEACTB. 3aK/Il0YEHNE KOMUCCUMN SKCMEPTOB 3KCMEPTHOr0 yYpeXXAeHNs,
ohopMAEHHOEe No NTOoraM nepecMoTpa 06>KasoBaHHOIO 3aK/04YEHUS IKCNepTa, MOXET BbITb 0CMOPEHO
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fepxaTeneMm Unun Blagesblem perncTpaLoHHOro yaoCTOBEPEHNS NEKAPCTBEHHOMO npenapaTta Jinbo
YNOJSIHOMOYEHHbBIM UMW INLOM B MOPAAKe, YCTaHOBAEHHOM 3aKOHOAATEIbCTBOM Poccuinckon ®egepaumn.
Mpn 06>xanoBaHMM peLleHns YNoAHOMOYEHHOr0 befepanbHOro opraHa UCNOJIHUTENbHON BIACTH,
3aKJII0YEHUS 3KCNepTa NN KOMUCCUM SKCNEPTOB 3KCNEPTHOI0 YYPEexX AEHNS, 3aK/II0YEHNS COBETA N0 3TUKE
AepxaTeb UK Bnagenew perncTpaumnoHHOro yaoCToBepeHmns IeKkapCcTBEHHOrO npenapaTa anbo
YNOJIHOMOYEHHOE MW NNLO0 BMpaBe NPeacTaBUTb pe3ybTaTbl IKCMEPTU3bl IEKAPCTBEHHOIO NpenapaTa,
MPOTOKOJIbl MOMYYEHHbIX aKKPeAUTOBaHHbIMI NCMbITaTeNbHbIMW nabopaTopusaMu (LeHTpaMn) pe3ybTaToB
nccnenoBaHuinm, UCMbITAHUNA.

(CtaTba B pefakumm defnepasibHOr0 3aKoHa 0T 22.12.2014 Ne 429-03)

CtaTtbsa 37. MHdopMaumsa, CBA3aHHas C OCYLLeCTBAEHNEM roCy4apCTBEHHON perncTpaumm nan pernctpaumm
JIeKapCTBEHHbIX NPenapaToB, NHHOPMaLIUS 0 3apernCTPUPOBaAHHbLIX JIEKAPCTBEHHbIX NpenapaTax 1
JIEKApPCTBEHHbIX NpenapaTax, NCKIOYEHHbIX N3 roCyAapCTBEHHOIO PEeCTpPa JIEKapCTBEHHbIX CPeACTB
(HaumeHoBaHMe B pepakumm ®enepanbHoro 3akoHa oT 30.01.2024 Ne 1-93)

1. CooTBETCTBYKOLW M YNOJHOMOYEHHbIN heepasbHbIl OpraH NCNOJIHUTEbHOW BAACTX pa3MeLLaeT Ha
CBOEM o(huLMansHOM canTe B ceTh "IHTepHeT" nHgopMaLmio, CBA3aHHYI0 C OCYLLLECTB/IEHNEM
roCyAapCTBEHHOW perncTpauumn nan perncTpaunmn n1ekapCTBeHHbIX NpenapaTos, B TOM YuC/e NpoBeAeHneM
3KCMNepTU3bl SIeKapCTBEHHbIX CPeACTB (BKJ0Yas pe3ynbTaThl ee NpoBefeHns), MHhopMaLnio o
3aperncTpupoBaHHbIX NEKAPCTBEHHbLIX NpenapaTax v JiekapCTBEHHbIX NpernapaTtax, UCKITI0YeHHbIX 13
roCyLapCTBEHHOI0 peecTpa NEKAPCTBEHHbIX CPELCTB, He NO34HEE YeM Yepes NaTb paboynx AHeln co OHA
Noay4YeHUs ynosHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMONHUTENBHOW BAAaCTM COOTBETCTBYIOLLEN
NHgopMaumn.

2. CpoKKM 1 NOpafoK pasMeLleHns yKa3aHHOM B YacTu 1 HacTosAlWen CTaTbl UHhOPMaLUKM yCTaHaB/IMBaKOTCA
YMNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoM UCMOAHUTENbHOM BAacTu. MHpopmauma, ykaszaHHas B H4acTu 1
HaCTOosILLEN CTaTbM, ABNSETCA OTKPbLITON M 06LLEA0CTYNHON U NPEeAOCTaBASAETCA 3aMHTEPECOBAHHbLIM MLEaM
B COOTBETCTBUM C 3aKOHOA4ATEeNbCTBOM Poccuinckon ®enepaumm.

naBa 7. KnuHnyeckne nccnenoBaHmna NeKapCcTBEHHbIX NpenapaTos 4158 MEAULNHCKOrO NPUMEHEHNS,
norosop 06 nx npoeefeHUN, nNpasa NaLMEHTOB, y4aCTBYOLNX B 3TUX UCCEA0BAHNAX

CtaTbs 38. KnuHMYeckne nccnenosaHus NEKaPCTBEHHLIX NMpenapaToB Aada MEANLUNHCKOIO NpUMEHEHNA

1. KnuHnyeckue nccnefoBaHnsa ekapCTBEHHbIX NpenapaTos 419 MeAULUHCKOr0 NPUMEHEHNS, B TOM Yuce
MeXAYHapo4Hble MHOroLeHTPOBbIe, MHOTOLLeHTPOBbIE, MOCTPErncTpaLmMoHHbIe, NPOBOAATCSA B OLHON UK
HECKONbKUX MeANLMHCKMX OpraHn3aumnsax B Cieayolwmx Lensx:

1) ycTaHoBneHne 6€30NacHOCTU IeKapCTBEHHbIX MPenapaToB A4 340P0BbIX 06POBONLLER U (M)
NepeHoCMMOCTM 1X 340POBbIMU L0OPOBObLAMM, 3@ UCKNOYEHNEM TaKMUX NCCNELO0BaHUA NEKAaPCTBEHHbIX
npenapaTos, Npon3BefeHHbIX 3a npegenammn Poccunckon denepauuu;

2) nonbop onTUManbHbIX LO3MPOBOK JIEKAPCTBEHHOr0 NpenapaTa 1 Kypca neYyeHuns A5 naunueHToB C
onpefeneHHbIM 3aboneBaHMeM, ONTUMabHBLIX [03 U CXEM BaKLMHALMN MMMYHOBNONIOrNYECKUMM
NeKapCTBEHHbIMU NpenapaTaMmn 340P0BLIX [0OPOBONLLEB;

3) ycTaHoBneHne 6e30MacHOCTY NeKapCTBEHHOro NpenapaTta 1 ero 3pheKTUBHOCTY AN NaLNEHTOB C
onpefeneHHbIM 3aboneBaHuneM, NpoPuUNaKTUHECKON 3PHEKTUBHOCTMN NMMYHOBNONOMNYECKUX
NeKapCTBEHHbIX NpenapaToB ANs 340PO0BbIX L0OPOBONLLEB;

4) n3y4yeHune BO3MOXHOCTW paclUMPEeHNs NOKasaHWn ANg MeQULNHCKOro MPUMEHEHNS 1 BbISBIEHNUS paHee
Hen3BEeCTHbIX MOBOYHLIX AEeNCTBUA 3aperncTpPUPOBaHHbIX IEKAPCTBEHHbIX MPenapaTos.

11, KnnHnyeckne nccnefoBaHmns eKapCTBEHHbIX MpenapaToB A8 MeAULUHCKOro MpUMeHeHNs NpoBoASATCA
B COOTBETCTBUU C NpaBuiaMun Hagaexallen KINHNYECKON NPaKTUKK, yTBepXAeHHbIMY EBpa3nnckon
3KOHOMUYECKON KoMuccmei. ([JonosHeHne YacTolo - PegepanbHblin 3akoH oT 30.01.2024 Ne 1-93)

2. B oTHOLWeHMN BOCMPON3BEAEHHbIX JIEKAPCTBEHHbIX NPenapaToB 4159 MEANLMHCKOr0 NPpYMeHeHUs
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NPOBOASATCA UccnenoBaHns BO3KBMBANEHTHOCTU U (MSIM) TepaneBTUYECKON 3KBNBANIEHTHOCTY B NOpsAAKe,
YCTaHOB/IEHHOM aKTaMu, cocTaBastowmmy npaso Coto3a.

3. OpraHm3auunio NpoBeAEHUSA KINHNYECKNX NCCIed0BaHMIN NEKApPCTBEHHOMO NpenapaTa A4
MeONLMNHCKOro NnpuMeHeHna BrnpaBe OCyLLeCTBNATh:

1) pa3paboTynk nekapcTBEHHOrO NpenapaTa Wan YnoJIHOMOYEHHOE UM INLLO;

2) obpa3oBaTesnbHble OpraH13aLmmn BbiCLIEro obpa3oBaHmMs, opraHn3aLny LONOJHUTENBHOIO
npogeccnoHanbHoro obpasoBaHms;

3) HayYHble OpraHn3aLnu.

4, KnnHnyeckune nccnengoBaHMA nekapCTBeHHOr o npenapata Anada MeanumHCKOro npuMeHeHnda npoBoaAaTca
Ha OCHOBAHWW pa3peLleHns Ha NPoBeAEHNE KINHNYECKOr0 NCCIef0BaHNS JIeKapCTBEHHOr O NpenapaTa,
BblAAHHOIO YNOJIHOMOYEHHbIM (hefepalsibHbiM OPraHOM UCMONHUTENbHON BNACTU. YNOIHOMOYEHHbIN
henepanbHbIi OpraH NCMOSHUTENbHOW BAACTN BeAET PEECTP BblAaHHbIX pa3peLleHnin Ha NpoBeeHmne
KJIMHNYECKUX NCCNef0BaHNA NeKkapCTBEHHOro NpenapaTa, CoAep)Xalluin ykasaHue Ha ux Lesb Uam Lenu, B
YCTAHOBJ/IEHHOM 3TWUM OpPraHOM MopsiaKe.

5. (HacTb yTpaTuna cuny - PegepasibHblil 3aKoH 0T 22.12.2014 Ne 429-03)

6. K opraHn3saunn nposeneHnsa KIMHNYeCKnx I/ICCJ'IeJJ,OBaHVII7I NeKapCTBEHHOr o npenapata onAd
MeONLMNHCKOro NpMMeHeHns pa3paboTynKoM SeKapCTBEHHOro NpenapaTta MOryT NpUBJIEKaTbCA
lopuamnyeckme nmua nobon opraHnM3aLMoOHHO-NPaBOBOM (hOPMbI NPK YCI0BMM 06ecrneyeHns COOTBETCTBIA
3TWX UccnenoBaHn TpeboBaHMAM HacToswero dPegepasibHOro 3akoHa.

7. (HacTb yTpaTtuna cuny - ®egepanbHbii 3akoH 0T 30.01.2024 Ne 1-03)

8. I'Iepequb MeaNUNHCKNX OpF8HI/I33LI,VII7I, NPoOBOAALLNX KIINMHNYECKNEe NccnegoBaHna nekKapCTBeHHbIX
npenapaToB Aas MeaULUMHCKOr0 MPUMEHEHUS, N PEECTP BblAaHHbIX pa3peLleHnin Ha NpoBeaeHne
KJMHNYECKNX NCCIe[0BaHNI IeKapCTBEHHbIX NPenapaToB onybMKOBLIBATCA U pa3MeLlanTcs
YMNOJIHOMOYEHHbIM (hefepasibHbIM OpraHoM UCMOAHUTENbHOM BAACTW B YCTAHOBJIEHHOM MM NMOPSAKe Ha
CBOeM oumunanbHOM canTe B ceTu "NHTepHeT".

CtaTtbsa 39. PelleHne 0 NpoOBEAEHUN KJIMHNYECKOr0 UCCIe10BaHNS JIEKapPCTBEHHOr0 NpenapaTta 4N
MeONLUHCKOro MpMMeHeHns

1. KnnHn4yeckoe nccnenoBaHne nekapcTBeHHOro npenapaTa A8 MeANLNHCKOro NpMMeHeHnsa NpoBOANTCS
Ha OCHOBAHWW pa3peLleHNs Ha NPOBeAEHNE KIMHNYECKOr0 NCCIe0BaHNS JIeKapCTBEHHOr 0 NpenapaTa,
BbIAAHHOI0 YMOJIHOMOYEHHbIM (hefepasibHbiM OPraHOM UCMOAHUTENbHON BAAaCTU MO pe3yabTaTaM
3KCMNepTU3bl JOKYMEHTOB, HEOOX0ANMbIX 415 MOJIYHEHUS pa3peLleHns Ha NPOBeAeHNE KIMHNYECKOr 0
nccaenoBaHMA IeKapCTBEHHOro nNpenapaTta U 3TUYeCKOW IKCNepTUussbl.

2. Insa nonyyeHna paspeLlleHna Ha NpoBeaeHne KINHNYECKOro NCCef0BaHUS IekapCTBEHHOr 0 npenapaTa
AN MeANLMUHCKOro MPMMEHEHNS 3asaBUTE b HanpaBaseT NOCPeacTBOM eQMHOro nopTasa B
YMOJIHOMOYEHHbIN hefepanbHbll OpraH UCNONHUTESNIbHOW BAACTW UK IMYHBIA KabWHET YyNOJIHOMOYEHHOT 0
henepanbHOro opraHa UCNOJIHUTENIbHON BIACTW B €AUHON CUCTEME:

1) 3aaBs1eHNE 0 Bblaye pa3peLleHns Ha NPoBeAeHNE KINHNYECKOro NCCef0BaHNS IeKapCTBEHHOMO
npenapaTta a1s MeQULNHCKOr0 NPUMEHEHNS, NOAMUCAHHOE YCMIEHHON KBaNN(MULIMPOBAHHOW 31E€KTPOHHON
NOAMUCHIO 3asBMTENA, @ B CJyYae, eC/in OT NMEHU 3aaBUTeNS OEeNCTBYET ero npefacrTaBuTens (punsmnyeckoe
JIMLO), YNOJHOMOYEHHbIN OEACTBOBAaTb OT UMEHUN 3a8BUTENS Ha OCHOBAHUN AOBEPEHHOCTU B 3IEKTPOHHON
opmMe B MalLMHOYMTAaEeMOM BUAE, MOAMMNCAHHOE ero YCUIEHHOW KBaanULMPOBaHHON 3/1EKTPOHHOM
NOAMUCLI0 NN YCUNEHHOWN HEKBAINGULNPOBAHHOWN 3/IEKTPOHHOWN NOAMUCHIO;

2) (NMyHKT yTpatun cnny - ®epepanbHblil 3aKoH 0T 30.01.2024 Ne 1-03)

3) NPOTOKON KJIMHNYECKOro UCCAIeA0BaHMA JIeKapCTBEHHOro nNpenapaTta 419 MeANLUHCKOro NpUMEeHeHN;
4) bpoLutopy uccneposatens (415 3aperncTPUMPOBAHHOIO NEKAPCTBEHHOMO NpenapaTa A0NyCTMMO
3aMeHnTb 0a06peHHON 0bLlen XapaKTePUCTNKON IeKapCTBEHHOIO NpenapaTa, ec/iv TaKoW JIEKapCTBEHHbIN
npenapar 3aperncTpupoBaH B COOTBETCTBMM C akTaMu, cocTaBasaowmMy npaso Coto3sa, U ero npuMeHeHne
B KJIMHNYECKOM NCCIe0BaHMMN HE NPOTMBOPEYNT 0400peHHON 06LLEN XapaKTEPUCTUKE IEKaPCTBEHHOMO
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npenapaTta 419 MeAULUHCKOro MPUMEHEHNS);

5) MHOPMALMOHHBIA MNCTOK NaLMEHTa;

6) ceeneHns 06 onbiTe paboTbl MCCefoBaTENEN MO COOTBETCTBYIOLWMM CMELMansbHOCTAM U UX OMnbiTe
paboTbl MO MPOBEAEHMNIO KIMHNYECKNX NCCNENOBAHNIA;

7) (NyHKT yTpaTun cuny - ®epepanbHbiii 3akoH 0T 30.01.2024 Ne 1-93)

8) (MyHKT yTpaTun cnny - ®enepasnbHbii 3aKoH 0T 30.01.2024 Ne 1-03)

9) konuto forosopa 0643aTeNbLHOr0 CTPaXOBaHUSA, 3aKJIKOYEHHOr0 B COOTBETCTBUU C TUMOBLIMU NpaBMIaMu
0ba3aTeNIbHOro CTpaxoBaHms, C yKazaHneM npeaesibHoON YNCNEHHOCTY NaLMeHTOB, YHaCTBYIOWMX B
KJMHNYECKOM UCCNIe[0BaHMMN JIEKaPCTBEHHOIO NpenapaTa 415 MeANLMHCKOr0 NPUMEHEHUS;

10) nHcopMaLMio 0 CoCTaBe NIeKapCTBEHHOro NpenapaTa 419 MeANLNHCKOro NpuMeHeHmns (3a
NCK0YeHneM B1ONOrnyecknx NeKapCTBEHHLIX NPenapaTos);

11) LOKYMEHT, COCTaBJIEHHbIV MPOMN3BOAUTENEM IEKapCTBEHHOMO NpenapaTa 419 MeAULUHCKOro
NPYMEHEHNS 1 COAEPXKaLLMIN NoKasaTe N (XapakTepPUCTUKI), @ TaKXe CBEAEHNS 0 JIeKapCTBEHHOM
npenapate 4S9 MEAULUHCKOr0 NPUMEHEHNS, MPON3BELEHHOM AN NPOBEAEHNS KIUHNYECKNX
nccnenoBaHum (3a MCKoYeHNEM BNONOrnYecKnx IeKapCTBEHHbIX NpenapaToBs);

11%) BOKYMEHTHI U CBEEHUS, NPEAYCMOTPEHHbIE NPaBUIaMN NPOBELEHUS NCCeL0BaHNI BNONOrnYecKmnx
NeKapCTBEHHbIX CpeAcTB EBPa3nMNCKOro 3KOHOMNYECKOro COt03a, yTBEPXXAEHHbIMU EBpa3ninckon
3KOHOMUYECKOW Komuccmen; ([LononHeHme nyHKToM - @egepanbHbiin 3akoH oT 30.01.2024 Ne 1-03)

12) cBefieHNs 0 faTe NpefoCTaBNeHNs U PerncTpaLmoHHOM HOMepe NINLLEH3UN Ha NPON3BOACTBO
JIeKapCTBEHHbIX CPEACTB B C/ly4ae, eCc/iv Npon3BOACTBO JIEKAPCTBEHHOMO NpenapaTa OCyLWeCcTBASETCA B
Poccuinckon degepaunmn, nam GOKYMEHT, COOEPXKALLNA CBEAEHNS 0 AaTe NpefoCTaBleHNs 1
perncTpaLmMoHHOM HOMepe 3aK/04YeHUs 0 COOTBETCTBMM NPOU3BOANTENS NEKAPCTBEHHOMO NpenapaTa
TpeboBaHMAM MpaBua HagexXallen NPpon3BoACTBEHHOW MPAKTUKKW, NPEA0CTABIEHHOr0 YNOJHOMOYEHHbIM
OpraHoM CTpaHbl NPOU3BOANTENS NEKAPCTBEHHOrO NpenaparTa.

2%, CBegeHus, noaTeepxaatowme GakT ynaaThl roCyapCTBEHHOW MOLUANHBI 3@ MPOBEAEHNE 3TNYECKON
9KCMEepTU3bl, IKCMEPTU3bI LOKYMEHTOB Ha NEKAPCTBEHHLIN NpenapaTt 415 Noay4YeHUs paspeLleHuns Ha
npoBefeHne KJIMHWYECKOro UCCefoBaHNA IeKapCTBEHHOro npenapaTta 419 MeAULMHCKOro MPYMEHEHNS,
3a Bblayy pa3peLUeHns Ha NPOBEeAEHNE KJIMHNYECKOro NCCNeN0BaHNS IEKapCTBEHHOr 0 NpenapaTa 41s
MeLMLIMHCKOr0 NPUMEHeHUs, 3a NPOBEeEeHNE IKCNepTN3bl LJOKYMEHTOB Ha NEKapCTBEHHLIN NpenapaT Ang
NoJIy4eHNs paspeLleHuns Ha NpoBedeHne MeXXayHapo4HOr0 MHOMOLLEHTPOBOM0 KJNMHUYECKOr0
MccnenoBaHMs NeKapCTBEHHOMO NpenapaTta A8 MeQULUHCKOro MPUMEHEHNS, 3a BblAadvy pa3peLleHns Ha
npoBefeHne MeXXAYyHapo4HOr0 MHOMOLEHTPOBOMO KJIMHMYECKOr0 NCCAe0BaHNA JIeKapCTBEHHOIO
npenapata 4719 MeAULUHCKOr0 MPUMEHEHNS, 3@ NPOBEAEHNE 3TUYECKON IKCMEPTU3bI, IKCMEPTU3bI
LOKYMEHTOB Ha JIeKapCTBEHHbIN NpenapaT A/18 NoNy4YeHNs pa3peLleHns Ha NpoBeeHune
NOCTPEerncTPaLMoOHHOr0 KJIMHNYECKOro NccieoBaHMa IeKapCTBEHHOro npenapaTta 413 MeAnLUHCKOro
NPYMEHEHNS, 3a Bblavy pa3peLleHns Ha NpoBeaeHe NOCTPErnCTPaLNOHHOIO KINMHNYECKOro
nccnenoBaHNA IeKapCTBEHHOro nNpenapaTta 419 MeAULUHCKOro MPUMEHEHNS, a TakxXe CBeAEeHUS 0
BblZaBaeMbIX (MpefocTaBAseMbIX) YNOIHOMOYEHHBIMY hefepanbHbIMU OpraHaMmn UCMOAHUTENLHON BAACTH
LOKYMeHTax (CBeAeHMAX), YKa3aHHbIX B MYHKTE 12 4acTu 2 HacToALWEN CTaTbW, YNOJHOMOYEHHbIN
thefepanbHbIA OpraH UCNOSIHUTENBHON BNACTX 3anpallnBaeT B NOPSAAKE MEXBELOMCTBEHHOIO
3N1eKTPOHHOr0 B3aumoencTsunsa. (JonosHeHne YacTblo - PefepanbHbii 3aKoH 0T 27.12.2019 Ne 478-D3)
3. B cpok, He npeBbiWaoWwunn Tpex paboyunx OHen Co AHA HanpaBaeHUs B JINYHbIA KabuHeT
YyNO/HOMOYEHHOr0 (hefepasibHOro opraHa UCNOAHUTENBLHOW BAACTW B €AUHON CUCTEME YKa3aHHOro B
NyHKTe 1 4YacTu 2 HacCToAWEN CTaTbM 3a8BNEHNS U HEOOXOAUMbIX OKYMEHTOB, YNOJHOMOYEHHbI
(hefepanbHbI OpraH UCNOSHUTENIbHOM BNacTu:

1) npoBOANT NPOBEPKY NOJIHOThI Y LOCTOBEPHOCTU CBEAEHUN, COAEPIKALLUNXCS B NPeLCTaBEeHHbIX
3a9BUTENIEM [OKYMEHTax;

2) NpUHMMAET peLleHmne 0 NPOoBeAEHNIN IKCNEPTU3bl LOKYMEHTOB A5 NOJyYEHMS paspeLleHmns Ha
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NpoBeAeHNE KINHNYECKOro NCCe0BaHNA JIEKApPCTBEHHOMO NpenapaTa A1 MEANLMHCKOrO NPUMEHEHUS U
3TNYECKOW 3KCNepTM3bl MK 06 0TKa3e B NPOBEAEHNN YKa3aHHbIX 3KCNEPTU3;

3) HanpaBASET 3a8BUTEN0 NOCPEACTBOM eQUHOr0 nopTasa Uan B INYHbIN KabUHeT 3aaBMTeNsA B e4UHON
cuMcTeMe NoAnncaHHoe YCUIeHHON KBaMPULMPOBAHHON 3N1€KTPOHHOW NOAMUCHIO yBEAOMIEHNE O
NPUHSATOM pelleHnn Mbo B Ciyvae NPUHATMA pelleHmns 06 0TKase TakxXe C yKa3aHueM npu4mH Takoro
0TKa3a;

4) HanpaBASET B JINYHbIN KaBUHET 3KCNEPTHOMO YY4PEXAEHNS B €ANHON CUCTEME W JINYHLIN KabnHeT coBeTa
Mo 3TWKe 3aflaHNs Ha NPOBeJEHNe COOTBETCTBYIOLWMX IKCMEPTU3, NOAMNNCAHHbIE YCUSIEHHBIMM
KBaJ'IVICIi)VILI,VIpOBaHHbIMVI 3JIEKTPOHHbLIMN NOANMNCAMMN.

4. B cnyyae BbIIBAIEHWS HEMOAHOThI U (MS1M) HEAOCTOBEPHOCTM MHDOPMaL MK, Coaep)KaLlencs B
NPeaCTaBNEHHbIX 3aBUTENEM LOKYMEHTaX, YNOJHOMOYEHHbIN DefepasibHbIA OpraH CNOJIHUTENbHON
BJIACTW HaMNpaBAseT B IMYHbIA KabHET 3a8BUTENS B €AMHON CUCTeMe 3anpoc 06 yTOYHEHUN yKa3aHHOM
MHOpMaLUK, NOANNCAHHbIA YCUNEHHON KBAaMMULIMPOBAHHON 3NEKTPOHHOW NOANUCHLI0. 3asBuTenb 06a3aH
HanpaBWTb B JINYHbIA KabMHET YNOJIHOMOYEHHOI 0 (hefiepasibHOro opraHa UCNOJHUTENbHOM BNacTh B
e[NHOM CncTemMe NOAMUCAHHLIN YCUEHHON KBAaANGULMPOBAHHON 3/1eKTPOHHON NOANUCHI0 OTBET Ha 3anpoc
YMNOJIHOMO4YeHHOI o qoeu,epaanoro OopraHa WCNOJTHNTENbHOM BNacTU B CpOK, He I'IpeBbILIJa}OLLI,I/IIZ n0eBAHOCTa
paboyunx OHen co AHA NONYyYeHUS YMOAHOMOYEHHbIM hefepanbHbiM OPraHOM UCMOJIHUTENLHON BACTK
3/1EKTPOHHOr0 yBEAOMIEHMA O NOJYYEHUN 3asBUTENEM 3anpoca. CpoK, YKa3aHHbIA B YaCTK 3 HAaCTOsLLEN
CTaTbW, NPMOCTAHABANBAETCA CO AHA HAMPaBEHUS B INYHbLIN KabUHET 3adBUTENS B eANHON CMCTEME
3anpoca ynoJIHOMOYeHHOro defiepasibHOro OpraHa UCMOJHUTENbHON BJIAaCTU A0 AHA HanpaBJ/ieHNs B
JINYHBIN KabMHET yNoJIHOMOYEHHOr 0 hefiepanbHOro OpraHa UCMOMHNUTENBHON BAACTH B € AMHON CMCTEME
OTBETa Ha 3anpocC 1 He YYUTbIBAETCA NPW NCHUCAEHUN CPOKA NPUHATUS YNOAHOMOYEHHbIM (hegepanbHbIM
OpraHoM UCMOSIHUTENBLHON BIACTU PELLEHNS O MPOBEAEHNMN IKCMEPTU3bI LOKYMEHTOB A5 NOJyHEHMNS
pa3peLleHns Ha NPoBeLEeHME KJIMHNYECKOro NCCel0BaHNS IeKapCTBEHHOro NpenapaTa AN
MeLNLMHCKOr0 NPUMEHEHUS.

5. OcHoBaHMeM A1 0TKa3a B NPOBELAEHNMN IKCMEPTU3bl AOKYMEHTOB 415 NOJIYYEHUS pa3peLleHmns Ha
npoBeAeHNe KINHNYECKOro NCCIe0BaHNA JIeEKapCTBEHHOr O NpenapaTa A1 MEANLMHCKOrO NPUMEHEHUS U
3TUYECKOW IKCNEPTU3bl ABNSETCS NpeacTaBieHNe AOKYMEHTOB, MPeAyCMOTPEHHbIX YaCTbio 2 HAaCTOSALLEN
CTaTbW, B HEMOJIHOM 06beMe, HenpeacCTaB/IEHNE 3a8BUTENEM B YCTAHOB/IEHHbIV CPOK OTBETA Ha YKa3aHHbIN
B 4acTW 4 HACTOALLEN CTaTbK 3aNpoC YNOJHOMOYEHHOr0 hefepasbHOr0 OpraHa NCMNOMHMTENbHON BAaCTH
nmbo OTCYTCTBUE B NPeACTaBNEHHbIX LOKYMEHTaX UCYEPNbIBatOLLEro nepeyHs Heobxoaumonm nHgopmaLmm
NN MHGOPMaLMK, KOTopas A0JKHa ObiTb OTpaXkeHa B HUX, @ TaKXXe OTCYTCTBME CBEAEHUIA, KOTOPbIE B
p,aane|7|LueM NOATBEPXAAloTCA NocpencTBoOM MeXBeOOMCTBEHHOIO 3J1IEKTPOHHOI O B3aVIMOJJ,eI7ICTBVIF|, 0
thakTe ynniaTbl FOCYyAapCTBEHHOM MOLUNHbLI 3@ MPOBEAEHNE 3TUYECKON IKCMEPTN3bI, IKCNEPTU3bI
LOKYMEHTOB Ha JIeKapCTBEHHbIA MpenapaT 4N18 NOoy4YEeHNS pa3peLleHns Ha NPOBEAEHNE KJIMHNYECKOrO
nccaenoBaHNA IeKapCTBEHHOro NpenapaTta 419 MeAULUHCKOro NPMMEHeHNs, 3a BblAadvy pa3peLleHns Ha
NpoBeAeHNE KINHNYECKOro NCCe0BaHNA JIEKApPCTBEHHOMO NpenapaTa A1 MEANLMHCKOrO NPUMEHEHNS,
3a NPOBEAEHMNE IKCNEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHbIM NpenapaT 415 NONYyYEeHUS pa3peLleHmns Ha
npoBeaeHne MeXayHapoAHOro MHOrOLLEHTPOBOI0 KIMHNYECKOr0 UCC/IeA0BaHMs IEKaPCTBEHHOMO
npenapaTta 414 MeULNHCKOro NpUMeHeHns, 3a Bblgavy pa3peLlleHuns Ha nposefeHne MexxayHapoLHoro
MHOrOLEHTPOBOr0 KJIMHWYECKOro UCCNef0BaHNA IeKapCTBEHHOr0 npenapaTta 415 MeQULUHCKOro
NPVMEHEHNS, 3@ NMPOBEAEHNE 3TUYECKOW 3KCMEPTU3bI, SKCMEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHbIN
npenapar Aas noayyeHns pa3peLlleHns Ha NpoBeaeHne NOCTPErMCTPaALMOHHOIO KINHNUYECKOr0
nccnepoBaHMA IeKapCTBEHHOMO NpenapaTta Afg MeQULUHCKOro MPUMEHEHNS, 3a BblAayvy pa3pelleHns Ha
npoesegeHmne NoCcTperncTpaumnoHHOro KIMHN4YeCKoro nccnenoBaHnsa neKkapCTBeHHOro npenapata onasa
MeONLNHCKOro NPpYMEHEHNS.

6. MpoBeneHne 3KCNepTU3bl LOKYMEHTOB A1 NOJYYEHMS Pa3peLleHns Ha NPoBeAEHNE KINMHNYECKOrO
nccaenoBaHNA IeKapCTBEHHOro npenapaTta AN MeQULMHCKOro MPUMEHEHNS U 3TUYECKOW IKCNepTU3sbl,
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COCTaBJ/IEHNE KOMUCCMEN IKCMEPTOB M COBETOM MO TUKE 3aKJIKOHEHMI O BO3SMOXHOCTY UM HEBO3MOXXHOCTM
NpoBeAeHNs TaKoro KIMHNYECKOr0 NCCNe0BaHNA, NOANNCaHNE 3aKI0YEHUA YCUNEHHBIMU
KBaJIM(PULMPOBAHHLIMU INEKTPOHHLIMU NOAMNNCAMMN N HaNpPaB/IEHNE AaHHbIX 3aKIOYEHWUIA B INYHbIN
KabnHeT ynosIHOMOYEHHOr0 heepanbHOro OpraHa UCNOMHUTENbHON BAACTU B € 4AMHOW CMCTEME
OCYLLECTBSATCA B CPOK, He NMpeBbILLaoLWLMiA ABajLaTW NATK paboynx AHel Co OHA HanpaBieHUs B NMNYHbIN
KabMHET 3KCNEePTHOr0 YYPEXAEHNS B € ANHOWM CUCTEME 3alaHUs YMOJHOMOYEHHOro heiepalibHOro opraHa
NCNONHUTENLHOW BNACTU C MPUIOXKEHNEM [OKYMEHTOB, YKa3aHHbIX B NyHKTax 3, 4, 10, 11 n 11* yacTtun 2
HaCToALeN CTaTbW, 1 HanpaBeHNs B IMYHbIN KabnHeT coBeTa Mo 3TUKE B €4MHON CUCTEME 3afaHUsA
YMO/HOMOYEHHOr0 (hefepasibHOro opraHa UCNOAHUTESNIbHOW BAACTW C MPUIOXKEHNEM LOKYMEHTOB,
YKa3aHHbIX B MYHKTax 3 - 6 1 9 4acTuK 2 HacTOALLEN CTaTbu.

7. B cpok, He npeBblWaoWnin Tpex paboyunx oHeN co AHSA HanpaBieHWs B INYHbIA KabuHeT
YNO/HOMOYEHHOr0 (hefepasibHOro opraHa UCNOAHUTENbHOW BAACTW B €AUHON CUCTEME 3aKJTIOHEHNN,
YyKa3aHHbIX B 4aCTW 6 HAaCTOSLWEN CTaTbW, YNOAHOMOYEHHbIV (hefepasibHbI OpraH UCMONHNTESIbHOWN
BNacTu:

1) ocylecTBASAET OLEHKY MOCTYMMBLUMX 3aKJIIO4YEHUI 4114 onpedeneHmnsa nx COOTBETCTBUSA 3a4aHNAM Ha
npoBefieHne COOTBETCTBYIOWNX IKCNEePTU3;

2) NpUHMMAET peLleHmne 0 Bblfaye pa3peLleHns Ha NpoBeaeHNe KNMHNYeCKOro ncciaeioBaHmns
JIeKapCTBEHHOro npenapaTa Ans MeauUMHCKOr0 NPUMEHEHUS, BHOCUT B PEECTP BblAaHHbIX pa3peLlleHnin Ha
npoBeAeHNe KNNHNYECKNX NCCeA0BaHNN NeKapCTBEHHOMO NpenapaTa COOTBETCTBYHIOLLYIO0 MHGOPMALMIO 1
Hanpas/geT NOCPeACTBOM €A4MHOr0 NopTana 3aaBUTENI0 UK B INYHbIA KabnHET 3a8BUTENA B € 4UHOW
CUCTEME BbIMUCKY N3 peecTpa BblAaHHbIX Pa3peLleHnin Ha NPOBEAEHNE KIUHNYECKUX NCCIe[0BaHNI
NeKapCTBEHHOro npenapata, NoOAMWCAHHYIO YCUAEHHON KBAUMPULUPOBAHHON 371€KTPOHHON NOAMUCHIO;

3) npyHMMaeT pelleHmne 06 0TKa3e B BblAaye pa3peLleHns Ha NpoBeLeHNe KIMHNYECKOr0 NCC/Ief0BaHMNS
NeKapCTBEHHOro NpenapaTta AN MeAULMHCKOro NpUMEHEHNS 1 HanpaBaseT NoCcpesCcTBOM €AUHOro
nopTana 3asBUTESIO0 WM B JINYHBIA KaBUHET 3as8BUTENS B €AUHON CUCTEME AaHHOE peLleHne, NoAnMcaHHoe
YCUJIEHHON KBaAN(MLMPOBAHHON 31EKTPOHHON NOAMNUCHIO, C yKa3aHMEM NPUYUH OTKa3a.

8. OcHoBaHMeM L1 0TKa3a B BblAaye pa3peLleHns Ha npoBeAeHne KINHNYeCKOro NccaefoBaHns
NEKapCTBEHHOrO NpenapaTta ANg MeAULNHCKOro MPUMEHEHNS SBASETCA HaMyYMe 3aKI0YEHUS KOMUCCUN
3KCMEepTOB WK 3aKJIIOYEHNS COBETA MO 3TUKE 0 HEBO3MOXKHOCTU NPOBEAEHMUS KIIMHUYECKOr0 UCCef0BaHmns
JIeKapCTBEHHOro npenapaTa Anas MeguUUHCKOr0 NPUMEHEHNS Mo pe3yibTaTaM NPOBeAEeHHbIX 3KCNepTuU3,
NpeayCMOTPEHHbIX YacTbio 6 HaCTOALLEN CTaTbU.

9. PeweHune 06 0TKa3e B NPOBELAEHNMN IKCAEPTM3bI JOKYMEHTOB 419 NOJIYHEHUS pa3peLleHmns Ha
npoBeAeHNe KINHNYECKOro NCCef0BaHNA IeKapCTBEHHOM0 nNpenapaTa 418 MEANLMHCKOrO NPUMEHEHUS U
3TMNYECKOW 3KCNepTM3bl 1 B BblAaye paspelleHns Ha NpoBedeHne KINHUYEeCKoro ncciaefoBaHums
NIEKapCTBEHHOro NpenapaTta AN MeAULMHCKOro MPUMEHEHNS MOXET BbiTb 06)Ka/l0BaHO B MOPSLKE,
yCTaHOB/IEHHOM 3aKOHOAATEeNbCTBOM Poccuickon ®enepaumm.

(CtaTba B pegakumm denepasibHOr0 3akKoHa 0T 22.12.2014 Ne 429-93)

CtaTbs 391. 3TMYecKas sKcnepTU3a

1. 3TU4Yeckas 3KCNepTM3a NPOBOAMTCS COBETOM MO 3TUKE, CO3AaHHbIM B MOPsIKe, yCTaHOBIEHHOM
YNOJIHOMOYEHHbIM (hefiepaibHbIM OPraHOM UCMOSIHUTENIbHOW BAACTW, B LIENISX BblAauy 3aK/1t04eHns 06
3TUYECKON 060CHOBAHHOCTN BO3MOXHOCTMW NPOBEAEHNS KIIMHNYECKOr0 NCCNeN0BaHNS NIeKaPCTBEHHOMO
npenapaTa Ans MeAULUHCKOr0 MPUMEHEHNS.

2. JKCnepTaMm COBETA MO 3TUKE MOryT BbiTb NPeACTaBATENN MEANLMHCKIX OPraHn3aLMii, HayYHbIX
opraHusaunii, obpasoBaTesbHbIX OpraH13aLuii BbiCLLIEro 0bpa3oBaHNs, a TakXKe NpeacTaBuTeNm
06LLeCTBEHHbIX OPraHn3aLuii, PENMIMO3HbLIX OpraHnu3aLUni 1 CPeacTB MacCOBON MHGopMaLun. [laHHble
3KCMNepPThl HE AO/IKHbLI HAXOAMTLCS B KaKOW-IMb0o 3aBUCKMMOCTM OT Pa3paboTUMKOB IEKAPCTBEHHbIX
npenapaToB U APYruX L, 3aVHTEPECOBAHHbIX B pe3ysibTaTaxX 3TUYECKON IKCNEePTH3bI.
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3. OnnaTa ycnyr 3KCNepToB COBETA MO 3TUKE OCYLLIECTBASIETCS Ha OCHOBAHMM [0r0BOpPa, 3aKJIYEHHOr 0
MeXXAay YNoJIHOMOYEHHbIM (hefepalibHbIM OPraHoOM UCMOSIHUTENbHOW BNACTW, KOTOPbLIM CO34aH COBET MO
3TWKe, N 3KCNEepTOM COBETa MO 3TUKE, 3a cHeT BI04 )KEeTHbLIX aCCUrHOBaHWI, NPeayCMOTPEHHbIX
YNOJIHOMOYEHHOMY (heaepasibHOMY OpraHy UCMOJIHATEbHON BJIACTW, KOTOPbIM CO34aH COBET MO 3TUKE, B
thenepancHom blo)KeTe Ha COOTBETCTBYIOLWNIA Fof Ha obecneyeHne ero 4eATeNIbHOCTH, B pa3Mepax,
yCTaHOBJ/IeHHbIX MpaBuTenLcTBOM Poccuiickon ®eaepaumn.

4. 3KCnepThbl COBETA MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATEIbCTBOM Poccminckonm
denepauymn.

41, Mpn NpoBeAeHUN 3TUYECKON SKCNEPTU3bI He [0oMyCcKaeTcs ncTpeboBaHme 3KCNepToM y 3asBuTtens nnbo
WHBIX JINL, MaTepunasaos, HeOBX0AMMbIX AN MPOBEAEHUS STUYECKON IKCNEepTM3bl. B ciyyae
HeO0CTaTOYHOCTU NPefCTaBAEHHbIX 3KCNEPTY MaTEPWAIOB B JIMYHbIA KabMHET 3a8BUTENS B € 4UHOW
CMCTEME YNOJSIHOMOYEHHbIM SINLOM COBETA MO 3TUKE HaMnpaBAseTCs 3anpoc 0 npeacTaBaeHnn HeobxoanMbIx
MaTepuanos, NOAMMCAHHLIA PYKOBOAUTENEM (YNOJHOMOYEHHBLIM INLOM) COBETA MO 3TUKE C
NCMNOJIb30BaHNEM YCMEHHON KBAAN(MULINPOBAHHOW 31EKTPOHHON NOAMUCK, @ TaKXXe HanpaBaseTcs
yBegomsieHme 06 ykazaHHOM 3anpoce B JINYHbIN KabnHET ynoJIHOMOYEHHOro hefepasibHOro opraHa
NCNONHUTENIbHOW BIACTW B eAnHOM cucteme. (JononHeHne YacTbio - PefepanbHblin 3akKoH oT 30.01.2024 Ne
1-03)

42, 3aaBuTtens 0653aH HanNnpPaBUTb B JINYHbIA KabUHET CoBETa MO 3TUKE B eAUHON CUCTEME NOAMNUCAHHbI
YCUIEHHOWN KBaJIM(PULIMPOBAHHON 3N1EKTPOHHOM NOAMMCHIO OTBET Ha 3amnpoc 0 NpeacTaBAeHUN
HeobxoQUMbIX MaTepManoB COBETY MO 3TUKE B CPOK, HE MPEBLILLAOLINA AeBAHOCTa paboynx AHEN CO OHS
NoJly4eHNs COBETOM MO 3TUKE 3JIEKTPOHHOI0 yBEAOMIEHNS O MONYYEHNN 3a9BUTENEM YKa3aHHOro 3anpoca.
Bpems co OHSA HanpaB/ieHWs COBETOM MO 3TMKE B JINYHbIN KabUHET 3asaBMTeNd B eANHON CMCTEME 3ampoca o0
npeacTaBaeHU HeoBX0ANMbIX MaTEPWNaNoB A0 AHSA HanpaBAeHNs 3asSBUTENIEM B JIMYHbIA KabMHET coBeTa
Mo 3TUKE B €4MNHON CUCTEME OTBETA Ha YKa3aHHbIN 3aMpoC He Y4YUTLIBAETCSA MPW UCYUCIEHNUMN CPOKa
NPoBEeAEHNS STUYECKOWN 3KCNepPTU3bl. ([LononHeHue 4acTblo - PenepasibHbii 3aKoH 0T 30.01.2024 Ne 1-03)
5. CocTaB coBeTa Mo 3TUKe, N0JI0XXeHe 06 3TOM COBETE, NOPAAOK €ro AeAaTeNbHOCTU, TpeboBaHUS K
KBaJIM(uKaLmm 1 onbiTy paboTbl MO 3KCNEPTHOM OLEHKE Hay4HbIX, MEAULMHCKNX U 3TUYECKUX aCNeKTOB
KJINHNYECKUX NCCNeaoBaHNA NIEKapCTBEHHbIX NPenapaToB A8 MeANLNHCKOro NPpUMEHeHNS,
npenbsaBaseMbIe K 3KCNepTaM COBETa NO 3TUKE, MOPAAOK OpraHM3aLumn n NpoBeLEHNS 3TUYECKON
3KCMepTun3bl, hopMa 3aKJII04EHNSA COBETA MO 3TUKE YCTaHAB/IMBAKOTCS YMOJHOMOYEHHbLIM (hefepalibHbIM
OpraHoOM WUCMONMHUTENbHOWN BNacTU. Yncno npeacTtaBuTenen MeguUMHCKUX OpraHn3aunii He MoXXeT
npeBbIaTb MOJJIOBUHY OT 06LLEro YMC/ia 3KCMEPTOB COBETA MO 3TUKE.

6. VIHdopMaums o0 cocTaBe COBETa MO 3TUKE, NMiaHax ero paboTbl U TEKyLLEN OEATENbHOCTM pa3MeLLaeTcs
Ha ouLMaNbHOM CaliTe YNOAHOMOYEHHOr0 hefepanbHOro opraHa UCNoJIHNTEbHON BJIAaCTW B CETH
"MHTepHeT" B YCTAHOBJIEHHOM UM MOpsaKe.

(dononHeHune cTaTben - PeaepasibHblil 3aKOH 0T 22.12.2014 Ne 429-03)

CtaTbs 40. [MpoBefeHNe KIMHUYECKOro UccsieJoBaHNS JIEKapCTBEHHOro npenapaTta gad MeguLmHCKOro
npuMeHeHnd

1. PykoBoanTEe b MEAULMHCKON OPraHn3aLmn, KoTopas NpoBOAMT KANHNYECKOE NCCef0oBaHme
JIeKapCTBEHHOr0 npenapaTa Aas MeauLUMHCKOro NPUMEHEHUS, Ha3HaYaeT nccienoBaTenst, 0TBETCTBEHHOM O
3a NPOBEAEHMNE TAKOr0 MCCNeaoBaHNS N UMEIOLLErO edebHyto cneumanbHOCTb, COOTBETCTBYIOLLYIO
NPOBOANMOMY KJANHNYECKOMY WCCIEA0BaHNIO IEKapCTBEHHOMO NpenapaTa, co CTakeM paboTbl Mo
nporpaMMam KJIMHWYECKUX NCCNe0BaHNA NeKapCTBEHHLIX NPenapaToB HE MEHEe YeM TPW roda v No ero
NnpeasioXKeHno HazHavYaeT conccriefoBaTenel N3 Yncia Bpavyen aTon MeANLUNHCKON opraHn3aLmnm.

2. NccnepnoBaTens ocyuiecTnseT BbIOOP NaLMEHTOB, KOTOPbIE MO MEANLUHCKAM MOKa3aHUAaM MoryT BbiTb
NPUBAEYEHbI K YH4aCTMIO B KIIMHNYECKOM NCCIef0BaHNMN NeKapPCTBEHHOMO NpenapaTa a1 MeauLmMHCKOro
NPVMEHEHUS.
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3. ccnenoBaTtens 1 conccnenoBaTeny A0JKHbI ObiTb 03HAKOMJIEHbI C Pe3ybTaTaMn AOKJIMHNYECKOro
NCCNenoBaHNA IeKapCTBEHHOr0 CpeliCTBa, CoAepXKalumncs B bpoLutope nccnenoBaTens, NPOEKTOM
NPOTOKOJIa KJIMHNYECKOro NccieoBaHna IeKapCTBEHHOro NpenapaTa 419 MeANLUHCKOro MpUMeHeHuns,
pa3paboTaHHbIM pa3paboTYNMKOM SIeKaPCTBEHHOI0 NpenapaTa Wan UHbIM IPUANYECKUM NTULOM,
NPUBJIEKAEMbIM K OpraHuM3aLmm NpoBefeHns KJIMHUYEeCKOro NcceloBaHNs IeKapCTBEHHOMO npenapaTta
AN MeAVLUVNHCKOrOo MPUMEHEHUA, U ApYyruMn MaTepranamm Takoro ncciefoBaHns.

3. PykoBoauTENb MEAULIMHCKOM OPraHM3aLnmn B CPOK, He MpeBbILatoWnn Tpex paboymnx OHen co gHA
Ha4vasa NPoBeAeHNa KINHNYECKOr0 NCCIe00BaHNA JIEKAPCTBEHHOMO NpenapaTa 415 MeANLNHCKOro
npuMeHeHus, coobuiaeTt 06 3TOM B yNOJIHOMOYEHHbIN defepanbHbIi OpraH MCNOSHUTENbHOW BNaCTH,
BbIOABLUMI pa3peLLeHne Ha NpoBedeHe Takoro nccaenoBaHmns, No yCTaHOBIEHHOW UM hopMe.
(OononHeHne YacTbto - PegepanbHblin 3aKoH 0T 29.11.2010 Ne 313-03)

4. OpraHu3saumm, oCcyLecTBASAOLWME OpraHn3aLnio NpoBeaeHNa KIMHNYECKOr0 NCCeL0BaHmnA
JIeKapCTBEHHOI 0 NpenapaTta A1 MeQULMHCKOro NPUMEHEHNS N yKa3aHHbIe B YacTu 3 cTaTbyn 38
HacToswero ®efepasibHOro 3aKoHa, B C/lydae He0bX0ANMOCTY BHECEHNSA N3MEHEHWIA B MPOTOKO
KJINHNYECKOro UccaefoBaHns JIeKapCTBEHHOro NpenapaTta 419 MeANLUHCKOro npuMmeHeHmnsa coobuaoT 06
3TOM B YMNOJIHOMOYEHHbI (hefepasibHbI OpraH UCNOJIHUTENbHON BAACTK, BbIAABLUMI paspeLleHme Ha
NnpoBefeHNEe TaKoro NCCefoBaHUs, Mo yCTaHOBJIEHHOW UM opMe.

41, ®opma coobLeHNst 0 BHECEHUN U3MEHEHWIA B MPOTOKON KJIMHWYECKOr0 UCCeloBaHNSA IeKaPCTBEHHOI0
npenapaTta 418 MeAULMHCKOro NpUMeHeHNs Oo/KHA COAEpPKaTb Celylolne cBeeHns:

1) HauMeHoBaHMe, NAEHTUDNKALNOHHLIA HOMEP U JaTa NPOTOKOa KIMHNYECKOr0 UCC/Ie0BaHNS;

2) paTa BHECEHUS U3MEHEHMWI B NPOTOKOJ KIMHNYECKOro NCCne0BaHuns,;

3) HaUMEHOBaHME N MeCTO HaX0XAEHUA 3a8BUTENS,;

4) HavMeHOoBaHWe opraHu3aUnn, NPMBIEYEHHON pa3paboTYNKOM NeKapCTBEHHOIO NpenapaTa K
OopraHu3auny NPoBeAeHUs KINHNYECKOro NCCIef0BaHUSA (Npy Hannuymumn);

5) HanMeHOBaHNS N MeCTa HaXO0XAEHNS MEANLMHCKNX OpraHm3aLmii, B KOTOPbIX MPOBOAUTCS KJANHNYECKOoe
nccnepoBaHue;

6) naTa BblAa4M paspelleHns Ha NpoBeaeHne KAMHMYECKOro UCCNeoBaHna U HOMEP 3TOr0 paspeLLeHns;
7) N3MEHEHNS, BHOCUMbIE B MPOTOKOJ KJIMHUYECKOr0 NCCIeA0BaHUS.

(LononHeHue YacTbto - PefgepanbHbin 3aKoH 0T 11.10.2010 Ne 271-93)

5. B cpok, He npeBbIlWaoWunin ABaLaTy BOCbMU paboynx AHen Co AHA NONYYEeHNS YKa3aHHOro B YacTu 4
HaCToALLEN CTaTbU COOOLLEHNS, YNOJTHOMOYEHHbIA (hefepaibHbI OpraH UCNOJIHUTENLHON BIACTK
paccMaTpuBaeT 3To cooblleHne B YCTaHOBIEHHOM UM MOPSKE U NPUHUMAET PeLleHNE O BHECEHMN
N3MEHEHUIN B NPOTOKOJ KJIMHNYECKOr0 NCCIeA0BaHUA JIEKapPCTBEHHOMO npenapaTa 419 MeanLnHCKOro
npuMeHeHns nam ob oTkase BO BHECEHUW TaKUX M3MEHEHWI, NOANUCAHHOE YCUIEHHOM
KBaMULMPOBAHHON 3NIEKTPOHHON NOANNCHI0, MOCPEACTBOM HarnpaB/iieHNS COOTBETCTBYIOLErO peLleHNs B
JINYHBIN KabnHET 3a8BUTENS B €4NHON cucTeme. Mpu pacCMOTPEeHUN coobLeHns o HeobxoaMmMoCTK
BHECEHMNS U3MEHEHUI B MPOTOKO KINMHNYECKOrO NCCIe00BaHNA JIeEKapCTBEHHOMO NpenapaTa AN
MeONLMUHCKOro NPUMEHEHNS B LIEeNSX OLEeHKN 060CHOBAHHOCTYW NMpeasiaraeMblX M3MEHEHWIA N ONpPeaeneHns
CTeneHn pucka a5 NaunmeHToB, NPUHNMAIOLNX YHacTne B KINHUYECKNX UCCAea0BaHNAX,
YNOJIHOMOYEHHbIM hefiepasibHbIM OPraHOM UCAONHUTENbHON BAAaCTW MOTYT NPUBJIEKATbCS 3KCNEepThl
COBETa M0 3TUKe U (M) IKCNEepPTbl IKCMEPTHOro y4Ypex4eHus.

6. KnmHnyeckoe uccnenoBaHne nekapCTBEHHOrO NpenapaTta aas MeguLMHCKOro NnpuMeHeHns MoXxeT BbiTb
NPWOCTaHOBJIEHO W/ NMPEKPALLEHO, €CN B NPOLIECCE ero nposeaeHns obHapy>KeHa 0MacHOCTb A5 XU3HMU,
3[10pOBbS MALMNEHTOB. B C/ly4yae BOZHMKHOBEHMWSA OMAaCHOCTU AN1S1 XKN3HW, 340POBbS MaLNeHTa,
Y4aCTBYIOLLEro B KJIMHUYECKOM UCCe0BaHNM IEKaPCTBEHHOI O nNpenapaTta Aad MeauumnHCKoro
npuMeHeHus, nccnegoatenn 0653aHbl NPOMHGPOPMUPOBATL 06 3TOM PYKOBOAUTENA MEANLNHCKON
opraHmM3aLunmn n opraHn3aumio, NOJy4YMBLLYIO pa3peLleHne yrnosHOMOYEHHOro hefepasibHOro opraHa
NCNOJIHATEIbHON BIACTW Ha OpraHn3aLmio NPoBeAeHN KJIMHNYECKOro NCCe0BaHNS JIeKapCTBEHHOIO
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npenapaTa. PeleHre 0 NpMOCTaHOBAEHUN KANHNYECKOrO UCCIeA0BaHNSA IEKAapCTBEHHOMO npenapaTa ans
MeONLNHCKOro NPMMEHEHNS NPUHUMAIOT PYKOBOAUTENb MEANLIMHCKOWM OpraHm3auumn n (nim) opraHmnsaums,
NnoJly4MBLUAs pa3peLLeHne ynosIHOMOYEHHOro (hefepasibHOro opraHa MCNoHNTENbHOW BAACTU Ha
opraHmM3aLunio NpPoBeaeHNa KIMHNYECKOr0 UCCIe40BaHNA JIEKapPCTBEHHOMO NpenapaTa 4159 MeaULNHCKOro
NPYMEHEHNS, peLleHne 0 NPeKpaLLeHn Takoro ccnenoBaHna NPUHNMAET YNOJHOMOYEHHbIN
henepanbHbIA OpraH NCNOIHUTENBLHON BNACTW Ha OCHOBAHUN COOBLLEHNS B MUCbMEHHOW (hopMe
PyKOBOANTENS MEAULMNHCKON OPraHn3aLny WM opraHn3auns, noayymBLLas paspeLleHme
YNOJIHOMOYEHHOr 0 hefepasibHOro opraHa UCNOSHUTENbHOM BAACTW Ha OpraHn3aLmnio NpoBeaeHns
KJIMHUYECKOr0 UCCIe0BaHNA JIEKapPCTBEHHOMO NpenapaTa 4159 MeAULNHCKOrO MPUMEHEHMS.

7. B cpok, He npeBbiWwatoWwmin NaTn paboynx gHen co 4HA 3aBepLleHns, NPUOCTaHOBAEHNS UK
npekpaLeHns KIMHUYeCKOro nccneoBaHns NeKapCTBEHHOMO nNpenapaTta A58 MegUuLMHCKOro npuMeHeHus,
coobuieHne 06 3TOM HanpaB/AeTCA OpraHM3aUnsaMm, YKa3aHHbIMK B YacTK 3 cTaTbh 38 HaCTOSLLEro
defepancHOro 3aK0Ha, B YNOJHOMOYEHHbIN hefepanbHblil OpraH MCNOSHUTENbHOM BAaCcTy Mo
YyCTaHOBJIEHHOW UM (hopMe.

8. ®opMa coobLieHns 0 3aBepLIeHI, NPUOCTAHOBIEHUN UK NPEKPALLEHNN KIMHUYECKOr0 NccnenoBaHns
JIeKapCTBEHHOr 0 nNpenapaTta Aas MeQULUMHCKOro NPUMeHeHNs 0OJ/KHa COAEPXKaThb:

1) uHchopMaumio 0 MEAULIMHCKOM OpraHm3auumn nan MeauunHCKNX opraHm3aumnsx, NpoBoANBLUMX AAaHHOE
nccnenoBaHue;

2) onucaHne OAaHHOr0 UCCenoBaHmns;

3) BaHHble nccnepoBaTens (hamunns, nMs, 0T4eCTBO, MeCTo paboTbl, 3aHUMaeMas LOMKHOCTb,
CneumnanbHOCTb, CTaX paboThbl MO NPOrpamMmaM KINMHUYECKMX NCCIef0BaHNIN NeKapCTBEHHbIX MPenapaTos,
nepeyvyeHb KANHNYECKNX NCCe0BaHNIN NEKapPCTBEHHbIX NPenapaToB, B KOTOPLIX OH NPUHUMaN y4acTue
(mepuodbl y4acTus) B Ka4eCcTse UccaenoBaTtesnia uaym comccnenoBatens);

4) pe3ynbTaT AaHHOrO UCCNeNO0BaHNA (3aBEPLUEHNE, MPMOCTAHOBIEHNE N NPEKPaLLEHMNE AAHHOIO
NCCNepoBaHMA C YKa3aHWEM UX MPUYMH U BANSHUS Ha OLIEHKY ero pe3ynbTaToB, 00Lyl0 OLIEHKY pUCKa 1
0XKMAAeMOWN Mosb3bl OT MPUMEHEHMNSA UCCIELYEMOr0 IEKaPCTBEHHOIO NpenapaTa, a Takxe
npeanosiaraemole gajbHenne OencTamns).

8. MMpwu BbIsIBNIEHUMN hefepasbHbIM OPraHOM UCMOHUTENbHON BAACTU, OCYLLECTBASALWUM (QYHKLAN N0
KOHTPOJItO U Hag30py B chepe 34paBOOXPAHEHUNS, HAPYLLEHWIN NPaBUA HaanexXallen KIANHNYEeCKON
NPaKTUKW NPy NPOBEeAEHNN KINHUYECKOro NCCef0BaHNA IeKapCTBEHHOMO NpenapaTa, BAMSALWMNX Ha
NOJIHOTY ¥ (MAKN) BOCTOBEPHOCTb AAHHOIM0 KJIMHUYECKOro NCCef0BaHMA, yKa3aHHbIN enepasbHbln OpraH
NCNOJIHATEIbHON BIACTW NPUOCTaHaBAMBaET NPOBEAEHNE OAHHOMO KIMHUYECKOro NCCefoBaHmns u
BbIHOCUT MEANLMHCKOWN OpraHm3aunn, B KOTOPOM NPOBOAUTCS AaHHOE KINHNYECKoe nccnenoBaHume,
npeanuncaHme o6 ycTtpaHeHUn BbIBJIEHHbIX HapyLweHui. Npu HeyCcTpaHeHU MeaMLIMHCKOW OpraHn3auunei
BbISIBJIEHHbIX HAPYLUEHWNA B YCTAaHOBIEHHLIN B MPeAnucaHm CPoK yKasaHHbIN heaepanbHblin opraH
NCNOJIHNTEIbHON BIACTW NMPUHUMAET PELLEHNE 0 NPeKpPaLLEeHNN NPOBEAEHNS KINHNYECKOr0 NCCIef0BaHUS
JIeKapCTBEHHOrO npenapaTa v HanpasAsAeT B (hefepalibHblil OpraH UCMOJIHUTEIbHON BIACTH,
OCYLLEeCTBAAOLWMNA YHKLUN NO BbipaboTKe 1N peann3aunm rocyapCTBEHHON NOANTUKN U HOPMATUBHO-
NpaBOBOMY PEryJiMpoBaHnto B chepe 34paBOOXPaHEHNS, 3aKI0HeHNE O BbiABAEHUW MPW NPoBeAEHNN
J@aHHOr0 KNIMHWYECKOr0 NCCNea0BaHNS HapyLLUEHUIA NPaBnA HaAieXallen KIMHUYECKOW NPaKTUKK ans
NPUHATNA pewweHns 06 0TMeHe pa3pelleHmns Ha OpraHn3aLnio NpoBeaeHNs 4aHHOMO KIMHUYECKOr o
nccnefoBaHnA C faThl MPUHATUSA peLLeHns 0 NMPUOCTAHOBAEHUW NPOBEAEHUSA KINHNYECKOr0 CCIef0BaHNSA
JIeKapCTBEHHOro npenapaTa. ([lonosHeHne YacTblo - PefepasibHblil 3aKoH 0T 22.12.2014 Ne 429-03)

82. Mpwn npoBefeHNN KANHNYECKOr0 NCCIeA0BaHNA IEKAapPCTBEHHOMO npenapaTa 418 MeguLUMHCKOro
NPUMEHEHUS B C/Ty4ae YTOYHEHMNSA (M3MEHEHNS) AAaHHbIX, COAEPXKALLMXCS B Pa3peLLEeHNN Ha NpoBeLeHne
AAHHOM0 KAMHUYECKOr0 UCCNefoBaHns, Ha OCHOBAHUM HanpaBAEHHOr0 B JINYHbIN KabuHeT
YMO/HOMOYEHHOr0 (hefepasbHOro opraHa UCNOSHUTENBLHON BNaCTW B €AUMHON cucTeMe obpalleHns
3a9BUTENA, NOANNCAHHOIO YCUIEHHOWN KBAANMULMPOBAHHON 3N1EKTPOHHOM MOAMWCHIO, C MPUNOXKEHNEM
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MOTMBMPOBAHHOIO 060CHOBAHMA N OKYMEHTOB, MOATBEPXKAAIOLLNX HEODXOANMOCTb YTOYHEHNS AaHHbIX,
YNOJSIHOMOYEHHbIN hefepanbHblil OpraH NCNOSHUTENbLHOW BAACTW B CPOK, HE MpeBbILaoWwmnin ABaguaTu
BOCbMM pabo4mx AHeN CO AHA NOCTYMAEeHUs Takoro obpalleHns, BHOCMT N3MEHEHNA B pa3peLLeHme Ha
npoBefeHNE KINHNYECKOro NCCNef0BaHNA NeKapCTBEHHOro NpenapaTa A1 MeANLMHCKOrO NPUMEHEHNS 1
peecTp BblAaHHbLIX pa3peLleHnin Ha NPOBEAEHNE KIMHUYECKNX UCCNeA0BaHNI IEKapCTBEHHbIX NPenapaTos,
a TakXXe HanpaBAseT B INYHbIA KaBUHET 3as8BMTENS B €AUHON CUCTEME BhIMNCKY M3 PEeCcTpa BblAaHHbIX
pa3peLleHnii Ha NPoBeAEHNE KINHUYECKNX NCCNIeA0BaHUIN IeKaPCTBEHHbIX MpenapaToB, NOAMUCAHHYHO
YCUEHHOWN KBaNNMULIMPOBAHHOW 3/IEKTPOHHON NOANNCKI0, MO0 NPUHMMaET pelueHne 06 oTkase BO
BHECEHWW N3MEHEeHWI B pa3peLleHre Ha NPoBeeHNe KIIMHNYECKOro NCCIel0BaHNs IekapCTBEHHOM0
npenapaTta 415 MeQULUHCKOro MPUMEHEHNS U HaNpPaBAseT B IMYHbIA KabMHET 3a9BUTENA B €4UHOW
CMCTEeMe 3TO pelleHune, NoANUCaHHOe YCUIEHHOW KBaanMULMpoBaHHON 3N1eKTPOHHOM MNOAMUCHIO, C
yKa3aHneM NpuYmnH oTka3sa. (JonosHeHne YacTblo - PegepanbHbiii 3akoH 0T 30.01.2024 Ne 1-03)

9. YNOJSIHOMOYEHHbIV (heepasibHbI OpraH NCNOJIHUTENbHON BNAaCcTK ONyBIMKOBLIBAET U pa3MeLLaeT Ha
CBOEM O(hMLMaNbLHOM CanTe B ceTu "UHTepHeT" coobLueHne 0 3aBepLUeHn, NPUOCTAHOBAEHNN UK
npekpaLleHnn KINHNYECKOro NCCe0BaHNA IeKapCTBEHHOro npenapaTa 415 Me4ULUUHCKOr0 NpUMeHeHns
B CPOK, HE MPEeBbILLAWMA NATU paboynx AHEN CO OHS €ro NoayyYeHus, B YCTaHOBJIEHHOM UM MOPSAKe.

10. YNosHOMOYeHHbIN (hefepaibHbIN OpraH UCMOJIHUTEbHON BIACTW OCYLLECTBSAET BeAeHNe peecTpa
nccneposaTtesiei, MPOBOAALLMX UAN MPOBOANBLUNX KIUHUYECKME NCCef0BaHNSA NEKAPCTBEHHbIX
npenapaToB A4J19 MeAULNHCKOrO MPUMEHEHMNS, B COOTBETCTBUN C YTBEPXKAEHHBLIMU UM NpaBUIamMmn n
pa3MeLlaeT ero Ha CBoeM omLmnanbHOM canTe B ceTu "IHTepHeT" B YCTAHOBIEHHOM UM MoOpsiOKe.
YKa3aHHbIN peecTp COAEpPXUT MHGOPMaLMIO, MPeayCMOTPEHHYIO MYHKTOM 3 4acTu 8 HaCTOALWEN CTaTbMW.
11. OTYyeT 0 pe3ynbTaTax KJIMHUYECKOro UCC/IeLOBaHNS JIeKapCTBEHHOro npenapaTta 4aa MeguuUmnHCKOro
NPUMEHEHNS COCTaBJIAETCA OpraHn3aUnen, ykasaHHoM B 4acTu 3 cTaTbm 38 HacToswero ®egepanbHOro
3aKOHa, N NpPeACTaB/AeTCsa B YNOJHOMOYEHHbIN heepalibHbll OpraH UCNOSIHUTESIbHON BACTW, BblAaBLUNIA
pa3spelleHve Ha NpoBeeHne 3TOr0 MCCNefoBaHns, B CPOK, HE NPEeBbILAOWMIA ABeHaALaTy Mecaues Co
[HS €ro 3aBepLUeHmns, NPUOCTAHOBEHNS UK NMPeKpaLLeHmns, B NopsaKe, yCTaHOBAEHHOM YMOSHOMOYEHHbLIM
thenepanbHbIM OPraHoOM UCMOJIHUTENbHON BIACTMW.

12. HapyLweHue npasui Hagnexallen KIMHNYECKON NpakTruKK, hanbCumKauns pesynbtaTos
KJIMHNYECKOr0 UCCIeOBaHNA JIeKapCTBEHHOr O npenapaTa 419 MegULUHCKOr0 NMPUMEHEHMNA BJIEKYT 3a
coboll 0TBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuinckon ®egepaumn.

13. Mpw NpoBegeHnn KIMHNYECKOro NccnefoBaHns nekapCTBEHHOro npenapaTta 48 MeanumMHCKOro
NPVMEHEHNs AoNyCcKaeTcs 3abop y naumeHToB 61osiornyecknx MaTepmanos (0bpasubl 6Monornyecknx
XNUOKOCTEN, TKaHEN, CEKPETOB U NMPOAYKTOB XN3HEeEeATENbHOCTIN YenoBeKa, (hU3N0JI0OrMYecKmx un
NaToJIOrNYECKNX BblAESIEHWNI, Ma3KoB, COCKOBOB, CMbIBOB, MMKPOOPraHM3MOB, BMONCUNHLIN MaTepran) ans
nx n3y4vyeHns B Poccuinckon ®epepaumm n (Mam) 3a npegenamm Poccminckon ®epepauymm.

14. Nopapok BBo3a B Poccuinckyto Peaepaunio 1 BbiB03a 3a Npeaensl Poccuinckon ®degepaunm
Bronormyecknx MaTepunanos, MNOJy4EHHbIX MPW NPOBEAEHNN KJIMHUYECKOr0 NCC/IeA0BaHNS NEKAPCTBEHHOIO
npenapaTta 418 MeAULMHCKOro NpUMeHeHns, ycTaHaBAnBaeTCa MNpaBnuTensCcTBOM Poccuinckon denepaumn.
CtaTbs 41. [loroBop 0 NpoBefeHUN KJIMHUYECKOro NccsieloBaHns JiIekapCTBEHHOro npenaparta gas
MegMLNHCKOro NpUMeHeHuns

1. KnnHnyeckoe nccnenoBaHne IeKapcTBEHHOMO NnpenapaTta 415 MeAULMHCKOro NPUMEHEHNs NPOBOANTCS
B COOTBETCTBUM C JOrOBOPOM O NMPOBEAEHUN KJIMHNYECKOr0 NCCIe[0BaHNA IeKapCTBEHHOMO npenapaTa
ONS MEAULMHCKOrO MPUMEHEHNS, 3aK/04aeMbIM MeXXy OpraHM3aumnenn, noiyymBLIE paspeLleHne
YMOJSIHOMOYEHHOr 0 (heepasibHOro OpraHa UCMOJIHUTENIbHOW BAACTW Ha OpraHn3aLnio NPOBeAEHUS Takoro
nccnefoBaHns,  MELVLMHCKON OpraHu3aLumen, OCyLLeCTBASIOWEN NpoBeAeHNEe Takoro NCCef0BaHus.

2. [loroBop 0 NpoBeAEeHNIN KINHNYECKOT0 NCCE0BAHMNS JIeKAapPCTBEHHOr0 NpenapaTa AN MeAULUHCKOro
NPUMEHEeHUs [OJDKEH COLEpPXKaTb:

1) ycnoBus 1 CPOKM NPOBeAEHNS faHHOMO NCCIeR0BaHNS;
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2) onpepeneHve obLLen CTOMMOCTY MporpaMMbl JaHHOM0 UCC/Ief0BaHNA C YKa3aHWEM CYyMMbI,
npefHa3HavaLwWwencs Ana sbinaaT uccaenosaTensamM, ConccieioBaTensam;

3) onpepeneHve hopMbl NpeacTaBeHns pe3yibTaToB JaHHOro UCCNeOoBaHNS B YOJIHOMOYEHHbIN
henepanbHbI OpraH UCMOHUTENbHOW BNaCTHU.

CtaTtbsa 42. duHaHcoBoe obecneyeHne KINHNYECKOr0 NCCef0BaHNS NIEKapPCTBEHHOI O NpenapaTa ond
MeONLIMHCKOro NnpnuMmeHeHunsa

®urHaHcoBoe obecrneyeHmne KAMHNYECKOro NCCeA0BaHNA IEKapCTBEHHOIO NpenapaTa 4719 MeANLMHCKOro
NPYMEHeHNs OCYLLEeCTBJIAeTCA 3a CYeT:

1) cpencTs henepanbHOro 6 aXeTa;

2) cpencCTB opraHu3auuij, NoNyYMBLLIMX paspeLleHre Ha opraHmnsaumio NposeieHns 4aHHOro
nccnepoBaHus, B COOTBETCTBUM C YCJI0BMAMMW AOFOBOPA O €ro NpoBeAeHuu;

3) VHbIX He 3anpeLLeHHbIX 3aKoHo4aTeIbCTBOM Poccuinckon denepaumm NCTOHHUKOB.

CTtaTbs 43. MpaBa NaLMEHTOB, YHaCTBYIOLIMX B KJIMHUYECKOM UCC/EI0BaHUN IEKapCTBEHHOr0 NpenapaTa
AN MeAULMHCKOro NpUMeHeHNs

1. YyacTve naumeHTOB B KJIMHUYECKOM UCCNIef0BaHUN JIeKapCTBEHHOIO npenapaTta A1 MeauuuHCKoro
NpUMeHEeHUs ABAAeTCS 40OPOBOIbHBIM.

2. MauneHT nam ero 3aKOHHbIN NPeACTaBUTENb [0JKEH OblITb MHGOPMUPOBAH B MUCbMEHHON hopMe B Buae
LOKYMeHTa Ha ByMa>kHOM HocuTene ibo B hopMe 31EKTPOHHOIO AOKYMEHTa:

1) 0 nekapcTBEHHOM MpenapaTte 4a5 MeQULMHCKOro MPUMEHEHNS N CYLLHOCTW KMHUYECKOro
nccnefoBaHWa 3TOr0 IeKapCTBEHHOM 0 npenapaTa;

2) 0 6e30MacHOCTY JIeKapCTBEHHOr O NpenapaTa Aas MeanUNHCKOr0 NPUMEHEHUNS, ero 0XXKnaaemom
3h(hEKTUBHOCTWN N CTEMEHW PUCKA AN NALNEHT];

3) 06 ycnoBusx y4acTus nauneHTa B KJIMHNYECKOM NCCIef0BaHNN IEKapCTBEHHOIO NpenapaTa A
MeONLNHCKOro MPpMMEHeHNs;

4) 0 uenun nnn Lenax n NPoLOIKUTENbHOCTU KIMHNYECKOr0 NCCNeoBaHna NeKapCTBEHHOMO NpenapaTa
4N MeANUNHCKOrO NpUMeHeHNs;

5) 0 pencTensax NauneHTa B C/iydae HenpeaBuaeHHbIX 3 (EKTOB BANAHNS NeKapCTBEHHOMO nNpenapaTa 4as
MeLMLUNHCKOro NPUMEHEeHUs Ha COCTOSIHME ero 340P0BbS;

6) 06 ycnoBusix 06593aTeNIbHOro CTPaxXoBaHMS XNU3HWU, 3[0POBbS NALNEHTa;

7) 0 rapaHTMAX KOHOULEHUNANBHOCTY y4aCTUA NaLneHTa B KJIMHUYECKOM UCCe0BaHNM IEKaPCTBEHHOIO
npenapaTta 4159 MeQULUHCKOro NPpUMEHeHNS.

3. NobpoBosibHOE Ccornacme naumeHTa Ha y4acTue B KIMHNUYECKOM UCCNeN0BaHNN IEKAapPCTBEHHOMO
npenapaTta 418 MeAULMHCKOro NpUMeHeHNs NOATBEPXXLAETCA ero NoAnNUCbo UM NoANMUChIO ero
3aKOHHOr0 NpeacTaBuTens Ha MHMOPMALMOHHOM JINCTKE MaumeHTa.

4. MauneHT NAn ero 3aKOHHbLIN NpeacTaBMUTeSb UMEET NPaBO 0TKA3aTbCs OT YH4aCTUSA B KJIMHNYECKOM
nccnefoBaHUM EKapCTBEHHOMO nNpenapaTa 418 MeguLUMHCKOro NnpuMeHeHns Ha ntobon ctagun
npoeegeHnda Takoro ncciaengoBaHuA.

5. MNpoBefeHne KINHNYECKOro NccnefoBaHnsa NekapCTBEHHOr0 npenapaTa A MeANLMHCKOro NpuMeHeHns
C Y4YaCTMeM B Ka4yeCTBe NaLUMeHTOB AETEN AOMNYCKAeTCA TObKO MPU Hann4um So6POBOILHOIO COrflacus Ha
y4acTue B KIIMHUYECKOM UCCSIeLOBaHNN NeKapCTBEHHOr0 NpenapaTa A1 MeauUUHCKOro NpUMEeHeHNs B
WMH(MOPMALMOHHOM JINCTKE MauMeHTa, NoANNCaHHOM UX POAUTENsAMU, YCbIHOBUTENAMU. [leTn MoryT
paccMaTpMBaTbLCS B Ka4eCTBE MNOTEHLMNAbHbIX MaLMEHTOB TaKoro UCCe0BaHNA, TONbKO eC/n ero
nposefeHne HeobxoaMMo ON5 YKpenaeHnsa 340p0BbS AETEN UAN NPODPUNAKTUKA NHEBEKLNOHHBIX
3aboneBaHnil B eTCKOM BO3pacTe IMb0o ecnu Lesbio Takoro MCCneoBaHns ABASETCA NOJyYeHUE AaHHbIX O
HawnyyLlen f03UPOBKE JIeKapCTBEHHOrO NpenapaTta ANna AeveHns aeTen. B aTux cayvasax Takomy
nccnefoBaHMIO AOMKHO NpefLlecTBOBaTb KIMHNYECKOE UCCieoBaHNEe NeKapCTBEHHOMO npenapaTta ans
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MeONLUHCKOro NPMMEHEHNA Ha COBEPLLUEHHONETHUX rpaXkAaHax, 3a UCKI0OYeHNeM Ciy4aes, ecn
NCcCnepyemblil NeKapCTBEHHbIN NpenapaT A8 MeAULUHCKOro NPUMEHEHNS NpegHa3HayeH NCKMIOYUTENBHO
A1 UCNOJIb30BaHMA HECOBEPLLUEHHOIETHUMM rpaXkgaHaMum.

6. 3anpeLLaeTcs NpoBeAeHNE KINHNYECKOro NCCNef0BaHNA IEKAapCTBEHHOM0 NpenapaTa Ang
MeLMLMHCKOro NPUMEHEeHUs € y4acTUeM B Ka4eCTBe NaLneHToB:

1) neTen-cmpoT n geTein, ocTaBLMxcs 6e3 noneyeHns poanTenen;

2) XEeHLMH B nepuof 6epeMeHHOCTH, XKEHLLMH B NEPUOS FPYLHOr0 BCKapMMBaHUS, 3@ UCKIIOYEHNEM
CnyyaeB, eCNn NPOBOANTCA KANHUYECKOE NCCefoBaHMe IeKapCTBEHHOro npenapaTa, npegHa3Ha4YeHHoro
AN YKa3aHHbIX XXEHLUUH, MpU yCA0BUMN HEOBX0ANMOCTU NONYYEHNS UHGOPMALUN TOIbKO BO BPeEMS
NpoBeAeHNs COOTBETCTBYIOLUNX KINHUYECKUX UCCIeA0BaHUN 1 MPUHATUSA BCeX HEOOXOAUMbIX Mep Mo
NCKJ/IOYEHMNIO PUCKa HAaHECEHUS Bpefa XEHLMHe B Nepnos 6epeMeHHOCTU, XKEHLLINHE B NeEPUOL FpyLHOro
BCKapMJIMBaHMA, NA04Y U pebeHky;

3) BOEHHOCYXALUMX, 3@ UCK/IIOYEHNEM CyHaeB MPOBEAEHUSA KINHNYECKOro NCCIef0BaHNA
NEeKapCTBEHHOro NpenapaTa, cneumanbHo pa3paboTaHHOro ANg NPUMEHEHNS B YCNOBUAX BOEHHbIX
AENCTBUI, Ype3Bbl4aNHbIX CUTYaLMI, NPOPUAAKTUKI 1 NeveHns 3aboneBaHnin U NOPaXKeHUN, NoayHeHHbIX
B pe3y/ibTaTe BO34ENCTBMA HEBNAronpuATHLIX XMMUYECKMX, BUONOrniyecknx, paanaumnoHHbiX GakTopos.
KnuHnyeckoe nccnegoBaHne Takoro 1eKapCTBEHHOro npenapaTa MOXeT NPoBOAUTLCA C Y4aCTUEM B
KayecTBe NaLMEeHTOB BOEHHOCYXXALLMX, 3@ UCKIII0YEHNEM BOEHHOCTY)KaLLUX, MPOXOAALLMX BOEHHYIO
cnyx6y no npusbiBy, C cobnioaeHnem TpeboBaHMA, YCTaHOBAEHHbIX HacToAWwmMM OefepanbHbIM 3aKOHOM B
OTHOLUEHUW FPaXX4aHCKNX nnL;

4) COTPYAHMKOB NPaBOOXPaHUTESIbHbIX OPraHoB;

5) nuu, oTHbIBaOLWNX HaKa3aHWe B MecTax aneHns cBoboabl, a TakXe UL, HaXOAALWUXCA NOA CTPaXken B
CNeacTBEHHbIX N30/19TOpPax.

7. DonyckaeTcs npoBefeHne KIMHUYECKOro NCCaeoBaHNS JIekapCTBEHHOr0 NpenapaTa Ang
MeLNLMHCKOro NPMMEHeHUs, NpefHa3Ha4YeHHOro 411 JIeYEHM NCMXMYeCKnX 3aboneBaHuin, ¢ y4acTneEM B
Ka4yecTBe MauueHTOoB NUL, C NCUXMYECKMM 3ab0neBaHMAMM, NPU3HAHHbLIX HeAeecnocobHbIMM B Nopsaake,
YCTaHOB/IEHHOM 3aKOHOA4ATeNbCTBOM Poccuinckon ®egepaumnun. KnmHmyeckoe nccnefoBsaHmne
NeKapCTBEHHOr 0 NnpenapaTa B 3TOM CJly4ae NpoBoAUTCA Npn Han4ymnmn ,EI,OGpOBOﬂbHOFO cornacum4a Ha
y4acTue B KJIMHUYECKOM MCCef0BaHNMN NeKapCTBEHHOro npenapaTa Aas MeAULNHCKOro NpUMeHeHUs B
NH(MOPMALMOHHOM JINCTKE NauneHTa, NOAMNNCAaHHOM 3aKOHHbIMW NMPeaCcTaBUTeNIAMN yKa3aHHbIX JINLL.
CtaTbs 44. 0653aTensHOe CTPaxoBaHUe XMU3HN, 340P0BbS NALMEHTA, YH4aCTBYOLWEr0 B KJIMHNYECKOM
nccaenoBaHUM EKapCTBEHHOMO npenapaTa Aas MegnMuMHCKOro NPUMEHEeHUs

1. OpraHusaums, Nosy4mBLIas paspeLleHne Ha opraHnsaumnio NpoBeaeHns KIMHUYeCKOro nccnenoBaHms
JIEKapCTBEHHOrO npenapaTa Aas MeanUnHCKOro NpuMeHeHus, obs3aHa B Ka4ecTBe CTpaxoBaTens
CTpaxoBaTb PUCK NPUYMHEHUS BpeLa XMN3HW, 340P0BbLI0 NaLMeHTa B pe3ysbTaTe NpoBeAeHUs
KJIMHUYECKOr0 UCCIe40BaHNA JIEKapPCTBEHHOMO npenapaTa 419 MeAULMHCKOr0 MPUMEHEHMS 3a CBOW CcYeT
nyTeM 3aK/o4eHns Lorosopa 06d3aTesbHOro CTpaxoBaHms.

2. O6bekToM 0653aTeNIbHOr0 CTPaxoBaHNSA ABASETCA UMYLLLECTBEHHbIN UHTEPEC NaLWeHTa, CBA3aHHbIN C
NPUYNHEHNEM Bpefa ero XXU3HW UM 340POBbI0 B pe3ysibTaTe NpoBefeHNa KINHNYECKOro UccaeoBaHms
JIeKapCTBEHHOrO npenapaTa Ans MeanUNHCKOr0 NPUMEHEHUS.

3. CTpaxoBbIM C/ly4aeM Mo AOroBopy 0653aTeIbHOr0 CTPaxoBaHWA ABASETCA CMePTb NalMeHTa uin
yXyALWeHne ero 340p0Bbs, B TOM YuC/e BNieKyLlee 3a cobon ycTaHOBAEHME NHBANUAHOCTU, MPY HAaANYmm
NPUYNHHO-CNEACTBEHHON CBA3N MeXAY HACTYMNJIEHNEM 3TOro COBbITUS 1 y4aCcTUEM MaLMEHTa B
KJIMHUYECKOM NCCNefoBaHnM JIeKapCTBEHHOro npenaparTa.

4. TpeboBaHMs 0 BO3MELLEHNM Bpeaa, NPUYNHEHHOI0 XXN3HW AW 300POBbLI0 NaLMeHTa, NPeabABAAOTCA B
TeyeHne CPOKOB UCKOBOW AABHOCTW, YCTAHOBEHHbIX FPaXKAaHCKUM 3aKOHOA4ATEbCTBOM.

5. Pa3Mep CTpaxoBo BbINAATLl M0 AOroBopy 0653aTeNbHOro CTpaxoBaHWs COCTaBASET:

1) B c/lyvae cMepTu NaumeHTa ABa MUIMOHa pybnen Ha Ka)k4oro naumneHTa, y4acTBOBaBLUErO B
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KJUHWYECKOM UCC/Ie0BaHNM JIeKapCTBEHHOI0 NpenapaTa;

2) Nnpy yxyZALWweHMn 300p0OBbS NaLneHTa:

a) noBnekweM 3a cobon ycTaHOBAEHNE UHBAANAHOCTM | Fpynnbl, OAUH MUASIMOH NATLCOT ThiCcAY pybnen Ha
KaXX[0ro naumeHTa, y4aCTBOBABLUEr0 B KIMHUYECKOM MCCNeL0BaHNM NEKAPCTBEHHOrO NpenapaTa;

6) noBnekLem 3a coboin yCTaHOBIEHNE MHBANUAHOCTK Il rpynnbl, OAUH MUAANOH pybnei Ha Kaxaoro
naumeHTa, y4aCTBOBaBLUEr0 B KJVMHWYECKOM UCCNe0BaHUN JIeKapCTBEHHOM O NpenapaTa;

B) NoBneKLUeM 3a cobon ycTaHoBAeHNE UHBANMAHOCTY Il rpynnbl, NATLCOT ThiCAY pybnen Ha Kaxxaoro
nauneHTa, y4aCTBOBaBLUEr0 B KJMHWYECKOM NCCNef0BaHUN IeKapCTBEHHOMO NpenapaTa;

) He noBfekLeM 3a coboi yCTaHOBNEHMS NHBANNAHOCTK, He Bonee 4em TpuCTa ThicAY pybnel Ha Kaxaoro
nawumeHTa, y4aCTBOBaBLLIEro B KJIMHUYECKOM NCCNef0BaHUN IEKapCTBEHHOMO npenapaTa, Uucxons us
HOPMaTMBOB, OTPaXXAIOLLMX XapaKTep U CTEMNEHb MOBPEXAEHUS 300P0BbA, @ TakXe (haKTUYecKu
MOHECEHHbIX NaLMEHTOM PaCcX0L0B, BbiI3BaHHbIX NOBPEXAEHNEM 340POBbS, HA MEANLMHCKYO MOMOLLb,
npuobpeTeHmne nekapCTBEHHbIX MpenapaTos.

6. (HacTb yTpaTuna cuny - ®efepalsibHblil 3aKOH 0T 22.12.2014 Ne 429-03)

7. Cpok porosopa 0653aTeflbHOr0 CTPaxoBaHMS He MOXET OblTb MeHee, YeM CPOK NPoBeeHNs
KJMHNYECKOro NCCNeN0OBaHNS IeKapCTBEHHOr 0 NpenapaTa.

8. Ycnosua porosopa 06g3aTenbHOro CTpaxoBaHWs, B TOM YMCie CTpaxoBble Tapugbl No obsa3aTesibHOMY
CTPaxoBaHUio, nepeyeHb HeobX0AMMbIX LOKYMEHTOB A1 OCYLLECTBAEHUS CTPaxX0BOW BbiMIaThl, MOPALOK
yCTaHOBEHUS CTpaxoBaTeneM UHANBUAYANLHOMO NAEHTUMUKALMOHHOIO Koa naumeHTa, NopsaaokK
NH(OPMMPOBAHUS CTPaxoBaTesleM CTPAXOBLUMKA O NMPUBJIEYEHHbIX K KJIMHUYECKOMY UCCNef0BaHNI0
NeKapCTBEHHOro NpenapaTta ANd MeAULNHCKOro MPUMEHEHN NauMeHTax, NopsaaoK ynaaThl CTPaxXoBOM
npemuy, NOPAAOK peasn3auunm onpefeneHHbix HacToawmnM ®efepasibHbiM 3aKOHOM U APpYTrUMu
thenepabHbIMK 3aKOHaMU npaB 1 0653aHHOCTEN CTOPOH Mo A0roBopy 06s3aTenbHOro CTpaxoBaHus, a
Tak)Xe HOpMaTWBbI, OTPaXkaloLLMe XxapakTep U CTeneHb NOBPEXAEHUS 300P0BbS, YCTaHABANBAKOTCA
TWNOBLIMU MpaBuaaMu 0bsa3aTenbHOro CTpaxoBaHus.

9. B cniyqae nprymMHEHna Bpefa MXU3HM NauneHTa, y4acTBOBABLUEr0 B KIMHUYECKOM UCCIe[0BaHMM
NeKapCTBEHHOro npenaparTa, BbirogonpuobpeTaTensaMu No LOroBopy 0643aTefIbHOro CTpaxoBaHUs
ABNAOTCS rpaXxAaHe, UMeKoLMe NpaBo Ha BO3MELLEHNE BPefa B C/lyvae CMepPTW KOpMUbLa B
COOTBETCTBUM C FPaXKLaHCKMUM 3aKOHOLATeIbCTBOM, MPU OTCYTCTBUM TaKMX rpaxkiaH - poamTenu, cynpyr,
LeTn yMepLuero nauneHTa, y4aCTBOBaBLUEro B KJMHUYECKOM UCC/Ie0BAaHNN JIeKapCTBEHHOM0 nNpenapaTa, B
cny4vae CMepTy NaumeHTa, y4acTBOBABLUEr0 B KNIMHUYECKOM UCCIe[0BaHMMN IeEKapCTBEHHOM0 NpenapaTa 1
He MMeBLUero CaMoCTOATENbHOrO AOX04a, - FPaXXAaHe, Ha MXKAMBEHUW KOTOPbIX OH HaXxo4WAcs, B
OTHOLLEHNW BO3MELLEHNS PaCX0LoB Ha norpebeHne naumeHTa, y4aCTBOBaBLUEro B KIMHNYECKOM
nccnenoBaHMKM IekapCTBEHHOr0 NpenapaTa, - Mo, NoHeCLlee Takme pacxoabl.

10. CtpaxoBas BbifnJsiaTa B CHET BO3MeLLEHWA Bpefa, MPUYNHEHHOM 0 XXU3HW NauneHTa, y4acTBOBaBLUEro B
KJUHWYECKOM UCCNef0BaHNM IeKapCTBEHHOr 0 NpenapaTa, pacnpenensaeTca Mexay
BbIrogonpuobpeTaTensMm NPonopLMOHaibHO UX KOIMYECTBY B PaBHbIX AOJSX.

11. Mpwn HaCTynAeHUN CTPaxXoBOro C/ly4as NaLMeHT, y4aCTBOBABLUNIA B KIMHUYECKOM NCCIeA0BaHMN
NeKapCTBEHHOro nNpenaparta, BbirogonpuobpeTaTesib BIpase NpeabsBUTb HEMNOCPEACTBEHHO CTPAaXOBLLMKY
TpeboBaHMe 0 BO3MELLEHUN NPUYMHEHHOMO Bpea. CTpaxoBas BbiMiaTa OCYLLECTBASETCA CTPAXOBLLMKOM B
TeyeHue TpUALATU OHEN CO AHA NpeAcTaBieHns HeobXoANMbIX JOKYMEHTOB. MaLneHT, y4acTBOBaBLUMA B
KJMHNYECKOM NCCNef0BaHUN NeKapCTBEHHOr 0 npenapaTa, uin Beirogonpuobpetatens 0643aH coobunTb
CTPaxOBLUMKY A9 OCYLLeCTBAEHMS CTPAX0BOM BbiMAaThl UHAUBUAYANbHbIA NAEHTUDUKALNOHHBIN KO4
nauueHTa, yCTaHOBJ/IEHHbIV CTPaxoBaTesieM B COOTBETCTBUM C TUMOBLIMU MpaBuaamMun 06g3aTensHOro
CTpaxoBaHus.

12. [lo nofHOro onpefeneHnsa pasMepa nofsiexallero BO3MeLLEHWI0 Bpefa CTPaxoBLUMK MO 3a59BAEHMI0
nauMeHTa, y4aCTBOBaBLUEr0 B KJIMHWYECKOM UCCNe[0BaHUN JIeKapCTBEHHOMO NpenapaTta, Win 3as8B/eHunIo
BbirofonpuobpeTaTens BNpasBe OCYLLEeCTBUTb YacTb CTPAXOBOM BbIMAAThl, COOTBETCTBYIOLLYI0O PAKTUYECKM
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onpenesieHHoN YacTy MPUYMHEHHOMO Bpeaa.

13. CtpaxoBas BbiMJlaTa B COOTBETCTBUMN C 4OrOBOPOM 0653aTe/IbHOM0 CTPaX0BaHUSA OCYLLECTBNAETCS
He3aBUCKMO OT BbIMJIAT, MPUYNTAIOLWMXCA MO APYTrM BUAAM CTPaxoBaHWMA.

14. He nonyckaeTca y4acTune nayneHTa B npoBeneHnn KInHn4eckoro nccnenoBaHnsa 1eKapCTBeHHOro
npenapaTta npu oTCyTCTBMM AoroBopa 065a3aTelbHOro CTpaxoBaHus.

15. KOHTpOb 33 MCNONHEHMEM OPraHn3auuen, NoayYMBLUENA pa3peLlleHe Ha OpraHn3aLmnio NpoBeaeHns
KJINHMYECKOro UCCaenoBaHNA IeKapCTBEHHOrO nNpenapaTta 415 MeAUUNHCKOro MPUMEHEHNS,
YyCTaHOBJIEHHOW HACTOSALWEN CTaTbeln 06593aHHOCTM No 0643aTeNbHOMY CTPaxX0BaHMIO XXU3HW, 30POBbS
nauneHTa, y4acCTBYyloLlero (y'-IaCTBOBaBLIJeFO) B KJINHNYECKOM MNccnenoBaHMN nekKapCTBEHHOro npenapaTta,
OCYLLEeCTBAAETCSA YNOJHOMOYEHHbIM (hefepasibHbIM OpraHoM UCMOAHUTENbHOW BAACTH, BblAaBLUUM
pa3peLUeHne Ha NPOBEeLEHNE KJIMHUYECKUX NCCIef0BaHNI IEKAPCTBEHHLIX NPenapaToB A MeLULMHCKOro
NPUMEHEHNS.

(CtaTba B pegakumm denepasibHOro 3akoHa oT 29.11.2010 Ne 313-93)

naBa 8. Mpon3BOACTBO 1 MAPKMPOBKA JIEKAPCTBEHHBIX CPELCTB

CtaTbs 45. [NpoOM3BOLACTBO JIEKAPCTBEHHbLIX CPeacTB

1. Mpown3B0oACTBO NEKAPCTBEHHbIX CPEACTB A4 BETEPMHAPHOIr0 NPUMEHEHNS LOJKHO COOTBETCTBOBATL
TpeboBaHMAM NpaBua HagJieXallen NPon3BOACTBEHHON NPaKTUKM EBPa3nnCKOro SKOHOMUYECKOro Coto3a.
Bblgaya cepTmdukaToB (3aKN04eHNn) COOTBETCTBUSA MPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB A4
BETEPUHAPHOr0 NPUMeHeHNs TpeboBaHNAM NPaBua HaaleXalllen NPON3BOACTBEHHON NPaKTUKN
EBPa3ninCcKoro 3KOHOMMYECKOr0 COl3a OCYLLECTBAAETCS NO pe3ysibTaTaM hapMaLeBTUYECKNX UHCMEKLMIA.
Pa3mep nnaTbl 3a BblAavy YKa3aHHbIX CEpTU(MKATOB (3aKJII04EHUN) yCcTaHaBAnBaeTcs MpaBuTeNbCTBOM
Poccuinckon ®egepaummn. NMopagok opraHm3auumn 1 NnposeaeHmsa apMaLeBTUYeCKNX MHCNEKLNIA
NPON3BOLCTBA JIEKAPCTBEHHbIX CPEACTB )19 BETEPUHAPHOIrO NPUMEHEHMSA Ha COOTBETCTBME TPeboBaHUAM
npaBn Ha4exxallen npon3BoACTBEHHON NPaKTUKK EBPa3nincKoro 3KOHOMMUYECKOro cot3a
yCTaHaBAMBaeTCsA NpaBoM EBpa3nMnckoro 3KOHOMMYECKOro Coto3a.

1. Mpon3BOACTBO JIEKAPCTBEHHbLIX CPEACTB A1 MeANLMHCKOro NnpuMeHeHns B Poccninckon ®egepaummn
OCYLLLeCTBAAETCSH NPON3BOANTENSAMMN NEKAPCTBEHHbIX CPEACTB B COOTBETCTBMM C NMPaBUIaMm Hagnexallen
NPOVN3BOACTBEHHON NPaKTUKN EBPa3ninCKOro 3KOHOMNYECKOro coto3a. ([onosHeHne YacTbio -
depepanbHbI 3aKoH 0T 31.07.2025 Ne 304-03)

2. Mpon3BoACTBO JIEKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOro npmuMeHeHmns B Poccuinckon ®egepauum
OCYLLECTBAETCA NPOU3BOANTENAMU NIEKAPCTBEHHbIX CPEACTB, MMEIOLUMMN JINLIEH3MIO Ha MPOM3BOACTBO
JIeKapCTBEHHbIX CPeacTB. [MoATBEP)KAEHNE COOTBETCTBMA NLIEH3MaTa NpaBuiaM Haaaexallen
NPOV3BOLCTBEHHOW NPaKTUKK EBPa3NNCKOro 3KOHOMUYECKOro COt03a OCYLLeCTBAAETCS B paMKax
JIMLLEH3MPOBAHNS, B TOM YUCe Nepuoan4eckoro NnoATBEPXAEHNA COOTBETCTBUSA NPOU3BOANTENS
NIEKAPCTBEHHbIX CPEACTB JIMLEH3NOHHBLIM TPebOBaHMUSAM, B COOTBETCTBUM C 3aKOHOAATENLCTBOM POCCUIACKON
®epepaumu. NMpon3BOACTBO JIEKAPCTBEHHbIX CPEACTB A8 MEAULMHCKOro NPUMEHEHNS OCYLLLeCTBASETCS
NPOVN3BOAUTENSAMU JIEKAPCTBEHHbIX CPeACTB A1 MeAULMHCKOro NpUMEHeHNs, UMEOLWUMIN NNLLEH3NIO Ha
NPOMN3BOACTBO JIEKAPCTBEHHLIX CPeacTB. MNoaTBepXAeHe COOTBETCTBMS NpaBuiaM Hallexallen
NPOM3BOLACTBEHHOW NPAKTUKK EBPa3ninCKOro SKOHOMUYECKOro COt03a OCYLLEeCTBAAETCS B paMKax
JIMLLEH3MPOBAHUS, B TOM Y1Cne Nepnoanyeckoro noATBEPXXAEHNS COOTBETCTBMA JNLEH3MaTa
JINLLEH3NOHHBLIM TpeboBaHNSAM, B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuinckon ®egepalmm € y4eToM
0CcobeHHOCTEeN, YKa3aHHbIX B YacTu 1! HacToswWwen cTaTbn. B paMKax oCyLeCcTBAEHNS MNLEH3NPOBAHMNS
NPOM3BOACTBA JIEKAPCTBEHHLIX CPEACTB 419 MEAULIMHCKOrO MPUMEHEHMS, B TOM YMCJIE NEPUOAMNYECKOrO
NoATBEPXXAEHMSA COOTBETCTBUA ANLEH3MAaTa MNLEH3NOHHBIM TpeboBaHMAM, NPy NOATBEPXKAEHUN
COOTBETCTBUS NPON3BOACTBA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBu Hagaexallen
NpPOM3BOACTBEHHOW NPAKTUKKN EBPa3NinCKOro 3KOHOMUYECKOro COt03a MPON3BOAUTESIO JIEKAaPCTBEHHbIX
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CpencTB Ans MeanLUMHCKOr0 NPUMEHEHUS BblhaeTcsa cepTudmKaT COOTBETCTBMA NPOM3BOACTBA
JIeKapCTBEHHbIX CPeAcTB TpeboBaHNAM NpaBua HaalexXalllen NPon3BOACTBEHHON NPaKTUKK EBpa3nnckoro
3KOHOMWYECKOro CoK3a.

2%, [1ns uenemn NMUEH3NPOBaHMSA NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB A8 MEAULNHCKOrO NpUMeEHeHNs
N NHCNEeKTMpoBaHNS cybbekToB obpalleHnsa NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHUAM
npaBWJ HaANeXxallen Npon3BOACTBEHHON NPaKTUKK (helepasibHbll OPraH UCMOSIHUTESIbHOW BAACTW,
OCYLLECTBSAOLWMNIA roCyAapCTBEHHYIO PEFNCTPALIMIO IEKAPCTBEHHbIX NPenapaToB A58 MegnLMHCKOro
NpYMeHEeHns, NpeaocTaBnfeT geaepasbHOMY OpraHy UCNOJHUTENbHON BAACTM, OCYLLECTBAAOLWEMY
henepanbHbIi FOCYAAaPCTBEHHLIN NLEH3VOHHbLIA KOHTPOb AeATebHOCTM NO NPOU3BOACTBY
JIeKapCTBEHHbIX CPEACTB A1 MEAULMHCKOr0 NPUMEHEHNS, MO ero 3anpocy B paMKax MexXBeLOMCTBEHHOI0
WMH(OPMALMOHHOIO B3aMMOAENCTBNSA B MOPALAKE, YCTaHOBIEHHOM (hefepasnbHbIM OPraHoM UCMOSTHUTESIbHON
BJ1ACTK, OCYLLECTBASAOLWMNM NLLEH3MPOBAHNE NPON3BOACTBA IEKAPCTBEHHbIX CPeACTB A1 MeAULMHCKOro
npyMeHeHus, n henepanbHbIM OPraHOM UCMOJIHUTEbHON BIACTW, OCYLLECTBAAOWMM rOCyAapCTBEHHYIO
perncTpaumio eKapCTBEHHbIX MpenapaToB 415 MEAULNHCKOro NPUMEHEHNS, CelyoLne CBEAEHNSA O
JIeKapCTBEHHbIX CPeAcTBax (B TOM 4uc/e B C/lyvae, €CNN Takne CBEAEHUSA COCTaBJIAIOT KOMMEPYeCKYyLo
TanHy):

1) B OTHOLIEHUN (hapMaLLeBTMYeCKoW CybCcTaHLUM nan hapmMaLeBTUYecknx cybcTaHummn, BXOOAAWMNX B
COCTaB JIEKAPCTBEHHOrO NpenapaTa (3a NCKYeHneM hapMaLeBTUYECKNX CYOCTaHUMIA, BKIOYEHHbIX B
roCyAapCTBEHHbLIN peecTp JIeKapCTBEHHbIX CPEACTB B COOTBETCTBUN CO CTaTbel 34 HACTOSLLErO
denepanbHOro 3akoHa):

a) HauMeHoBaHWe hapMaLleBTUYeCKoM cybCcTaHUMK, ee CTPYKTypa, obLune CBONCTBA;

6) HaumeHoBaHMe N afpec NPOM3BOANTENS;

B) TEXHOJ/I0rMsA NPOU3BOACTBA C ONMCAHMEM CTaAui NPOU3BOACTBA U METOAO0B KOHTPOSA Ha BCEX CTaAUAX
Nnpon3BOACTBA;

r) onncaHne pa3paboTKy npoLecca Npon3BOACTBa;

[l) ONCaHMe KOHTPOS KPUTUYECKMX CTaAuin NpoM3BOACTBA U MPOMEXYTOYHOM MPOAYKLMK;

e) LOKyMeHTaslbHOe NOATBEPXXAEHME (Baangauns) NpoLeccoB 1 (Mam) nx oueHka;

)K) CBOMNCTBa U CTPYKTYpa AeACTBYIOLLMX BELLECTB;

3) XapaKTepucTuKa npuMecen;

1) cneundukaumns Ha papMaLeBTUYECKYH CybCTaHumMio 1 ee 060CHOBAHNE;

K) aHanMTM4Yeckne METOANKN, NCMOJIb3yeMble MPU OCYLLECTBIEHNN KOHTPONS KavyecTBa (hapMaLleBTUYECKON
cybcTaHumy;

J1) BOKYMEeHTasNbHOe NoATBEPXKAEHME (BaMAaLMa) aHaNIUTUYECKNX METOANK, UCMOJSIb3YEMbIX MPK
OCYLLLeCTBJIEHUN KOHTPONA Ka4yeCTBa hapMaLieBTU4eckomn cybctaHumu;

M) pe3ynbTaTbl aHa/n3a CeEpUn hapmaLeBTMYeCKon cybcTaHuuy;

H) nepeyeHb CTaHAAPTHbIX 06Pa3L0B UM BELLECTB, MCMOJIb3YEMbIX MPU OCYLLECTBJIEHUN KOHTPOS
Ka4yecTBa;

0) OnMcaHne XxapakTEPUCTMK 1 CBOWCTB YNAaKOBOYHbIX MaTEPUANIOB 1 YKYMOPOYHbIX CPEACTB;

n) AaHHble 0 CTabuabHOCTY hapMaLeBTU4eCcKon cybcTtaHumm,;

p) CPOK rogHOCTW;

2) B OTHOLWeEHMW hapMaLEeBTUYECKMX CyDCTaHLUMUIA, BXOAALLMX B COCTaB JIEKapCTBEHHOrO npenapaTa u
BKJItOYEHHbIX B FOCYAapCTBEHHbIN peecTp eKapCTBEHHbIX CPeACTB B COOTBETCTBMM CO CTaTben 34
HacToswero ®efepanbHOro 3aKoHa:

a) HaMMeHoBaHMe hapMaLeBTUYeckon cybcTaHuMK, ee CTPyKTypa, 0bLIne CBONCTBA;

6) HaumeHoBaHMe 1 afpec NPOM3BOANTENS;

B) pe3y/ibTaTbl aHa/M3a cepuin hapMaLeBTUYeCKon cybcTaHumy;

) CPOK rogHOCTW;

3) B OTHOLUEHWW NEKAPCTBEHHOMO NpenapaTa 418 MeAULMHCKOro NPUMEHEHNS:
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a) onmcaHne 1 CoCcTaB JIeKapPCTBEHHOro NpenapaTta A1 MeAULUHCKOro NPpUMeHeHNs;

6) onucaHne hapmaueBTNYeCKON pa3paboTky (0bocHoBaHMe Bibopa COCTaBa, NEPBUYHON YMAKOBKM);

B) TEXHOJIOrUsi NPOM3BOACTBA C ONUCaHMEM CTaauiA NPON3BOACTBa M METOA0B KOHTPOJIS Ha BCEX CTaamMsX
Nnpon3BOACTBa;

) onncaHne KOHTPONSA KPUTUYECKMX CTagMIn NpoLiecca NPoM3BOACTBa U MPOMEXYTOYHOW NPOAYKLNN;

[l) HaMeHOBaHWe 1 agpec MecTa OCYLLECTBJIEHUS MPON3BOACTBA JIEKAPCTBEHHOr0O NpenapaTa ans
MeONLNHCKOro NPMMEHeHNs (B ClyYae HaMyns HECKObKNX Y4aCTHUKOB Mpouecca Npon3BoacTBa
YKa3bIBaeTCA KaXKAblil U3 HUX);

e) hapmaLeBTNYECKAs COBMECTUMOCTb;

X) MUKpobronornyeckme xapakTepuCcTuKm,

3) MaTepuasbHbI BanaHc 0as NPON3BOACTBa CEPUN FOTOBOrO NMPOAYKTa;

1) ONUCaHNe XapakTEPUCTMK 1 CBOWCTB YMaKOBOYHbIX MaTEPUAJIOB U YKYMOPOUHbIX CPeACTB;

K) IOKYMeHTa/lbHOe NOATBEPXAEeHNE (BannaaLmsa) NpoLLeccoB NPon3BoaACcTBa U (MIM) UX OLIEHKA;

N) TpeboBaHUA K Ka4eCTBY BCMNOMOraTeslbHbIX BELLECTB;

M) aHaUTUYeCKNe MeTOANKN, NCMOJb3YEMblE MPU OCYLLECTBEHUN KOHTPOIS Ka4eCcTBa BCMOMOraTe bHbIX
BELLIECTB;

H) OOKyMeHTa/lbHOe MOATBEPXXAEHMe (Banngaumns) aHaauTnyeCKux MeTOAMK, NCMOAb3YEeMbIX NPK
OCYLLECTBJIEHUN KOHTPOJIS Ka4eCTBa BCMOMOraTe bHbIX BELLECTB;

0) nHopMaumsa 06 NCNoSIb30BaHMM BCMOMOraTe/bHbIX BELLECTB YE/I0BEYECKOr0 1 XKNBOTHOIO
NMPOUCXOXAEHNS;

n) nHgopmauma 06 NCNoNb30BaHNM HOBbIX BCTOMOraTe/IbHbIX BELLECTB;

p) TpeboBaHMA K Ka4eCTBY IeKapCTBEHHOIO NpenapaTa 419 MeAUUNHCKOro NpuMeHeHmns (cepTudukar,
cneunduKaumsa Ha NeKapCTBEHHbLIN npenapaT 1 ux 060CHOBaHME);

C) aHaIMTUYECKNEe METOAMNKN, NCMOb3YeMble NMPU OCYLLLECTBAEHUN KOHTPOJIA Ka4yeCcTBa JIEKapCTBEHHOMO
npenapaTta a1 MeaULNHCKOro NPUMEHEHNS;

T) LOKYMEHTalbHOE NOATBEPXXAEHME (BaNnAaLns) aHaIMTUYECKUX METOAMK, NCMOJb3YEMbIX NPU
OCYLLLECTBJIEHNN KOHTPOJIS Ka4eCTBa JIeKapCTBEHHOr 0 NnpenapaTa 415 MeANLMHCKOr0 NPUMEeHeH NS,

y) pe3ynbTaThl aHa/IM30B CEPUIA NEKAPCTBEHHOMO NpenapaTa 4158 MegnLUMHCKOro NPUMEHEHUS;

) XxapakTepnucTuKa npuMecen;

X) nepeyeHb CTaHAAPTHbLIX 06pa3L0B, NCMOb3YEMbIX NPU OCYLLECTBEHNN KOHTPOIS KayecTBa
JIEKapCTBEHHOrO npenapaTa Aas MeanUNHCKOr0 NPUMEHEHUS;

L) AaHHble 0 CTabNNbHOCTU NIEKAPCTBEHHOI0 NpenapaTta A1 MeanLUHCKOro NPpUMeHeHNs.

(OdononHeHne YacTbto - PegepanbHblil 3akKoH 0T 14.07.2022 Ne 311-03)

3. Mpomn3BOACTBO SIeKAPCTBEHHLIX CPEACTB OCYyLEeCcTBAAETCA € cobnogeHneM TpeboBaHNi MPOMBILLIEHHOMO
pernamMeHTa, KOTOPbIA YTBEPXKAAETCS PYKOBOAMTENEM NPOU3BOANTENS JIEKAPCTBEHHbIX CPEACTB U
BKJItOYAET B cebs nepeyeHb MCNoJib3yeMblX hapMaLleBTUYeCKNX Cy6CTaHLUMI 1 BCNOMOraTe bHbIX BELLECTB
C YKa3aHMeM KOMYeCcTBa KaXk4oro 13 H1X, AaHHble 06 ncnosibayemom obopyoBaHMmM, onncaHme
TEXHOJIOrMYeCKOoro npoLecca u MeTOA0B KOHTPOJIS Ha BCEX 3Tamnax NpPon3BOACTBa IEKAPCTBEHHbIX
CpencTs.

4. Mpw Npon3BOACTBE SIEKAPCTBEHHLIX NPenapaToB 419 MeANLNHCKOro MPMMEHEHNS NCMOJIb3YoTCS
thapMaueBTNYeCKMe CybCTaHL MM, CBEAEHUS O KOTOPbLIX COAEPXATCA B rOCyAapCTBEHHOM peecTpe
JIeKapPCTBEHHbIX CPEACTB A5 MEAULIMHCKOrO NPUMEHEHUS 1 (M) eAUHOM peecTpe 3aperncTprupoBaHHbIX
JIEKapCTBEHHbIX CPeAcTB EBPa3nMNCKOro 3KOHOMMYECKOro CO3a, 3a UCKYeHeM dapMaLeBTUYeCKUX
cybcTaHuMiA, NPON3BOAUMBIX /15 NPOBEAEHNS KIMHUYECKUX UCCNeaoBaHUA 1 (unn) ans skcnopTa. MNpu
NPOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB AJ19 BETEPUHAPHOr0 NPUMEHEHUS NCMOb3YIOTCA
thapMaueBTNYeCcKme cybcTaHLMKM, CBEAEHUS O KOTOPbLIX COAEPXATCA B rOCyAapCTBEHHOM peecTpe
JIEKAPCTBEHHbIX CPEACTB OJ15 BETEPUHAPHOIr0 NPUMEHEHNS, 1 (MK) rOCYyNapCTBEHHOM peecTpe
JIEKapCTBEHHbIX CPEACTB A1 MEQULMHCKOr0 NPUMEHEHNS, 1 (M) eQUHOM peecTpe 3aperncTpmMpoBaHHbIX
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BETEPUMHapPHbIX JIEKapCTBEHHbIX NpenapaToB EBPa3nincKoro 3KOHOMUYECKOro Cot3a, 1 (nan) eaquHoM
peecTpe 3aperncTpmpoBaHHbIX JIeKapCTBEHHbIX CPpeacTB EBPasnincKoro 3KOHOMUYeCKOro cot3a, 3a
NCKJIIOYEHNEM (hapMaLleBTUYEeCKNX CybCTaHLMiA, MPON3BOAUMBIX A5 NPOBEAEHNS KIMHUYECKUX
nccnepoBaHnin n (unn) ans skcnopta. K npoueccy npon3BoacTBa hapMaueBTUYeCcKon CybcTaHuum
OTHOCATCS Ntobble CTagnmn TEXHONOMMYECKOro npoLecca, No3soaaoLwwme noy4nTb roTOBbIA NPOAYKT,
COOTBETCTBYHOLMIA TPeboBaHUAM hapMaKONeNHOW CTaTbK, B TOM Yucie hepMeHTaumns, 3KCTpakLms,
04YUCTKa, BblAeNeHNe, NepekpucTannnsaLnms, BoiICylinBaHmne, namenbyeHune. B cnyvae HeobxogmmocTu
NCNOJIb30BaHMA 3TUA0BOM0 CNUPTA, B TOM YMcie hapMaLeBTM4yeckon cybctaHumm cnmpTa 3TU0BOro
(3TaHoNa), Npm NPOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB B Ka4eCTBe OENCTBYIOWEro v (nan)
BCMOMOraTesIbHOro BeLLLeCTBa, @ TakXXe B UHbIX TEXHOOMMYECKUX Lensx AoSXKHa 6biTb NCMNo/b30BaHa
TOMbKO (hapMaLeBTMYecKas CybcTaHUmMa cCnMpTa 3TUI0BOrO (3TaHon).

41, TlepeyeHb IeKapCTBEHHbIX NpenapaToB A4J19 MeSULNHCKOro NPUMEHEHUS, B OTHOLLEHUN KOTOPbIX
yCTaHaBAMBalOTCA TpeboBaHNA K 06BbEMY Tapbl, YNaKOBKE U KOMMJIEKTHOCTU, MePeYeHb NeKaPCTBEHHbIX
npenapaToB A/ BETEPMHAPHOro NPMMEHEHNS, B OTHOLLEHUN KOTOPLIX YCTaHaBAMBalOTCS TpeboBaHMA K
obbeMy Tapbl, a Takxe TpeboBaHNs K 06beMy Tapbl, YTaKOBKE U KOMMJIEKTHOCTM NEeKAPCTBEHHbIX
npenapaToB ANS MEAMLMHCKOrO NpuMeHeHus, TpeboBaHMs K 06beMy Tapbl IeKapCTBEHHLIX NPenapaToB
L4151 BETEPUHAPHOro NPUMEHEeHNs onpenensoTcs COOTBETCTBYIOWMUMN YIOTHOMOYEHHBIMU (hefepabHbIMN
opraHaMu UCMONHUTENIbHOW BNaCcTU B NOPAAKe, yCTaHOBAEHHOM [paBnTenbCTBOM Poccuinckon ®epepaunn.
(JlononHeHne YacTbio - PefepanbHbI 3aKOH 0T 22.12.2014 Ne 429-93)

42, OpraHum3aumm, oCyLLLeCTBASIOLWNE NPON3BOACTBO hapMaLeBTUYECKON cybCcTaHUmMM cnnpTa 3TUI0BOr0
(3TaHoNa) ANsa NPOM3BOACTBA CMMPTOCOAEPXKALLMX NEKAPCTBEHHLIX NPenapaToB, 0653aHbl OCYLLECTBAATb
y4eT B Nopsfike, yCTaHOB/IEHHOM CTaTbaMU 8 1 14 denepanbHOro 3akoHa oT 22 Hoabps 1995 roga Ne 171-
®3 "O rocynapCTBEHHOM PEryMpoBaHNN NPOM3BOACTBA 1 060pOTa 3TUNOBOrO CNUPTA, aNKOroIbHOW 1
cnmpTocodep Kallen npoaykumm n 06 orpaHmyeHmm notpebneHns (pacnmuTra) ankorosibHOM NpogyKumm',
Mpon3BoACTBO (hapMaLLeBTUYECKON CyOCTaHUMM CNUPTa STUIOBOIO (3TaHOMa) AOMYCKAETCS TONbKO
opraHusauuen, ocyLLecTBAAOLW e NPOU3BOACTBO PEKTUNNKOBAHHOIO 3TU0BOI0 CNUPTa 13 NULLEBOro
Cbipbsi HA OCHOBAHUW ANLLEH3MW Ha NPOM3BOACTBO 3TUOBOIO CNUPTa NS NPON3BOACTBA
thapMaLeBTNYECKON CybCTaHLUMM CNMpTa 3TUAO0BOrO (3TaHoNa) B COOTBETCTBMM C TpeboBaHMAMY
depnepanbHOro 3akoHa oT 22 Hosbps 1995 roga Ne 171-93 "O rocyaapCTBEHHOM peryJimpoBaHnn
npou3BoACTBa 1 060poTa 3TUJIOBOrO CAMPTA, aJIKOrO/IbHOM U CMMPTOCOAEPKALLEN NPOAYKLMM 1 06
orpaHunyeHun notpebneHuns (pacnuTus) ankorosabHON NPOAYKLMK", METOA0M pa3BefeHNs BOLON
OYMLLLEHHON TaKoro 3TUI0BOIro CNMpTa, NPON3BEAEHHOro AaHHON OpraHu3aumnen No MecTy OCyLLeCTBAEHNS
Npou3BOACTBa hapMaLLeBTUYECKON Cy6CTaHLMM CnupTa 3TUAOBOro (3TaHoNa). (JonosHeHne YacTbio -
®epnepanbHbii 3aKoH 0T 03.07.2016 Ne 261-03)

43, lHouBmAyasbHble NpeanpuHUMaTEeNn U IpUanYeckne nuua, ocyLeCcTBASOWMNE 3aKynKy 1
MCNob30BaHne hapMaLleBTUYeCKon cybcTaHLMM cnupTa 3TUA0BOro (3TaHOMa), @ TakXXe NpPou3BOACTBO,
n3rotosnieHne n (unu) o6opoT (3a UCKIDYEHNEM PO3HUYHOWN NPOaXKN) CNUPTOCOAEPKALLNX
NEeKapCTBEHHbIX MpenapaToB, 0653aHbl OCYLLECTBAATL UX YHET 1 LeKlapupoBaHme B NOPSLKe,
YCTaAHOB/IEHHOM CTaTbaMu 8 1 14 ®efepanbHOro 3akoHa oT 22 Hosbps 1995 roga Ne 171-903 "0
rocyZLapCTBEHHOM PeryanpoBaHnv Npon3BoAcTBa 1 060poTa 3TUNOBOIO CNNPTA, aNKOrONbHOW 1
cnmpTocodep Kalien npoaykumm n 06 orpaHmyeHmm notpebneHns (pacnmuTra) ankorosibHOM NpogyKummn',
(dononHeHne YacTbio - PegepanbHblin 3aKoH 0T 29.07.2017 Ne 278-03)

44, Tpu Npomn3BOACTBE JieKapCTBEHHbIX NpenapaToB A BEeTePUHAPHOro NpMMeHeHNs AonyCcKaeTcs
NCNOJIb30BaHWe NPOM3BEAEHHbIX A5 peann3aumnm apMaueBTnieckmx CybcTaHUnn, BKAKYEHHbIX B
roCy[apCTBEHHbLIN peecTp JIekapCTBEHHbIX CPeACTB YNOJHOMOYEHHbIM (hefilepasibHbiM OpraHoM
NCNONHUTENbHOW BNACTU, OCYLLECTBASIOWMM BeleHNe roCy4apCTBEHHOM0 peecTpa IekapCTBEHHbIX
CpeacTB Oansd MeauULMHCKOro npumeHeHns. (LLononHeHme 4acTolo - PefepasibHbii 3aKoH 0T 02.08.2019 Ne
297-03)
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5. 3anpeltaeTca npomM3BoACTBO:

1) nekapCTBEHHbIX CPeACTB, CBEAEHMNSA O KOTOPbIX HE COAEPXKAaTCsA B rOCYAapCTBEHHOM peecTpe
JIEKapCTBEHHbIX CPEACTB A5 MEAULMHCKOrO NPUMEHEHNs, 1 (Man) rocyaapCTBEHHOM peecTpe
JIEKAPCTBEHHbIX CPEACTB A1 BETEPUHAPHOI0 MPUMEHEHNS, 1 (MK) eANHOM PeecTpe 3aperncTpupPoBaHHbIX
JIeKapCTBEHHbIX CpeacTB EBPa3nNCKOro 3KOHOMMYECKOro coto3a, 1 (uan) eamHoM peecTpe
3aperncTpuMpoBaHHbIX BETEPUHAPHBIX NEKAPCTBEHHbIX NpenapaToB EBPa3nMncKkoro 3KOHOMMYECKOro Co3a,
33 NCKJIIOYEHNEM NNEKAPCTBEHHbIX CPEACTB, MPON3BOAUMBIX A5 NPOBEAEHNS KNMHUYECKUX NCCIeA0BaHUN
WA OAs 3KCNopTa;

2) hanbCMPULMPOBAHHLIX JIeKAaPCTBEHHbIX CPEACTB;

3) nekapcTBeHHbIX cpeacTs 6e3 AnLeH3Mn Ha NPoM3BOACTBO JIEKAPCTBEHHLIX CPEACTB;

4) neKapCTBEHHbIX CPeACTB AN BETEPMHAPHOI0 NPUMEHEHNS He B COOTBETCTBUM C NpaBuiamu
Hage)allen Npon3BoACTBEHHON NPAKTMUKN EBPa3mMinCcKoro 3KOHOMMYECKOro Co3a;

5) (donosHeHne NyHKTOM - PefgepanbHbi 3akKoH 0T 29.07.2017 Ne 278-®3) (YTpaTun cuny - ®egepanibHblin
3aKOH 0T 27.12.2019 Ne 481-®3)

5%) nekapCTBEHHbIX CPEACTB 415 MEAULMHCKOro NMPMMEHEHNS HE B COOTBETCTBUM C MpaBuiamMu
Hag/exallen Npon3BoACTBEHHON MPaKTUKN EBPa3nMinCKOro 3KOHOMUYECKOro coto3a; (JonosHeHne NyHKTOM
- GepepanbHbin 3aKoH 0T 31.07.2025 Ne 304-93)

6) cnMpToCOoAEpKaLLMX IeKapCTBEHHbIX NpenapaToB No MeCTy OCYLeCTBAEHNS NPOM3BOACTBA
thapMaLeBTNYECKON CybCTaHL MM CNUpTa 3TUA0BOIO (3TaHoNa) U (1K) NO MECTY OCYLLEeCTBEHNA
NPOM3BOACTBa 3TUMOBOro cNupTa; (JonosHeHne NyHKTOM - ®efepabHbli 3aKOH 0T 27.12.2019 Ne 481-03)
7) hapMaueBTUYECKON CyBCTaHLMM CNMpTa 3TUI0BOMO (3TaHoNa) 1 (1K) CNUpToCoAep KalLnx
JIeKapCTBEHHbIX NPenapaToB Ha OCHOBHOM TEXHOJI0rn4yeckom obopyaoBaHUM 419 MPOM3BOACTBA 3TUIOBOIO
CNMpTa, yKa3aHHOM B NyHKTe 1! cTaTby 14! GepnepanbHOro 3akoHa oT 22 Hosbpsa 1995 roga Ne 171-03 "0
rocyapCTBEHHOM pPeryampoBaHuy NponssoacTea 1 06opoTa 3TUAOBOro CANPTA, ajKOroJibHON 1
cnmpTocodep Kallen npoaykLumm n 06 orpaHmyeHmnmn noTpebneHns (pacnmuTra) ankorosibHoM NpoayKumm',
(OdononHeHne NyHKTOM - PefepasibHbli 3aKOH 0T 27.12.2019 Ne 481-03)

6. Mpn BBOAE NIEKAPCTBEHHbLIX CPEACTB AJ19 BETEPMHAPHOr0 NPUMEHEHNS B FpaxKhaHCKuin obopoT
YMNOJIHOMOYEHHOE INLIO MPON3BOAUTENS NEKAPCTBEHHBIX CPEACTB 15 BETEPUHAPHOIO NPUMEHEHMNS
OCYLLeCTB/AET NOATBEPXKAEHNE COOTBETCTBNA JIEKAPCTBEHHbIX CPeACTB AJ19 BETEPUHAPHOIO NPUMEHEHUS
TpeboBaHMAM, YCTAHOBIEHHbIM MPW UX FOCYAAaPCTBEHHON PerncTpaumm nam peruncTpaumm B pamkax
EBPa3ninCcKoro 3KOHOMNYECKOro COl03a, U rapaHTUPYET, YTO JIeKapCTBEHHbIe CPeACTBa A1 BETEPUHAPHOIO
NpPYMEHEHNs Npon3BeneHbl B COOTBETCTBUN C TpeboBaHUAMM NpPaBUa Haanexallen Npon3BoACTBEHHON
NnpakTuKn EBpa3minckoro sKOHOMMYECKOro Coto3a.

6. Mpwn BBOAE JIEKAPCTBEHHbIX CPEACTB A1 MEAMLMHCKOrO NPUMEHEHUS B FpaKAaHCKuin 06opoT
YNOJIHOMOYEHHOE INLL0 MPON3BOAUTENS NEKAPCTBEHHbIX CPEACTB A1 MeQULMHCKOro NpUMeHeH s
OCYLLeCTBASET NOATBEPXKAEHNE COOTBETCTBNA JIEKAPCTBEHHbIX CPEACTB AJ19 MeANLUHCKOro MPpMMEHeHNs
TpeboBaHMAM, YCTAHOBIEHHLIM MPW UX FOCYAAaPCTBEHHON PerncTpaumm nnm perncTpaumm B pamkax
EBpa3ninckoro sKOHOMNYECKOro COK3a, U rapaHTUPYET, YTO JIEKapCTBEHHbIE CPEeACTBa AN MeQULMHCKOr0
NpYMeHEHNs Npon3BeneHbl B COOTBETCTBUN C TpebOBaHUAMM NPaBU Hadexallen Npon3BoACTBEHHON
NpakTUKy EBpa3nMnckoro 3KOHOMMYeCKoro coto3a. ([JonosHeHne 4acTblo - PefepasibHblil 3aKOH OT
31.07.2025 Ne 304-03)

7. YNONHOMOYEHHbBIM JINLIOM NMPON3BOAUTENS NEKAPCTBEHHLIX CPEACTB SBNSETCA ero paboTHUK,
aTTEeCTOBaHHbIN B YCTAHOBAEHHOM YMOJAHOMOYEHHbIM (hefepasibHbIM OpraHoOM UCMOJIHATESIbHON BIACTK
NopsiIke N MMELUN CTa)k paboTbl He MeHee YeM NSATh JIeT B 061aCTn NPON3BOACTBaA U (MK) KOHTPOA
KayecTBa JIEKapCTBEHHbIX CPEACTB, BbiCcLlee 06pa3oBaHMe COOTBETCTBEHHO MO OAHOWN N3 CNeLnanbHOCTEN 1
(nnn) ooHOMY M3 HanpaBaeHW NOArOTOBKN: Bruonorus, 6UoTEXHONOrUs, BETEPMHAPUS, BETEPUHAPHO-
CaHWTapHas 3KCMepTu3a, KJIMHNYECKasa MeanLMHa, paanaLoHHas, XuMmnieckas n buonormyeckas 3awnTa,
hapmaums, hyHaamMeHTa bHad MeauUnHa, XMMnyYeckas TEXHONOM A, XUMUS.
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8. Mpon3BOAMTENN NEKAPCTBEHHbLIX CPEACTB (3a NCKIYEHNEM hapMalleBTMYECKON CybCcTaHUuM cnmpTa
3TUMO0BOrO (3TaHO1a) MOrYT OCYLLECTBAATL NPOAAXY NEKAPCTBEHHbLIX CPEACTB UK nepefaBaTb UX B
YyCTaHOBJ/IEHHOM 3aKOHOA4ATeNbCTBOM Poccuinckon ®enepauun nopsgke:

1) opyrum npon3BOAUTENAM JIEKAPCTBEHHbIX CPEACTB A5 NPOM3BOACTBA NEKAPCTBEHHbLIX CPEACTB;

2) opraHm3aumnsaM onToBOW TOProBAW JIEKAPCTBEHHbLIMU CPEACTBaAMY;

3) anTeyYyHbIM OpraHu3aumnam, BeTepMHaPHbLIM anTeYHbIM OpraHn3aunam, UHAMBUAYANbHbIM
npegnpuHuMaTensaM, UMELWNM NNLEH3NIO Ha (hapMaLeBTUYECKYIO AesSTeNbHOCTb UK JIMLLEH3NIO Ha
MEeONLNHCKYI0 OeATENbHOCTb;

4) HayYHbIM OpraHM3aLnsaM 4N Hay4YHO-MCCeaoBaTeNbCKOM paboThl;

5) MeANUMHCKMM OpraHn3aumnam n BeTepnHapHbIM OpraHM3aunsam,

6) opraHm3auusM n MHAUBUAYabHbIM NPEeANPUHMMATENAM, OCYLLECTBASAILWNM pa3BeeHne, BblpallBaHme
N cofep)KaHne XXUBOTHbIX (3@ UCKJIIOYEHMEM NPOAaXM UM hapMaLeBTMHeCKUX CybCcTaHLnn nam mnx
nepenayn);

7) ncnbiTaTeNbHbIM NabopaTopusam (LeHTPaM), NPOBOAALLNM UCMbITaHUS B 0611aCTN KOHTPONIS KavyecTBa
JIeKapCTBEHHbIX CPEACTB, aKKpeaUTOBaHHbLIM B COOTBETCTBMM C 3aKOHOAATEIbCTBOM Poccuinckon
depepaumm 06 akkpeoUTaLMM B HALMOHAJIbHON CMCTEME akKpeanTauuun. ([ononHeHNe NyHKTOM -
®epepanbHbii 3aKoH 0T 04.08.2023 Ne 428-03)

9. MpounzBoaunTenu hapMaLeBTUYeCKON CybCcTaHLUMM CNPTa 3TUI0BOrO (3TaHoNa) 0653aHbl OCYLWECTBAATD
peanunsauunio (Nepedady B yCTaHOBJIEHHOM 3aKOHOA4ATENbCTBOM Poccuinckon ®epepaunmy nopsake)
thapmaueBTUYeCcKon cybCcTaHuMm cnnpTa 3TUJI0OBOrO (3TaHONa) MPOM3BOAUTENAM NIEKAPCTBEHHbIX CPEACTB
ANS MPON3BOACTBA JIEKAPCTBEHHbIX CPeACTB, MPOM3BOAUTENAM (M3FrOTOBUTEAM) MEAULMHCKUX U34eNniA
AN15 NPOM3BOACTBA W N3rOTOBJIEHUSA MEANLIMHCKUX N34ENUIN B eMKOCTAX 06bemMoM He 6onee 1 nntpa u (nnn)
He MeHee 1000 nnTpOB, a OpraHn3aumnsaMm, yKka3aHHbIM B MyHKTax 3 - 5 1 7 4yacTu 8 HaCTOALLEN CTaTby, B
Tape obbemom He 6onee 1 nuTpa. ([lonosHeHMe YacTblo - PefepasibHblil 3aKoH 0T 29.07.2017 Ne 278-93)
10. Peannzauus (nepegayva B yCTaHOB/IEHHOM 3aKOHOAATE/LCTBOM Poccuiickon ®enepaumm nopsaagke)
thapMaLeBTMYeCcKon cybcTaHLmMmM cnnpTa 3TUI0BOM0 (3TaHoa) opraHn3aLmnsmM ONTOBOW TOProOBM
JIeKapCTBEHHbIMY CPeACTBaMK He fonyckaeTcs. ([lononHeHne YacTbio - PefepanbHblii 3aKOH OT
27.12.2019 Ne 481-®3)

11. NepeBo3KK hapMaLieBTUYECKON CyBCTaHUMM CAMPTa 3TU0BOrO (3TaHOMa) OCYLLECTBASIOTCA C
cobnoneHnem TpeboBaHMI, yCTaHOBIEHHbIX ab3alleM YeTBepPTLIM NyHKTa 3 cTaTb 9 PenepasibHOro
3aKOHa 0T 22 Hoabpsa 1995 roga Ne 171-03 "O rocyaapCTBEHHOM peryanpoBaHnMm Npon3sBoacTea 1 obopoTa
3TWNOBOr0 CNUPTA, aJIKOroJIbHOM 1 CMMPTOCOAEP KALLEN NPoAYKLUUN 1 06 orpaHuyeHun notpebneHuns
(pacnnTuna) ankoronbHoW Npoaykumnn”. (ononHeHne YacTbio - PefepanbHbin 3aK0oH 0T 27.12.2019 Ne 481-
®3)

CtaTbs 46. MapKMpoBKa NeKapCTBEHHbIX CPeaCcTB

1. JlekapcTBeHHble NpenapaThbl, Npowewmne rocyfapCTBEHHYO perncTpaLmnio B COOTBETCTBUM C
TpeboBaHnaMu HacToswero ®efepanbHOro 3aK0Ha, 3a UCKI0YEHWEM IEKAPCTBEHHbIX MpenapaTos,
M3roTOBJIEHHBLIX aNTeYHbIMW OpraHM3aunaMy, BETEPUHAPHBIMU anTeYHbIMU OpraHn3aumnaMu,
WUHAVBUAYANbHBIMY NPEANPUHUMATENAMN, UMEKOLLUNMMN NINLLEH3UIO Ha PapMaLLeBTUYECKYI0 0eATENbHOCTD,
LOJDKHBI MOCTYNaTb B obpallieHne, ecnu:

1) Ha NX NepBNYHON yNakoBKe (3a MCKI0YEHNEM NEPBUYHON YNAKOBKUN JIEKAPCTBEHHbIX PAaCTUTENbHbIX
npenapaToB) XOPOLLO YUTAEMbIM LIPUPTOM Ha PYCCKOM A3bIKE YKa3aHbl HAMMEHOBAHWE SIeKapCTBEHHOI0
npenapata (MexayHapoLHOe HenaTeHTOBAHHOE, WK rPYNMNMPOBOYHOE, N XUMUYECKOE, UM TOProBoe
HaMMeHOBaHWe), HoMep cepuu, AaTa BbiNycKa (418 UMMYHOBUONOrMYECKNX IEKAPCTBEHHbIX MPenapaTos),
CPOK rOAHOCTM, LO3MPOBKA MM KOHLLeHTpauus, obbem, akTUBHOCTb B eANHULAX LeNCTBUA NN KONYeCTBO
no3;

2) Ha ux BTOpMYHOM (NOTPebuTenbCKOM) YyNakoBKE XOPOLLIO YATAEMbBIM LUPUPTOM Ha PYCCKOM fA3bIKe
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yKa3aHbl HAaMMeHOBaHWe JIeKapCTBEHHOr0 NpenapaTa (MeXxayHapoLHoe HenaTeHTOBaHHOe, UK
rPYNNUPOBOYHOE, UM XUMUYECKOEe 1N TOProBoe HaUuMeHOBaHWA), HAaMMeHOBaHWe NPoOU3BOAMTENS
NeKapCTBEHHOro NpenapaTta, HOMep cepuu, AaTa BbiMycKa (AN UMMYHOBMONOrMYEeCKNX NeKaPCTBEHHbIX
npenapaToB), HOMEeP PErncTPaLMOHHOr0 YAOCTOBEPEHNS, CPOK FOAHOCTM, CNOCO6 NPUMEHeHUs, [03MPOBKa
NN KOHUEHTpauus, 06beM, akTUBHOCTb B eiMHMLAX AeACTBUS NMBO KOIMYECTBO 403 B YNaKOBKe,
JieKapcTBeHHasa opmMa, yCJI0oBMA OTMYCKa, YCJI0BUS XPaHEHWA, NpeaynpeanTesibHble Haanmncu.

2. dapMaueBTUYeCKMe CybCTaHLUM LOMKHLI MOCTYNaTb B 0bpalleHne, eCim Ha UX NEPBUYHON YNaKOBKe
XOPOLUO YMTaEMbIM LLUPUGDTOM Ha PYCCKOM A3blKe yKa3aHbl HaMeHoBaHWe hapMaLeBTnYeckon cybcTaHumm
(MexayHapoHoe HernaTeHTOBaHHOE, UK FPYNNMPOBOYHOE, NN XUMUYECKoe 1 TOProBoe HauMeHOBaHUS),
HaMMeHOBaHVe Npoun3BoAUTENs PapMaLLeBTUYECKON CybCcTaHLMK, HOMEP Cepumn 1 faTa U3roToBEHUS,
KOJIM4ECTBO B YNMAKOBKE U eANHULbI U3MEePEeHU KOIMYECTBa, CPOK MOLAHOCTU 1 YCNOBUA XPaHEHNS.

3. JlekapCTBeHHbIE CPEACTBa B Ka4eCTBE CbIBOPOTOK AOJKHbI MOCTYNaTh B obpalleHne C yKazaHuem
)KWBOTHOIO, 13 KPOBW, MJIa3Mbl KPOBMW, OPraHOB N TKAHEN KOTOPOr0 OHU MOJyYeHbl.

4. Ha BTOpWYHYt0 (NOTpebnTenscKyo) yNakoBKY NEKAPCTBEHHbIX CPEACTB, MOJYYEHHbIX U3 KPOBU, MAa3Mbl
KPOBM, OPraHOB 1 TKaHeWn YenoBeKa, AO/HKHA HAaHOCMTbCA Haanuck: "AHTuTena kK BUY-1, BUY-2, K Bupycy
renatuta C 1 NOBEPXHOCTHbLIM aHTUIEH BMpYyCa renatuTa B oTcyTcTBYIOT".

5. Ha nepBuYHYI0 YNakoBKY 1 BTOPUYHYIO (NOTPebrnTenbCKyo) yNnakoBKy pagnodapMaLeBTUYecKnx
NIeKapCTBEHHbIX CPeACTB A0/KEH HAHOCUTLCS 3HaK pafnaLOHHON OMacHOCTW.

6. Ha BTOpMYHYt0 (NOTpebuTenbCckyto) ynakoBKY roMeonaTuyecknx NeKapCTBEHHbIX NpenapaToB LO/MKHA
HAaHOCUTbLCA Hagnuck: "TomeonaTnyeckuin",

7. Ha BTOpUYHYIO (MOTPebuTenbCKyto) yNakoBKYy NeKapCTBEHHbLIX PacTUTENbHbLIX MPenapaToB AO/KHA
HaHOCWUTLCSA HagNuch: "MpoayKumMs NpoLaa pagnuaLoHHbI KOHTPOJIL".

8. Ha nepBunYHYyI0 yNakoBKy (ec/in Ans 3TOro CyLLeCcTByeT TEXHUYECKAas BO3MOXXHOCTb) Y BTOPUYHYIO
(noTpebuTenbCKy0) YyNakoBKYy NeKapCTBEHHbLIX MpenapaTos, NpefHa3HaYeHHbIX AN KIUHUYECKNX
nccnenoBaHuin, JOKHA HAHOCUTLCSA HAANUCL: "ONsS KNIMHNYECKUX UccnenoBaHmnn',

9. YnakoBKa JlekapCTBEHHbIX CPeacTB, npeHa3Ha4YeHHbIX UCKI0YUTENIbHO A5 3KCNOopTa, MapKMpyeTcsa B
COOTBETCTBUM C TpeboBaHMAMMN CTPaHbI-UMNopTepa.

10. Ha TpaHCNOpTHYIO Tapy, KOTOpas He NpefHa3HavyeHa 4nd noTpebutenen n B KOTOPYIO MOMELLEHO
JlekapCTBEHHOe CPeACTBO, A0JKHA HAHOCUTLCA MH(OPMaLLIMSA 0 HAMMEHOBaHWW, CEPUN JIeKapCTBEHHOIO
CpeAncTBa, faTe BbiMyCKa, KOMMYeCcTBe BTOPUYHBIX (MOTPebnTebCKUX) YNaKOBOK JIeKapCTBEHHOM 0
cpencTBa, NpoM3BoAUTENe IeKapCTBEHHOI0 CpeACTBa C yKa3aHWeM HalMeHOBaHUSA U MeCTOHAX0XAeHNs
Npou3BOANTENS NEKAPCTBEHHOro CpeacTBa (agpec, B TOM YMC/e CTpaHa 1 (1iv) MecTo Npou3BOACTBA
NEKapPCTBEHHOr0 CPeACTBA), @ TaKXXe 0 CPOKE FOAHOCTY JIEKAPCTBEHHOMO CPeACcTBa U 06 yCnoBMAX ero
XpaHeHUs U nepeBo3Ku, HeobxoAnMblie NpeaynpeanTeNibHble HAAMUCU U MaHUMYAATOPHbIE 3HAKMW.

11. Ha nepBMYHYIO0 YNaKOBKY U BTOPUYHYIO (MOTPebuTenbCKyto) yNakoBKY JlekapCTBEHHbIX CPeACTB A/id
BETEPMHAPHOr0 NPUMEHEHUSA LOJIKHA HAHOCUTLCA HAaAMWUCh: "[1a BeTepnHapHOro npuMeHeHus".

12. Ha BTOpr4HYyto (NOTpebuTensckyto) ynakoBKy IeKapCTBEHHOMO npenapata HaHOCUTCSA WTPUXOBON KOZ.

[naBa 9. BBo3 NeKapCTBeHHbIX CpencTB B POCCVII7ICKy}O (Deu,epau,vuo N BbIBO3 JIeKapCTBEHHbIX CpencTB 13 Poccuinckon
Qepepaunu

(HaumeHoBaHuwe B pepakunm ®enepasibHoro 3akoHa ot 06.12.2011 Ne 409-03)

CtaTbs 47. MNopsfoK BBO3a SIeKapCTBEHHbIX CPeAcTB B Poccuinckyto Pefepauimio U BbiBO3a I€KaPCTBEHHbIX
cpencTs n3 Poccuiickon ®epepauymm

(HaumeHoBaHMe B pefakumm ®efepanbHOro 3akoHa ot 06.12.2011 Ne 409-03)

1. BBO3 IeKapCTBEHHbIX CPeAcTB B Poccuinckyro ®enepaumnio oCyLLEeCTBASETCA B NOPAAKE, YCTAaHOBEHHOM
MpaBuTenbcTBOM Poccuinckon degepaumm, B COOTBETCTBUM C aKTaMu, cocTasasaowmmm npaso Coto3a, 1
(nnn) 3aKoHoAaTEeNbCTBOM Poccuinckon ®efepauum 0 TaMOXEHHOM peryanpoBaHum.

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 82 13 120



2. BBo3umeble B Poccuinckyto defepaunto IeKapCTBEHHbIE CPeACTBa A0JKHbI COAEPXXaTbCs B
rocynapCTBEHHOM PEECTPE JIEKAPCTBEHHbIX CPEACTB, UM €AMHOM PEECTPe 3aperncTPUpPOBaHHbIX
JIeKapCTBEHHbIX CpeAcTB EBpa3nMncKoro aKOHOMMYECKOro Co3a, Uin e4MHOM peecTpe
3apPerucTpMpoBaHHbIX BETEPUHAPHBIX IEKAPCTBEHHbLIX NpenapaToB EBPa3nNCKoro 3KOHOMMYECKOro Cot3a.
3. NonyckaeTcs BBO3 B Poccuinckyto defepaumnio KOHKPETHON NapTUmM 3aperucTpupoBaHHbIX 1 (1)
He3apernCcTPMPOBaHHbLIX NEKAPCTBEHHLIX CPEACTB, MPeAHa3HaYeHHbIX 415 pa3paboTKy TEKAPCTBEHHbIX
CpPencTB, NPOBEAEHMNA HAYUYHbIX U MHbIX NCCNeA0BaHNA, MPOBEAEHUS KINHNYECKNX NCCIe10BaHMN
JIeKapCTBEHHbIX NPenapaToB, MPOBELEHNA IKCMEPTU3bl NEKAPCTBEHHbIX CPEACTB A5 OCYLLEeCTBAEHNS
roCcyaapCTBEHHOW PErncTpauum nnn perncTpaunm NekapCTBEHHbIX NpenapaToB UK os 0Ka3aHus
MeONLUHCKON NOMOLLN MO XU3HEHHbIM NMOKa3aHWAM KOHKPETHOr0 nauueHTa Ha OCHOBaHMM pa3peLLeHus,
BbIAAHHOI0 YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMONHUTENIbHON BAACTU MO 3a8BJEHNAM NNLL,
yKa3aHHbIX B cTaTbe 48 HacTosAwero ®egepanbHOro 3akoHa. PacCMOTpeHME Takoro 3asBeHNA N NPUHATME
pelleHns 0 BblAa4ve pa3peLlleHns Ha BBO3 KOHKPETHOW NapTun 3aperncTpupoBaHHbIX 1 (Man)
He3aperncTPMPOBaAHHbIX JIEKAPCTBEHHbIX CPEACTB, NPeAHa3HaYeHHbIX 4J19 pa3paboTKy NeKapCTBEHHbIX
CpencTB, NPOBELAEHNA HAYUYHbIX Y MHbIX NCCNeA0BaHNA, MPOBEAEHUSA KINHNYECKMNX NCCe0BaHMM
JIeKapCTBEHHbIX NPENapaToB, NPOBEAEHNSA KCMEPTU3bl IEKAPCTBEHHbLIX CPEACTB 4151 OCYLLECTBAEHNS
roCyfapCTBEHHOW PerncTpauum nan perncTpaunn N1eKkapCcTBeHHbIX NpenapaToB UM oas oKa3aHus
MeLMNLMHCKON MOMOLLM MO XXU3HEHHBLIM MOKAa3aHUSM KOHKPETHOro nauneHTa mbo o6 oTkase B Bbigave
YKa3aHHOr0 pa3peLleHns Npon3BoaAaTCA B CPOK, HE MpeBbIWaowmnin naTn paboynx gHen. MNnata 3a Bblaavy
YKa3aHHOr 0 paspeLleHuns He B3MMaeTCs.

3. [lonyckaeTcs BBO3 B Poccuinckyto degepaunio KOHKPETHOM NapTuUm HE3aperncTpupoBaHHbIX
JIeKapCTBEHHbIX NPEnapaToB, CoAep XKallunX HAPKOTUYECKE CpeacTBa MM NCUXOTPOMHbIE BELWECTBa, B
nopsake, yctaHoBfeHHOM lMpaBuTenbCTBOM Poccunckon ®epepaumm, 48 OKazaHUA MeanLMHCKON MOMOLLM
MO XXN3HEHHbIM MOKa3aHNAM KOHKPETHOr0 MalMeHTa Uy rpynnbl NauneHToB B Cyvae, ec/iv UMeeTCs
pelueHne BpayebHON KOMNCCMN MeLUNLIMHCKON OpraHn3aLmm o Hea(hMEKTUBHOCTA NI HEBO3MOXKHOCTH
NPUMEHEHUS Y KOHKPETHOr0 NaLlueHTa NHbIX 3aPEerMCTPUPOBaHHbIX IEKAPCTBEHHbIX NPENapaToB, B TOM
yucne cogepXawux apyrvue 4encTByOLMe BewecTsa, U 0 HeobXxoANMOCTH BBO3a ONPeaesIEHHOro
He3aperncTpMPOBaAHHOIO JIEKAPCTBEHHOIO NpernapaTta C YKa3aHWeEM ero MeXxayHapoaHoro
HeMaTEeHTOBAHHOMO (MM XUMNYECKOrO, AN FPYNMNUPOBOYHOr0) HAMMEHOBaHMNS, POPMbI BbIMyCKa U
KonnyecTBa. NepeyeHb 3ab0eBaHNA N COCTOAHMIA U COOTBETCTBYIOLLNX JIEKAPCTBEHHLIX NMPEnapaTos,
CcoAepKallmx HapKoTMYeCKne CpeacTBa U NCUXOTPOMHbIE BELWECTBA, B LIEeNAX OCYLLECTBAEHNS UX BBO3a B
COOTBETCTBUM C TpebOBaHMAMYN HACTOALENR YaCTW YTBEP)KLAETCS YNOJHOMOYEHHLIM hefepasbHbIM
OpraHoM UCNONHUTENbHON BNacTK. (JonosHeHne YacTbio - PefepanbHblil 3aKOH 0T 27.12.2019 Ne 475-03)
32. 1o 31 gekabpa 2027 rofa oonyckaloTcsa BBO3 Ha Tepputoputo Poccuiickon depepaunn n obpalleHne B
Poccuinckon ®epepaumm € y4eToMm 0cobeHHOCTEN, yCTaHOBAEHHbIX [paBUTeNLCTBOM Poccuiickom
depnepaumm, 3aperucTpMpoBaHHbIX 1EKAPCTBEHHbIX MPenapaToB A8 MeANLMHCKOrO NPUMEHEHNS B
yNaKoBKax, NpefHa3Ha4YeHHbIX AN 0bpalleHns B MHOCTPaHHbIX FOCyAapCTBax, B C/iydae AedeKkTypbl
JIEKApPCTBEHHbIX NPENapaToB U PUCKa ee BO3HUKHOBEHUS B CBSA3M C BBEAEHNEM B OTHOLIEHWMN Poccminckom
defepalmm OrpaHNYNTESNIbHBIX MEP 3KOHOMUYECKOr0 XapakTepa npu yCa0BUM COOTBETCTBMA BBO3UMBbIX
JIEKApPCTBEHHbIX NpenapaToB TpeboBaHUAM, YCTaHOBIEHHBIM MPU UX PErNCTPaLIAN, 33 UCKITIOYEHNEM
TpeboBaHWI K NEePBNYHOW YyNaKoBKe, BTOPUYHON (NOTpebuTensCckom) ynakoBKe, a TakXe Mpu Haanyinm Ha
BTOPUYHON (MOTPebnTENbCKON) YNaKoBKe IEKAPCTBEHHbIX NMPEenapaToB, HAX0ASLWMUXCS B obpaLleHunn,
CaMOK/IesLLIEeNCs 3TUKETKM, cofepKallen MHGopMaLIMo 0 IeKapCTBEHHOM NnpenapaTe Ha PYCCKOM fi3blKe.
(OdononHeHMe YacTbio - PegepanbHblil 3aKoH 0T 26.03.2022 Ne 64-03)

33. [lonyckatoTcs BBO3 B Poccuinckyro ®enepauuio n obpalleHne B Poccuiickon denepaunn C y4eTom
ocobeHHOCTeNn, YCTaHOBAEHHbIX MpaBuTeNnbCTBOM Poccminckon degepaunm, 3aperncTpmpoBaHHbIX
OpUrMHaNbHbIX OPMaHHbLIX IeKapCTBEHHbIX NPenapaToB v (MAKn) BbICOKOTEXHOMOMMYHbIX IeKAPCTBEHHbIX
npenapaToB a8 MeAMLMHCKOr0 NPUMEHEHUS B TEYEHMNE ABEHAALATU MeCcAaLeB nocse gaThbl X
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pernctpaumm B Poccnickon depepaunn B ynakoBkax, npefHasHavYeHHbIX 48 obpalleHmnsa B UHOCTPaHHbIX
rocyfapcTBax, npu yCa0BUN COOTBETCTBUSA BBO3MMbIX JIEKAPCTBEHHLIX NpenapaToB Aas MeguLMHCKOro
npuMeHeHns TpeboBaHMAM, YCTaHOBAEHHbLIM MPY UX PerncTpaumnm, 3a nckatoyeHnem TpebosaHun K
NepBMYHOW YNaKOoBKe, BTOPUYHON (MOTPebUTENbCKOM) yNakoBKe, U NP HaNNYnM Ha BTOPUYHOW
(moTpebnTenbCckon) ynakoBke NeKapCTBEHHbIX NPenapaToB A8 MeAMLIMHCKOrO NPUMEHEHNS,
HaxoaAWmMXcsa B 0bpalLeHnn, CaMOKIEALLENCS STUKETKN, COAEP KALLEN NHPOPMALINIO O IEKAPCTBEHHOM
npenaparte A1 MEAULMHCKOrOo MPUMEHEHNS Ha PYCCKOM fi3blKe. B OTHOLWIEHWW faHHbIX JIeKapCTBEHHbIX
npenapaToB HE NPUMEHSAOTCS NON0XKEHNS YacTK 7 cTaTbh 9 1 vacTen 1 n 2 ctaTbn 52! HacTosWErO
®efepanbHOro 3akoHa. (JonosHeHne YacTbto - PegepanbHblin 3akoH 0T 30.01.2024 Ne 1-03)

4. B Poccuiickyto ®efepalimio MOXXHO BBO3UTb JIEKApPCTBEHHbIE CPEACTBA, Ka4eCTBO KOTOPbIX
NOATBEPXAEHO CEPTUDUKATOM MPOU3BOAUTENS IEKAPCTBEHHbIX CPEACTB, YA0CTOBEPSIOWNM COOTBETCTBME
BBO3MMbIX JIEKAPCTBEHHbIX CpeAcTB TPpeboBaHUAM, YCTAHOBAEHHBIM NPU UX PErNCTPaLN UK NPOBEAEHNN
npoueayp, CBA3aHHbIX C perucrpaume.

5. 3anpelaeTcs BB0O3 B Poccuinckyto defepaunio hasbCuPULMPOBaHHbIX JIEKAPCTBEHHbIX CPeacCTB.,
Hef0b6pOoKa4yeCTBEHHbIX IEKAPCTBEHHbIX CPeACTB, KOHTPAaaKTHbIX JIeKapPCTBEHHbIX CPEACTB.

6. anbCcnrLUNPOBaHHbIE IEKAPCTBEHHbIE CPefCTBA, HeAOOPOKAYeCTBEHHbIE IEKAPCTBEHHbIE CPEACTBA
noasexxaT N3bATUIO U NOCTEYIOLLEMY YHUYTOXXEHMNIO UK BbIBO3Y M3 Poccuinckon ®egepaunu,
KOHTpaaKTHbIE NeKAPCTBEHHbIE CPEACTBA - M3BATUIO U NOCAEAYIOWEMY YHUHTOXEHNIO. YHUYTOXKEHNE Nn
BbIBO3 13 Poccuinckon ®epepaunn GanbCcnPuLmpoBaHHbIX 1EKAPCTBEHHbIX CPEACTB,
HenobpoKa4yeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB, KOHTPa(haKTHbIX JIeKaPCTBEHHbLIX CPeACTB
OCYLLECTBJIAETCA 3a CHET INLA, OCYLLECTBUBLLErO UX BBO3. MNOPALOK YHUYTOXEHNSA N3bATbIX
hanbCnULMPOBaHHbIX IEKAPCTBEHHbIX CPeACTB, HeA0OPOKa4YeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB,
KOHTpPahaKTHbIX JIEKapCTBEHHbLIX CPeACTB YCTaHaB/MBaeTcs MNpaButenscTBoM Poccuinckon ®epepauymn.

7. Nlnua, ocyuwecTasowme BBo3 B Poccuiickyto ®efepaumio hasbCnULNPOBaHHbIX JIeKapCTBEHHbIX
CpencTB, Hef0bpOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB, KOHTPa(aKTHbIX IEKAPCTBEHHbIX CPEACTB,
HeCyT OTBETCTBEHHOCTb B COOTBETCTBUMU C 3aKOHOA4ATENLCTBOM Poccminckon ®epepaumm.

8. BbIBO3 NneKapCTBEHHbIX CpeacTB U3 Poccminckon deaepaumm oCyLecTBAsSETCA B COOTBETCTBUAN C akTaMu,
cocTasnsowmumn npaso Cotosa, 1 (11n) 3akoHoLaTenbCTBOM Poccunckon ®efepaumm o rocyaapCTBeHHOM
perynnpoBaHUN BHELLHETOPrOBON AEATENbHOCTH.

9. BBopA B rpakaaHCKuin 060poT NeEKaPCTBEHHbLIX MPenapaToB AN MEANLNHCKOrO MPUMEHEHNS, BBE3EHHbIX
B Poccuiickyto ®efepaumio, oCcyLLecTBAsSETCA C cobnogeHnemM TpeboBaHWI, YCTAHOBNIEHHbIX CTaTben 52
HacTosuero ®egepanbHOro 3akoHa. ([lonosiHeHne YacTbio - PegepanbHblil 3aKoH 0T 28.11.2018 Ne 449-
®3)

10. BBoA B rpakaaHCKuin 06opoT leKapCTBEHHbIX NpenapaToB AJ19 BeTePMHAPHOro NpUMeHEeHNS,
BBE3EHHbIX (NepeMeLleHHbIX) B Poccuinckyto Peagepalmto, ocyLlecTBaseTcs ¢ cobnogeHmnem TpeboBaHuii,
YCTaHOBJ/IEHHbIX CTaTbeln 522 HacTosAwero PeagepasbHOro 3akoHa. ([lonosHeHme YacTblo - PegepasibHbIi
3aKoH 0T 02.07.2021 Ne 317-®3)

CtaTtba 48. lOpuamnyeckue nmua, KOTOPbIM paspeLleH BBO3 NEeKAPCTBEHHbIX CPeACTB B POCCUNCKYIO
depepauymio
(HanmeHoBaHune B pepakuunmn ®egepanbHoro 3akoHa o1 06.12.2011 Ne 409-03)

JlekapcTBeHHble cpeacTBa B Poccunckyio depnepaumio MOryT BBO3UT:

1) npovn3BOANTENN NNIEKAPCTBEHHbIX CPEeACTB AN Leneil COBCTBEHHOro Npon3BOACTBA eKapCTBEHHbIX
CPencTs;

2) MHOCTpaHHbIe pa3paboTYNKKM NeKapCTBEHHbIX CPEACTB Y MHOCTPaHHbLIE NPOM3BOAUTENN JIEKAPCTBEHHbLIX
CPeLCTB Uan Apyrue opuandeckune nuua no nopyyveHuio pa3paboTyrka nekapCTBEHHOrO CpeAcTBa ANs
pa3paboTKu NeKapCTBEHHbIX CPEACTB, NPOBEAEHNS HAYHYHbIX U UHBLIX NCCIEA0BAHMUNA, MPOBEAEHMNS
KJUHUYECKNX NCCief0BaHNIN IeKkapCTBEHHOr0 NpenapaTa, OCYLLLeCTBeHNS rocyJapCTBEHHON perncTpaLmm
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WA perncTpaLumn NekapCTBEHHOro npenapaTa, BKAOYeHNs dapMaLeBTUYeckon cybcTaHumum B
roCyfapCTBEHHLIN PeecTp NeKapCTBEHHbLIX CPEACTB, KOHTPOJIA KadeCTBa JIEKapCTBEHHLIX CPeAcCTB npu
HaM4MM paspeLleHnsa yrnoJHOMOYEHHOro dhefepasbHOr0 opraHa NCNOHUTENbHOW BAACTU Ha BBO3
KOHKPETHOWN MapTun SIeKapCTBEHHbIX CPeacCTB;

3) opraHu3auum oNTOBOW TOProB/AN JIeKaPCTBEHHLIMU CpeacTBaMu;

4) Hay4Hble opraHusaunn, obpa3oBaTesNibHble OpraHu3aLmm Bbicliero obpa3oBaHus, NPOM3BOANTENN
JIEKApPCTBEHHbIX CPeACTB Ans pa3paboTku, nccienoBaHui, KOHTPONS 6€30MNacHOCTU, KavyecTBa,

3P PEKTMBHOCTM IEKAPCTBEHHBIX CPEACTB NPU HAMNYNN pa3peLleHns YNoJIHOMOYEHHOro heaepanbHOro
opraHa UCNOJIHNTENbHON BNaCcTW;

5) MegnumnHCKne opraHmn3aumm, UHble yKa3aHHble B MyHKTaxX 1 - 4 HacTosLen CTaTbl OpraHn3aunm ons
OKa3aHMWsa MegMLUNHCKON MOMOLLM MO XMWU3HEHHbLIM NMOKa3aHNAM KOHKPETHOr0 NauueHTa npu Haanmymm
pa3peLleHns YNoaHOMOYEHHOro heaepanbHOro opraHa UCNOIHATESIbHON BAACTX Ha BBO3 KOHKPETHOM
napTuW IEKapCTBEHHOI 0 NpenapaTa, BblAaHHOr0 B YCTaHOB/IEHHOM NOPSAKE B (hOpMe 3JIEKTPOHHOI 0
LOKYMEHTa, NoANNCAaHHOIr0 YCUIEHHON KBAIMPULIMPOBAHHON SNEKTPOHHOW NOAMNUCHIO;

6) rocyiapCTBEHHbIE YHUTAPHbIE MPEeAnpUATUSA, MMYLLECTBO KOTOPbIX HAaXoANTCA B hedepasbHOw
cobCcTBEHHOCTY, onpeaenseMble MpaBnTensLCTBOM Poccuinckon ®efepaumm, B 4acTu BBO3a B POCCUINCKYIO
depnepaumio He3aperncTpMpoBaHHbIX JIeKapCTBEHHBIX MpernapaTos, CoAepXKallnxX HapKoTU4YeCckme cpeacTaa
NN NCUXOTPOMHbIE BEWECTBA, AJ1 OKa3aHUA MeQULMHCKON MOMOLLM MO XXN3HEHHbIM NMOKa3aHUAM
KOHKPETHOr o nauueHTa Uam rpynnel NaLMeHToB B COOTBETCTBUN C YacTblo 3 cTaTbyn 47 HacToALero
denepanbHOro 3akoHa; (JonosHeHne NyHKTOM - OefepasibHbi 3aKOH 0T 27.12.2019 Ne 475-03)

7) npon3BOAMTENN MEANLMHCKMNX U3AENNIA ONS LeNen NPOoM3BOACTBA MeQNLNHCKNX n3genni. (JononHeHmne
NYyHKTOM - ®efepanbHbiit 3akoH oT 30.01.2024 Ne 1-03)

CtaTbs 49. [loKyMeHTbI, MpeACTaBAsSEMbIE B TAMOXEHHbIE OpraHbl Poccunckon ®epepaunn npu BBo3e
JleKapCTBEHHbIX CpeacTB B Poccuinckyio ®efepaLinio
(HaumeHoBaHMe B pepakumm ®efepanbHoro 3akoHa ot 06.12.2011 Ne 409-93)

1. Mpwn BBO3€ NEKApPCTBEHHbIX CPeACTB B Poccuinckyto degepauntio B TaMOXKEHHbIE OpraHbl Poccuinckon
depepaumm Hapsay C AOKYMeHTaMu, NpeacTaB/ieHNe KOTOPbIX NPeayCMOTPEHO aKTaMm, COCTaBASAOLLNMN
npaso Coto3a, 1 (n1n) 3aKoHodaTeNbCTBOM Poccuinckon denepaunmm 0 TaMOXXEHHOM PEryanpoBaHum,
NpeacTaBAATCS Cnenyloline JOKYMEHTbI B 3/IEKTPOHHON opMe:

1) cepTudmkaT (3ak4eHne) COOTBETCTBMA NPOM3BOACTBA SIEKAPCTBEHHbLIX CPEACTB A1 BETEPMHAPHOIO
npuMeHeHns TpeboBaHMAM NPaBU HaZNeXalleh NPOM3BOACTBEHHON NPaKTUKK EBpa3sninckoro
3KOHOMMYECKOro COK3a;

2) paspeLleHune yrnoaHOMO4YeHHOro hefepanbHOro opraHa NCNOHUTENbHON BAACTW Ha BBO3 KOHKPETHOMN
NnapTun NeKapCTBEHHOI0 CPEACTBa B C/yYasX, YCTAHOBJIEHHbIX YacTbto 3 CTaTbM 47 HacTOALWErO
®enepancHOro 3akoHa.

2. OKYMEeHTbI, yKa3aHHble B MyHKTax 1 1 2 yacTu 1 HacTosALEN CTaTbW, NPEACTaBASIOTCA B TAMOXXEHHbIE
opraHbl Poccuinckon ®degepauny npy NpubbiTMM NeKapCTBEHHbLIX CPeACTB B Poccuinckyto deaepaumio.
CtaTbs 50. BBO3 NeKapCTBEHHbIX NMpenapaToB B Poccuiickyio ®egepauunio 415 IMYHOrO MCMOJIb30BaHNUSA U
NHbIX HEKOMMEPYECKMX LIeSIeN, a TakxXe A5 UCMOJb30BaHNS Ha TEPPUTOPUN MEXAYHAPOLHOro
MeONLMNHCKOro KnacTepa

(HammeHoBaHMe B pefakuum egepanbHbiX 3aKoHOB 0T 06.12.2011 Ne 409-03; o1 29.06.2015 Ne 160-3)

1. JlekapcTBeHHble npenapaTbl MOryT BbITh BBE3eHbI B Poccunckyto ®epepaumio 6e3 yveta TpeboBaHumn,
npefycMoTpeHHbIX YacTamu 1 - 4 ctaToun 47, ctaTbsiMn 48 1 49 HacToswero denepasbHOro 3aKoHa, ecm
OHW NpefHa3HavyeHbl 4Ns:

1) AM4HOro MCnoab3oBaHNs U3NYECKMMM AnLaMK, NpubbiBlUMMK B Poccrinckyto ®epepaumio. Mpu 3ToM
BBO3 B Poccunckyto ®egepaumio n1eKkapCTBEHHbIX NpenapaToB, COAEPXKaLLUNX CUIbHOAENCTBYOLWMNE U (1K)
A00BUTbIE BELLEeCTBA, BKJIIOYEHHbIE COOTBETCTBEHHO B CMIMCOK CUIbHOAENCTBYIOLWLMX BELLECTB Aas Lenen
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YrON0BHOMO 3aKOoHoAaTenbCcTBa Poccuinckon ®egepalimm 1 B CNUCOK AA0BUTHLIX BELWECTB ANs Lenen
Yros0BHOr0 3aKoHoAaTesibcTBa Poccminckon ®epepaunm, yTBepxAeHHble MNpaBnTensCcTBOM Poccuinckom
depnepaLmm, OCyLLECTBAAETCS NPU HAIMHYNN LOKYMEHTOB (3aBEPEHHbIX KOMUA LOKYMEHTOB WK
3aBEPEHHbIX BLIMNCOK M3 HUX), MOATBEPXKAAIOLLMX HAa3HAYEHNE DU3NYECKOMY NINLLY YKa3aHHbIX
NeKapCTBEHHbIX NpenapaToB (3a NCK/YEHNEM SlIeKapCTBEHHbIX NPenapaToB, 3aperncTpupoBaHHbIX B
Poccuiickon ®epepaumm nnbo 3aperncTprMpoBaHHbIX B COOTBETCTBMM C aKTaMU, COCTaBASIOLMMN NPaBo
Coto3a, 1 oTnyckaembix B Poccuinckon ®epepaumm 6e3 peuenTta Ha NeKapCTBEHHLIN Npenapar).
MoaTBepxaatowme LOKYMEHThI (MX 3aBEPEHHbBIE KOMUU UAW 3aBEPEHHbIE BbIMUCKW U3 HWUX) LOMKHbI
cogep)xaTb CBeleHMsA 0 HAaMMEeHOBaHUN 1 KOIMYeCTBE Ha3Ha4YeHHOr o leKapCTBEHHOr o npenapaTa. B
cny4yae, eciv noATBepXXAaloLime JOKYMEHThI (MX 3aBepPEHHbIE KOMWUW UK 3aBEPEHHbIE BbIMUCKU U3 HIUX)
COCTaBJ/I€Hbl HA MHOCTPAHHOM A3bIKE, K HAM MpuiaraeTcs HoTapuasibHO 3aBEPEHHbIV MEPEBOS Ha PYCCKMI
A3bIK;

2) MCnosib3oBaHMA paboTHUKaAMM AMUMAOMATUYECKOr0 KOpMyCa Uan NpeacTaBUTENSMU MEXAYHaPO4HbIX
opraHu3aunii, akkpeauToBaHHbIX B Poccninckon depepauuu;

3) fle4eHns NaccaxKMpoB 1 YNEHOB IKUNAXKeN TPaHCMOPTHbLIX CPeACTB, Noe3aHbIX bpurag n soantenen
TPaAHCMOPTHbIX CPeACcTB, NPubbIBLINX B Poccuiickyto ®enepaumio;

4) nevyeHns y4aCTHUKOB MEXAYHaPOLHbIX KYJIbTYPHbIX, COPTUBHbIX MEPONPUATUNA 1 YHaCTHUKOB
MeXAYHapOLHbIX 3KCNeanumni;

5) neyeHMs KOHKPETHbIX XXMBOTHbLIX B 300MapKax, 300Cafax, LMpKax, OkeaHapuyMax, gefibuHapusx,
JIeYEeHUS ANKNX XKXUBOTHbIX, MOCTOAHHO MM BPEMEHHO Hacensawwmux Tepputoputo Poccninckon depepaunn,
HaxoAAWMXCA B COCTOSHUMN eCTECTBEHHON CBOBOALI U MPMHaANeXalmMX K BuaaM, 3aHeCeHHbIM B KpacHyto
KHUry Poccuiickon ®epepaumm n (nm) KpacHble KHUrn cybbekToB Poccminckon defepauun, a Takxe
)XMBOTHbIX, BBO3UMbIX B Poccuinckyto depepaumtio 418 y4aCTUs B CNOPTUBHBIX U 3pefINLLHbIX
MeponpuaTuaXx;

6) NCNONb30BaHUA Ha TEPPUTOPUMN MEXAYHAPOLAHOO MEAULMHCKOro KnacTepa. (LonoaHeHne NyHKTOM -
®epepanbHbIn 3aKoH 0T 29.06.2015 Ne 160-93)

2. B cnyyaax, npegyCMOTPEHHbIX YacTblo 1 HAacToAWeN CTaTbW, OMYCKAeTCA BBO3 B POCCUICKYIO
depepalnio NeKapCTBEHHbIX MPeENapaToB, HE 3aperncTpupoBaHHbIX B Poccuiickon ®eanepaunn nnbo He
3aperncTpupoBaHHbIX B COOTBETCTBMM C akTaMu, cocTasasaowmmu npaso Coto3a.

3. JlekapCTBEHHbIE NpenapaThbl, NpeAHa3Ha4YeHHble 08 FyMaHUTapHON MOMOLLN (COOENCTBNSA) U MOMOLLN
npwn Ype3BblYaHbIX CUTYaLMaX, BBO3ATCA B Poccuinckyto defepauuio B MOpSaaKe, yCTaHOBIEHHOM
MpaBuTenbcTBOM Poccninckon Pegepaunmn. 3anpewaeTcs BBo3 B Poccuinckyto Pegepaumto
He3aperncTpMPOBaHHbLIX EKAPCTBEHHbLIX NPEnapaToB, NMPeAHa3HAYeHHbIX 415 TYMaHUTapHOW MOMOLLN
(copencTBUS) NAN NOMOLLM MPU Ype3BblYaHbIX CUTYaLUAX.

CtaTtbs 51. CoTpyaHMYeCcTBO hefepanbHOro opraHa MCNOJIHATENbHON BAACTU, OCYLLECTBAAIOLLIErO
(OYHKLLMM NO KOHTPOJIIO 1 Hag30py B 061aCTN TaMOXXEHHOr0 Aena, U ApYrux ynoaHOMOYEHHbIX
thefepanbHbIX OPraHoOB UCMOJIHUTENbHON BAACTM

(HammeHoBaHue B pepakuum ®epepanbHoro 3akoHa o1 30.01.2024 Ne 1-03)

1. YnonHomo4eHHble heaepasibHble OpraHbl UCNOAHUTENLHON BAACTX NPEAOCTABASAIOT B pacnopsXKeHune
hefepanbHOro opraHa UCNOJIHUTENbHON BAACTM, OCYLLECTBASALWEro (OYHKLUUN MO KOHTPOJIIO 1 HaA30py B
06J1aCTV TaMOXXEHHOr 0 Aena, rocyAapCTBEHHbIN PEECTP JIEKAapPCTBEHHbLIX CPEACTB, @ TakXXe NH(OoPMaLnIo 0
BblAAHHbIX Pa3pEeLleHNAX Ha BBO3 KOHKPETHOW NapTun IEKAapPCTBEHHbIX CPEACTB B C/lyvasnX, yCTaHOBJIEHHbIX
YyacTbto 3 cTaTbn 47 HacTosAwero ®efepasibHOrO 3aKoHa.

2. ®efepabHbii OpraH UCNOMHUTESIbHON BAACTW, OCYLLECTBASIOWMA PYHKLMN NO KOHTPOJIIO U HAaA30pYy B
061acTy TaMO)KEHHOr0 fena, MHGMOPMUPYET YKa3aHHbIE B 4YacTU 1 HAaCTOALLEN CTaTbW YNONHOMOYEHHbIE
thenepanbHble OpraHbl MCMOJHUTENBbHOW BAACTK O BBO3€E JIEKAPCTBEHHbIX CPeACTB B POCCUIACKYIO
denepalmio 1 BbIBO3€E JIEKAPCTBEHHbIX CPeacTB U3 Poccninckon degepaumm no opme 1 B NOPAAKE,
KOTOpble yCcTaHoBEeHbI [paBuTensCTBOM Poccunckon denepaumu.

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 86 13120



naBa 10. ®apmaueBTnHeCcKasa AeaTeNbHOCTb
CtaTbs 52. OcywecTsneHne hapMaLeBTUYECKON OeATENbHOCTHY

1. dapmaLeBTUYECKasA OEATENLHOCTb OCYLLECTBASETCA OpraHn3aLamMmn onToBonN TOProBan
JIeKapCTBEHHbIMY CPeACTBaMU, anTEeYHbIMU OPraHn3aunsaMn, BETEPMHAPHBIMI anTeYHbIMU OpraHn3aLmamu,
UHAMBUAOYANbHLIMW NPeanpUHUMaTENAMN, UMEOLLMMIN IMLEH3NIO Ha (DapMaLEBTUYECKYIO AeATENbHOCTb,
MeONLUUHCKMUK OpraHm3aunusMm, MMeLWwnMmn AnLeH3no Ha hapMaLeBTUYECKYI0 AeATEeIbHOCTb, U NX
060Cco61eHHBIMY NoAPa3AENEHNAMN, PACMON0KEHHBIMU B CEIbCKMX HAaCeNEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeYHbl€ OpraHn3aLnn, 1 BEeTepUHAPHbIMI OpPraHn3aunaMu, UMeLWMMN JNLEH3NIO Ha
hapMaueBTNYECKYIO AeAaTeNbHOCTb.

2. dusnyeckme nnua MoryT OCyLLEeCTBAATb (hapMaLLeBTUYECKYI0 AEeATENIbHOCTb NPU HaJIMYNK BbICLLIEr0 UK
cpenHero hapMaueBTnyYeckoro obpasoBaHma 1 cepTudmrkaTa cneymanncta 1mMbo NponaeHHon
aKKpeaunTauumy cneumnanmncTa, BbiCLLErO UK CpeliHero BeTepnHapHoro obpasoBaHms (B Lensx
OCyLLeCTB/eHNS hapMaLLeBTUYECKON AeATENIbHOCTN B chepe o0bpalleHNs NeKapCTBEHHbIX CPeaCcTB ANs
BETEPMHAPHOr0 MPUMEHEHNS), @ TaKXKe BbICLUEro Wan CPefHero MeamumMHCKOro obpasoBaHus,
cepTudmkaTa cneumnanmcta ambo NponaeHHON akkpeanTauny cneumanncTa u gOnoJHUTENbHOIO
npogeccnoHansHoOro obpasoBaHns B HaCTU PO3HUYHON TOPrOBAM JIEKAPCTBEHHbLIMY MpenapaTamMn gns
MeONLMNHCKOro NPMMEHeHN Npu ycnoBumn nx paboTsl B 060C061eHHbIX Noapa3feneHnsxX MeauUnHCKnX
OpraHu3auni, yKasaHHbIX B 4aCTU 1 HacToAWEN CTaTbW.

CtaTtbsa 52'. BBoA B rpakaHCKUn 060pOT NEKAPCTBEHHbIX CPEACTB A1 MEAULMHCKOrO NPUMEHEHNS
(HaumeHoBaHMe B pepakumm ®epepanbHoro 3akoHa oT 30.01.2024 Ne 1-93)

1. Nepen BBOAOM B rpa)gaHCKMin 060poT KaxK 40N CepUn UK Ka)kKAoM NapTMM NpoM3BeLEeHHOr0 B
Poccuinckon degepaumm NeKapCTBEHHOMO npenapaTa A9 MegMUNHCKOro NPUMEHEHMNs, 3a NCKJIIYEHNneM
NMMYHOBMONOrMYeCKUX NeKapPCTBEHHbIX NpenapaToB, MPOU3BOAMTENbL TaKOro JIeKapCTBEHHOrO NpenapaTa
npeacTaBasdeT B 3/IEKTPOHHON hopme B heaepanbHbIn OpraH NCNOAHUTENBHON BAACTW, OCYLLLECTBASIOLNNA
(OYHKLMM NO KOHTPOJIIO U HaA30py B chepe 34paBOOXPaHEHNS, AOKYMEHT NPOM3BOANTENSA IEKAPCTBEHHOIO
cpencTBa, NOATBEPXAAOLWMIA Ka4eCTBO IEKapCTBEHHOIO NpenapaTa, U NoATBEPXXAEHME YNOJHOMOYEHHO 0
Nnuda npon3soaonTensa JIEKapCTBEHHbIX CPeaCTB COOTBETCTBUA NNIEKAaPCTBEHHOI0 NpenapaTa TpGGOBaHI/IﬂM,
YCTaHOBJ/IEHHbLIM MPW €ro perncTpaLmnm.

1%. Mepen BBOAOM B rpakAaHCKUN 060pOT KaXK Ao Ceprm MU KaXK o NapTUN Npon3BEeAeHHON B
Poccuinckon ®epepaumm hapMaleBTUYECKON CybCTaHL MM NPOM3BOANTENb TaKOro IEKAPCTBEHHOMO
cpencTBa NpeacTaBaseT B 3/IEKTPOHHOW hopMe B (hefepasibHbln OpraH UCNOMHUTENIbHON BNAaCTX,
OCYLLECTBAAOLWMNIA DYHKLUN MO KOHTPOJIIO U HaA30py B chepe 34paBOOXPaHEHNS, JOKYMEHT
NpOM3BOANTENSA JIEKAPCTBEHHOI0 CpeaCcTBa, NMOATBEPKAAIOLWNA Ka4eCcTBO apMaLeBTUYECKON cybcTaHumK,
N DOKYMEHT, MOATBEPXXAAIOLLMIA COOTBETCTBUE JIEKAPCTBEHHOIO CPeACTBa TPeboBaHNSAM, YCTAHOBJIEHHbLIM
npw ero rocyaapCTBEHHON perncTpaunm Wi perncTpaumm, 1 oopMAEHHbIR YNOAHOMOYEHHbLIM JINLOM
NPON3BOANTENS JIEKAPCTBEHHLIX CPeAcTB. (JononHeHne YacTbio - PefepanbHbin 3akoH 0T 30.01.2024 Ne 1-
®3)

2. MNepen BBOAOM B Fpa)kAaHCKUn 060poT KaXK Ao CEpUM NN KaXKA0W NapTumn BBO3UMOro B Poccninckyto
<De,uepau,vn0 NeKapCTBeHHOr o npenapata oja MeanUunHCKOro npnMmeHeHuns, 3a NCKIKnY4YeHNem
NMMYHOBMONOrMYeCKNX NEeKApPCTBEHHbIX NMPenapaToB, OpraHn3aumns, oCcyLwecTBasIoLWas BBO3
JleKkapCTBEHHOro npenapaTta B Poccuinckyto ®egepaumio, NnpeacTaBiseT B SNEKTPOHHON hopMe B
henepanbHbIi OpraH MCMOJHUTENbHOW BAACTW, OCYLLECTBASIOWNIA PYHKLMM MO KOHTPOJIO U Hag30py B
chepe 34paBOOXPaHEHUS, LOKYMEHT NPOMU3BOANTENS NEKAPCTBEHHOMO CPeAcTBa, NOATBEP KOOI
Ka4ecTBO JIEKapCTBEHHOr O NMpenapaTa, ¥ NOATBEPXXAEHNE NPEeACTaBUTENS OpraHn3aLnm,
OCYLLLeCTBAOLLLEN BBO3 JIEKAPCTBEHHOr0 nNpenapaTta B Poccuinckyto degepaumto n ynoaHOMOYEHHON
MHOCTPaHHbLIM NponsBoanTenem ekKapCTBeHHbIX CpencTB, COOTBETCTBUA BBO3MMOI 0 J1IeKapCTBEHHOI0O
npenapaTta TpeboBaHWAM, yCTaHOBJIEHHbLIM MPY €ro perucTpauumu.
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2. Mepen BBOAOM B rpaXkAaHCKMI 060p0T KaXK 10 Cepun Nan Ka)kgo napTum BBO3MMON B Poccuiickyto
depepaunio hapMaLeBTMYECKON CyBCTaHLUM OpraHn3auuns, oCyLLecTBASAIOWAsA BBO3 TaKOro
JIeKapCTBEHHOr0 CpeacTBa B Poccunckyio Gegepaunto, NnpeacTaBaseT B 3JIEKTPOHHON hopMe B
(hbefepanbHbI OpraH CNONHUTENIbHOW BAACTH, OCYLLECTBASIOWNA PYHKLAM NO KOHTPOJIIO U HaA30py B
chepe 34paBoOOXpaHEHNS, JOKYMEHT MPOU3BOAMTENA JIEKAaPCTBEHHOI0 CPeLCTBa, NOATBEPXKAAOLLNN
KayecTBo hapmaLieBTU4eCcKon cybcTtaHummn. (JononHeHne YacTbio - PepepanbHblii 3aKoH 0T 30.01.2024 Ne
1-03)

3. MNopsifok NpeacTaB/ieHNs B COOTBETCTBUM C YacTaMu 1, 11, 2 n 2! HacTosAWEN CTaTb JOKYMEHTOB 1
CBEAEHNIN O IEKAPCTBEHHbIX CPeACTBaX, BBOAMMBIX B FrpakAaHCKMIN 060pOT, yCTaHaBAMBAETCA
MpaBuTenbcTBOM Poccuinckon depepauuu.

4. B OTHOLLEHUN NepBbIX TPEX CEPUA K NAapPTUIA NeKapCTBEHHOrO NpenapaTta, Brepsble MPonU3BeAeHHOro B
Poccuiickon ®epepalimm nnm Brnepsble BBO3MMOro B Poccuinckyto ®epnepaunio (6e3 ydyeta f03MPOBKM) B
paMKax 04HOro perncTpauuoHHOro yaocToBepeHns, B hefepanbHbli OpraH NCNoAHUTENbHOM BAacTu,
OCYLLEeCTBAALWMNA (DYHKLUN MO KOHTPOJIIO 1N HAaA30pY B chepe 34paBoOOXPaHEHNS, OMNOJIHUTENbHO
npeacTaBAAETCA NPOTOKOJ NCMbITaHUA O COOTBETCTBUWN CEPUN AN MapTWUX NEKApPCTBEHHOMO NpenapaTa
4719 MeANLUUHCKOr 0 MPpMMeHeHNs NnokasaTensM KayecTsa, npefycMOTPEHHbIM HOPMaTUBHON
LOKYMeHTaunen, nnm TpeboBaHUAM, yCTaHOBIEHHbIM NPY PerucTpauumy B COOTBETCTBMM C akTaMu,
cocTasnsAowmumn npaso Corosa (fanee - NPOTOKO NCAbITAHW), NPOBOAUMBIX aKKPEANTOBAHHLIMU B
COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuinckon ®efepanmm 06 akkpeanTaLumm B HaLMOHANLHOW CUCTEME
aKKpeaunTauum egepanbHbIMU FOCYAAPCTBEHHBIMM BIOOXKETHLIMU YHPEXAEHUAMM, NOABELOMCTBEHHbLIMU
henepanbHOMY OpraHy UCNOJIHUTENLHON BAACTU, OCYLLECTBASALWEMY DYHKLMMW NO BbipaboTke u
peanv3aunn rocygapCcTBEHHON NOJIMTUKM U HOPMATUBHO-MPaBOBOMY peryJsimpoBaHuio B cpepe
3[paBOOXPaHeHuns, n penepanbHOMY OpraHy UCMONHUTENbHOW BNACTU, OCYLLECTBASAIOWEMY (YHKLUN MO
KOHTPOJIO N HAaZi30py B Cchepe 34paBooxpaHeHns. [lonyckaeTcs NpeAcTaBfieHne NpoTOKOa UCMbITaHUR,
NpoBefeHHbIX C UCNOJIb30BaHWEM CPEeLACTB AUCTAHLMOHHOIO B3auMoaencTens. NMopagok Bolgayun
yKa3aHHbIMY (hefepasibHbIMU FOCYyAapCTBEHHLIMU BI0XKETHLIMW YYPEXAEHNAMN AaHHOrO NPOTOKOA 1
pa3Mep nJaTbl 3a ero BbiAavy ycTaHaBamBatoTca MpaButensCcTBoM Poccuinckon Gegepauun.

41, MpepcTaBaeHne NPOTOKOJa UCMBbITAHUI AOMYCKAETCA TONIbKO B OTHOLLIEHMIN NepBOW CEPUN Nan Nepson
napTuu NeKkapCTBEHHOr0 NpenapaTa, BNepBble Npon3BeAeHHOro B Poccuinckon ®epepauyy nam Bnepsbie
BBO3MMOro B Poccuiickyto ®epepaumio (3a UCKIYEHMEM NIeKapCTBEHHbIX MpenapaToB, YKa3aHHbIX B YacTaX
42 1 43 HacToALLEeN CTaTbK), B ClyYyae NpefoCcTaBAeHNs CBeEHUA 0 AaTe BbiAayn U PErucTpaLMoHHOM
HOMepe 3aKJIlYeHNA COOTBETCTBMA NPOM3BOLACTBA JIEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM NpaBu
Hanexallen nNpon3BoACTBEHHON NPAKTUKK, BblAAHHOIO YNOJHOMOYEHHbIM (hefiepalibHbIM OpraHoM
NCNONMHUTENbHOW BNACcTK, UK cepTudUKaTa COOTBETCTBMSA NPOM3BOACTBA JIeKAPCTBEHHbLIX CPeACTB
TpeboBaHMAM MpaBua HagaeXallen MPon3BOACTBEHHOW NPAKTUKN EBPa3nncCKoro 3KOHOMNYECKOro Co3a,
Bbl@HHOI0 YNOJIHOMOYEHHbIM OpraHoM rocyapcTBa - YJieHa EBpa3uinckoro 3KOHOMUYECKOro Co3a, B
OTHOLUEHNN NPON3BOACTBEHHON MJIOWAAKN (MPOM3BOACTBEHHbIX MJIOLWAA0K), OCYLLECTBAIOLLEN
NPOM3BOLCTBO FOTOBOMW NIEKAPCTBEHHOW (DOPMbI U BbIMYCKAKOLLMUIA KOHTPOJIb Ka4eCTBa IEKapCTBEHHOI0
npenapara, Npu yCJI0BMM OTCYTCTBUS B TeYEHME TPeX JIeT, NpeaLllecTBYOWMX gaTe BblAayn NpoToKoNa
NCMNbITAHWIA, Cy4aeB BbISIBJIEHNS HECOOTBETCTBUS YCTAaHOBNEHHLIM TPEBOBaHNAM Ka4yeCTBa NEKAPCTBEHHbIX
CPeLCTB, MHGOpMaLMa 0 KOTOPbIX onybankoBaHa Ha canTe efepanbHOro opraHa UCNOJIHUTENbHON
BJIACTK, OCYLLECTBASALWErO (OYHKLUN MO KOHTPOJIIO 1 HAaA30pYy B Chepe 34paBOOXPaHEHMNS, B OTHOLEHNN
BCEX MPOM3BOACTBEHHbIX NIOLWAA0K, OCYLLECTBAAOLWMNX MPON3BOLCTBO JIeKapCTBEHHOr0 npenapaTa u
BbIMYCKaMOLNA KOHTPOJIb Ka4eCcTBa eKapCTBEHHOr0 npenapaTa. (JonosHeHne YacTblo - PegepasibHblii
3akoH oT 30.01.2024 Ne 1-93)

42, He TpebyeTca npeacTaBieHne NpoTOKOa UCMbITaHUI, YKa3aHHOro B 4acTu 4 nam 4 HacTosAwen
CTaTbW, B OTHOLLEHWUW OpP(haHHbIX EKAPCTBEHHbIX MPEenapaToB, BbICOKOTEXHOIOM MYHbIX NEKAPCTBEHHbIX
npenapaTos, NONyYeHHbIX 13 BONOrM4eckoro MaTeprana onpenesieHHOro YeoBeka 1 npegHa3HayYeHHbIX
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A5 MTPUMEHEHMNS 3TOMY Xe YesioBeKY. ([lononHeHme 4acTblo - PefepasibHbii 3aKoH 0T 30.01.2024 Ne 1-03)
43, B OTHOLWIEHWW OQHOWN CEPUM NN OOHOW MNapTUMN BbICOKOTEXHOJIOMMYHOMO JIEKAPCTBEHHOMO NpenapaTa (3a
NCKJIIOYEHNEM BbICOKOTEXHOMOMMYHBIX IEKAPCTBEHHbIX NPenapaToB, N0ay4YeHHbIX 13 Bronornyeckoro
MaTepunana onpeneneHHoro 4esioBeka 1 npeagHa3dHa4eHHbIX 414 NpUMeHeHnsa 3ToOMY Xe ‘-Ie}'IOBeKy),
BMEepBbIe NPOM3BeAEeHHOr0 B Poccuinckon ®enepauum uam Bnepsble BBO3MMOro B Poccuiickyto ®egepaumtio,
npeacTaBNAETCA NPOTOKO UCMbITaHWUIA, MPOBEAEHHbIX C UCMOJb30BaHNEM CPeACTB AUCTaHLMOHHOMO
B3aMMOJENCTBUSA B TEYEHMNE MEPBbLIX TPEX NET NOC/ie BBOAA TaKOro npenaparta B rpaxxaaHckuin 06opoT.
(dononHeHne YacTbio - PegepanbHbin 3akoH 0T 30.01.2024 Ne 1-03)

5. E)KeFO,EI,HO He no3aHee 1 arpensd npon3soonTesnn nekKapCTtBeHHbIX CpencTs nnm opraHn3saunn,
OCYyLLLeCTBAAOLME BBO3 JIEKAPCTBEHHbIX MpenapaToB B Poccuinckyto depgepauunto, NnpeacTaBnasaioT B
(hefepanbHbIi OpraH UCNOHUTENIbHOW BAACTW, OCYLLECTBASIOWNA PYHKLMM MO KOHTPOJIO U HaA30py B
cthepe 34paBOOXPaHEHUS, MPOTOKOA NCALITAHNA NOCTYNUBLUErO B TeYEHME NpeaLecTBYOLWEro
KaJIeHOapHOro rofa B rpaXkaaHCcKuin 06opoT NeKapCTBEHHOro NpenapaTa CornacHo PerncTpaLnuoHHoOMyY
YyOO0CTOBEPEHMIO (Ha O4HY CEPUI0 TOProBOro HAaMMEHOBAHNS C YH4ETOM JIEKAPCTBEHHON HOPMbl O4HOW
[A03UPOBKW), MPOBOANMbIX aKKPeAUTOBaHHbIMW B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM POCCMINCKOM
(Dep.epau,vm 06 akKKpegnTaunnm B HaLI,I/IOHaJ'IbHOIZ cnctemMe akkpeanTauun ncnblTtaTesibHbIMU na6opaTop|/|;|M|/|
(ueHTpamu). MpepcTaBneHne NPOTOKOMAA UCAbITAHWUA, MPEeAYCMOTPEHHOM0 HAaCTOSLLEN YaCTblo, B
OTHOLUEHWW NNeKapCTBEHHbIX NMPenapaToB, YKa3aHHbIX B 4acTW 42 HaCTOALWEN CTaTbW, AOMYCKaeTCa 04NH
pa3 B Tpy rofa npv yCcnoBUM nx BBOAA B rpakAaHCKuUn 06opoT. MNMpu npeacTaBneHnn NpoToKoNa
NCMbITaHUIN, NPeayCMOTPEHHOI0 YacTsaMu 4 1 41 HacTosALLEN CTaTbW, B heliepasibHbIA OpraH
NCMONHUTESIbHOW BJIACTW, OCYLLECTBAAOLWMIA PYHKLMIM MO KOHTPOJIIO 1 HaA30py B chepe 34paBoOOXpPaHeHNs,
MPOTOKOJ MCMbITaHWUI, NPEAYCMOTPEHHbIN HACTOALLEN YaCTbl0, B YKa3aHHbIN OpraH He NpeacTaBaseTcs.

5. Mpon3BoanTeNn NeKapCTBEHHbIX CPeaCTB WM OpraHu3aumnm, oCyLeCcTBasOWMe BBO3 B Poccninckyto
defepalnio BbICOKOTEXHOJIOMMYHbIX JIEKAPCTBEHHLIX MpenapaToB, BMECTO NPOTOKOJIa UCMbITaHWUNA,
npefycMOTPEHHOI0 YaCTblo 5 HaCToALLEN CTaTbK, BNpaBe NpeAcTaBnTb B hefepasibHbIn opraH
NCMNOJIHNTESIbHON BIACTW, OCYLLECTBAOWMA PYHKLMN MO KOHTPOJIIO U HaA30py B chepe 34paBOOXPaHEHNS,
CBeLEeHMA 0 faTe U perncTpauMoHHOM HOMepE 3aK/lo4eHNS 0 COOTBETCTBMM NPON3BOANTENS
NeKapCTBeHHbIX CpeaCTB TpGﬁOBaHI/IFIM npasun Hap,nemaLuePl I'IpOI/I3BO,£I,CTBeHHOI7I NPaKTUKN Nnn
cepTudmkKaTa COOTBETCTBMS NPOM3BOACTBA NEKAPCTBEHHbIX CPeACTB TpeboBaHMAM NpaBua Haaexallen
NPOM3BOLACTBEHHOW NPAKTUKK EBPa3NNCKOro 3KOHOMUYECKOro COt03a, BblAAHHOMO YMOAHOMOYEHHbIM
OpraHoOM rocyapcTBa - YieHa EBpa3ninckoro sSKOHOMUYECKOro COot3a, 415 NPOM3BOACTBEHHOW MIOLWAAKM
(Mpon3BOACTBEHHbIX MJIOLWLAA0K), OCYLLECTBAOLLEN NPOM3BOACTBO FOTOBOWN NEKAPCTBEHHON (DOPMbI 1
BbIMYCKAOLLNA KOHTPOJIb Ka4eCTBa JIeKapCTBEHHOr0 npenapaTa. (JonosHeHne YacTbto - PegepanbHbiii
3aKoH 0T 30.01.2024 N. 1-03)

6. Mpoun3BoanTeNN NEKAPCTBEHHbLIX CPEACTB UAN OpraHmnsaunm, oCyLecTBASLW e BBO3 eKAPCTBEHHbIX
npenapaTtos B Poccuinckyto ®enepaumnio, He MEHee YeM 3a OAWH rof A0 MiaHWpPYEMbIX MPUOCTaHOBIEHNS
NV NpeKpaLleHna NpoM3BOACTBa JIeKapCTBEHHbIX MpenapaToB MaK ux BBo3a B Poccuinckyto depepaunio
yBeaoMAsoT 06 3TOM B 3JIEKTPOHHON hopMe hefepalibHbIN OpraH UCNOIHUTENLHON BAaCTH,
OCYLLeCTBAAOLWMNA HYHKLUN MO KOHTPOJIIO 1 HaA30py B chepe 34paBOOXpPaHEHNA U hefepalibHbln OpraH
NCNOJIHATENIbHON BIACTUW, OCYLLECTBAOWMA (PYHKLUN NO JINLLEH3MPOBAHMIO NPON3BOACTBA IEKAPCTBEHHbIX
CpencTs.

7. BBOA B rpa)kgaHCKuii 060poT KaXk10M Cepun Wan Ka)kaom napTum MMMyHOBMONOrnYeckoro
JIeKapCTBEHHOr0 npenapaTa, Npou3BeaeHHoro B Poccuiickon degepaunn nam BBo3nMoro B Poccumnckyio
defepaLmio, OCyLLECTBAAETCA Ha OCHOBAHUN pa3peLleHns, BbiAaHHOrO efepasibHbIM OpraHoM
NCMNOJIHUTEIbHON BJIACTUW, OCYLLECTBAAOWMUM (YHKLUN MO KOHTPOJIIO 1 HAaA30py B chepe
3[paBOOXPaHEHUNS, Ha OCHOBAHMMN BblAAHHOIO (hefepasbHbIMU FOCYAAPCTBEHHBIMM BI0OXETHbLIMM
YUYpEXAEHUAMMN, YKAa3aHHbIMU B HaCcTU 4 HaCTOALLEN CTaTbW, 3aKJIl0YEHNS O COOTBETCTBUU CEPUN UK
napTun NMMYHOBMONOrM4ECKOro IeKapCTBEHHOIO NpenapaTa TpeboBaHMAM, YCTaHOBIEHHbIM MPW €ro
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rocyapCTBEHHON perncrtpauunn. NMopsagok Bbifavyn pa3peLleHnst Ha BBOA B FpaXKAaHCKuMA 060poT cepmm nnm
napTun MMMYHOBNONOrMYECKOr0 IEKAPCTBEHHOIO NpenapaTa, a TakXxe NopsaoK BblAavn YKa3aHHOro
3aKJII0YEHNS 1 pa3Mep niaThl 3a ero Bblgadvy ycTaHaBAuBaoTcs MpaBmuTenscTBoM Poccunckon ®egepaumm.
7. ®opMa 1 NopsaoK NpoBeAeHUs UCNbITAHWIA, YKa3aHHbIX B YacTax 4, 41, 43 n 5 HacToALWEN CTaTbl, B TOM
yucse C UCNoJSIb30BaHMEM CPeaCTB ANCTAHLUWOHHOIO B3aMMOAENCTBNS, YyCTaHaBIMBatOTCA MNpaBUTENbCTBOM
Poccninckon ®Pegepaunn. (JlononHeHme YyacTolo - PefepasibHbiii 3akoH 0T 30.01.2024 Ne 1-03)

8. 3a HenpeACTaBNEHNE NN HECBOEBPEMEHHOE NpeACTaBNeHNe JOKYMEHTOB 1 CBEAEHUI,
npeagycMoTpeHHbIX YacTamn 1, 2, 4, 41, 43,5, 51 n 6 HacTosWEN CTaTby, MPOM3BOAUTENN JIEKAPCTBEHHbIX
CpencTB ¥ OpraHM3aumnm, oCcyLeCcTBASLWNE BBO3 JIeKapCTBEHHbIX NpenapaTos B Poccuiickyto ®epepauimio,
HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon degepaunn.

9. MNpeacTaBneHne 4OKYMEHTOB U CBEAEHUN, NPEeAYCMOTPEHHbIX YacTaMn 1, 2 1 4 HacToAWEN CTaTbW, U
noJiy4yeHne NpeayCcMOTPEHHOr0 YacTbio 7 HAaCTOSALWEN CTaTbM pa3peLLleHms Ha BBOS
MMMYHOBMOOrMYECKOr0 JIEKAPCTBEHHOMO NpenapaTa B rpa)kAaHCKMin 060poT He TpebyloTCsa B OTHOLWEHMN
JIEKApPCTBEHHbIX NPEnapaToB, NpefHa3HaYeHHbIX 15 NPOBEAEHUS KIMHUYECKUX NCCIef0BaHNI
JIeKapCTBEHHbIX NPenapaToB, MPOBELEHNA IKCMEPTU3bl NEKAPCTBEHHbIX CPEACTB A5 OCYLLEeCTBAEHNS
roCcyaapCTBEHHOW PErncTpaLumn NeKapCTBEHHbIX MPenapaToB, a TakXKe B OTHOLLEHUN
He3aperncTpMPOBaHHbIX JIEKapCTBEHHbIX NMPeNapaToB, NpeAHa3HaYeHHbIX 415 OKa3aHWa MeaANLUHCKON
MOMOLLM MO XM3HEHHbIM NOKa3aHWAM KOHKPETHOr0 nauneHTa Wan rpynrbl NaLMeHToB, BBO3MMbIX B
Poccuiickyto denepauinio B COOTBETCTBUM C YacTaMu 3 1 3t cTaTbu 47 HacToswero deaepanbHOro 3aKoHa.
10. MNpwu BbIABAEHUN B rpa)kAaHCKOM 060poTe cepumn Man NapTun IEKapCTBEHHOIO NpenapaTa, AOKYMEHThI
N CBEOEHUS 0 KOTOPLIX, MPeayCMOTPEHHbIe YacTamu 1, 2, 4, 41, 43, 5 1 5! HacTosIWeEN CTaTby, HE
npeacTaBneHbl B hefepanbHbii 0OpraH MCMOAHUTENbHOW BAACTH, OCYLLECTBASIOWNA PYHKLMM MO KOHTPOJIO
1 HaA30py B chepe 34paBoOOXpaHeHns, nMbo cepun Nan NapTUn NMMYHOBMONOrMYECKOro NEKaPCTBEHHOMO
npenapaTta, He UMELLNX pa3peLleHns Ha BBOA B rpaXKAaHCKMI 060poT, NpeayCMOTPEHHOr0 YacTbio 7
HacTosALLEN CTaTbn, heaepasibHbIi OpraH UCMOHUTENBHON BAACTU, OCYLLECTBAAOWMIA YHKLMN MO
KOHTPOJIIO 1 HaA30py B chepe 34paBoOOXpaHeHns, B NOPsSAKE, YCTaHOBJIEHHOM [paBUTeNbCTBOM
Poccuinckon ®egepalumm, NPUHUMAET peLLEHNE O NPeKpaLLeHNN FpaXx4aHCcKoro obopoTa TaknMx cepmm nnm
napTuy 00 NpeacTaBNeHNs yKa3aHHbIX JOKYMEHTOB U CBEAEHU MO0 NOJTyYEeHUS YKa3aHHOro
paspeLleHus.

(ODononHeHne cTaTben - PegepanbHbii 3aKOH 0T 28.11.2018 Ne 449-03)

CtaTtbsa 522. BBOA B rpakAaHCKUn 060pOoT JIeKapCTBEHHbIX NPENapaToB A8 BETEPUHAPHOI0 NPUMEHEHNS

1. NMepepn BBOLOM B rpaxkAaHCKMA 060pOT Kaxk oW cepun Npon3BeAeHHOro B Poccuitckoin ®epepaunm
NeKapCTBEHHOrO NMpenapaTa A/ BeTEPUHAPHOro NPUMeHEeHUs!, 3a UCK/IYeHneM UMMYHOBMOI0rM4eCcKoro
NeKapCTBEHHOrO npenapaTa A/ BeTepUHapHOro NpMMeHeHWs, MPOM3BOANTENb TaKoro JIEKApPCTBEHHOI 0
npenapaTa NpefcTaBfseT B yBeAOMUTENIbHOM Mopsiike B (peaepasibHbIA OpraH UCNOSHUTENbHOW BAACTy,
OCYLLECTBASIOWMA (YHKLUM MO KOHTPOJIIO (Haa30py) B chepe obpalleHns neKapCTBEHHbIX CPeACTB As
BETEPUHAPHOr 0 NPUMEHEHUS:

1) BOKYMEHT NPOV3BOAUTENS IEKAPCTBEHHbIX CPEACTB, MOATBEPXKAAOLWNIA COOTBETCTBIE KAa4yecTBa
NeKapCTBEHHOrO npenapaTa AJ1s BeTepPUHapHOro NpUMeHeHNs, BBOAMMOrO0 B IpaXKAaHCKuin 060poT,
TpeboBaHNAM, yCTaHOB/IEHHbIM MPUW €ro roCy4apCTBEHHOW perncTpaunm;

2) NoATBEepPXXAEHME YNOoJHOMOYEHHOr 0 Jinla NPOVN3BOAUTENS IEKAPCTBEHHbIX CPEACTB COOTBETCTBUS
NeKapCTBEHHOrO npenapaTa A/s BETEPUHapPHOro NpuMeHeHns TpeboBaHNsAM, YCTaHOBIEHHbIM NPU €ro
roCyapCTBEHHON perncTpauum.

2. MNepep BBOAOM B rpa)kaHCKMiA 060pOT KaXKAon cepum BBO3MMOro (nepemeLiaemMoro) B Poccuinckyio
defepauo NEKAPCTBEHHOTO NpenapaTa Ajsl BEeTEPUHAPHOMO NPUMEHEHNS, 3@ UCKIIOYEHNEM
MMMYHOOMOIOrMYeCKOro JIeKapcTBEHHOMO NpenapaTta A5 BETEPUHAPHOr0 MPUMEHEHUS, OpraHn3aLms,
OCYyLLEeCTBAISIOLWLAs BBO3 (NepeMelleHne) 1eKapCTBEHHOM0 NpenapaTa /s BETEPMHAPHOro NPUMEHEHUS B
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Poccuinckyto ®epepaumto, npeacTaBaseT B yBeAOMUTENbLHOM NOpsSaKe B heaepanbHbI opraH
NCNONHUTENLHOW BNACTK, OCYLLECTBASIOWMA YHKLMN N0 KOHTPO0 (Haa30py) B cepe obpalLeHns
JIeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOIro MPUMEHEeHNS:

1) BOKYMEHT MPOVN3BOAMTENS NIEKAPCTBEHHBLIX CPEACTB, MOATBEPXAAIOLLNA COOTBETCTBME KayeCTBa
NeKapCTBEHHOro NpenapaTta AN BETepUHapHOro NpUMeHeHUs, BBOAMMOI0 B Fpa)kaaHCkuil 06opoT,
TpeboBaHMAM, YCTAHOBIEHHbIM MPY €ro roCy4apCTBEHHON perncTpauuu;

2) NOATBEPXAEHMNE ML, YTOIHOMOYEHHOM0 AepXXaTeNeM NN Blage/blLeM perncTpaummoHHOro
YyA0CTOBEPEHMA NIeKapCTBEHHOr0 NpenapaTa A/ BeTepUHapPHOro NPUMEHEHUS, COOTBETCTBUS
JIEKapCTBEHHOrO NnpenapaTa A5 BETEPUHAPHOro NpuMeHeHns TpeboBaHMAM, YCTaHOBEHHbIM MNPK €ro
rocyapCTBEHHON perncrpauuu.

3. BBOA B rpaxkaaHCcKuin 060poT BBO3MMOro (nepemelaemoro) B Poccuinckyto degepalnto N1eKapCcTBEHHOMO
npenapaTta 415 BETEPUHAPHOIO MPUMEHEHMS OCYLLECTBASETCA NPY HaANYMMW 3aKJIIO4YEHUSA O COOTBETCTBUN
NPOM3BOANTENA SIeKAPCTBEHHbIX CPeACcTB TpeboBaHUAM NpaBu Hagaexalen Npon3BoACTBEHHON
NPaKTWKK, BblAAHHOIO YNOJHOMOYEHHbLIM (heaepasibHbIM OpraHoOM UCMONHUTESIbHON BNacTy ANS
NPOM3BOLACTBEHHONM MJIOLLAAKWN JIeKaPCTBEHHOrO nNpenapaTta 415 BETEPUHAPHOr0 NPUMEHEHMNS, BBOAMMOIO
B rpakAaHCKun 060poT.

4. JInuo, yNnoJsIHOMOYEHHOE fiepxaTeneM unn BlafenbleM perncTpaLnoHHOro yaoCTOBEPEHUS
JIEKaPCTBEHHOr0 NpenapaTta A8 BETEPUHAPHOI0 NPUMEHEHUS, AO0/KHO BbiTb aTTECTOBAHO B
YCTaHOBJ/IEHHOM YMOJIHOMOY€EHHbIM hefepasbHbIM OPraHOM NCMOHUTENLHOWN BNACTW NOPAAKE U UMETb
CTaXX paboTbl HE MeHee YeM NATb J1eT B 06,1aCTN NPON3BOACTBA U (MIN) KOHTPOJIA KayecTBa
NEKaPCTBEHHbIX CpeacTB Nnbo B 061aCTM MOHUTOPMHIa SPHEKTUBHOCTM 1M 6€30MaCHOCTU IeKapPCTBEHHbIX
npenapaToB A5 BETEPMHAPHOro NPMMEHEHNS, NPOBOANMOro Aep)XaTeseM nan BnagesbLem
PerncTpaLmoHHOro y40CTOBEPEHNSA IEKAPCTBEHHOMO NpenapaTa 419 BETEPUHAPHOro NpuMeHeHns nmbo
YMOAHOMOYEHHbBIM UMY IOPUANYECKAM NULOM, BbiclLiee 0bpa3oBaHne COOTBETCTBEHHO MO O4HOW 13
cneumnanbHOCTEN 1 (MAKM) OAHOMY U3 HaMpPaB/IEHUA NOArOTOBKU: Bronorns, 6MoTexHonorusa, BeTepuHapus,
BETEPUHAPHO-CaHNTapHasa 3KCNepTu3a, KINHNYeCKas MeanunHa, pagnaunoHHas, XuMnyeckas un
buonornyeckas 3awmTa, hapmMaums, GyHAaMeHTalbHasa MeanLUnHa, XMMUYeCKas TEXHOIOMNS, XUMUS.

5. Mopsanok npeacTaBfeHNs B COOTBETCTBUM C YacTaMM 1 1 2 HacTosWEN CTaTbl IOKYMEHTOB 1 CBEAEHUN
0 JIeKapCTBEHHbIX NMpenapaTax 4Ji9 BETePMHApPHOr0 NPUMEHEHUS, BBOAMMbIX B FpakAaHCKuin oboporT,
yCTaHaBAMBaeTCa MNpaBnuTensCcTBOM Poccuinckon denepaunn.

6. B oTHOLWEHNN NepBbIX ABYX CEPUI IeKaPCTBEHHOrO NpenapaTta 415 BETEPUHAPHOI0 NPUMEHEHUS,
BMepBble NPON3BeAEHHOro B Poccuinckon ®egepaumm nav Bnepebie BBO3MMOro (MepemMeLLaeMoro) B
Poccunckyto ®enepaunio, B hefiepasibHbli OpraH UCNOJIHATESIbHON BACTU, OCYLLECTBASAIOWMA PYHKLMMN NO
KOHTpONIO (Haf30py) B chepe obpalleHns NeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOr0 NPUMEHEHNS,
Hapaay C LOKYMeHTaMu, NpefyCMOTPEHHbIMY YacTaMun 1 1 2 HacTosAWen cTaTb, NPeacTaBAsaoTCS
MPOTOKOJIbl UCMbITAHNA O COOTBETCTBUMN 3TUX CEPUI IEKAPCTBEHHOIrO NpenapaTta 415 BETEPUHAPHOr0
NpYMeHeHNs NokasaTenam KavyecTBa, NpesyCMOTPEHHbIM HOPMATUBHbLIM OKYMEHTOM (fanee - NPOTOKON
NCMNbITaHW), NPOBOANMbBIX aKKPEANTOBAHHbLIMY B COOTBETCTBUM C 3aKOHOAATENbCTBOM PoCCMnCKoM
®epepaumm 06 akkpeouTaLMmM B HaLMOHAJIbHON CMCTEME aKKpeanTaLmm ncnbiTaTeNbHbiMU NabopaTopusmm
(ueHTpamu).

7. ExxerogHo He nosgHee 1 cheBpansd NPOM3BOAMTENN JIEKAPCTBEHHbIX CPEACTB MU OpraHn3aLmm,
OCyLLeCTBAAOLWME BBO3 (MepeMellleHne) IekapCTBEHHbIX NpenapaToB A8 BeTePMHAPHOro NpYMEHEHNs B
Poccuiickyto Pepepauuto, NPeACTaBASOT B pefepalibHbii OpraH UCMOMHUTENbHON BAACTH,
OCYLLECTBASIOLWNIA PYHKLMI MO KOHTPOKO (HaA30py) B cdhepe obpalleHns NekapCTBEHHbIX CPeACTB ANs
BETEPUHAPHOr0 NMPUMEHEHMNS, MPOTOKON UCMbITAaHNIA NOCTYMMBLUErO B TEYEHME rOAa B FPpaXKAaHCKUNA
0b0pOoT NIeKapCTBEHHOr0 NpenapaTa 419 BeTePUHAPHOro NpUMeHeHNs KOHKPETHOro npoussoanTens (Ha
O4HY CEPUI0 KaXXA0ro TOProBOro HaMMeHOBaHMS C Y4eTOM JIeKapCTBEHHOWN (hOpMbl, @ A5 1eKapCTBEHHOMO
npenapaTta 415 BETEPUHAPHOI0 MPUMEHEHMS, He ABASAIOLLErOCH MMMYHOBNONOrNYECKM, TaKXe C Y4ETOM
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L03UPOBKW), MPOBOANMbIX aKKpPeAUTOBaHHbIMW B COOTBETCTBUM C 3aKOHOAATEbCTBOM POCCMINCKOM
depepaumm 06 akkpeouTaLMmM B HaLMOHAJIbHON CMCTEME aKKpeanTaLum NCnbiTaTeNbHbIMU NabopaTopusMm
(ueHTpamnu).

8. BBOA B rpaxkaaHCKuMin 060poT MMMYHOBNOIOrMYECKOr0 NIEKAPCTBEHHOMO NpenapaTa A5 BEeTEPUHAPHOro
npuMeHeHuns, nponsseneHHoro B Poccuickon ®epepaumm nam BBO3MMOro (mepemeltaemoro) B Poccminckyto
defepaLmio, OCyLLEeCTBAAETCA Ha OCHOBAHUN pa3peLleHns, BbiAaHHOrO efepasibHbIM OpraHoM
NCNOJIHNTEIbHON BIACTW, OCYLLECTBAAOWMM DYHKLUN MO KOHTPOJIO (Haa3opy) B cdhepe obpalieHus
JIeKapCTBEHHbIX CPEACTB 415 BETEPUHAPHOIr0 NPMMEHEeHNS. YKa3zaHHOoe pa3pelleHmne BblAaeTcs Ha
OCHOBaHWMW NMPOTOKO1a NCMbITaHWUIA, NPOBOAUMbIX aKKPEAUTOBAHHbLIMN B COOTBETCTBUM C
3aKoHoaTenbLCcTBOM Poccuinckon ®epepaumm 06 akkpeauTaumm B HaLuMOHaIbHON CMCTEME aKKpeamnTaLmm
opraHusauunsmmn, NoABeAOMCTBEHHbIMY (hefepasibHOMY OpraHy UCMOJHUTENbHON BAACTH,
ocyllecTasaowemMy MyHKLUKN Mo BbipaboTKe rocyapCTBEHHON NOJIMTUKN U HOPMATMBHO-MPaBOBOMY
perynnpoBaHunio B chepe arponpoMbILLIEHHOR0 KOMIMIEKCA, BKOYasa obpalleHne NeKapCTBEHHbIX CPEACTB
ANS BETEPUHAPHOr0 NPUMEHEHUS, K defepasbHOMY OpraHy WCMOMHUTENbHOW BNacTH,
ocyLlecTBAsoLEeMy (yHKLMM N0 KOHTPOJIO (HaA30py) B cchepe obpallieHus nekapcTBeHHbIX CPeACTB ANs
BETEPUHAPHOI0 NMPUMEHEHMS, @ TaKXXe NOKYMEHTOB 1 CBEAEHMWI, NPeayCMOTPEHHbIX YacTbio 1 (ana
npenapaTos, Npou3BeAeHHbIX B Poccuinckon ®egepaumm) nnm 4actblto 2 (415 NnpenapaTos, BBO3UMbIX
(nepemelaemsbix) B Poccuinckyto Genepaunio) HaCToSALWEN CTaTbMu.

9. CpoK Bblga4u pa3peLLeHns, yKa3aHHOro B YacTW 8 HaCTOALLEN CTaTbW, COCTaBAAET NATb paboynx oHewn
CO OHA NpeacTaB/ieHnsa NPOU3BOAMTENEM IEKAaPCTBEHHbIX CPEeACTB UK OpraHM3aumneit, oCcyLwecTBASIOWEN
BBO3 (MepeMeLleHne) NeKapCTBEHHOIo NpenapaTta 415 BETEPUHAPHOr0 NpUMeHeHus B Poccuinckyto
depepaumio, B hegepanbHbIi OpraH NCMOAHUTENbHOW BAACTU, OCYLLECTBAAIOWNA (YHKLUN MO KOHTPOJIO
(Hap3opy) B chepe obpalleHns TEKAPCTBEHHbIX CPEACTB 4J19 BETEPUHAPHOI0 NPUMEHEHMNS, LOKYMEHTOB,
npenyCcMOTPEHHbIX YaCTbio 8 HaCTOSALWEN CTaTbMW.

10. Pa3peLlueHmne, yka3aHHOE B 4acTu 8 HaCTOSALWEN CTaTbW, BbIAAETCA B OTHOLUEHUN KaXXA0N U3 NepPBbIX
ABYX CEPUI UMMYHOBMONOrMYECKOr0 NEKAPCTBEHHOMO NpenapaTa 415 BETEPUHAPHOI0 MPUMEHEHNS,
BMEepBbIe NPOM3BeAeHHOro B Poccuinckon ®epepaumm nam Bnepsbie BBO3MMOr0 (MepemMeLlaeMoro) B
Poccuinckyto ®enepauuto. Takoe paspeLleHmne BbIAAETCA Ha BECb CPOK 0bpalleHns cepum
MMMYHOBMOM0rMYeCcKoro IeKapCTBEHHOr0 NpenapaTta 419 BETEPUHAPHOr0 NMPUMEHEHUS, B OTHOLLEHMWN
KOTOPOW OHO BblAaHO. B OTHOLWEHMM Nocieayowmx cepmin 0g4HOr0 TOProBOro HaMMeHoBaHmA
MMMYHOBMONOrMYeCcKoro IeKapCTBEHHOro NpenapaTta 415 BETEPUHAPHOI0 NPUMEHEH S, MPOU3BEAEHHOI0 B
Poccuinckon ®degepaunm nam BBO3MMOro (nepemeltaemoro) B Poccunckyto Pegepaumio, Takoe paspelleHmne
BbIJAETCS CPOKOM Ha Tpu rofa. Mopsaok BblAayn pa3peLleHns Ha BBOA B rpakaaHCKuii obopoT
MMMYHOBMON0rMYeCcKoro IeKapCTBEHHOro NpenapaTta 419 BETEPUHAPHOr0 NPUMEHEHUS, MOPSALOK BblAayn
NPOTOKOJIa UCMBITAaHUI, YKa3aHHbIX B 4acTW 8 HaCTOALeN CTaTby, @ TakXe MeToANKa onpeaeneHms
pa3MepoB MJaTbl 3@ BbiAa4y YKa3aHHOIro NPOTOKOMA UCMbITaHUA yCTaHaBAMBaeTCs MpaBUTENbCTBOM
Poccuinckon degepaunn.

11. ImmyHoBronornyeckme nekapCcTBeHHbIe MpenapaThl 415 BETEPUHAPHOIO MPUMEHEHMS, BBEAEHHbIE B
rpakAaHCKun 06opoT B COOTBETCTBUM C HaCTblo 8 HACTOALWEN CTaTbW, MOAJSIEXAT XPaHEHUIO, NEPEBO3KE,
OTNYCKY, peann3auuun, nepegade, NPUMEHEHNIO 10 NCTEYEHNS CPOKa UX FOAHOCTMN.

12. 3a HenpeAcTaB/IeHNE NN HECBOEBPEMEHHOE NMpeacTaBieHne JOKYMEHTOB 1 CBeAEHWN,
npPeaycMOTPEHHbIX YacTaMn 1 - 3, 6 1 7 HacTOALEN CTaTbW, NMPON3BOANTENN JIEKAPCTBEHHbLIX CPEACTB 1
opraHu3auun, ocyLwecTBAsOLME BBO3 (MepeMeLleHne) NeKapCTBEHHbIX MPenapaToB 4151 BETEPUHAPHOI0
npuMeHeHns B Poccuinckyto degepaumnto, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUN C 3aKOHOAATENbCTBOM
Poccuickon ®epepaumu.

13. MpeacTaBneHne LOKYMEHTOB U CBEEHWUIA, MpeyCMOTPEHHbIX YacTaMu 1 - 3, 6 1 7 HaCTOSLLEN CTaTbH,
1 NOyYeHNe pa3peLleHnst, yKka3aHHOr0 B HacTU 8 HACToALWEN CTaTbn, He TPebyloTCS B OTHOLIEHUN
JIeKapCTBEHHbIX NPenapaToB A1 BETEPMHAPHOr0 NPUMEHEHNS, NpeaHa3Ha4YeHHbIX A4S BbiBO3a U3
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Poccninckon ®degepaunmn, NpoBeaeHNs AOKANHUYECKMNX NCCeN0BaHNIA JIeKapCTBEHHbIX CPeacTB.,
KJIMHUYECKUX NCCNefoBaHWi IeKapCTBEHHbIX NpenapaToB 4/ BETePUHAPHOro NpUMeHeHns 1 BBo3a 4114
Lenen, ykasaHHbix B NyHKkTe 5 yacTun 1 ctatbn 50 HacToswero ®efepanbHOro 3aKoHa, a Takxe obpasuos
JIeKapCTBEHHbIX MpenapaToB AJ19 BETEPUHAPHOIO NMPUMEHEHUs, NpeAHa3Ha4YeHHbIX A4 NpoBeaeHns
3KCMepTU3bl IEKAPCTBEHHbLIX CPEACTB B LIENSAX OCYLLECTBAEHNA rOCYAapCTBEHHON perncTpauum
JIeKapCTBEHHbIX NpenapaToB A/ BETEPMHAPHOIr0 NPUMEHEHNS WJIN BHECEHUS N3MEHEHWI B
perncTpaumoHHOe A0CbE Ha JIeKapCTBEHHbIN NpenapaT A1 BETEPUHAPHOrO MPUMEHEHNS.

(ODononHeHne cTaTben - PegepanbHbii 3aKoH 0T 02.07.2021 Ne 317-03)

CtaTbs 53. Mpoaaxka, nepefaya NeKapCTBEHHbLIX CPeACTB OpraHn3aLnsaMy ONTOBON TOProB/m
JleKapCTBEHHbIMU CpefCcTBaMu

1. OpraHusaumm oNnTOBOW TOProOBJIM IEKAPCTBEHHbLIMW CPEeACTBaMM MOMYT OCYLLECTBAATb NPOAAXY
NEKAPCTBEHHbIX CPEACTB AN NepefaBaTh UX B YCTAHOBIEHHOM 3aKOHOA4ATENbCTBOM POCCUIACKON
defepaumnm nopsake (3a UCkYeHeM hapMaLeBTUYeckon cybcTaHumy cnupTa 3TUA0BOro (3TaHoNa) ¢
y4yeToM TpeboBaHWUA YacTK 3 HACTOSALLEN CTaTbU:

1) apyrvm opraHm3aumnsM onTOBOW TOProBJIM NEKAPCTBEHHbLIMK CPpeaCcTBaMu;

2) NpON3BOANTENSAM JIEKAPCTBEHHbIX CPEACTB A1 Lenent Npon3BoACTBa JIEKapCTBEHHbIX CPEACTB;

3) anTeyYyHbIM OpraHn3aumnsam 1 BeTEPMHAPHBLIM anTeYHbIM OpraHn3aLmnaMm;

4) Hay4HbIM OpraHM3aunam a1 HayYHO-UCCnenoBaTebCKon paboThl;

5) nHanBMAYyaNnbHbIM NpeanpuHUMaTENAM, UMEOLUM JINLEH3NIO Ha (hapMaLleBTUYECKYI0 AeATeIbHOCTb
UAW NNLEH3NI0 HA MEAULNHCKYIO AeSTeNbHOCTb;

6) MeaMUMHCKUM OpraHn3aunam, B TOM 4YMUCe CO34aHHbIM M 3aperucTpmMpoBaHHbIM B COOTBETCTBUM C
3aKOHO4ATEeNbCTBOM UHOCTPAHHOMO roCyAapcTBa - YneHa OpraHn3aumnm SKOHOMUYECKOro COTPYAHNYECTBA
N Pa3BUTUSA MHOCTPAHHBLIM IOPUANYECKM ANLAM, MHOANBUAYASIbHBIM NPeanpuHUMaTENAM, ABAAIOLLNMCS
y4aCTHMKaMM NpoeKTa B co0TBeTCTBUN ¢ PeflepalsibHbIM 3aKOHOM OT 29 mioHa 2015 roga Ne 160-03 "O
MeXIYHapoaHOM MeAMLMHCKOM KacTepe U BHECEHUN U3MEHEHUI B OTAEe/IbHbIE 3aKOHOAATENbHbIE aKThl
Poccninckon ®degepaunn”, n BETEPMHAPHBLIM OpraHn3aunsm,

7) opraHu3aunsam n UHAMBUAYaNbHbIM NPEANPUHMMATENAM, OCYLLECTBASAIOWNM pPa3BeAeHNe, BblipallMBaHme
N cofep)KaHne XXUBOTHbIX (3@ UCKJIIOYEHMEM MPOAAXM UM hapMaLeBTMHeCKUX CybcTaHunn nam mnx
nepenayu).

2. OpraHu3aLuuy onTOBON TOProB/Av NEKapCTBEHHbIMU CPeACTBaMMU He BNpaBe OCYLLeCTBAATb NPOAAXY
(Nepenayvy B yCTaHOB/IEHHOM 3aKOHOA4ATENLCTBOM Poccniickon ®degepaumm nopagke) hapmaueBTMyYecKon
cybcTaHumMm cnmpTa 3TWI0BOro (3TaHoNa). ([onosiHeHUe YacTblo - PegepanbHbll 3aKoH 0T 29.07.2017 Ne
278-03)

3. OpraHu3auny onTOBOW TOProBAv NEKAPCTBEHHbLIMU CPEACTBAMU MOMYT OCYLLECTBAATL NPOAAXKY
(mepenavy B yCTaHOBNEHHOM 3aKOHO4aTebCTBOM Poccuinckon ®egepalmm nopsiake) nekapcTBEHHOO
npenapata 419 MEAULUHCKOr0 MPUMEHEHNS C MEXAYHAPOAHbIM HEMAaTEHTOBAHHLIM HAaUMEHOBaHNEM
"StaHon":

1) lOpUANYECKUM IMLL@M, UMEIOLLMM JINLLEH3UNIO Ha (hapMaLeBTUYECKYIO AEATENBHOCTL B Cchepe obpalleHmns
JIEKApPCTBEHHbIX CPEACTB A5 MeANLMHCKOrO NPUMEHEHUS;

2) MHAMBMAYAJIbHBIM NPeAnpUHUMATENAM, UMEIOLUM ANLEH3NIO Ha (hapMaLleBTUYECKYI0 AeATEIbHOCTb B
chepe obpalleHns NeKapCTBEHHbLIX CPEACTB AN MEANLMHCKOrO NPUMEHEHUS;

3) MHAMBMAYAJIbHBIM NpeanpuHUMaTENAM, UMEIOLWUM ANLEH3NIO HA MEANLNHCKYIO OeATeNbHOCTb;

4) lopnaNYeCKMM NNLAM, UMEIOLWMM NLEH3NI0 HA MEeOULMHCKYIO AeATeSIbHOCTb;

5) NHOCTpPaHHbLIM IOPUANYECKMM IMLAM U MHONBUAYAbHBLIM NPeanpUHNUMaTEeNaM, CO34aHHbIM 1
3apernucTpmMpoBaHHbIM B COOTBETCTBUN C 3aKOHOAATEIbCTBOM MHOCTPAHHOMO roCyAapcTBa - YeHa
OpraHusaLmm 3KOHOMUYECKOro COTPYLHNYECTBA U Pa3BUTUSA, ABAAIOLLUMCA y4aCTHUKaMK NPOeKTa B
COOTBETCTBUM C PefepanbHbIM 3aKOHOM OT 29 mioHa 2015 roga Ne 160-03 "O MexayHapoLHOM
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MeLMLMHCKOM KnacTepe N BHECEHUN U3MEHEHWI B OTAe/IbHble 3aKOHOAATe bHbIE aKTbl POCCUIACKON
depepauymn®;

6) ncnbiTaTenbHbIM NabopaTopusam (LeHTpam), NPOBOAALLMUM UCMbITaHNA B 061aCTN KOHTPOIS KaYecTBa
NeKapCTBeHHbIX CpeACTB, akkpeaUTOBaHHbIM B COOTBETCTBUU C 3aKOHOAATEJ/IbCTBOM Poccunckon
®epepaunm 06 akkpeanTaLMM B HALMOHAJILHON CUCTEME aKKpeanTaLuu.

(ODononHeHne YacTbio - PegepanbHblin 3akoH 0T 04.08.2023 Ne 428-03)

CtaTtba 54. MNpaBuna oNTOBOW TOProBJIv JleKapCTBEHHbIMU CpeacTBaMu

1. OnToBas TOProBAs IeKaPCTBEHHbLIMY CPEACTBAMMN OCYLLECTBASETCS NPOVN3BOAUTENSAMMN IEKAPCTBEHHbIX
CPELCTB 1 OpraHn3aLmMsmMi ONTOBOW TOPrOB/IN JIEKAPCTBEHHbIMY CPELCTBAMM MO NPaBWIaM Hanexallei
ANCTPUOLIOTOPCKON NPaKTUKK, YTBEPXKAEHHbIM EBPa3uninCcKon 3KOHOMUYECKON KOMUCCHEN, 1 NpaBuiam
XpaHeHNs NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbLIM YTNOJHOMOYEHHbIM hefepasibHbIM OpraHoM
NCNONHUTENBHOW BNACTU.

2. OpraHwu3aLus onToBOW TOProB/IN IEKAPCTBEHHLIMU CpeacTBaMu obsi3aHa cobntoaaTh NpefesbHble CPOKK
OTrpy3Ku 3aTpeboBaHHbIX anTEeYHO OpraHn3aLnen NeKapCcTBEHHbIX NPenapaToB AN MeAULIMHCKOro
NPUMEHEHUSA 1 He BNpaBe 0TKa3blBaTb anNTeYHON OpraHmn3aLmm, C KOTOPOI y Hee 3akioyeH
COOTBETCTBYIOLLMIA JOrOBOP O MOCTaBKaxX JIEKAPCTBEHHbIX MPernapaToB Ajs MeANLUHCKOrO MPUMEHEHMS, B
NOCTaBKe JIeKapCTBEHHbIX NPenapaToB 4S8 MeAULIMHCKOr0 MPYMEHEHNS NPY Hanyum 3aTpeboBaHHbIX
NeKapCTBEHHbIX NPenapaToB 4S8 MeAULMHCKOr0o MPYMEHEHNS Yy OpraHu3aLuy onTOBOW TOProBM
NeKapCTBEHHbIMU CpeacTBaMu. MpeaesnbHble CPOKM OTrPy3KM 3aTpeboBaHHbIX anTeYHOW OpraHM3aLver
NeKapCTBEHHbIX NPenapaToB A/ MeAULMHCKOro NPUMEHEHUS B 3aBUCMOCTU OT PacrosioxXeHns MecTa
OTrpY3KM IEKAPCTBEHHbIX MPENapaToB A MEANLMUHCKOrO NMPUMEHEeHNs yCTaHaBNBaloTCS
YNONHOMOYEHHbIM (hefepabHbIM OPraHOM UCMONHUTENbHON BAACTW. ([ononHeHne YacTblo - deaepasbHbii
3aKOH 0T 26.03.2022 Ne 64-®3)

CtaTbs 55. [MopAAOK PO3HMYHOWN TOProB/IM JIEKAPCTBEHHLIMU NMpenapaTamMu

1. PO3HMYHasA TOProBsis IEKAapCTBEHHbLIMU NpenapaTaMmn B KOANYeCTBax, He0bX0AUMbIX A5 BbIMOSHEHUS
BpayebHbIX (henbalepCcknx) HasHavYeHUn AN Ha3HavYeHUn CneunanucTos B 061acTy BeTepuHapuuy,
OCYLLEeCTBAAETCS anTe4YHbIMN OpraHn3aLmMaMu, BEeTEPUHAPHBIMU anTeYHbIMIU OpraHn3auusaMu,
WHAVBUAYANbHBIMY NPEANPUHUMATENAMN, UMEKOLLUNMMN NINLLEH3UIO Ha PapMaLLeBTUYECKYI0 0eATeNbHOCTb,
MeAULMHCKMMI OpraHn3aunaMy, UMeLLMMI IMLEH3NIO Ha (hapMaLeBTUYeCKyo AeaTenbHOCTb, U NX
060co6neHHbIMY NoApa3AeNeHNAIMN, PACNON0XKEHHBIMU B CEIbCKMX HAaCeNEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraH13aLum, 1 BeTeprHapHLIMW OpraHn3aunaMm, UMELWUMI INLLEH3MIO Ha
thapMaLeBTMYECKYI0 AeATeNbHOCTb. Pa3pelleHa po3HNYHas TOProBas TObKO NEKAPCTBEHHbBIMU
npenapaTtamu, 3aperucTprpoBaHHbIMK B Poccuinckon ®epepaumm nnbo B COOTBETCTBUM C aKTaMum,
cocTaBaawLWyMuU npaso Coto3a, NN N3rOTOBJIEHHBIMY aNTEeYHbIMY OPraHN3aLnaMm, BeTeprHapHbIMM
anTeYyHbIMW OPraHM3aunaMn, MHAMBUAYANbHLIMU NPeANPUHUMATENAMMW, UMEOLWLUMI JINLLEH3NIO Ha
(hapMaLLeBTNYECKYIO0 LeATEeNbHOCTh. PO3HNYHAsA TOProBs IeKapCTBEHHbIMM NpenapaTaMmn OCyLLEeCTBASETCS
no nNpaBuiaM Hagnexallen anTe4HON NPaKTUKKN, YTBEPXKAEHHBLIM YMOJIHOMOYEHHLIM (heaepabHbIM
OpraHoM UCMOSIHUTENbHOW BACTHU.

1. PO3HMYHaa TOProB/s eKapCTBEHHLIMU MpenapaTtamMmu NS MeAULUHCKOr0 MPpUMeHeHus (3a
NCK0YEeHNEM NEKAPCTBEHHbLIX NPenapaToB, OTNYCKaeMbIX N0 PeLenTy Ha JiIekapCTBEHHbI npenapar,
HapKOTNYECKUX IeKapCTBEHHbIX NPernapaToB ¥ NCUXOTPOMHLIX JIeKapCTBEHHbIX MPenapaToB, a Takxe
CNUPTOCOAEPXKALLMX NEKAPCTBEHHbLIX NpenapaTos C 06bEeMHOW 40NN STUAOBOro CNMpTa CBbile 25
MPOLLEHTOB) MOXET OCYLLEeCTBAATHCSA anTEeYHbIMU OPraHn3aLMaMU UCTAHLMOHHBLIM CMOCOBOM. PO3HUYHYIO
TOProB/I0 JIEKAPCTBEHHBLIMU NpenapaTaMun ans MeANUMHCKOro NPUMEHEHNS ANCTaHLMOHHBIM Cocobom
MOFYT OCYLLEeCTBAATbL anTeYyHble OpraHM3aLnm, UMeLL e TMLEH3NI0 Ha (hapMaLeBTUYECKY0 AeSTeNbHOCTb
1 COOTBETCTBYIOLLEE pa3peLleHne (hefepanbHOro opraHa UCMoJIHUTEIbHON BAACTU, OCYLLECTBAAIOLLEr0
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(PyHKUMN NO KOHTPOJIIO 1N HAZA30pYy B chepe 3a4paBooxpaHeHns. [opsanoK Bblgayn paspeLlleHmns Ha
OCYLLECTBJIEHNE PO3HNYHON TOProBAM NEKAPCTBEHHLIMU NpenapaTaMn ANCTaHLMOHHBLIM CNocobom,
TpeboBaHMA K anTe4YHbIM OpraHM3aumnsaM, KOTOpble MOFYT OCYLLECTB/IATb TaKylo TOProB/to, U NOPAAOK ee
OCYLLECTBJIEHNS, @ TaKXXe MpaBuia AOCTAaBKU IEKapCTBEHHbIX MPenapaToB rpakAaHaM yCTaHaBANBAOTCS
MpaBnTenbcTBOM Poccuinckon Pepepaunn. MHdopMaumsa 06 onnavyeHHbIX (OTNYLWEHHbIX) U NOAYYEHHbIX
JIeKapCTBEHHbIX NpenapaTax BHOCUTCA B CUCTEMY MOHUTOPUHIA ABVXEHNA IeKapCTBEHHbIX NpenapaTos
AN MeANLUHCKOro MPpMMEHeHNs B NOpsAKe, MPeayCMOTPEHHOM YacTblo 7 CTaTbW 67 HACTOSLLErO
denepanbHOro 3akoHa. ([JonosHeHne YacTbio - PegepanbHbin 3akoH 0T 03.04.2020 Ne 105-03)

2. Buabl anTeyHbIXx opraHM3auni 1 NpaBuia 0TNyCKa NEKAPCTBEHHbIX NPenapaToB A58 MegnLMHCKOro
NPUMEHEHUs anTe4YHbIMK OpraHM3aunsaMm, HANBUAYabHbIMU NPeANPUHMMATENAMN, UMEIOLLNMUA
JIMLLEH3MI0 Ha (bapMaLeBTUYECKYI0 eAaTelbHOCTb, @ TakXXe npasuia 0TNycKa IeKapCTBEHHbIX NpenapaTos
4719 MeANLUHCKOr0 MPMMEHEHN MeAULUHCKMIK OPraHM3aunsaMm, MUMeLWnuMn AnLEeH3NI0 Ha
hapMaLEeBTNYECKYIO OeATeNbHOCTb, U NX 060C00NEHHBIMM NOAPA3AEIEHNAMU, PACMONOXKEHHBIMUN B
CeNbCKNX HaCeNIeHHbIX MYHKTaXx, B KOTOPbIX OTCYTCTBYIOT anTeYyHble OpraHM3aLum, yTBep)XAatoTCs
YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoOM NCMOAHUTENbHOM BAACTH.

3. MpaBniia 0TNyCKa HAPKOTMYECKUX CPEACTB U NCUXOTPOMHBIX BELLECTB, 3aPErMCTPMPOBAHHLIX B KA4eCTBe
NeKapCTBEHHbIX MpenapaToB, JIekapCTBEHHbIX NpenapaToB, COAEPKALLMX HAPKOTUYECKNe CPelCTBa 1
NCUXOTPOMHbIE BELLECTBA, YTBEPXKAAOTCA YNOJHOMOYEHHbIM (hefepasibHbiM OPraHOM UCMOHUTENBHON
BNACTW MO COrflacoBaHuio ¢ hefepasibHbIM OPraHoM UCMOMHWUTENLHON BAACTH, YIONHOMOYEHHbIM B chepe
BHYTPEHHMX Aen.

4. JlekapCTBEHHbIE NpenapaThl 418 BETEPMHAPHOr0 NPUMEHEHNS NOANEXAT OTNYCKY BETEPUHAPHbLIMU
anTeYHbIMW OpraHn3auUnsaMmn, BETEPUHAPHBLIMY OPraHM3aunsaMm, HANBUAYaNbHbIMY NPeAnpUHUMATENAMN,
NUMEeLLNMY NINLLEH3MI0 Ha PapMaLLeBTUYECKYI0 OeaTeNbHOCTb. OTNYCK NeKapCTBEHHbIX NpenapaTos As
BETEPWHAPHOr0 NPUMEHEHMNS OCYLLLECTBASETCA B COOTBETCTBUN C MPaBUJIaMI Hadexalllen anTe4yHon
NPaKTUKN NeKapCTBEHHbIX NpenapaToB AJ18 BeTEPMHAPHOr0 NPUMEHEHNS, YTBEPXKAEHHBIMM
YNOJIHOMOYEHHbIM (hefepalibHbIM OPraHoM MCMOSHUTENbHOW BNACTH.

5. MepeyeHb MegMLMHCKUX OPraHM3aLnin, UMELLNX ANLEH3NIO Ha (hapMaLleBTUYECKYI0 AeATEIbHOCTb, U
nx 060cobsieHHbIX NoApPa3aeneHnin, PaCnosIOXXEHHbIX B CE/IbCKMUX HaCceNeHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTe4yHble OpraHu3aLmm, a Takxxe nepeyeHb NeKapCTBEHHbIX NPenapaTos, NpoAa)ka KOTOPbIX
MOXKET OCYLECTBAATLCSA YKa3aHHbIMW OpraHm3aunamMm n nx 060cobneHHbIMY Noapa3aeneHunsmu,
YyCTaHaBAMNBAOTCS NCMONHUTENbHBIMW OpraHaMy CybbekToB Poccuinckon ®enepauuu.

6. ANTeYHble opraHM3aunn, NHANBMAYa bHble NpeanpuHUMaTENN, UMEOLWME NNLEH3NIO Ha
thapMaLeBTNYECKYI0 AeATenbHOCTb, 0653aHbl 0b6ecneynBaTh yTBEPXAEHHLIN [paBNTENbCTBOM POCCUACKON
depnepaumm n GOpMMpPYyEMbIN B YCTAaHOBAEHHOM UM MOPAAKE MUHUMASbHbLIA aCCOPTUMEHT JIEKapCTBEHHbIX
npenapaToB, HEOOXOAUMBIX A5 OKa3aHUA MeANLMHCKON MOMOLLN.

7. ANTeYHble opraHusaunn, MHANBUAYasbHblE NPEeANnpUHUMATENN, UMEOLME INLLEH3MIO Ha
(hapMaLeBTNYECKYIO eAaTeNbHOCTb, HapsaAy C eKapCTBEHHbIMUW NpenapaTaMy UMeT nNpaso npuobpeTaTb
1 NpofaBaTb, B TOM YMC/IE AUCTAHLUMOHHBIM CNOCO60OM, MeANLIMHCKIME N3LeNns, e3nHpuunpylume
cpencTBa, NpegMeThbl U CPeacTBa JIMYHON TUMINeHbl, MOCYAy 4SS MEANLNHCKMX Lenen, npeameTsl 1
cpencTBa, NpegHasHayYeHHble AN19 yxoaa 3a 60/bHbIMW, HOBOPOXKAEHHBIMU U AETbMU, HE AOCTUMLLUMN
BO3pacTa Tpex JIeT, 04KOBYIO ONTUKY U CPeACTBa YX04a 32 Hel, MUHepanbHble BOAbI, MPOAYKThl e4yebHoro,
AETCKOro U ANEeTNYECKOro NuTaHns, 61nonornyeckn akTueHble fobaBkK, NapOMepPHbIE N KOCMETUYECKUE
cpencTBa, MegMLUMHCKNE N CaHUTAPHO-NPOCBETUTENbHbIE MeYaTHble N3AaHuA, NpefHa3HavYeHHble Ans
nponaraHAbl 340p0BOro obpasa MXU3HM.

8. [leaTenbHOCTb anTeyHbIX opraHm3auunn BoopyxxeHHbix Cnn Poccuinckon depepaunu, Lpyrux BONUCK,
BOVHCKMX (hOPMUPOBAHUI 1 OPraHOB, B KOTOPbLIX 3aKOHOAATeNbCTBOM Poccuiickon ®epepalimu
npenycMOTPEHO NMPOXOXXAEHNE BOEHHOW CNyXObl Unn thenepasibHOM rocy4apCTBEHHON Cy)KObl, CBS3aHHOMN
C NPaBOOXPaHUTENbHOWN AEATEIbHOCTbLIO, PerlaMeHTMPYeTCs HacToAWwmnM denepasbHbIM 3aKOHOM 1
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YTBEPXAEHHLIMW COOTBETCTBYOLWMMY (helepasbHbIMU OpraHaMn UCNOSIHUTETIbHOW BAACTW MOJIOXKEHUSMMU.
KoHTpoib 3a COB0AEHNEM YKa3aHHbIMU anTeYHbIMU OPraHn3aLnaMmn NOJIOXKEHNA HACTOALLErO
defepanbHOro 3aK0Ha OCYLLECTBASETCA COOTBETCTBYOWMMMN hefepasibHbIMM OpraHaMmun NCNOAHUTENbHON
BIaCTMW.

9. B ycnoBumax YpessblHanHON CMTyauum n (Man) npm BO3HUKHOBEHMWM YIPO3bl pacnpocTpaHeHns
3aboneBaHns, NpeaCcTaBASIOWErO OMNACHOCTb A5 OKpYXXatoLWwux, MNpaBuTtenscTBo Poccuinckon denepauun
npv HeobxoAMMOCTN BNpaBe YCTAaHOBUTb BPEMEHHbIN MNOPSAA0K PO3HUYHOWN TOProBJIN NEKAPCTBEHHBIMM
npenapaTtaMy 4as MeguLMHCKOro NPUMEHEHU (3a UCKIIOYEHNEM HAapPKOTUYECKUX JIEKAPCTBEHHbIX
npenapaToB U NCUXOTPOMHbLIX NEKAPCTBEHHbIX MPENapaToB, a TakXe CMMPTOCOAEPKALLUNX JIEKAPCTBEHHbIX
npenapaToB C 06bEMHOM A0JIeN 3TUA0BOIO CNMPTa CBbile 25 NPOLEHTOB) ANCTaHLUOHHBIM crnocobom,
NOpSAOK BblAayn pa3peLlleHns Ha OCyLLEeCTBIEHNE TOProBan, NPeayCMOTPEHHON HAaCTOALWEN YacCTblo,
TpeboBaHMA K anTe4YHbIM OPraHM3aumnsM, KOTOpPbIe MOrYT OCYLLECTBAATbL TaKylo TOProBJilo, @ Takxe
BPEMEHHbIE MpaBuia AOCTAaBKM JIEKaPCTBEHHLIX MpenapaToB rpakgaHaM. ([JonosHeHne YacTbio -
®epepanbHbin 3akoH 0T 03.04.2020 Ne 105-93)

CtaTbs 55 MopsgoK OCyLLEeCTBAEHNS PO3HUYHON TOProBAM NEKAPCTBEHHLIMI NpenapaTamn ans
MeINLIMHCKOro NPUMEHEHUs, OTNYCKAaeMbIMM MO PELIENTY Ha JIEKAPCTBEHHbIV NpenapaT, AUCTAaHLVOHHbLIM
cnocobom

1. B nepuog c 1 mapta 2023 roga fo 1 mapta 2026 rofa B ropofe efepanbHOro 3HavyeHns Mockse, B
Benroponckoin n MockoBckoi obniacTax (ganee B HacTosILEN CTaTbe - CybbekThbl Poccuinckon Genepauun)
npeaycMaTprBaeTCs NpoBeeHNe 3KCNeprMeHTa No OCyLLECTBAEHUIO PO3HUYHOW TOPrOBAN
NleKapCTBEHHbIMU NpenapaTaMmn 419 MeAUNLMHCKOr0 NPUMeHeHUs, OTNyCKaeMbIMU MO peLenTy Ha
NEeKapCTBEHHbIN NpenapaT, ANCTaHLMOHHBLIM CNOCOBOM (fanee - IKCNEPUMEHT).

2. B paMKax 3KCnepuMeHTa ero y4aCTHWUKM BrpaBe AUCTaHLMOHHbLIM CNOcoboM oCyLLeCTBAATb PO3HUYHYIO
TOProB/0 JIEKAPCTBEHHBLIMU NpenapaTaMu Aas MeanLUMHCKOro NPUMEHEHNS, OTMYCKAaeMbIMM MO peLenTy
Ha NeKapCTBEHHELIN NpenapaT (B TOM Yncie ChOpMMPOBAaHHOMY B (hOPME 3IEKTPOHHOI0 JOKYMEHTa B
NNYHOM KabuHeTe rpa)kAaHnHa Ha eAUHOM nopTasie v (Mn) Ha permoHaabHbIX NopTanax
rOCYLapCTBEHHbIX N MyHULIMMAAbHBLIX YCAYT) U BKJOYEHHBIMY B MepeYeHb NEeKAapCTBEHHLIX NpenapaTos U
(hapMakoTepaneBTUYECKMX FPYnn SlekapCTBEHHbIX NpenapaTos, pa3peLlleHHblX K peaan3aumm B paMmkax
3KCMEepVMEHTa, YTBEPXKAEHHLIN YNOAHOMOYEHHbLIM (hefepasbHbiIM OPraHOM UCMOMHUTENBHON BAACTH (3a
NCK0YEeHNEM NeKapCTBEHHbIX NPenapaToB, COAEPXKaLLUX HapKOTUYeCKMe CpecTBa, MCUXOTPOMHbIE
BeLLecTBa U UX NPeKypcopbl, JIekapCTBEHHbIX NpenapaTos, CoOAepXKallnMX CUNbHOLENCTBYOLWMNE BELLECTBA,
paanodapMaLeBTUYECKUX NEKAPCTBEHHbLIX NPenapaToB, UMMYHOBMONOrNYECKNX NEeKapCTBEHHbIX
npenapaToB, a TakXe JIeKapCTBEHHbIX MpenapaToBs, AN KOTOPbIX B COOTBETCTBUW C UHCTPYKLIMEN MO
NPVMEHEHNIO NEKAPCTBEHHOr0 NpenapaTa yCTaHOBIEH TEMNEPATYPHLIN PEXUM XpaHeHMs Huxe 15
rpagycos LUenbcusa, cnmpTocofepxallmx leKapCTBEHHbIX NpenapaTos ¢ 06BbeMHON AoJieit 3TUI0BOro
CnupTa CBbie 25 NPOLIEHTOB 1 IEKAPCTBEHHbIX MPenapaToB, U3rOTOB/IEHHbIX anTeYHbIMU
opraHu3aunamu). Kputepum BKIIOYEHNS TeKapCTBEHHbIX NpenapaToB 1 apMakoTepaneBTUYeCcKMX rpynn
JleKapCTBEHHbIX MpenapaToB B YKa3aHHbIV NepeyvyeHb yCTaHaBIMBalOTCS [paBUTeNbCTBOM POCCMCKON
®epepaumnm. MonoXKeHNs HaCTOALWEN CTaTbM HE PACAPOCTPAHAIOTCA Ha IeKapCTBEHHbIE NpenapaThl,
oTnyckaeMble 6ecniaTHO WU CO CKUAKON rpaXKaaHaM, MMeLWwmnM npaso Ha obecnevyeHune nekapCTBEHHbIMU
npenapaTamMm 3a CHeT CPeACcTB B104XKETHBLIX aCCUrHOBaHUN (hepepanbHoro bogxeTta u 6104KeToB
cybbekToB Poccuiickon ®epepauuu.

3. Y4aCcTHUKaMK 3KCreprMeHTa ABASI0TCS YMOJIHOMOYEHHbIN hefepasbHbI OpraH UCMONHUTENbHOW
BNACTW, YNOJHOMOYEHHbIE NCNOJIHUTENbHbLIE OpraHbl CybbekToB Poccuinckon depepauun, MeaULNHCKUE
opraHuM3auunm 1 anTeyHble OpraHm3auum, COOTBETCTBYOLWNE TpeboBaHUAM, YCTaHOBIEHHbIM B
COOTBETCTBUM C YaCTbio 4 HAaCTOALLEN CTaTbU.

4. MonoxXkeHue o NopaaKe NPoBefeHNs dKCNepuMeHTa, B TOM Yyucie TpeboBaHna K MeLULUHCKNAM
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OpraHu3aumsaM N anTeyYHbIM OpraHu3aunsaM, SBASIOWNMCS Y4aCTHUKaMUN 3KCNepUMeHTa, NopsaaokK
OCYLLECTBJIEHNS PO3HUYHON TOProBAM NEKAPCTBEHHLIMU NpenapaTaMn AN MeAULMHCKOrO NPUMEHeHUS,
OTMYCKaeMbIM/ MO PeLenTy Ha IeKapCTBEHHbIN NpenapaT, ANCTaHUUOHHBLIM cnocobom, TpeboBaHMA K
L0CTaBKe TaKMX JIeKapCTBEHHbIX NMPenapaToB rpa)kAaHaM, NpaBuia BblAa4vu pa3peLleHns Ha
OCyLLEeCTB/IeHE PO3HNYHON TOProBAW NEKAPCTBEHHbIMU NpenapaTaMu 4as MeLULUHCKOro NPUMEHeHMS,
OTMNYCKAeMbIMUN MO PELLENTY Ha IeKapCTBEHHbLIN NpenapaT, AUCTaHUMOHHLIM CMOCObOoM, yTBEpXAaeTCs
MpasuTenscTBOM Poccuinckon depepaunn. TpeboBaHMS K anTeyYHbIM OpraHn3aLusam, SBASOWNMCS
y4aCTHMKaMM 3KCNepPMMEHTA, He MOryT BbITb HXKe TpeboBaHM, yCTAaHOBAEHHbIX K anTeYHbIM
OpraHM3aumnam B COOTBETCTBUM C HacCTbio 1! cTaTbn 55 HacToswero ®efepanbHOro 3akoHa.

5. YnonHoMo4eHHbIV hefepanbHbI OpraH UCNOJIHUTENIbHON BNaCTW:

1) ocylwecTBAAEeT METOAMYECKOE CONMPOBOXKAEHNE IKCMEPUMEHTA, BKJIIOYaa METOLNYECKOe CONPOBOXAEHME
LeATEeNbHOCT MEAULMHCKUX OPraHM3aLMin U anTeYHbIX OpraHn3auunia, y4acTBYIOLLMX B IKCNEPUMEHTE, Mo
0hOpMIEHNIO, UCNOJSIb30BAHMIO U XPaHEHWIO PELLENTOB Ha IeKapCTBEHHbIV NpenapaT, B TOM Yyucne
ChOpPMUPOBaAHHLIX B (HOPME INIEKTPOHHBLIX JOKYMEHTOB;

2) npeacTasnseT B [MpaBuTensCcTBO Poccuinckon ®epepaummn npeaBapuTenbHbln (B Nepnog npoBeaeHns
3KCMEeprMEHTa, HO He MO34Hee YeM 3a [ABa Mecala [0 UCTEYEHMS CPOKa MPOBELEHUS IKCMEPUMEHTA) U
MTOroBbIN (MO OKOHYaHWMW 3KCMEPUMEHTA, HO He MO34Hee YeM Yyepes ABa MecsLa Nocje NCTEYEHNs Cpoka
npoBefeHns 3KCNepuMeHTa) 4OKIaAbl O pe3ynbTaTaxX NPOBeAEHNS IKCNepMMeHTa 1 NPeaJSIOKEHNs 0
BHECEHUW N3MEHEHUI B 3aKOHOAaTeNbLCTBO 06 0bpalleHnn nekapCTBEHHbLIX CPeACTB.

6. YNONHOMOYEHHbIN NCMONHUTENbHbIA opraH cybbekTa Poccuinckon denepauuu:

1) BNpaBe yCTaHOBUTb 0COBEHHOCTM NPOBEAEHNS IKCMEPUMEHTA;

2) yTBep)xaeT nopsLok oTbopa MeANLMHCKUX OpraHu3aLmin 1 anTeyYHblX opraHn3auni AN y4acTns B
3KCMEepPVMEHTE, a TakXXe NMPOBOAMT Takol 0TOOP U yTBEPXKAAET NepevyeHb MefULMHCKMX OpraHn3aumni n
nepeyeHb anTeYHbIX OpraHu3aLnii, COOTBETCTBYIOLWMX TpeboBaHNAM, YCTAHOBIEHHbIM B COOTBETCTBUN C
4acTbio 4 HaCTOALWEN CTaTbW, W ABAAIOLLNXCA YYaCTHUKAMW SKCNEPUMEHTA;

3) ocyLLecTBASAET MOHUTOPVHI NPOBEAEHNS IKCNEPUMEHTA 1 NPeACTaBASET ero pesynbTaTthl B
YMNOJIHOMOYEHHbIA (hefepanbHblA OpraH NCNOJIHUTEIbHON BIaCTw;

4) obecneynBaeT UHHOPMALMOHHO-TEXHNYECKOE 0becneyeHne NpoBeAeHNS SKCNEPUMEHTa NOCPEACTBOM
MCMNO/b30BaHUSA roCyAapCTBEHHON UH(OPMALMOHHOW CMCTEMBI B Chepe 34paBooxXpaHeHuns cybbekTa
Poccninckon ®Pegepaumm n (Mam) MEANLNHCKUX MHAOPMALIMOHHBIX CUCTEM MEANLNHCKUX OpraHmn3aumim,
ABNAOLLMXCS YHaCTHUKAMM IKCNEPUMEHTA, U X B3aUMOLENCTBUSA C €4MHON roCyAapCTBEHHON
NHMOPMaLIMOHHON CMCTEMON B cdhepe 3apaBOOXPaHEHNS.

7. MeOnUMHCKNE OpraHn3auny 1 anTeYyHbIe OpraHM3aLmMm BrpaBe 0TKa3aTbCA OT Y4aCTUS B IKCMEPUMEHTE,
nofas B YNOJHOMOYEHHbIA NCNONHUTENbHBIN OpraH cybbekTa Poccuinckon ®efepaLim COOTBETCTBYOLLEE
obpalleHmne B NMMCbMEHHOW hopMe.

8. AnTeyHble opraHm3aunm, SBAAOLWMNeCcs y4aCTHUKaMM 3KCnepuMeHTa, 0653aHbl Npu Npoaaxke
AVNCTaHLMOHHBIM CNOCO60M NEeKapCTBEHHOr0 NpenapaTta A MeANLNHCKOrO MPUMEHEHNS, OTNYCKaeMOoro
no peLenTy Ha IeKapCTBEHHbIN NpenapaT, obecneynTs NPy OCYLLECTBAEHUN LOCTaBKN MAEHTURMKALMIO
JINYHOCTW FpaxK4aHUHa, NoayYaloLLero Takon IeKapCTBEHHLIN Npenapar, B Leasx yCTaHOBAEHNS
COOTBETCTBUS €ro JIMYHOCTU W JIMLA, YKa3aHHOI0 B peLienTe Ha IeKapCTBEHHBIN NpenapaT (ero 3aKOHHOro
npeacrtasmTens), nmbo nuua, ynoJHOMOYEHHOM O JINLLOM, YKa3aHHbIM B peLienTe Ha IeKapCTBEHHbIN
npenapart (ero 3aKOHHbIM NpeAcTaBuUTeNIeM), Ha NOJlyYeHe NeKapCTBEHHOr 0 npenapaTa (fanee B
HacCTosLLEeN CTaTbe - INLLO, YKa3aHHOe B peLenTe (3aKOHHbIN NpeacTaBuTeNb, YNOAHOMOYEHHOE NNLLO).

9. Jlnuo, ocywecTeAaoWEee AOCTAaBKY JIeKapCTBEHHOro npenapaTta 419 MeAULUHCKOro MPUMEHEeHNS,
OTMNYCKaeMOro rno peLenTy Ha JIeKapCTBEHHbIN nNpenapaT, 0653aHo noTpeboBaTh y rpaXxaaHuHa,
noay4valoLero Takon NeKapCTBEHHbIN NpenapaT, NpeabsBUTb JOKYMEHT, YA0CTOBEPSIOLLMA ero IMYHOCTb,
ANA NAeHTUPUKaLMM TNYHOCTM 3TOr0 rpaXK4aHWHa 1 yCTaHOBAEHNA COOTBETCTBUS €ro IMYHOCTY U nunua,
YKa3aHHOro B peLienTe (3aKOHHOr0 NpeACcTaBMTeNs, YNoJHOMOYEHHOr0 nnua). B cnyyae BbigBaeHUS
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HecoBMaZeHMsA IMYHOCTUN FpaXKAaHuHa, NoJyyatowero NeKapCTBEHHbIN NpenapaT, U Anua, yKa3aHHOro B
peuenTe (3aKOHHOr0 NpeAcTaBUTENS, YNOIHOMOYEHHOM0 INLA), @ TakXe B C/ly4ae 0TKa3a rpakgaHuHa,
NoJIy4atoLero NeKapCTBEHHbIN NpenapaT, NPeabiBUTb 4OKYMEHT, YA0CTOBEPSIOWNIA €ro IMYHOCTb, ANLO,
OCYLLEeCTBAAOLLEE NOCTABKY JIEKapCTBEHHOI0 NpenapaTa A9 MeANLNHCKOro MPUMEHEHNS, OTNYCKaeMoro
Mo peuenTy Ha NeKapCTBEHHbLIN NpenapaT, 0643aH0 BEPHYTb TaKOW SIeKapCTBEHHbLIN NpenapaT B anTe4HYo
opraHusauuio.

10. NoaTBep)xaeHneM hakTa nepefaydn NeKapCcTBEHHOrO NpenapaTa A8 MeanLUMHCKOro NPUMEHEHNS,
OTMNYCKAeMOro no peLenTy Ha JIeKapCTBEHHbIV NpenapaT, Auly, yka3aHHOMY B peLenTe (3aKoHHOMY
npeacTaBUTENO, YNOJHOMOYEHHOMY NILLY), ABJSAIOTCSA KaCCOBLIN YeK U MNOAMUCHL UL, NMOJYYMBLUErO TakoM
JIeKapCTBEHHbIV MpenapaT, Ha AOKYMEHTE 0 MoJlyYeHUn TaKoro JIeKapCTBEHHOro npenapaTta no gopme,
yTBEpPXAaeMol YNOJIHOMOYEHHbIM (hefepalibHbIM OPraHoOM UCMOMHUTENbHOW BAacTu. Mocne nepegayn
JIeKapCTBEHHOrO npenapaTa AnLy, YKasaHHOMY B peuenTe (3aKOHHOMY NpeacTaBuTeNto,
YNOJIHOMOYEHHOMY SIMLY), 3TOT AOKYMEHT nepefaeTca AnLoM, OCyLeCTBUBLLMM LOCTaBKY Takoro
JleKapCTBEHHOr 0 npenapaTa, B anTeYHY OpraHn3aLunio, 0CyLeCTBUBLLYIO OTNYCK JIEKAPCTBEHHOIO
npenapata. B cny4ae BbisBNeHNA Npu Nepegaye ALy, yKasaHHOMY B peuenTe (3aKOHHOMY
npeacTaBUTENtO, YNOJHOMOYEHHOMY JIMLLY), IEKAPCTBEHHOr O NpenapaTa hakToB MEXAHUYECKOr 0
NMOBPEXOEHNS €0 UK ero yrnakoBKN TakoWN SIeKapCTBEHHbIN NpenapaT ANLOM, YKa3aHHbIM B peLenTe
(3aKOHHbIM NpPeACTaBUTENEM, YNOJIHOMOYEHHbLIM IMLOM), HE MPUHUMAETCS 1M BO3BpallaeTcs 6e3 ero
onnaThl LY, OCYLLECTBMBLUEMY AOCTaBKY JIEKapCTBEHHOrO npenapaTa 1 obecneynBatowemMy ero Bo3BpaT
B anTeYHY0 OpraHm3auuio.

11. 3a HapyLeHuns 3akoHogaTenbCcTBa Poccminckon ®epepaumm, COBEpPLUEHHbIE MPY MPOBEAEHNN
3KCMepMMEHTa, ero y4aCcTHUKN HeCYT OTBETCTBEHHOCTb, YCTAHOB/IEHHYIO 3aKOHOA4ATENbCTBOM PocCcuiicKowm
denepaumn.

12. KoHTponb 3a ncnosiHeHnem TpeboBaHWi, CBSA3aHHbLIX C MPOBEAEHNEM SKCMEPUMEHTA, OCYLLLECTBASETCA
hefepanbHbIM OPraHoOM UCMOJIHUTENbHON BACTM, OCYLLECTBAAOWMUM (YHKLUN MO KOHTPOIIO 1 Ha430py B
chepe 34paBoOXpaHeEHMs, B Nopsake, ycTaHoBNeHHOM ®PefepalibHbiM 3akoHOM OT 31 mnions 2020 roga Ne
248-®3 "O rocyaapcTBEHHOM KOHTpPOE (HaA30pe) U MyHMLMMAaAbHOM KOHTpoJie B Poccuinckonm
Gdepepauymn”,

(LononHeHune cTaTben - PegepasbHbiin 3aKoH 0T 20.10.2022 Ne 405-03)

CtaTbs 56. I3roToBAEHME M OTNYCK NEKAaPCTBEHHbIX NpenapaToB

1. N3roToBneHne NeKapCTBEHHbIX NPenapaToB anTe4YHbIMU OPraHM3aLnaMm, BETEPUHAPHBIMU anTeYHbIMU
OpraHM3aunaMm, UMELLMIN JINLLEH3MIO Ha (PapMaLleBTUYECKYI0 AesaTeNIbHOCTb, OCYLLEeCTBAAETCS Mo
peuenTaM Ha JiekapCTBEeHHbIe NpenapaThl, M0 TpeboBaHNAM MeLNLMHCKNX OpraHn3aLuii, BeTepUHapHbIX
OpraHn3aunii MAn opraHn3aumnn (MHAMBMAYaNbHbIX NpeanpuHUMaTeNnen), OCyLLLeCTBASIOWNX pa3BeaeHme,
BblpalLMBaHME U COAEPXKaHNE KUBOTHbIX, B COOTBETCTBUM C NMPaBUIaMN U3rOTOBJIEHNS 1 OTMYCKa
JIeKapCTBEHHbIX MpenapaToBs, yTBepXAeHHbIMW YNOJIHOMOYEHHbIM (hefiepasibHbIM OpraHoM
NCNONHUTENbHOW BAACTU.

2. [py U3roToBNEHUN NeKapCTBEHHBIX MPenapaToB anTeYHbIMU OpraHu3aunaMu, BeTePUHaPHbIMY
anTeYyHbIMW OPraHM3aunaMu, UMEIOLLMMUN NLLEH3NIO Ha (hapMaLleBTUYECKYI0 AeATeNbHOCTb, UCMONb3YI0TCS
NeKapCTBEHHbIe NpenapaThbl 1 (1) hapMaueBTnyeckue cybcTaHLMmM, BKIOYEHHbIE COOTBETCTBEHHO B
roCy[apCTBEHHbIN peecTp JIekapCTBEHHbIX CPeACTB A58 MeAULMHCKOro NPUMEHeHNs, rocyLapCTBEeHHbIN
peecTp IeKapCTBEHHbIX CPEeACTB A1 BEeTEPUHAPHOIro NPUMEHEHUs, eAUHbIA peecTp 3aperncTpupoBaHHbIX
NeKapCTBEeHHbIX CpeAcTB EBPa3Mnckoro skOHOMMYECKOro CoK3a, eAUHbIA peecTp 3aperncTpupoBaHHbIX
BETEPUHAPHbLIX EKAPCTBEHHbLIX NpenapaToB EBpa3ninckoro 3KOHOMUYECKOro COt3a B yCTaHOBAEHHOM
nopsagke. He fonyckaeTcs U3roToB/ieHNe anTeYHbIMU OpraHn3aLMaMu, BEeTEPUHAPHbLIMU anTeYHbIMU
OpraHM3aunaMu, UMEIOLLMMUN NINLLEH3NIO Ha (DapMaLleBTUYECKYIO AeATeNbHOCTb, IeKapCTBEHHbLIX
npenapaToB, 3aperncTpnpoBaHHbIX B Poccminckon ®egepaunm mbo B COOTBETCTBUM C aKTaMu,
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cocTasnsawowmmm npaso Cotosa.

3. MapKnpoBKa N1eKapCTBEHHbIX MPenapaToB, U3roTOBJIEHHbIX anTeYHbIMU OpraHn3aUnsaMu,
BETEPUHAPHbLIMW anTe4YHbIMY OPraHM3aunsaMm, UMELWUMN ANLEH3NIO Ha (hapMaLLeBTUYECKYHO
0edaTesibHOCTb, U ocpopMHeHme TakKuxX npenapatoB AOJI)XKHbl COOTBETCTBOBaTb NMpaBk1aM, YKa3aHHbIM B
YyacTu 1 HacTosALLEN CTaTbM.

4. ANTeYyHble OpraHM3aunn, BETEPMHAPHbIE anTeYHbIe OPraHn3aLumn, UMeKLLINE INLEH3NIO Ha
hapMaLEeBTNYECKYIO OeATeNbHOCTb, HECYT OTBETCTBEHHOCTb 3a HeCob1l0AeHNE MPaBMA U3rOTOBEHNS U
OTMyCKa JIeKapCTBEHHbIX NPenapaToB B COOTBETCTBMM C 3aKOHOA4AaTENLCTBOM Poccuinckon ®egepaumm.
CraTtba 57. 3anpelleHre Npoaa)ku OTAeSIbHbIX JIeKapCTBEHHbIX CPeLCTB

1. 3anpewaeTtcs npofaxka GanbCcuPULMPOBaHHbIX 1EKAPCTBEHHbIX CPeacTB, Hea0bpokayeCTBEHHbIX
JIeKapCTBEHHbIX CPEACTB, KOHTPadaKTHbLIX IeKapCTBEHHbIX CPEACTB.

2. 3anpeLLaeTcs npogaxa:

1) nekapCTBEHHbIX NpenapaToB 415 MeAULMHCKOro MPUMEHEHNS, B OTHOLLUEHUN KOTOPLIX B CUCTEME
MOHUTOPUHIa OBMXKEHUNSA NIEKAPCTBEHHbIX NPeNapaToB A8 MeAULNHCKOr0 NMPUMEHEHNS OTCYTCTBYIOT
CBELEHMNA 0 HAHECEHUWN CPeACTB NAeHTUGNKaLumM 1 (Mnn) ceeaeHns o BBOAE B rpa)kaaHckmin obopoT;

2) nekapCTBEHHbIX NPenapaToB A1 MeAULNHCKOrO NPUMEHEHMNS, B OTHOLLEHWM KOTOPbIX OCyLLeCTBAeHa
6/710KMPOBKa BHECEHNA B CUCTEMY MOHUTOPUHIA ABUXEHNS NEKAPCTBEHHbIX NPenapaToB As
MeOULNHCKOro NPpUMeHeHNs CBEEHNI 0 BBOAE B rpaXkAaHCKMin 060poT, 06 06opoTe uam o npekpaLleHun
0bopoTa;

3) NeKapCTBEHHbIX NPenapaToB 411 MeAULNHCKOrO NPUMEHEHMNS, MPUMEHEHNE KOTOPbIX MPUOCTaHOBAEHO
Mo peLUeHNo YNOJHOMOYEHHOro (hefepasibHOro opraHa NCnosHNTEeNbHOW BNacTu;

4) neKapCTBEHHbIX NpenapaToB 419 MeANLUHCKOro MPUMEHeHNs, FpaXK4aHCKNn 060poT KOTOpbIX
npekpaLieH;

5) nekapcTBEHHbIX NPENapaToB 414 MEANLNHCKOrO NPUMEHEHMNS, CPOK FOAHOCTM KOTOPbIX UCTEK;

6) NleKapCTBEHHbIX NPenapaToB A1g MeANLNHCKOrO MPUMEHEHUNS, B OTHOLLEHMW KOTOPbIX He cobnogeHbl
TpeboBaHWA, onpeaeneHHble Ha OCHOBaAHUM YacTu 5 cTtaTbn 67 HacTosiwero ®enepasbHOro 3aKoHa.

3. [encTBre NOMIOXKEHNA YacTK 2 HACTOALLEN CTaTbW He PAacNpPOCTPaHAETCS Ha IeKapCTBEHHbIe
npenapaTbl, yKa3aHHble B YacTn 7! cTaTbn 67 HacToswero ®efepasbHOro 3akoHa.

4. NopaaoK NpMMEHeHNS NOJIOXKEHNA YaCTU 2 HACTOSALLEN CTaTbW N CPOKM MPUMEHEHNS TaKoro nopsaka
yCTaHaBAMBatoTCa MpaBuTensCcTBOM Poccunckon Gepepaunm.

(CtaTba B pefakumm ®enepasibHoro 3akoHa ot 08.08.2024 Ne 292-93)

CtaTbs 58. XpaHeHuWe neKapCTBEHHbIX CPeACTB

1. XpaHeHue neKkapCTBEHHbIX CPeACTB OCYLLEeCTBASETCA NPOM3BOAUTENAMMN NEeKAapCTBEHHbIX CPELCTB,
opraHm3saumnammn OMTOBOWN TOProBJn nekKapCTBeHHbIMN CpeacTBaMn, anTe4YHbIMN OpraHn3aumnamm,
BETEPMHAPHbLIMK anTeYHbIMY OpraHM3aunsaMm, MHANBUAYaNbHbIMU NPeANPUHUMATENAMU, UMEIOLLUMNA
JIMLEH3MI0 Ha (hapMaLeBTUYECKYI0 AeATENbHOCTb UMW JINLEH3NI0 HA MeAULNHCKYIO AeaTelbHOCTb,
MeONUUHCKMU OpraHn3aunsaMm, BEeTEpUHaPHbIMU OpraHm3aunsMm U MHbIMU OpraHu3aunsamum,
OCYLLeCTBAAOWMMN 06paLLeHe NeKapCTBEHHbBIX CPeACTB. XpaHeHWe IEKapCTBEHHbIX CPeACTB ANs
BETEPUHAPHOI0 NpMeHeHNAa opraHn3aunaMmm n NHONBKWAyaibHbIMW npeanpuHnMaTendaMmn B Ciydaax, ecsin
OHW NCMONb3YIOTCHA UCKIOYUTENBHO NPY pa3BefeHnn, BbipallMBaHUW, COAEPXKAHUN U JIEYEHUN XKUBOTHbIX,
MOXeT 0CyLeCcTBAATLCS 6e3 NoayyYeHns NMueH3nn Ha hapMaLeBTUYECKYI0 LeATeNbHOCTb.

2. MpaBnia XpaHeHW NeKapCTBEeHHbIX CPeACTB YTBEPXKAA0TCA COOTBETCTBYOLL MM YIMOIHOMOYEHHbIM
thefepanbHbIM OPraHoOM UCMNOJSTHUTEIbHON BNACTW.

3. XpaHeHune HapKoTUYeCKMX JIeKapCTBEHHbIX CPeACTB, MCUXOTPOMHbIX IEKAaPCTBEHHbIX CPEACTB,
paavodapMaLeBTUYeCKNX NEKAPCTBEHHbIX CPEACTB OCYLLEeCTBASETCA B COOTBETCTBMM C
3aKOoHoaTesibcTBOM Poccuinckon ®epepaunu.
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CtaTbs 581. NpeagMeTHO-KOIMYECTBEHHbIN YYET IEKAPCTBEHHbIX CPEACTB AN MEANLNHCKOrO NPUMEHEHNS

1. MepeyeHb NeKapCTBEHHbLIX CPEACTB A1 MeQULNHCKOro NPUMEHEHUS, NoAAeXallnx npeamMmeTHo-
KONNYECTBEHHOMY YYeTY, YTBEPXXAAETCA YNOJHOMOYEHHbIM DefepanbHbiM OPraHOM NCMOJIHUTENLHON
BJTACTWN.

2. NopsfoK BKJIKOYEHUS IEKaPCTBEHHbLIX CPEACTB 415 MeAULNHCKOrO MPYMEHEHMNS B NepeYyeHb
JIeEKapCTBEHHbIX CPEACTB A5 MEANLMHCKOrO MPUMEHEHMNS, NOAJIEXaLNX NPeaMeTHO-KONYECTBEHHOMY
y4eTy, yCTaHaBIMBAETCA YMNOJHOMOYEHHbLIM hefepasbHbiM OpraHoOM UCMOHUTENBHON BAACTU NO
COrflacoBaHuto ¢ heaepasibHbIM OpraHoM UCNONHNUTESIbHON BAACTW, YNOJHOMOYEHHbIM B Chepe BHYTPEHHMX
aen.

3. MpeaMeTHO-KOINYECTBEHHbIN YYeT SIeKapCTBEHHbIX CPeACTB A1 MeANLNHCKOro NMpUMeHeHns BegyT
NPON3BOANTENN NEKAPCTBEHHbIX CPEACTB, OPraHn3aL MM ONTOBOW TOProBAN IEKAPCTBEHHLIMU CpeACTBaMM,
anTeYyHble opraHn3aunn, UHANBMAYaNbHbIE NPeanpUHUMATENN, UMEIOLLME NNLLEH3NIO Ha
thapMaLeBTNYECKYIO 4eATEeNbHOCTb WKW JIMLEH3MNI0 Ha MEAULNHCKYI0 OEeSTEeNbHOCTb, N Me4ULNHCKME
opraHusauun, ocywecTensoume obpalleHne NeKapCTBEHHbIX CPEACTB A5 MEANLIMHCKOrO NPUMEHEHNS,
nyTem perncrtpaunm aobbix CBA3aHHbLIX C MX obpalleHnemM onepauun, Npyu KOTOPbIX U3MEHAETCS UX
KOJIMYECTBO W (1K) COCTOSIHME, B CNEeLUaNbHbIX XXYyPHaslax y4eTa onepaunii, CBs3aHHbIX C obpalleHnem
JIeKapCTBEHHbIX CPEACTB A1 MeAULIMHCKOr0 NPpUMeEHEHNa (Janee - cneymnanbHble XYpHasbl).

4. MNpaBuna perncTpaumny onepawmin, cBa3aHHbIX ¢ obpalleHneM IeKapCTBEHHbIX CPenCcTB s
MeOMLUNHCKOro NPUMEHEHUNs, BKIIOYEHHbIX B NepeyYeHb JIeEKapCTBEHHLIX CPEACTB 419 MeAULIMHCKOr 0O
NpPUMeHeHUs, Nognexallnx npeiMeTHO-KOJIMYEeCTBEHHOMY Y4YeTy, B CneLmanbHbIX XYpHasiax v npasuna
BEAEHNS N XPaHEHNS CNeUnaNnbHbIX XXYPHaI0B YTBEP)KAAOTCA YNOJHOMOYEHHbIM (hefepabHbIM OpraHoM
NCMONHNTEIbHOW BNIACTW.

5. KoHTposib 3a cobnoaeHnem nNpaBui perncTpaunn onepaLnii, CBsizaHHbIX C obpalleHnemM NeKapCTBEHHbIX
CpencTB And MeaULMHCKOro NPUMEHEHNS, BKJIIOYEHHbIX B MepeyeHb TIeKapCTBEHHbLIX CPeacTB Afia
MeONLNHCKOro NPMMEHeHNs, Noaaexxallnx npeamMeTHO-KONNYEeCTBEHHOMY YHeTY, B CleunabHbIX
)KYpHasiax, a Tak)Xe 3a cobntoaeHneM npaBua BEAEHNS U XPaHEHNS CNeLManbHbIX XKYPHa0B BO3araeTcs
Ha YNOJIHOMOYeHHbIe hefepasibHble OpraHbl UCMOAHUTENLHON BAACTU N NCMOJIHUTE/NbHbIE OPraHbl
cybbekToB Poccuiickon Peagepaunn, oCyLecTBASIOWMNE ANLEH3NPOBAHNE NPOU3BOACTBA JIEKAPCTBEHHbIX
CpencTs, hapMaLleBTMYECKON AeATENbHOCTN U MEANLNHCKON AeATENbHOCTH, N OCYLLECTBASETCA B paMKax
JINLLEH3NOHHOI0 KOHTPOJIS.

(ODononHeHune cTaTben - PegepanbHbii 3aKOH 0T 25.12.2012 Ne 262-03)

naBa 11. YHMYTOXEHVE NeKapCTBEHHbIX CPELCTB

CtaTtbs 59. OCHOBaHMA M NOPALOK YHUYTOXEHNSA NIeKapCTBEHHbIX CPenCcTB

1. HepobpokayecTBeHHbIE SIeKapCTBEHHbIE CPeLCTBa, PasibCUPULNPOBAHHBIE IEKAPCTBEHHbLIE CPEACTBA
noAniexat U3bATUIO U3 0OpaLLEeHNs N YHUYTOXEHMWIO B NOPSALKe, YCTaHOB/IEHHOM [1paBUTeNLCTBOM
Poccunckon ®egepaumm. OCHoBaHUEM 015 YHUHTOXEHUS TeKapCTBEHHbIX CPEACTB ABJIAETCH pelleHne
BJlaflesibLia IeKapCTBEHHbIX CPeACTB, peLleHne COOTBETCTBYOLLEr0 YNOJHOMOYEHHOro peaepaibHoro
opraHa WCMosHUTENbLHOW BAcTN UK peLleHune cyaa.

2. KoHTpahaKTHbIe NeKapCTBEHHbIE CPeACTBa NOANEXAT U3bATUIO N3 0OPALLEHNS U YHUHTOXEHMIO MO
peweHuio cya. NopsafoK YHUYTOXKEHNA KOHTPadaKTHLIX JIeKapCTBEHHbIX CPeACTB yCTaHaBJ/IMBaeTCA
MpaBuTenbCcTBOM Poccuinckon denepauinu.

3. Pacxofbl, CBAA3aHHbIE C YHUYTOXKEHNEM KOHTPa(aKTHbIX JIEKapPCTBEHHbIX CPeACTB,
Heno6poKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB, (habCMULMPOBAHHbIX 1IeKAaPCTBEHHbIX CPEACTB,
BO3MeLLalTCA X BnagesbLeMm.

4. Bnapenew nekapCTBEHHbIX CPEACTB AOJ/DKEH NPeACTaBUTb B YNOJHOMOYEHHbIV hefepasibHbli opraH
NCNOJIHUTESIbHON BJIACTW LOKYMEHT UM 3aBepPeHHYI0 B YCTAHOBJIEHHOM MNOpsAAKe ero Konuio,
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noaTeepxaatowme GakT YHUYTOXKEHUS IeKapCTBEHHbIX CPeacCTB.

5. COOTBETCTBYIOLLMIA YMOJTHOMOYEHHBIN hefepabHbil OpraH MCNOJIHUTENBHOW BAACTU, NMPUHABLUNIA
peweHne 06 YHNHTOXEHNN NIeKapCTBEHHbIX CPEACTB, OCYLLECTBASET KOHTPOJIb 3@ UX YHUHTOXEHNEM.

6. YHUYTOXEHMNE NeKAPCTBEHHbIX CPEACTB NPOM3BOAMTCSA OPraHn3auMamMmn, UMELNMIN COOTBETCTBYIOLLYIO
JIMLLEH3MI0, Ha cneuunanbHo 06opyaoBaHHbIX NAOWaAKax, MOAUroHax U B cneunanbHo 06opyaoBaHHbIX
nomeleHnsax ¢ cobnioaeHnem TpeboBaHuii B 061aCTU OXpaHbl OKPYXKatoLLEn cpelibl B COOTBETCTBUM C
3aKoHOA4aTenbCTBOM Poccuinckon ®enepaumm.

7. HapkoTnyeckne nekapCTBEHHbIE CPeACTBa, NMCUXOTPOMHbIE IEKAPCTBEHHbIE CPEACTBa,
pagnoapMaLeBTUYECKNE NIEKAPCTBEHHbIE CPEACTBa YHUYTOXAOTCA B COOTBETCTBUN C
3aKoHO4aTenbCTBOM Poccuinckon ®efepaumm.

naBa 12. FocynapCTBEHHOE perysMpoBaHne LieH Ha IeKapCTBEHHbIe NpenapaThl 418 MeANLMHCKOro NpUMeHeHUs
CtaTtbsa 60. FocyapCTBEHHOE perynMpoBaHne LieH Ha IEKapCTBEHHbIe NpenapaThbl 418 MeAULMHCKOro
NpUMeHeHUs

1. Fl'ocynapcTBeHHOE perysinpoBaHune LeH Ha JIeKapCTBEHHbIe npenapaThl 415 MegULNHCKOro NpUMeHeHus
OCYLLEeCTBAAETCA NOCPEeACTBOM:

1) yTBepxaeHus NMpaButensCTBOM Poccuinckon ®enepauum nepevHs XnM3HEHHO HEOBX0ANMbIX U
BaXXHEWLLMX JIeKapCTBEHHbIX NPenapaToB, KOTOPLIN HOPMUPYETCSA N HE pexxe 04HOro pasa B rof
nepecMaTpuBaeTCs B yCTAaHOBAEHHOM UM MOPAAKE Ha OCHOBE KOMIMIEKCHOWN OLLEHKN JIeKapCTBEHHbIX
npenapaToB, BKJIl0Yasa aHaN3 CBEAEHWN O CPAaBHUTENbHOWN KINHNYECKON 3(PDEKTUBHOCTN 1 Be30MacHOCTH
JIEKapCTBEHHOI0 CPeACTBA, OLEHKY IKOHOMUYECKMNX MOCNEeACTBUN NPUMEHEHNS NEKapPCTBEHHOMO CpeacTBa
N N3y4yeHune OONONHUTENbHbIX NOCNeACTBMIA NPUMEHEHUNS IEKAapCTBEHHOIO CPeACTBa;

2) yTBEpPXAEHNS METOANKMN pacyeTa NpeaesbHbIX OTNYCKHbIX LIeH MPON3BOANTENEN Ha SIEKAPCTBEHHbIE
npenapaThl, BKJIIOYEHHbIE B NMEPEYEHb XXN3HEHHO HEODXOAMMBIX N BaXXHENLLNX TEKAPCTBEHHbIX
npenapaToB, a TakXXe BHeAPEHNS MeXaHN3MOB (DOPMUPOBAHNS CMCTEMbI peePEHTHbIX LiEH;

3) rocyiapCTBEHHON perncTpaumm npeaesbHbiX OTAYCKHbIX LLEH NPOM3BOANTENEN Ha IeKapCTBEHHbIe
npenapaThbl, BKAKO4YEHHbIE B NepevYeHb XXN3HEHHO HGOﬁXO,EI,I/IMbIX 1 BaXXKHENLLNX NeKapCTBEHHbIX
npenapaTos;

4) BefeHus rocyfapCTBEHHOr0 peecTpa npefefibHblX OTAYCKHbIX LIeH NPOoW3BOAUTENIEN Ha JIeKapCTBEHHbIe
npenapaThl, BK/lOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLINX JIeKaPCTBEHHbIX
npenapaTos;

5) yTBEpPXKAEHNS METOANKIN YCTAHOBNEHUS NCMONHUTENBHBIMW OpraHaMn CybbekToB PocCUnCKon
depnepaumm npenenbHbIX pa3mMepoB ONTOBbIX HaA0aBOK 1 Npeae/bHbIX Ppa3MepoB PO3HUYHbIX HaabaBoK K
(haKTNYECKUM OTMYCKHbIM LleHaM, YCTaHOBIEHHbIM MPON3BOAUTENSMMN NEKAPCTBEHHbLIX MPenapaTos, Ha
JIEKapCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B MEPEeYEHb XXN3HEHHO HEOBXOAUMbIX U BaXKHENLINX
JIeKapCTBEHHbIX NpenapaTos;

6) yCTaHOBEHMA NpefesibHbIX pa3MepoB ONTOBbIX HaAbaBOK 1 NPenesibHbIX Ppa3MepPOB PO3HMYHbIX
HanbaBoOK K (DAKTMHECKUM OTMYCKHbIM LleHaM, YCTaHOBIEHHbIM MPON3BOAUTENAMMN NEKAPCTBEHHbIX
npenapaToB, Ha IeKapCTBeHHbIE MNPenapaTbl, BKJAO4YeHHbIE B NepevyeHb XWU3HEHHO HGOﬁXO,ﬂ,I/IMbIX n
BaXXKHEWLLMNX JIeKapCTBEHHbIX NPenapaTos;

6') onpenenerns MNpaButenscTBoM Poccuiickon ®enepauunn nopsaaka LeHoobpa3oBaHUs Ha
He3aperncTpMpPOBaHHbIE JIEKAPCTBEHHbIE NpenapaThbl A8 MEANLMHCKOrO NPUMEHEHUS, KOTOPbIE BBE3EHbI B
Poccuinckyto ®enepaunio oas okasaHna MeLULUHCKON MOMOLLM MO XXU3HEHHbIM MOKa3aHNAM KOHKPETHOI0
naumneHTa n MeXXayHapoAHble HENaTEHTOBAHHbIE, U FPYNMNNPOBOYHLIE, NJIN XUMUYECKME HAaMMEHOBAHWSA
KOTOPbIX COAEPXKATCA B NEPEYHE XKN3HEHHO HEOBX0ANMbIX N BaXKHENLLMX NIeKapCTBEHHbIX NpenapaTos;
(dononHeHne NyHKTOM - PefepasnbHbii 3aKoH 0T 30.01.2024 Ne 1-03)

7) yTBEpPXAEHMA NOPSALKa BblAauu NpeanncaHnin MCNoaHNTENbHbIM opraHaM cybbekToB Poccuinckonm
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depepaummn o NpMBeAEHNN B COOTBETCTBME C 3aKOHOAATEeNbCTBOM Poccuiickon ®epepalmm pelleHunin 06
YCTaHOBJ/IEHWM NpeaefbHbIX Pa3MepoB ONTOBbIX HaAbaBOK 1 NpeaesbHbIX Pa3MepoB PO3HNYHbLIX HaabaBoK
K PaKTN4eCKMM OTMYCKHbIM LieHaM, YCTaHOB/IEHHbIM MPOU3BOANTENAMIN IEKAPCTBEHHbIX NpenapaTos, Ha
JIEKApCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B MEPEYEHb XKN3HEHHO HEOOXOAUMbIX 1 BaXKHENLINX
JIeKapCTBEHHbIX NPENapaToB, eC/IN OHWN NPUHATLI C HAapYLWEHWEM 3aKoHOo4aTeNbCTBa POCCUNCKON
depnepaumnm, B Nopsake, yctaHoBAeHHOM [TpaBnTensCcTBOM Poccuinckon ®egepauum;

8) HanpaBneHNs yNoJHOMOYEHHbIM hefepasibHbIM OPraHOM UCMOJIHUTENLHON BAACTW UCMONHUTESNbHbLIM
opraHam cybbekToB Poccuinckon ®enepauunmn npeanncaHnuin o npuBeneHn B COOTBETCTBUE C
3aKoHoZaTesbcTBOM Poccumnckon ®enepalmm NPUHATBIX C HAPYLLEHWEM 3aKoHo4aTeNbCTBa Poccunckon
depnepaumm pewweHnin 06 ycTaHOBAEHUN NPeAenbHbIX pa3MepoB ONTOBbLIX HaAbaBoK 1 NpefenbHbIX
pa3MepoB PO3HMYHbIX HaAbaBOK K LLleHaM Ha JIeKapCTBEHHbIE NpenapaThl, BKJIOYEHHbIE B NEPEYEHb
YKN3HEHHO HeobX0AUMBIX 1 BaXKHENLIWNX JIeKapCTBEHHbIX MPenapaTos.;

9) ocyulecTBNeHMs heaepasibHOro rocyaapCTBEHHOr0 Haa3opa B chepe obpalleHuns NekapCcTBEHHbIX
CpPencTB 1 PermoHaabHOro rocyiapCTBEHHOr0 KOHTPOJIA 3@ NPUMEHEHMEM LIEH Ha JIEKAPCTBEHHbIE
npenapaTtbl COOTBETCTBEHHO YMOJHOMOYEHHbIMUK (hefepanbHbIM/ OpraHamMmn NCNOJHUTENLHON BAACTU U
NCNOJIHNTENbHBIMU OpraHammn cy6bekToB Poccuiickonn Peagepaumm COrnacHO UX KOMMETEHLMM B NOPSAKE,
yCTaHoB/AIeHHOM paBuTenbLCTBOM Poccuinckon ®epepaunu;

10) npuMeHeHna NpeayCMOTPEHHbIX 3aKOHO4ATENbCTBOM Poccuninckon denepaunm Mep OTBETCTBEHHOCTU
3a HapylweHne nopsaka LeHoobpa3oBaHMA Ha NEKAPCTBEHHbIE NPenapaThl, BKAOYEHHbIE B MepeYeHb
YKN3HEHHO HeoBX0AUMBIX N BaXKHENLIWNX IeKapCTBEHHbIX MpenapaTos.

2. B ycnoBumax YpessblHanHON CMTyauum v (Mnun) npm BO3HUKHOBEHMM YIPO3bl pacrnpocTpaHeHuns
3aboneBaHuna, NpeacTaBAAOLWEro 0NAaCHOCTb A1F OKPY>XKaloLWmnX, a TakXXe B Ciy4ae, ec/iv B Te4eHune
TPUALATU KaneH4apHbIX AHEN nocse NpuHATUA NpaBnTenbCTBOM Poccminckon deaepaunm peleHuns o
NpoBeAeHN MOHUTOPUHIA PO3HNYHBIX LIEH Ha IeKapCTBEHHbIE MpenapaThbl, He BK/OYEHHbIE B MepeYveHb
YKN3HEHHO HEOBXOAMMBIX U BaXXKHEMLLNX NEKAPCTBEHHLIX NPENapaToB, Ha TEPPUTOPMAX CyObEKTOB
Poccuinckon ®epepalimmn BblsiBAEH POCT PO3HMYHBIX LIEH Ha YKa3aHHble IeKapCTBEHHbIE MpenapaThl Ha
TpuauaTb npoueHToB 1 Bonee, NMpaBuTensCcTBO Poccuinckon Gepepaunmn Brnpase yCTaHOBMTb NpeaesibHble
OTMYCKHbIE LieHbl NPOM3BOANTENEN Ha YKa3aHHbIE JIEKapCTBEHHbIE NMpenapaThbl, NpeaesbHble pa3mepsl
OMNTOBbIX HaAbaBOK 1 NpefesibHbIe pa3Mepbl PO3HUYHBLIX HagbaBoOK K (PaKTUYECKMM OTMYCKHbIM LleHaM
Npon3BOANTENEN Ha YKa3aHHbIe leKapCTBEHHbIe npenapaThl. [lepeyeHb ekapCTBEHHbIX NpenapaTos, He
BKJIIOYEHHbIX B MepPeYeHb XN3HEHHO HEOBX0ANMbIX U BaXXHENLLMX JIEKapCTBEHHbIX NPENapaToB, 1 NOPALOK
ero chopmmpoBaHus onpegensoTcs MNpasutenscTBoM Poccuiickon ®egepaumn. ([LoNoaHEHWE YacTblo -
®epnepanbHbIn 3aKoH 0T 26.03.2020 Ne 67-93)

3. B TeyeHune geBsHOCTa KaneHAapHbIX 4HEN CO OHA yTBEpXAeHMA MpaBuTebCTBOM Poccninckon
defepalimm NepeyHs, YKasaHHOro B YaCTu 2 HaCTOALWLEN CTaTbW, HE AONYCKAOTCSA peann3auns n oTnyck
BKJIIOYEHHbIX B HEMO JIEKAapPCTBEHHbIX NPEenapaToB Mo LieHaM, NPeBbIAaloW MM npeaesbHble 0TMYCKHble
LeHbl NPOM3BOANTENEN Ha YKa3aHHble IeKapCTBEHHbIE NpenapaThl, NpedefibHble pa3Mepbl ONTOBbIX
HanbaBoK 1 NpeaesbHble pa3Mepbl PO3HMYHbLIX HaAbaBOK K (haKTUYECKMM OTMYCKHbIM LIEHaM
NpoM3BOANTENEN Ha YKa3aHHbIe IeKapCTBEHHbIE NpenapaThl C Y4eTOM Hanora Ha AobaBneHHy1o
CTOMMOCTb. ([lononHeHne YacTblo - PefepasibHbli 3aKOH 0T 26.03.2020 Ne 67-03)

CtaTtbsa 61. FocyfapCTBEHHAs perucTpaumns U nepeperncTpauns npenesbHbiX OTNYCKHbIX LieH
MPOVN3BOAUTENEN Ha SIEKAPCTBEHHbIE MPenapaThl, BKOYEHHbIE B MEPEYEHb XKU3HEHHO HEOBX0ANMbIX 1
Ba)KHENLWMX SIeKapCTBEHHbIX NMpenapaToB

1. NMpepenbHas o0TNyCKHas LieHa NPOU3BOANTENSA Ha SIeKapCTBEHHbIN NpenapaT, BKJIOYEHHbI B NepeyeHb
MU3HEHHO HEOBXOAVMBIX 1 BaXKHENLINX JIeKapCTBEHHbIX MPENapaToB, NOAJEXNUT roCyAapCTBEHHON
perucTpauuy B nopsiake, yctaHoBseHHOM MpaBuTenbcTBoM Poccuiickoin ®epepaunm, Ha OCHOBAHWN
HanpaB/eHHOr0 NOCPeACTBOM €IMHOr0 MopTasia B YNOJHOMOYEHHBIA hefepasbHbIA opraH
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WCNOJIHNTEIbHON BIACTW WUAN NNYHBIA KabWHET YNONHOMOYEHHOr O (hegepanbHOro opraHa UCNOJIHATEIbHON
B/1ACTW B €AMHOWN CUCTEME, MOAMMNCAHHOr0 YCUIEHHOW KBAIMGMULNPOBAHHOWN 3/1EKTPOHHON NOAMMUCHI0
3a5BNIEHNS OAep)KaTens Wav Bhafenbla perncTpaunoHHOro yA0CTOBEPEHUS IEKAPCTBEHHOMO NpenapaTa
(YNOJIHOMOYEHHOI 0 UM JINLA).

2. 3aperncTpupoBaHHas npegesbHas oTNYCKHas LleHa NPOU3BOAMTENS Ha IeKapCTBEHHbLIN Npenapar,
BKJIOYEHHbIV B MEPeYEHb XMN3HEHHO HEOOXOAUMBIX 1 BaXKHENLLNX JIEKaPCTBEHHLIX NMPenapaToB, MOXeT
ObITb MepeperncTpmMpoBaHa B CTOPOHY YBENYEHNS OQMH pPa3 B KaJleHAapHOM roay Ha OCHOBaHWU
HanpaB/iieHHOro 1o 1 okTabpsa Ka)k4oro roga NocpeacTBOM eAMHOM0 NopTana B YNOJHOMOYEHHbI
henepanbHbIi OpraH CMOHUTENBHOW BAACTU AW JINYHBIA KaBMHET yNoJIHOMOYEHHOr 0 (hefiepalibHOro
opraHa UCMONHUTENbHOWN BNaCTU B €4MHON CUCTeMe, NOAMUCAHHOIO YCMAEHHON KBaaUgULMPOBaHHONM
3NEeKTPOHHOW MOAMUCHIO 3asBNIeHNA AepXXaTena unav Bnagesbla perncTpaunoHHOro yaocTosepeHmns
JIeKapCTBEHHOro npenapaTa (YNoJIHOMOYEHHOr0 UM NnLa).

3. 3aperncTpupoBaHHas npegesbHas oTNYCKHas LieHa NPOU3BOAMTENSA Ha EKAPCTBEHHbLIN npenapar,
BKJIIOYEHHbI B NEPEYEHb XXN3HEHHO HEODXOAMMbIX N BaXXHENLLNX NNEKAPCTBEHHbIX NPEnapaToB, MOXET
ObITb MepeperncTpmMpoBaHa B CTOPOHY CHMXXEHMSA Ha OCHOBaHWW HanpaBiAeHHOro NocpeacTBOM e4MHOM0
nopTasia B YNOJHOMOYEHHbIN heaepanbHbIl OpraH NCMOAHUTENbHOW BAACTU UAW JINYHBIN KabuHeT
YMNOJIHOMOYEHHOr 0 hefepasibHOro opraHa NCNoJHUTENbHOM BAACTW B eANUHON CUCTEME, MOAMNNCAHHOIO
YCUAEHHOWN KBaJIM(PULMPOBAHHON 31EKTPOHHON NOAMNUCHIO 3adBNEHNS AepxXaTens uan snagenbua
pPerncTpaLmMoHHOro yA0CTOBEPEHNSA IeKapCTBEHHOMO NpenapaTa (YNoJHOMOYEHHOro UM nLa).

4. lep>xaTenb nnv Bnagesew, perncTpaLuoHHOro yA0CTOBEPEHUS IEKAapCTBEHHOMO npenapaTa
(ynonHomo4eHHoe 1M N1Lo) 0683aH HanpaBUTb NOCPEACTBOM eANHOro NopTana B YNOJHOMOYEHHbIN
thefepanbHbIi OpraH NCMOAHUTENbHOW BAACTU AW JINYHBIN KabnHET yNoJIHOMOYEHHOro hefepasibHOro
opraHa UCNOJIHNTENbHON BAacTW B eAUHON CMCTEME NOAMUCAHHOE YCUIEHHON KBAaNNMULINPOBaHHOM
3NEeKTPOHHOW MNOAMUCHIO 3asB/eHNE O MepeperncTpaLmnmn 3aperncTPUpPoOBaHHON NpeaesibHON OTNYCKHOW
LieHbl MPOM3BOANTENSA Ha JIeKAaPCTBEHHbIA MpenapaT, BKIOYEHHEIA B MepeyeHb KU3HEHHO HEO6X0AUMBIX U
BaXXKHENLLMX IEKAPCTBEHHbIX NPENapaToB, B CTOPOHY CHUXXEHUS B CIeAYIOWMX CyYasX:

1) CHWXXEeHMe LieHbl B MHOCTPaHHOW BaloTe Ha JIeKapCTBEHHLIN NpenapaT B CTpaHe nponssoauTens n (nam)
B CTPaHaXx, B KOTOPbIX JIEKAPCTBEHHbIN NpenapaT 3aperncTpupoBaH 1 (1n) B KOTOPbIE NOCTaBASETCS
Nnpov3BOAUNTENEM;

2) CH/XXeHMe LeH Ha pedepeHTHbIe IeKapCTBEHHbIe npenapaTthl B COOTBETCTBUMN C MYHKTOM 1 HacTosLWwen
YyacTn (o189 COOTBETCTBYIOLWLMX BOCNPOM3BEAEHHbIX, BMoaHanoroBbix (6MonoaobHbIX) NeKapCTBEHHbIX
npenapaTos);

3) npeBbIleHNEe NpeaebHOM OTMYCKHOWM LieHbl Ha MePBbI BOCMPOU3BEAEHHbIN, BoaHaoroBbI
(6MonofobHbIN) NeKapCTBEHHbIN NpenapaT MHOCTPAHHOIO NPOM3BOACTBA HaA NpeLebHON OTNYCKHOW
LeHO Npoun3BOAUTENS Ha BTOPOW BOCMPOU3BEAEHHbIN, BroaHanorosblin (61Monoao6HbIN) IEKapCTBEHHbI
npenapart, pacCYNTaHHON B COOTBETCTBMMN C METOAUKON, yTBEPXXAEHHON MpaBUTENLCTBOM PoCCUnCKON
depepaumnu;

4) NpeBbILLEHNE NPeaeNbHON OTNYCKHOM LiEHbI Ha NePBbIA BOCNPOM3BEAEHHbIN, BLIOaHaN0roBbIN
(bnonofobHbIN) NeKapCTBEHHbIN NpenapaT NPOU3BOAMTENSA FOCYAapCTBa - YieHa EBpa3uinckoro
3KOHOMWYECKOro COl3a Haj npenesibHoM OTMYCKHON LeHOoN Npovn3BoAUTENS Ha BTOPOW
BOCMpOM3BeeHHbI, BruoaHanorosbln (61onofobHbIN) NeKapCTBEHHLIN NpenapaT Npou3BoAMTENS
rocypapcTea - YieHa EBpa3minckoro 3KOHOMMYECKOro Cot3a, pacCHnTaHHON B COOTBETCTBMM C METOLUKON,
yTBEpXAeHHON MpaBuTenbcTBOM Poccuinckon ®epepaumn.

41, B cnyyae, eC/ivi OT UMEHW Aep)KaTens Wav Bhagenbla perncTpaunoHHOro yaoCTOBEPEHNS
JIeKapCTBEHHOr 0 NpenapaTta AeNCTBYET ero npeacrasuTess (husnyeckoe nnuo), ynosaHOMOYEHHbIN
AEeNCTBOBaTb Ha OCHOBAHUN [OBEPEHHOCTM B 3IEKTPOHHON hOpMe B MaLLMHOYMTAEMOM BUAE, 3a89BIEHMS,
yKa3aHHble B 4acTax 1 - 4 HacToAWwen CTaTby, MOryT BbITb MOAMMCAHbI YCUJIEHHON KBAaAN(MLMPOBAHHON
3NEKTPOHHOW NOANUCHLIO0 INB0 YCUNEHHON HEKBAMMULMPOBAHHON 3N1EKTPOHHOM NOANKChI0. ([JonosiHeHne
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YyacTblo - PegepanbHbii 3aKoH 0T 31.07.2025 Ne 304-03)

5. Mopsanok nepeperncTpauny 3aperncTpMpoBaHHbIX NPeaesbHbIX OTMYCKHbIX LIeH Npon3BoAUTENEN Ha
JIeKapCTBEHHbIE NMpenapaTbl, BKAIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOBXOAUMBIX 1 BaXXKHENLINX
JIEKAPCTBEHHbIX NPENapaToB, B CyYasX, NpeayCMOTPEHHbIX YacTAMK 2 - 4 HAaCTOSILLEN CTaTbH,
yCTaHaBAuBaeTcs MNpaBuTtenscTBoM Poccuinckon Genepauun.

6. DKOHOMUYECKMNIN aHaNN3 NpeaenbHON OTANYCKHONM LeHbl MPOM3BOAMNTENS Ha IEKAapCTBEHHbIN Npenapar,
BKJIIOYEHHbI B NEPEYEHb XXN3HEHHO HEODOXOAMMbIX N BaXXHENLLNX NEKAPCTBEHHbIX NpenapaTos, Npu ee
roCyAapCTBEHHOW pPerncTpauum nam nepeperncTpaunm oCcyLecTBaseTca genepasbHbiM OpraHoM
NCMNOJIHATEIbHON BJIACTW, OCYLLECTBAOWMM DYHKLMUN MO MPUHATUIO HOPMATUBHbIX NPABOBbLIX aKTOB U
KOHTPOI0 3a cobniogeHnem 3aKoHo4aTeNbCTBa B chepe rocyLapCTBEHHOr0 peryimpoBaHus LieH
(Tapudos) Ha ToBapsbl (ycayru).

7. PacyeT npefenbHbIX OTMYCKHbIX LiEH, YKa3aHHbIX B 4acTaX 1 1 2 HacTosAWeNn cTaTbW, NpK UX
roCyAapCTBEHHOW perncTpaunm nanm nepeperncTpaumnm oCcyLecTBaseTCs B COOTBETCTBUN C METOLNKON,
yTBEpXAeHHON MpaBuTenbcTBOM Poccuinckon ®epepaun U y4UTbIBAOLWEN B TOM YUCAE:

1) cobniopgeHune banaHca nHTepecoB noTpebuTenen nekapCTBEHHbLIX MPenapaToB, BKAIOYEHHbLIX B MepeYyeHb
YKN3HEHHO HEOBXOOUMBIX 1 BaXKHENLUNX NEKAPCTBEHHbIX MPENapaToB, U NPON3BOAUTENEN NEKAPCTBEHHbIX
npenapaToB, BK/YEHHbIX B NepeyeHb XXU3HEHHO HEOBXOAMMbIX U BaXXHENLLNX JIEKAPCTBEHHbIX
npenapaTos;

2) hbaKTUYECKYI0 OTNYCKHYIO LEeHY Ha NiekapCcTBEHHbIe npenapaTsl B Poccuinckon ®epepaunm, LeHy BBo3a
JleKapCTBEHHbIX NpenapaToB B Poccminckyto ®efepaumio, a Takxe LieHbl Ha aHaIornYHble IeKapCTBEHHbIE
npenaparTbl, Haxoaswwmecs B obpalleHnn B Poccuinckon ®epepauuu;

3) 3aTpaTbl NPOM3BOAUTENSA IEKAPCTBEHHOMO NpenapaTa Ha NPoV3BOACTBO U peasim3aLunio 1ekapCTBEHHOro
npenapara;

4) ueHy Ha JleKapCTBEHHbI NpenapaT, ero LieHy B CTpaHe Npou3BoAUTENS U B CTPaHaX, B KOTOPbIX
JIeKapCTBEHHbIV NpenapaT 3aperncTpmMpoBaH v (MaKn) B KOTOPbIE MOCTaBAAETCS MPOU3BOAUTENEM.

8. He monyckatoTcs peanm3aumns n 0TNyCcK NEKapCTBEHHbIX NPENapaToB, BKJIIOYEHHbIX B NEPEYEHb
YKN3HEHHO HeobXoAUMBIX 1 BaXKHENLINX NeKapCTBEHHbLIX MPenapaToB, Ha KOTOPbLIE MPOM3BOANTENAMN
NEKapPCTBEHHbIX MPenapaToB He 3aperncTpmpoBaHa NpefenbHas 0TNyCKHas LeHa, peanmsaumns
NPOM3BOANTENAMU NIEKAPCTBEHHLIX MPenapaToB Mo LieHaM, NPeBbILAOWMM 3aperucTpMpoBaHHbIe UK
nepeperncTpupoBaHHble NpefesnbHble OTMYCKHbIE LieHbl Ha SIeKapCTBEHHbIe NMpenapaThl C Y4eTOM HaJora
Ha nobaBneHHy0 CTOMMOCTb.

9. OCcobeHHOCTN rocyaapCTBEHHOrO PEryanpoBaHns nNpenesbHbIX OTMYCKHbIX LleH MPon3BOAMTENEN Ha
JIeKapCTBEHHbIE NMpenapaThbl, BKAOYEHHbIE B MEPEYEHb XKN3HEHHO HEOOXOAUMBIX U BaXKHENLINX
JIeKapCTBEHHbIX NPENapaToB, B 3aBUCUMOCTU OT 3KOHOMUYECKUX 1 (1K) CoLManbHbIX KpUTEPUEB
(n3MeHeHne yCcnoBui, NopsaKa 1 CTOMMOCTMW NPOU3BOACTBA IEKAPCTBEHHbIX NpenapaTos, UCMOAb30BaHNe
HOBbIX (hOPM, METOLOB 1 CNOCOBOB rOCYyLapCTBEHHOIO PEryiMpoBaHus LieH Ha IekapCTBEHHbIe npenapaTsl,
B TOM YMCJIe Ha OCHOBE MeXaHn3Ma pedepeHTHOro LLeHoobpa3oBaHUS, U3MEHEHUI NOPSAKA OKa3aHNUS
MeONLNHCKON NMOMOLLN, N3MEHEHME KypCa NHOCTPAHHOW BaloThl U MHbIE N3MEHEHNSA) YCTaHABANBAKOTCS
MpaBnTenbcTBOM Poccuickon degepaunu.

(CtaTba B pefakumm denepasibHoro 3akoHa ot 06.06.2019 Ne 134-93)

CtaTbs 62. rocyﬂ,apCTBeHHbIVI peecTp npenenbHbIX OTMNYCKHbIX LEeH np0|/|3Bop,|/|Tene|7| Ha /1eKapCTBEHHbIE
npenapaTbl, BKJAO4YeHHbIE B NepevyeHb XXU3HeHHO HEOBXOOUMbBIX U Ba)KHENLLNX NeKapCTBEHHbIX MpenapaToB

1. 3aperncTprpoBaHHbIe WK NepPeperncTpMpoBaHHbIe NpeaesibHble 0TMYCKHbIE LieHbl NPOoN3BOAMTENEN Ha
JIEKAPCTBEHHbIE NMpenapaThl, BKIOYEHHbIE B MepeYyeHb XKN3HEHHO HEOOXOANMBIX U BaXKHEMLLINX
NeKapCTBEHHbIX NPenapaToB, NOANEXAT BKIOYEHMWIO B FOCYNAPCTBEHHbI PEeCTp npeaesbHbIX OTMYCKHbIX
LieH NpoV3BOANTENEN Ha IEKAPCTBEHHbIE NPenapaThl, BKIOYEHHbIE B NepeveHb XKN3HEHHO HEOOXOUMBIX U
Ba)KHENLINX SIeKapCTBEHHbIX NMPEnapaToB.
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2. [ocynapCTBEHHbIN peecTp npefesbHbIX OTMNYCKHbIX LeH Mpon3BOAMTENIEN Ha NeKapCTBEHHbIE
npenapaTsl, BKJIOYEHHbIE B NepPeYeHb XXN3HEHHO HEOBXOAMMBIX N BaXXHENLLNX NEKAPCTBEHHbIX
npenapaTos, COAEPXMUT B cebe cnenytoLlyo nHdopmaLumio:

1) HauMeHOBaHWe OepXaTensd Uan BRafenbla PerncTpaLlnuoHHOro ya0CTOBEPEHMNS IEKAPCTBEHHOMO
npenapaTta, HaMMeHOBaHMe NPOU3BOANTENS IEKaPCTBEHHOMO NpenapaTta, CBeAEeHNs 0 perncTpauum
fepxXxaTens unv Bnagenbla perucTpauroHHOro yaAoCTOBEPEHNS JIeKapCTBEHHOI O NnpernapaTa, CBefleHns o
perncrTpaunm Nnpon3BoAUTENs NEKAapCTBEHHOro npenapaTa 4158 MeAULMHCKOro NPUMEHEHNS B Ka4ecTBe
HanoronnaTefblMKa B CTpaHe pernctpauun (ons pocCMNCKUX IPUANYECKUX WL - UOEHTUMUKALNOHHBGIR
HoMep HanoronnaTenswmka (MHH), ANg MHOCTPaHHLIX IOPUANYECKNX JIL, - CTPaHa perncrpauuu,
HauMeHOBaHWe PerncTpUpPYIOLLEro opraHa, perncTpaLmnoHHbIN HOMEp, KO4 HanoromniaTeNblmka B CTpaHe
perncTpauumn (MHKopropaLlmm) Wamn ero aHanor), MecTo HaxoXAeHUs NPoM3BOACTBEHHbIX NJOLLAL0K,
Yy4aCTBYIOLLMX B NpoLiecce Npon3BOACTBa JIeKapCTBEHHOr 0 NnpenapaTa, C yKa3aHueM cTafuum npowuecca
NpoOu3BOACTBA;

2) HavMeHOBaHMe NeKapCTBEHHOr o NpenapaTa (MeXxayHapoAHOe HenaTeHTOBAHHOE, AN FPYMNMMPOBOYHOE,
WA XMMUYECKOoe N TOProBoe HauMeHOBaHMWs);

3) HOMep perncTpaunoHHOro yooCTOBEPEHUS IekapCTBEHHOI0 NpenapaTa;

4) nekapCTBeHHas hopMa C yKa3aHMeM LO3MPOBKM NEKAPCTBEHHOr0 NpenapaTa v ero Koan4ecTsa BO
BTOPUYHON (NOTPebNTENLCKON) YNAaKOBKE, a Tak)Ke KOMMNEKTHOCTb;

5) 3apernctpupoBaHHas npefefibHas 0TNYyCKHas LleHa Ha NeKapCTBEHHbIN nNpenapaT B pybnsx;

6) LaTa 1 HOMep NMpuKasa yrnoJHOMOYEHHOro pefepasibHOro opraHa UCNoHUTENbHOW BAAcTU O
roCyfapCTBEHHOW perncTpauum niv nepeperncrpaunm npefenbHon oTNyCKHOW LieHbl Ha NeKApCTBEHHbIN
npenapaT, BKIOYEHHbIN B NepeYyeHb XN3HEHHO HEOBXO0ANMbIX 1 BaXXKHENLLIWX IeKapCTBEHHbIX NpenapaTos;
6') paTa BCTYMNJEHUS B CUAY NPUKa3a YNoJHOMOYEHHOr0 heflepanbHOro opraHa UCNoJIHUTEIbHON BNaCTH O
roCyZLapCTBEHHON perncTpauumn nam nepeperncTpauumn npeaesbHon 0TNyCKHON LeHbl MPON3BOAMTENS Ha
NeKapCTBEHHbIA MpenapaT, BKJIIOYEHHBbIA B NepeyYeHb XU3HEHHO HEODXOAUMBIX U BaXKHEWLLINX
JleKapCTBEeHHbIX NpernapaTtos; (JononHeHne NyHKTOM - ®efiepasbHbli 3aK0H 0T 06.06.2019 Ne 134-03)

7) WTPUXOBOWN KOA, HAHECEHHbIN Ha BTOPUYHYIO (MOTPebUTENbCKYI0) YNAaKOBKY 1eKapCTBEHHOMO
npenapata; (JonosHeHne NyHKTOM - PefepasibHblil 3aKOH 0T 22.12.2014 Ne 429-03)

8) K04 nekapCTBEHHOro NpenapaTta no aHaTOMO-TepaneBTUYEeCKO-XMMUNYECKOW KaccudukaLumm,
peKOMeHA0BaHHOM BceMupHom opraHn3aumnen 3apaBooxpaHeHns. (JononHeHne nyHKToM - PegepanbHbii
3aKOH 0T 22.12.2014 Ne 429-®3)

3. FocypapcTBEHHaa perncTpaumns uam nepeperncrpaumsa npegesibHbiX OTAYCKHbIX LIeH Ha JlekapCTBEHHbIe
npenapaTsl, BKJIOYEHHbIE B MepPeYeHb XXN3HEHHO HEOBXOAMMBIX N BaXXHENLLNX NEKAPCTBEHHbIX
npenapaToB, BefleHNe rocyAapCTBEHHOro peecTpa npefebHbiX OTMNYCKHbIX LeH Npon3BoAMTENen Ha
NeKapCTBEeHHbIe NpenapaThbl, BKAIOYEHHbIE B MepeyeHb XNU3HEHHO HE0OX0AMMbIX 1 BaXKHENLWNX
NEeKapCTBEHHbIX NpenapaToB, OCYLLEeCTBAAIOTCS B MOPAAKE, YCTaHOBEHHOM MpaBuTeNbCTBOM POCCMICKOW
denepauymn.

CtaTbs 63. YCTaHOBMEHME NCNOSIHUTENbHLIMK OpraHamn CybbekToB Poccminckon deaepauum npeaesibHbIX
pa3MepoB ONTOBbIX HaAbaBOK U NpefesibHbIX Pa3MePOB PO3HNYHbLIX HaAbaBOK K (haKTUYECKUM OTMYCKHbIM
LeHaM, YCTaHOBNEHHbIM NMPOU3BOANTENAMMN JIEKAPCTBEHHLIX NMPEnapaToB, Ha IeKapCTBEHHbIE NpenapaTsl,
BKJIOYEHHbIE B NepeyeHb XXNU3HEHHO HEOBXO0ANMbIX N BaXKHENLLINX IeKapCTBEHHbIX NMpenapaToB
(HanmeHoBaHMe B pedakuum egepanbHbiX 3aKOHOB 0T 27.12.2019 Ne 475-03, o1 08.08.2024 Ne 232-03)

1. icmonHuTenbHbIe opraHbl Cy6bekToB Poccuickon ®epepaunm yCTaHaBANBAIOT NpeAesibHble pa3Mepbl
OMTOBbIX HaA0aBOK 1 NpefieibHble pa3Mepbl PO3HMYHbLIX HaA0aBOK K (haKTUYeCKUM OTNYCKHbIM LieHaM (6e3
yyeTa Hafora Ha fobaBiieHHy0 CTOMMOCTb), YCTaHOBJIEHHbIM MPOM3BOANTENAMMN JIEKAPCTBEHHbIX
npenapaToB, Ha IeKapCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B NepeyeHb XXU3HEHHO HEOBX0AMMBIX 1
Ba)XHEMLUMX NEKapPCTBEHHbIX NpPenapaToB, B COOTBETCTBUY C YTBEPXKLAEHHON B NOPALKE, YCTaHOBNEHHOM
MpaBnTenbCTBOM Poccuinckon denepaunu, METOAMKON YCTAHOBIEHNA UCNOJIHUTENbHBIMU OpraHamu
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cybbekToB Poccuiickon ®epepaunm npefesnbHbiX pa3MepoB ONTOBbLIX HaabaBoK M NpefesbHbIX pa3MepoB
PO3HMYHBLIX HafbaBOK K (DaKTUYECKUM OTMYCKHbLIM LieHaM, YCTaHOBIEHHbLIM MPON3BOANTENAMN
JIeKapCTBEHHbIX NPEenapaToB, Ha IEKapCTBEHHbIE NPenapaThl, BKAOYEHHbIE B MepeYyeHb XN3HEHHO
HeobX04MMbIX N BaXXKHENLLNX JIEKAPCTBEHHbIX MPenapaToB. MPOeKTbl PeLleHUA NCMONHNTENbHBIX OPraHoB
cybbekToB Poccuiickon ®epepaum 06 yCTaHOBAEHUN U (MIM) U3MEHEHUW NMpefebHbIX Pa3MepoB ONTOBbIX
HafLbaBOK 1 NMpenenbHbIX Pa3MepPoB PO3HUYHbIX HaABABOK K (PaKTNYECKMM OTMYCKHbIM LLeHaM,
YCTaHOBJ/IEHHbIM NMPOU3BOANTENSAMUN NIEKAPCTBEHHBIX NPenapaToB, Ha IeKapCTBEHHbIE NpenapaThl,
BKJItOYEHHbIE B MepeY€eHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLINX JIeKapCTBEHHbIX NpenapaTos, NogaexaTt
COrnacoBaHMIO C YNOJIHOMOYEHHbIM (hefepasibHbiIM OPraHoM UCMOJHUTENBHON BACTU, OCYLLECTBASIOWUM
(OYHKLLMM NO NPUHATUIO HOPMATUBHbLIX MPaBOBbLIX aKTOB Y KOHTPOJIIO 3@ cobnt0ileHneM 3aKoHo4aTeNbCTBa B
chepe rocyaapCTBEHHOIr0 PEryanpoBaHmsa LeH (Tapudo) Ha ToBapbl (ycayru), B NOpsaake, yCTaHOB/IEHHOM
MpaBuTenscTBOM Poccminckon depepauun.

2. OpraHm3auumn onToBOW TOProBAN IeKapCTBEHHbIMI CPeACTBAMM, anTeYHble OpraHm3auuu,
NHAVBUAYANbHbIE NPEANPUHUMATENN, UMEIOLLME NNLEH3MIO Ha (DapMaLeBTUYECKYI0 LeATeNbHOCTb,
MeONLUHCKME OpraHu3aumny, MeLwme ANLEH3NI0 Ha (hapMaLeBTUYeCKYI0 AeATEeNIbHOCTb, U NX
060cobneHHbIe NoApa3aeNeHns, PacnoNoXKeHHbIE B CENIbCKUX HAaCeNEHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTe4yHble OpraHu3aLmm, oCcyLLeCTBASIOT peann3aLnio JeKkapCTBEHHbIX NpenapaTos,
BKJILOYEHHbIX B MEPEYEHb XXN3HEHHO HEOOX0AMMbIX N BaXKHENLLMX JIEKAPCTBEHHbIX MPENapaToB, Mo LieHaM,
KOTOpble (hOPMUPYIOTCSA B COOTBETCTBMU C MOPSAKOM, YCTaHOBMIEHHbIM [paBUTENLCTBOM POCCUACKON
depnepaumm, 1 ypoBeHb KOTOpbIX (6e3 yyeTa Hanora Ha AobaBAeHHYO CTOMMOCTb) HE AOJIKEH MPEBbIWaTh
CyMMY (DaKTU4ECKOW OTMYCKHOW LieHbl, yCTaHOBIEHHON NPOU3BOANTENEM NEKAPCTBEHHOrO NpenapaTa, He
npeBbILIaoLWLen 3aperncTpupoBaHHON MM NepeperncTpupoBaHHON NpeaesibHON OTMYCKHOM LieHbl
npou3BoanTenNsa (Ha gaTy peannsaumnm nekapCTBEHHOro npenapaTta NponssoguTenemM), n pasmepa onToBOW
HanbaBku 1 (1K) pa3mepa PO3HMYHON HagbaBKKW, He MPEBbILLAKLWMX COOTBETCTBEHHO pa3Mepa
npenesbHON oNTOBOW HaabaBku 1 (MNK) pa3Mepa NpeaenbHON PO3HUYHONM HaabaBKW, YCTaHOB/IEHHbIX B
cybbekTe Poccuiickon ®epepaumm.

3. cnonHuTenbHble opraHbl cybbekToB Poccuninckon Gegepauun pasmeLlaoT B cetn "MHTepHeT"
MHGOPMALINIO O 3aPEernCTPUPOBAHHbLIX MpefesbHbIX OTMYCKHbIX LleHaxX NPOM3BOAUTENEN Ha IeKapCTBEHHbIE
npenapaThl, BKJIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOAMMBIX N BaXXHENLLNX NEKAaPCTBEHHbIX
npenapaToB, 06 yCTaHOB/EHHbIX B CyObekTe Poccuinckon ®epepauny npenenbHbiX pa3Mepax onToBbIX
HafLbaBoOK 1 (MnK) NpefenbHbIX pa3Mepax PO3HNYHbLIX HaAbaBOK K YCTaHOBMIEHHbLIM MPOMU3BOANTENAMU
JIeKapCTBEHHbIX NPenapaToB hakTUYECKNM OTMYCKHbIM LIeHaM Ha JiekapCTBEHHbIe npenapaThl,
BKJIIOYEHHbIE B NEPEYEHb XXN3HEHHO HEOBXOAMMbIX N BaXKHENLLINX IEKAPCTBEHHbIX MPENapaToB, a TakXe 0
CyMMe 3aperncTpupoBaHHbIX NpefenbHblX OTNYCKHbIX LeH NPoM3BOAUTENEN Ha SIeKapCTBEHHbIe
npenapaThl, BKJIOYEHHbIE B NMEPEYEHDb XXN3HEHHO HEOOXOAMMBIX N BaXXHENLLNX NEKAPCTBEHHbIX
npenapaToB, YCTaHOB/IEHHbIX B CybbekTe Poccuinckon ®epepaunv npefenbHbiX pa3MepoB ONTOBbIX
HafbaBOK 1 NMpefesnbHbIX Pa3MepoB PO3HUYHbIX HaAbaBOK M Hanora Ha AobaBieHHY0 CTOMMOCTb.
WHdopmaums, npesyCMoTPEHHAa HAaCTOALLEN YacTblo, AO/MKHA HAaXOAUTLCA TakXKe B anTeYHbIX
OpraHu3aunsax B 4OCTYMHON 41 BCEX 3aMHTEPECOBAHHbIX JinL, hopme 1 0BHOBAATLCA NO Mepe ee
pa3MeLLeHNs MCNOJIHUTENbHLIMK OpraHamn CybbekToB Poccminckon ®epepauun B cetn "UHTepHET".

4. (HacTb yTpaTuna cuny - ®efepanbHbli 3aKoH 0T 27.12.2019 Ne 475-D3)

naBa 13. MOHUTOPUHT 3PHeKTUBHOCTM 1 Be30NacHOCTM SIeKapCTBEHHbIX NpenapaToB, HaxoasWwnxcs B obpalleHnmn B
Poccunckon ®epepaunu
(HanmeHoBaHwue B pefakuny ®efepasibHOro 3akoHa 0T 22.12.2014 Ne 429-03)

CtaTbs 64. PapMakoHaa30p

1. JlekapcTBeHHbIe NpenapaThbl, HAX04ALeCs B 06paLueH|/w| B Poccuiickon Q®epepauun, nognexat
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MOHWUTOPWHIY 3pHeKTUBHOCTY 1 6€30MacHOCTY B LIeSIAX BbISBAEHUS BO3MOXHbIX HEraTUBHbIX MOCAeACTBUNA
NX NPUMEHEHUS, UHANBUAYANbLHON HEMEPEHOCUMOCTH, NPeaynpeXLeHns MeanLNHCKNX paboTHUKOB,
cneunanncToB B 061acTn BETEPUHapnW, MaLuUeHTOB WK BafesbLeB XXUBOTHbIX M UX 3aLLUTbl OT
NMPUMEHEHNA TaKUX NeKapCTBEHHbLIX NMpenapaToB.

2. PapMakKoHa30p OCYLLEeCTBAAETCA COOTBETCTBYIOLLMM YNOJHOMOYEHHLIM (hefepasibHbIM OpraHOM
NCMOJIHUTENBHON BAACTU B YCTAHOBIEHHOM UM NOpsAKe C y4eToM TpeboBaHuin HacToAwero PefepanbHOro
3aKOHa ¥ aKTOB, cocTaBasowmx npaso Colo3a, NyTeM aHanm3a npefocTasaseMon cybbekTamm obpatleHns
NeKapCTBEHHbIX CPeACTB MH(OpMaLuy 0 NOBOYHbIX AENCTBUAX, HEXeNaTeNbHbIX peakLusxX, Cepbe3HbIX
HeXeJlaTeJlbHbIX peakunax, HenpeaBuaeHHbIX HEXeNlaTeJIbHbIX peaKunax npn npuMmeHeHnn
NeKapCTBEHHbIX NpenapaTos, 06 NHANBUAYANbHON HENEPEHOCMMOCTH, OTCYTCTBUN 3PDEKTUBHOCTHY
NeKapCTBEHHbIX MpenapaToB, a Takxe 06 UHbIX pakTax n 06CToATEeNbCTBAX, NPEACTABAAOLMX YrPO3y
XKWU3HU WM 300POBbLIO YeNoBeKa IMBO0 XXUBOTHOMO NpU NPUMEHEHUN NEKAPCTBEHHbLIX NPenapaTos v
BbISIBJIEHHbIX Ha BCEX 3Tanax obpalleHns nekapcTBeHHbIX MpenapaToB B Poccuiickon ®efepauny n opyrux
rocynapcTBax.

3. CybbekTbl 0bpalleHns nekapCTBEHHbIX CPECTB B MOPAAKe, YCTaHOBAEHHOM YMOJHOMOYEHHbIM
thefepanbHbIM OPraHOM UCMOHUTENBbHON BNacTK, 0643aHbl Co0bLlaTh B YNOJHOMOYEHHbIA hefepaibHbIi
opraH UCNOJIHUTENIbHON BNACTK 0 NOBOYHBIX AENCTBUAX, HEXXEeNaTeNbHbIX peakLnax, Cepbe3HbIX
HeXxenaTeslbHbIX peakLmsax, HernpeaBuaeHHbIX HeXXenaTe lbHbIX PeakLnax npu NpuMeHeHnu
NEeKapCTBEHHbIX NpenapaTos, 06 NHANBUAYANbHON HENEPEHOCMMOCTH, OTCYTCTBUN 3PDEKTUBHOCTHY
NeKapCTBEHHbIX MPENapaToB, a Takxe 06 UHbIX pakTax n 06CToATENbCTBAX, NPEACTABAALMX YIPO3y
XW3HN Nnn 300POBbLIO HenoBeKa 160 XKMBOTHOIO npn NnpuMeHeHMn NeKapCTBEHHbIX MpenapaToB n
BbISIBJIEHHbIX Ha BCex 3Tanax obpalleHns nekapcTBEHHbIX NpenapaTos B Poccuiickon ®epepaumm n opyrux
rocyfapcTBax.

4. [lepaTenu unv BnagenbLibl perncTpaLMoHHbIX YA0CTOBEPEHUI NeKapCTBEHHbIX NpenapaTos,
lopuanyeckme nuua, Ha UM KOTOPbIX BblAaHbl Pa3peLlleHns Ha NpoBeeHNe KIMHNYECKNX UCCIef0BaHNA B
Poccuiickon ®epepaummn, 1ubo yNoaHOMOYEHHbIE MU APYTUe IopUaNYecKme nuua B paMmkax obecneveHns
6e30MacHOCTM NTeKapCTBEHHbIX NPernapaToB B MOPAAKE, YCTaHOBAEHHOM COOTBETCTBYIOLLMM
YMOJHOMOYEHHbIM (hefepanbHbIM OpraHoM UCMOJIHUTENBHON BNACcTW, 0643aHbl OCYLLECTBASTb MPUEM, YYeT,
06paboTKy, aHann3 1 XxpaHeHne NOCTynatoLLMX B UX agpec 0T CybbekToB 0bpalleHns NeKapCTBEHHbIX
CPeACTB U OPraHoB rOCyAapCTBEHHON BNACTM CO0BLLeHM 0 MOBOYHbIX LENCTBUAX, HEXEeNaTeNbHbIX
peakLuMsxX, Cepbe3HbIX HEXeNaTeNbHbIX Y HENPEeABUAEHHbLIX HEXeNaTeNbHbIX PeakLuusax Npy NpuMeHeHnn
NeKapCTBEHHbIX NpenapaToB, 06 0COHEHHOCTAX NX B3aUMOLEACTBNSA C APYTMU IEKAPCTBEHHbIMM
npenapataMmu, MHAWBUAYANbHON HEMNEPEHOCMMOCTM, a TakXe 06 UHbIX hakTax U 06CToATENbCTBAX,
NPeaCTaBNSAIOLWLMX YIPO3Y XU3HN UK 300POBLI0 YesoBeKa MO0 XMMBOTHOMO WM BAUSIOWMX HA U3MEHEHWEe
OTHOLUEHUS 0XKMAAEMOW MOJIb3bl K BO3MOXHOMY PUCKY MPUMEHEHNS IEKapCTBEHHbIX NpenapaTos.

5. Mpwu BbIABAEHUN NHPOPMALIMM O CEPLE3HbIX HEXENATEeNbHbIX PeaKUUAX N HenpeaBuaeHHbIX
HeXxenaTeslbHbIX peakLMax Npy NpYMeHeHNN IeKapCTBEHHbIX NpenapaTos, 06 0CoObeHHOCTAX NX
B3aVMMOAENCTBNA C APYTMMUN JIeKapCTBEHHbLIMY NpenapaTaMu, UHAUBUAYAbLHON HEMEPEHOCMMOCTH, a
Takxe 06 UHbIX pakTax 1 06CTOATENbCTBAX, BAUSAIOLLNX HA U3MEHEHNE OTHOLLEHNS 0XUAAeMON NOb3bl K
BO3MOXXHOMY PUCKY NMPpUMeHEHNA NeKapCTBEHHbIX NPENapaToB, Aep>XXaTesin Nan BJiaaenblbl
perncTpaLmoHHbIX yA0CTOBEPEHWIN JIeKapCTBEHHbIX NpenapaTos, pUANYecKne nnua, Ha UM KOTOPbIX
BblAaHbl Pa3peLleHuns Ha NpoBefeHre KIMHUYeCKNX nccnenosaHnin B Poccuinckon ®epepaumu, nubo
YNO/HOMOYEHHbIE UMW ApYrue puanyeckue nuua o6a3aHbl NPUHATbL MEpbI, HanpaB/eHHbIE Ha YCTPaHeHne
HeraTMBHbIX MOCJIEACTBUIA MPUMEHEHNSA TaKnX JIeKapCTBEHHbIX MPenapaToB, NpefynpexaeHue
NPUYNHEHNA Bpeda XU3HWN NN 300P0BbIO0 YeJI0BEKa nmbo XWBOTHOTIO, 3alLUNTY X OT NPUMEHEHNA TaKUNX
NeKapCTBEHHbIX NpenapaToBs, Ha AONOAHUTENbHbIA COOp AaHHbIX 06 3ddekTUBHOCTY 1 Be3onacHOCTK
TaKUX JIeKapCTBEHHbIX MpenapaTos.

6. 3a HecoobLleHMe K COKpbITUE MHOPMaLLMK, MPeayCMOTPEHHON YacTblo 3 HAaCTOALLEN CTaTby,
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AepXxaTenn unn Blafesblbl PErucTpPaLoHHbIX YOOCTOBEPEHWI IEKAPCTBEHHbIX MPenapaTos,
lopuanyeckme amua, Ha MMa KOTOpbIX BblAaHbl pa3peLlleHns Ha NpoBefeHne KINHNUYECKUX NCCaeoBaHnm B
Poccuinckon ®egepaumm, nMbo ynoaHOMOYEHHbIE UMW APYTMe OpMANYECcKMe NnLa, a Tak)Ke LOKHOCTHbIE
Jiua, KOTOpbIM 3Ta UHOPMaLIMS CTana M3BECTHa MO poay UX NpodecCcnoHanbHON OeATeNbHOCTH, HEeCyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbLCTBOM Poccuminckon ®epepaumn.

7. Mpu noaydYeHnn yrnosHOMOYEHHbIM ddefepasibHbiM OPraHoOM UCMOMHNTESIbHOW BJIAaCTW B paMKax
OCYLLECTBJIEHMA UM (hapMaKOHaA30pa JOKa3aTebCTB 0 HECOOTBETCTBUM JIEKAPCTBEHHOMO npenapaTa
YCTAHOBJ/IEHHbIM TPebOBAHMAM UAW NPU NOSYYEHNN MHADOPMALMMN O HECOOTBETCTBUMN AAHHbIX 06
3(pHeKTMBHOCTN 1 0 6e30NaCHOCTY JIEKAaPCTBEHHOM O NMpenapaTa AaHHbLIM O JIEKapCTBEHHOM Mpenapare,
COAEepXXaLmMmMcs B UHCTPYKLMM MO ero NpMMeHeHNIo (B TOM YMC/ie BbISIBJIEHHbIX B XO4€ OCYLLEeCTBAEHNS
thapmakoHaf30pa KOHTPOJIbHO-HAA30PHbLIMIU OpraHaMmn MHOCTPaHHbLIX FOCYAapPCTB), YNOJHOMOYEHHbIN
henepanbHbIi OpraH CMOJHUTENbHOW BAACTWN B YCTAHOBJIEHHOM MM MOPSiAKEe pacCMaTpUBaeT BOMPOC O
NPUOCTaHOBJIEHNN NPUMEHEHNS TaKOr0 JIEKapPCTBEHHOIrO Nnpenapara.

(CtaTba B pefakumm defepasibHOr0 3aKoHa 0T 22.12.2014 Ne 429-93)

CtaTtbsa 65. NMpuocTaHOBNEHNE NPUMEHEHNS NEKAPCTBEHHOMO NpenapaTa 415 BETEPUHAPHOIro NpUMeHeHuns
(HanmeHoBaHune B pepakuum ®egepanbHoro 3akoHa o1 30.01.2024 Ne 1-03)

1. Mpu nosfy4eHUn NHGOPMaLIUN O HexenaTesbHbIX peakuusax npu NpMMeHeHnn 1eKkapCcTBEHHOM0
npernapara, He yKa3aHHbIX B MUHCTPYKLMMX MO NPYMEHEHWIO IeKapCTBEHHOr 0 npernapaTa, Cepbe3HbiX
HeXxenaTeNbHbIX peakunsax, 06 ocobeHHOCTAX ero B3auMOLENCTBMSA C APYr MU JIeKapCTBEHHbIMU
npenapatamMu, KOTOpble MOTYT NPeACTaBAATb YIPO3Y XU3HW WU 300P0BbI0 XXNUBOTHOMO, a TakXe 0
HEeCoOTBETCTBUMN AaHHbIX 06 3(pheKTUBHOCTY 1M 0 He30MacHOCTK NeKapCTBEHHOrO NpenapaTta AaHHbIM 0
JleKapCTBEHHOM npenapaTe, CoOAepXallMMCa B UHCTPYKLMM MO ero npuMeHeHuto, B TOM Y1ucie oT
YMO/HOMOYEHHbIX OPraHOB MHOCTPaHHbLIX rOCYyAapcTB, 06MeH KOTOPOMN OCYLLEeCTBASETCA B COOTBETCTBUM C
COrfalleHnsaMn Mexay YrnoaHOMOYEHHbIM (heaepanbHbiM OpraHoM UCMOJTHUTESIbHON BIACTU U
YNO/HOMOYEHHbIMU OpraHaMn UHOCTPaHHbIX FOCYAaPCTB, YNOJHOMOYEHHbIV hefepasibHbI OpraH
NCMOJIHUTENBHON BAACTU pacCMaTPUBAET BOMPOC O BO3MOXHOCTM NPUOCTaHOBEHNS obpalleHuns Takoro
JleKapCTBEHHOr 0 npenapaTa B NOpAAKe, yCTaHOB/IEHHOM YNOJIHOMOYEHHbIM (hefepanbHbiM OpraHom
NCAONHUTENbHOW BACTU.

2. Mpy HEUCNOJIHEHNN U HEHALIEXALLEM UCNOSTHEHUN AepXaTeNaMun unv BnagesbuaMu
perncTpaLnoHHbIX YAOCTOBEPEHUI SIeKapCTBEHHbIX NpenapaToB A5 BETEPUHAPHOro NpUMeHeHus,
IOPUANYECKMMI LMW, Ha UMS KOTOPbIX BblfaHbl Pa3peLleHns Ha NPOBeAeHNE KJIMHNYECKUX
nccnepoBaHuin B Poccuinckon ®epepaun, Unm ynoaHOMOYEHHBIMA MU APYTUMU IOPUANYECKAMUN ANLaMU
0053aHHOCTEN, YCTaHOBJIEHHbIX YacTsMK 3 U 4 cTaTbh 64 HacTosllero ®enepanbHOro 3akoHa, nnbo B
CNyyae HeBbIMOJHEHNA NPeanncaHuns, BblAaHHOIO YNOJHOMOYEHHbIM (hefepalibHbIM OpraHoM
NCAONHUTENbHOW BAACTU MO UTOraM OCYLLEeCTB/IEHUS BbIBOPOYHOro KOHTPOIS Ka4eCTBa JIeKapCTBEHHOMO
npenapara, YNoJHOMOYeHHbI hefepasibHbI OpraH UCMONHUTENbHON BNACTU B YCTAHOBIEHHOM UM
nopsake paccMaTprBaeT BOMPOC O MPUOCTaHOB/IEHWUM NPUMEHEHWSA TaKOro IeKapCTBEHHOr 0 npenapaTa
0N15 BETEPUHaPHOr o NpYMeHeHus.

3. (JononHeHue YacTbio - PefepanbHbin 3aKoH 0T 04.06.2018 Ne 140-d3) (YTpaTuna cuny - degepancHoii
3aKoH o1 30.01.2024 Ne 1-03)

4. YNONHOMOYeHHbIV hefepasibHbln OpraH NCMOAHUTENbHON BAACTU NPU HANNYMUK Y HEro CBefeHunin o
HeCoOTBETCTBUN NPON3BOAMUTENS JIeKAaPCTBEHHbLIX CPeACTB TpeboBaHUAM NpaBun Haafiexallen
MPOV3BOACTBEHHON MPAKTUKU 1 (MAKN) O HAPYLLUEHUW JIMLEH3NOHHbIX TpeboBaHMi, KOTOpble BbiAN BbiSBAEHSI
B X0O[Lle NpoBefeHNs UHCNEKTUPOBaAHUSA MPON3BOANTENS JIeKapCTBEHHbIX CPEACTB UK OCYLLeCTBIeHUS
JIMLEH3MOHHOI0 KOHTPONS B Chepe Npon3BOACTBA NEKAPCTBEHHbIX CPEACTB U NPUBEN UAN MOTYT
NnpvBecTUn K MPOU3BOACTBY JIeKapCTBEHHbIX NpernapaToB A8 BEeTePUHAPHOro NPpUMeHeHNs, NPUYNHUBLLNX
1AW CNOCOBHBIX MPUYMHUTL BPen XU3HW UK 3L0POBbI0 XXMBOTHbLIX, pacCMaTpUBaET BOMNPOC O
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NPUOCTAHOBJIEHNN Peann3aumm 1 NPUMEHEHNS NEKAPCTBEHHbIX MPenapaToB A1 BETEPUHAPHOI0
NPVMEHEHUS B YCTAHOBNEHHOM UM MOPSAAKE B CNEAYOWMX CyYasX:

1) cocTaB u (nm) TEXHOMOrMSA NPOU3BOACTBA JIEKAaPCTBEHHOIO NpenapaTa A/ BeTepMHAPHOro
npuMeHeHns (C onncaHneM CTaauin NPoM3BOACTBA) OT/IMYAKOTCS OT 3asBEHHbIX B PErMCTPALVMOHHOM
nocbe;

2) NeKapCTBEHHbIV NpenapaT 415 BETEPUHAPHOr0 MPUMEHEHNSA NPON3BEAEH Ha MPOM3BOACTBEHHON
njaowanke, He yKa3aHHON B PermcTpaLnuoHHOM A0ChLE;

3) y Npon3BOANTENS JIEKAPCTBEHHbIX CPEACTB OTCYTCTBYHOT AOKYMEHTHI, MOATBEPXKAAOLME COOTBETCTBMUE
KayecTBa JIEKapCTBEHHOr O NnpenapaTa A BETEPMHAPHOr0 NPUMEHEHNS, BBOAUMOI0 B rpakAaHCKUNA
obopoT, TpeboBaHNSAM, YCTAHOBJIEHHLIM NPU €ro rocyaapCTBEHHOW perncTpaunm;

4) Npon3BOANTENEM JIEKAPCTBEHHbIX CPEACTB B COMIaCOBaHHbIN C COOTBETCTBYIOLLNM YMOTHOMOYEHHbIM
henepanbHbIM OPraHOM UCMOJIHATENbHON BJIACTW CPOK HE YCTPaHEHbl HapyLleHns TpeboBaHWin NpaBun
HaonexXxallen Npon3BoACTBEHHON NPAKTUKU U (M) NNLLEH3NOHHBLIX TpeboBaHWIA, KOTopble BbIIN BbiSIBNEHDI
B X0[Zle NPOBEAEHNS NHCMEKTUPOBAHNSA NPON3BOAMTENS JIEKAPCTBEHHbLIX CPEACTB UM OCYLLECTBEHUS
JINLLEH3NOHHOIO KOHTPOJIA B cchepe NPOoM3BOACTBA JIEKAPCTBEHHbIX CPEACTB U NPUBEAN UK MOTYT
NpMBECTUN K MPOU3BOACTBY JIEKAPCTBEHHbIX NPEnapaToB A5 BETEPMHAPHOr0 NPUMEHEHNS, NPUYNHUBLINX
NN CNOCOBHBLIX MPUYMHUTL BPEA, XU3HW NN 300PO0BbI0 XXUBOTHbIX.

(OdononHeHne YacTbio - PegepanbHblin 3akoH 0T 04.06.2018 Ne 140-03)

7. B nopsagke, npeayCMOTPEHHOM 4acCTbio 4 HaCTOSALWEN CTaTbW, YNOJHOMOYEHHbIN (hefepalibHbIN OpraH
NCMONHNTEIbHOW BJIAaCTWN pacCMaTPUBAET BOMPOC O MPMOCTAHOBIEHUN peann3aunmn n NpuMeHeHus
JIEKapCTBEHHOrO NnpenapaTa A8 BETEPMHAPHOr0 NPUMEHEHNS B CJyYae BbIBAEHNS B FPaXX4aHCKOM
obopoTe cepun neKapCTBEHHOro NpenapaTta 419 BETEPUHAPHOr0 NPUMEHEHUS, LOKYMEHTbI U CBEAEHNS O
KOTOPOWN, NpeayCcMOTPEHHbIe YacTamMm 1 - 3 n 6 cTaTbn 522 HacToswero ®efepasibHOrO 3akKoHa, He
npeacTaBieHbl B YKa3aHHbIM opraH, anmbo cepnn MMMYHOBUOIOrMY4ECKOr0 JIEKapCTBEHHOMO NpenapaTa Ans
BETEPMHAPHOIr0 NMPUMEHEHUS, HE MEIOLLEN pa3peLleHnst, MPeayCMOTPEHHOI0 YacTblo 8 cTaTbn 522
HacToswero ®efepasbHOro 3aKoHa. B yKa3aHHOM C/ly4yae yrnoJIHOMOYEHHbIN hefepasbHbIi OpraH
NCNOJIHATEIbHON BIACTW MPUHUMAET PEeLIeHNe 0 NPUOCTAHOBAEHUN peann3aunm n NpMMeHeHna Takmx
cepuii 0o NpeacTaBieHns yKa3aHHbIX JOKYMEHTOB U CBeAEHU Nnbo A0 NONYyYEHNS YKa3aHHOr o
pa3pelweHns. (JononHeHne YacTbio - PefepanbHbli 3akKoH 0T 02.07.2021 Ne 317-03)

(CtaTba B pegakumm denepasibHOr0 3akKoHa 0T 22.12.2014 Ne 429-93)

CtaTbs 66. HopMaums o pesynbTaTax hapMakoHaa3opa

YNONHOMOYEHHbIN thefepabHbIA OpraH UCNOJIHUTEIbHON BIACTW, OCYLLECTBAAOWMA hapMakoHaa3op, no
ero pesysbTaTaM pa3MelaeT Ha CBOEM oULMaNbHOM canTe B ceTn "MIHTepHeT" uHdopmauuio o:

1) BbISSIBNIEHUWN HOBbIX MOATBEPXXAEHHbIX AaHHbIX 0 MOOOYHbIX OENCTBMAX, HEXXENATENbHbIX PeakLnsX,
Cepbe3HbIX HeXenaTesbHbIX peakuunsax, HenpeaBnAeHHbIX HexXenaTesbHbIX peakunax npyu NpuMeHeHnn
JIeKapCTBEHHOr 0 npenapaTa, B TOM YUC/E BANSIOWNX Ha OTHOLIEHNE 0XKMAAEMOW MOJSIb3bl K BO3MOXKHOMY
pUCKY NPUMEHEHNA LaHHOIro JIeKapCTBEHHOr O NpernapaTa;

2) NPUHATLIX PeLUeHNAX 0 BHECEHWNMN U3MEHEHMI B MHCTPYKLMIO MO NPUMEHEHWNIO IeKapCTBEHHOIO
npenapaTa, 0 NPUOCTaHOBEHUN NPUMEHEHNS NEKAPCTBEHHOrO NpenapaTa, 06 n3baTun n3 obpalleHns
JIeKapCTBEHHOrO npenapaTa uan 0 BO306HOBAEHUN MPYMEHEHNS NEKAPCTBEHHOMO NpenaparTa.

(CtaTba B pefakumm denepasibHOr0 3akoHa oT 27.12.2019 Ne 475-03)

InaBa 14. NHdhopMaLma 0 1eKapCcTBEHHbIX npenapaTax. CcTeMa MOHUTOPUHIa ABUXEHNS IeKapCTBEHHbIX
npenapaToB A5 MeANLMHCKOrO NPUMEHEHNS

(HaumeHoBaHme B pegakumm PenepasibHOro 3akoHa ot 28.12.2017 Ne 425-03)

CtaTbs 67. IHbopMaums 0 eKapCTBEHHbIX NpenapaTax. CuCcTeMa MOHUTOPUHIa ABMXXEHMNA
JleKapCTBEHHbIX MpenapaTos A1 MeAULWHCKOro NpUMeHeHuns
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(HanmeHoBaHune B pefakuum ®egepanbHoro 3akoHa o1 28.12.2017 Ne 425-03)

1. HopMaums 0 NeKapCTBEHHbIX NpenapaTax, OTAYCKaeMbIX M0 peuenTy Ha NeKapCTBEHHbIA NpenaparT,
LAO/KHA COAep)XaTbCA TOJIbKO B CNELNann3MpoBaHHbIX N34aHMAX, NpeAHa3HavYeHHbIX O MeANLMHCKUX,
hapMaLeBTNYECKMX PabOTHNKOB, CNeLnanncToB B 06nacTn BeTepuHapumn. MHopMauus 0 NeKkapCTBEHHbIX
npenapaTtax gas cneumanncTos B 061acTy obpalleHns NeKapCTBEHHbIX CPEACTB MOXKET COAEP)KaTbCs B
MOHOrpadmax, CNpaBoOYHMKaX, HaYYHbIX CTaTbsX, B AOK/Aafax Ha KOHrpeccax, KOH(hepeHUnsx,
CMMMO3MyMaXx, Hay4HbIX COBETAX, @ TakXXe B UHCTPYKLMAX MO NPUMEHEHNIO JIEKAaPCTBEHHbIX NPenapaToB.
2. Hhopmauns o nekapCTBEHHLIX MpenapaTax, oTnyckaeMbix 6e3 peuienTa Ha JIeKapCTBEHHLIN Npenapar,
MOXXeT coflepXKaTbCsl B NyOAnKaLusax n 06bABAEHUAX CPefCTB MacCOBOW MHGOpMaLInK,
cneunann3mpoBaHHbIX 1 06LWMX NeYaTHbIX N3AAHUAX, UHCTPYKLMAX MO MPUMEHEHNIO NEKAPCTBEHHbIX
npenapaToB, NHbIX N34aHUsX CyObeKTOB 0bpaLleHUst TeKapCTBEHHbIX CPeACTB. PeknaMHble MaTepuabl 0
JIeKapCTBEHHOM MpenapaTe, oTnyckaeMom 6e3 peLienTa Ha SIeKapCTBEHHbLIN NpenapaT, AOJIKHbI
COOTBETCTBOBATb MHCTPYKLMM MO NPUMEHEHMNIO SIEKapCTBEHHOI0 NpenapaTa.

3. [lonyckaeTcsa ncnosib3oBaHme Nobbix MaTepPUasbHbIX HOCUTENEN, MO3BONSIOLWNX XPaAHUTL, NepenaBaTh 1
MCNoJIb30BaTb MHOPMaLINIO O NEKAPCTBEHHbLIX NpenapaTax 6e3 ee NCKaXxeHus.

4. Ins uenen naeHTMdrKaumm ynakoBOK NeKapCTBEHHbIX MPenapaToB Aa8 MEANLNHCKOro NPUMEHEHNS
NPOV3BOANTENN NEKAPCTBEHHbIX CPEACTB B NOpsAKe, yCTaHOBAeHHOM MpaBnTenbCTBOM Poccuinckon
denepaumm, HAHOCAT Ha NMEPBUYHYIO YMAKOBKY (B OTHOLIEHUN NEKapCTBEHHbIX NMpenapaToB As
MeONLMNHCKOro NPMMEHeHNs, AN KOTOPbIX HE NPeAyCMOTPEHA BTOPUYHAs YNaKoBKa) 1 BTOPUYHYIO
(moTpebnTenbCcKyo) yNakoBKY JleKapCTBEHHbIX NpenapaToB A1d MeAULMHCKOr0 NPUMEHEHNS CPeaCcTBa
NAEHTUDUKALNN, 38 NCKNIIOYEHNEM JIEKAPCTBEHHbLIX NPenapaToB 415 MEANLNHCKOrO MPUMEHEHNS,
NPOM3BOAMMbIX A4J19 NPOBEAEHNA KINHUYECKNX UCCAea0BaHNIA, IKCNOPTa, IEKAapPCTBEHHbIX NPenapaToB A
MeLUNLMHCKOrO NPUMEHEHNS, YKa3aHHbIX B YacTAX 5 1 8 ctaTtbn 13 HacToswero ®efepasbHOro 3akoHa,
pagnoapMaLleBTUYECKNX IEKAPCTBEHHLIX MPEenapaToB, BbICOKOTEXHOJIOMUYHLIX JIEKAPCTBEHHbIX
npenapaToB, KOTOpble MPON3BeAEHbl MaJibiIM CEPUAMMW, COCTOSAT U3 OAHON NN HECKOJIbKMX A03
BbICOKOTEXHOJIOFMYHOM0 JIEKapCTBEHHOI0 npenapaTa, NpefHa3HavYeHbl 4158 KOHKPETHOrO NauneHTa, UMeT
KOPOTKWI CPOK FOAHOCTU ([0 AEBSHOCTa KaseHOapHbIX AHeRn) n (nnn) TemnepaTypHbIN PeXXnM XpaHeHUs 1
TpaHCNopTMpOBaHMa MUHYC 60 rpagycoB Lenbcns nam Huxe, NMABOK MeOULMHCKNX U Fra30B MeANLIMHCKAX.
[ns nekapCTBEHHLIX NpenapaToB C MeXAyHapoAHbIM HeNaTEHTOBaHHLIM HAUMeHOBaHWeM "3TaHon"
CpeacTBO MAEHTU(MKALMN HAHOCMTCS Ha BTOPUYHYLO (NOoTpebnTenbCckyo) yNnakoBKY B C/lyvae, eciin Takas
yNaKoBKa ABNSAETCS UHAUBUAYANbHON BTOPUYHON (MOTPEBUTENLCKOM) YNAaKOBKOW 3TOr0 NEKAPCTBEHHOI0
npenapara, a B C/ly4ae OTCYTCTBUS BTOPMYHOMN (MOTPebUTEeNbCKOM) YNaKOBKU AN HanN4msa ynakoBKK, B
KOTOpOW HaxoamTcs 6osiee 0aHON eAUHNLbI YKa3aHHOMO JIEKAPCTBEHHOMO NpenapaTa B NEPBUYHON
YyNaKoBKe, CPeACTBO MAEHTUMMKALUN HAHOCUTCSA Ha NEPBUYHYIO YNAKOBKY. ([lonosHeHMe YacTbio -
denepanbHbIn 3aKoH 0T 28.12.2017 Ne 425-93)

5. XapaKTepucTukn cpeacTea naeHTUhnKauum, Nopsaaok ero HaHeceHus n TpeboBaHNsa K CTPYKTYpe ©
hopmaTy MHOPMALIMK, KOTOPYIO COOEPXUT CPenCcTBO naeHTudukauum, onpegensaotcs MNpaBnutensCTBOM
Poccuinckon degepaunn. (JononHeHme YyacTolo - PefiepalibHbli 3aKoH 0T 28.12.2017 Ne 425-03)

6. Co3naHue, pa3BUTME N IKCNIyaTauusa CUCTEMbI MOHUTOPUHIa ABUXEHNA NeKapCTBEHHbIX NpenapaTos
AN MeANLNHCKOrO MPUMEHEHNS OCYLLECTBJIAIOTCS Ha OCHOBAHWM COrNalLEeHNs 0 FOCYAapCTBEHHO-YaCTHOM
NapTHeEPCTBE, 3aKJIIDYEHHOI0 MEXAY POCCMNCKUM IOpUANYeCcKUM nnuom n Poccuinckon depepaunent, oT
UMEHW KOTOPOM BbICTYMaEeT hefiepasibHbll OPraH UCMOSIHUTEIbHOW BAACTW, OCYLLECTBASIOWMNA PYHKLUN NO
BblpaboTKe rocy4apCTBEHHOW MONTUKN 1 HOPMATNBHO-NPAaBOBOMY PEryJIMPOBaHNIO B Chepe BHYTPEHHEN
TOProBAn. YKa3saHHOe cornalleHune 3akyaeTca B COOTBETCTBMM ¢ PeflepalibHbIM 3aKOHOM OT 13 niona
2015 roga Ne 224-03 "O rocygapCTBEHHO-4aCTHOM MapTHEPCTBE, MYHULMNANbHO-YaCTHOM NapTHepPCTBE B
Poccuinckon ®epepalmm 1 BHECEHUN N3MEHEHWI B OTAE/bHbIE 3aKOHO4ATENbHbIE aKThl Poccuinckon
depnepaummn” € y4eToM yCTaHaBaAMBaeMbIx [paBnTenbCTBOM Poccuinckon ®egepauum nopsaka co3aaHus,
pa3BUTWS, BBOLA B dKCMlyaTaLMto, 3KCNyaTauMn 1 BbIBOAA U3 IKCNyaTauuMm CUCTEMbl MOHUTOPUHIA
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[ABVXEHWS NeKapCTBEHHbIX MpenapaTos s MeAULMHCKOro NpuMeHeHns, nopsaaka npenoctasiieHns
NHopMaLUK, coepKaLlencs B CUCTEME MOHUTOPUHIA ABVXKEHMNSA JIEKAaPCTBEHHbIX NpenapaToB 4114
MeONLNHCKOro NPMMEHeHNs, 1 NopsaKa B3auMOLeNCTBMA YKa3aHHOW CUCTEMbI C MHbIMU
rocyaapCTBEHHLIMU MHPOPMALMOHHBIMU CUCTEMaMMK U MHGOPMALMOHHBIMU CUCTEMAMU KOPUONYECKMX L, 1
NHAMBUAYANbHbIX NpeanpuHMMaTenel, yKa3aHHbIX B 4acTax 7 n 10 HacTosAwen ctaTbu. Poccuinckoe
lopruanYeckKoe MU0, YKa3aHHOe B HaCTOALLEN YacTuW, OCYLLeCTBASET (yHKLUN onepaTopa CUCTEMbI
MOHUTOPUHIa ABUXEHNSA NEeKapCTBEHHbLIX MpenapaToB A1 MeAULMHCKOro npuMmeHeHns. MpuHatrne
MpaBnTenbCcTBOM Poccminckon Peaepauny peLeHnin 0 3aMeHe YKa3aHHOoro onepaTopa Uan npekpatieHnm
OCYLLECTBJIEHMSA UM (DYHKLINA onepaTopa He AOMNYCKAeTCs B TeYeHne Cpoka AeNCTBUSA CornalleHuns,
YKa3aHHOro B HacTosAlen YacTu. (JonosHeHne YacTblo - PefepanbHbil 3aKoH 0T 28.12.2017 Ne 425-03)
6!. OnepaTop CUCTEMbI MOHUTOPUHIa ABUXEHUA NeKapCTBEHHLIX MPenapaTos A8 MeAULMHCKOro
NPYMeEHEHNs LLeHTPaIN30BaHHO obecneynBaeT hopMUpoBaHME (reHepaLmto) Koga NPoOBEPKM C
NCNoNb30BaHNEM TEXHUYECKUX CPeLCTB (DOPMUPOBAHNSA KOLA NMPOBEPKN 1 OKa3bIBaeT YCJIYyru no
NnpenoCcTaBIEHNIO KOAOB MapKMPOBKK, HEOOX0ANMbIX A1 (HOPMUPOBAHNA CPEACTB MAEHTURMKALUN 1
obecneyvyeHnss MOHUTOPMHIa ABMXEHNA IEKaPCTBEHHbIX MpenapaToB 4159 MeAULMHCKOro MPUMEHEHNS.
Pa3mep nnaTbl 3a 0KasaHMe Takux yCcayr U NopsaoK ee B3MMaHMA YCTaHaBIMBaOTCA HOPMATUBHbIM
npaBoBbIM akTOM lMpaBnTenbcTBa Poccuinckon degepaunn, NPMHMMAEMbIM Ha OCHOBaHMM YacTu 4 CTaTbu
20 depepasibHOro 3akoHa oT 28 nekabpst 2009 roga Ne 381-d3 "0O6 ocHoOBax rocyAapCTBEHHOrO
perynupoBaHna TOProBon AesTeNbHOCTY B Poccuinckon degepaunn”. U3meHeHne pa3Mepa YKasaHHON
naaThl B TEYEHME CPOKa AeNCTBMA COrnaleHns o rocyaapCTBEHHO-4aCTHOM MapTHEPCTBE, YKa3aHHOMo B
YacTun 6 HaCTOoALLEN CTaTbK, HE aonyckaeTcs. (JonosHeHne YacTbio - PefepanbHblin 3aKoH 0T 28.12.2025
Ne 514-03)

62. OnepaTop CUCTEMbI MOHUTOPUHIa ABUXEHUSA NeKapCTBEHHbIX MPenapaTos A8 MeAULMHCKOro
NPUMEHEHNs OCYLLLeCTBASET CBOU (PYHKLUN B COOTBETCTBMM C HacToAWMM PefepasibHbIM 3aKOHOM,
depepanbHbiM 3aKoHOM 0T 13 miong 2015 roga Ne 224-93 "O rocyaapCcTBeHHO-4aCTHOM NapTHEPCTBE,
MYHWLUMMNaNbHO-4aCTHOM NapTHepcTBe B Poccunckon denepaunmm n BHECEHUN N3MEHEHUI B OTAENbHbIE
3aKOHoZaTesibHble aKTbl Poccuinckon degepaumn” n cornaleHneM, ykasaHHbIM B YacTu 6 HacTosALwen
cTaTbW. [py 3TOM B TEYEHME CPOKa AENCTBUSA TaKOro COrflalleHns He A0oMyCcKalTCs:

1) n3MeHeHne CyLeCTBEHHbIX YC/I0BU TaKOr0 COrlalleHns B YacTW YMEHbLUEHNS CPOKa ero AenCTBMA 1
n3MeHeHns obbeMa (PUHAHCOBLIX 00A3aTENLCTB €r0 CTOPOH, 3a UCKJIIOYEHNEM CJlyYas, yKa3aHHOro B
noanyHkTe 1 nyHkKTa 2 cTaTbk 450 paxkaaHCKoro kogekca Poccuiickon depepaunu;

2) n3meHeHue npoueHTa obLero Kom4yecTsa roa0CoOB, MPUXOAALLNXCA Ha LOAN, KOTOPbIE COCTaBAAIOT
YyCTaBHbI KanuTaJ onepaTopa v B OTHOLIEHUN KOTOPbIX Poccuinckas ®epepaumsa u (Wim) rocygapCrBeHHas
Koprnopaumsa umetT Npaso NPAMOro U KOCBEHHOI0 pacrnopsXeHus.

(OononHeHne YacTbto - PegepasbHblil 3aKoH 0T 28.12.2025 Ne 514-03)

7. Opugnyeckne nuua v MHAMBUAYaNbHbIE NpeanpuHMMaTeNn, OCyLWeCcTBASIOWME NPON3BOLCTBO,
XpaHeHue, BB03 B Poccunckyto denepaunio, 0TNYCK, peanmsaunio, nepenady, NnpUMeHeHne N yHUYTOXXeHne
JIEKApPCTBEHHbIX NPenapaToB Aas MeanLUNHCKOro NpUMeHeHmns, obecneynBatoT B NOPsAKe U B COCTaBeE,
KOTOpble yCTaHoBNEHbI MpaBnTeNbCTBOM Poccminckon degepauny € y4eTOM BMAa OCYLLECTBASEMON UM
LeATeNIbHOCTMW, BHECEHMNE NHOPMaLIMN O IEKaPCTBEHHbIX NpenapaTax A4Ja MegMUNHCKOro NpMMeHeHuns B
CUCTEMY MOHUTOPUHIa ABVMXXEHUS IeKapCTBEHHbIX NpenapaToB 4/ MegULUHCKOro NpUMeHeHus.
(OdononHeHne YacTbio - PegepanbHblil 3aKoH 0T 28.12.2017 Ne 425-03)

7. JlekapcTBeHHble NpenapaThbl 419 MEANLUHCKOro NPMMEHeHNs, NpeliHa3HavyeHHble ans obecnevyeHus
nnu, 60/bHBIX reMouanen, MyKoBMCLUMA030M, FMNOodU3apHbIM HaHN3MOM, 6onesHbo Mowwe,
3/10Ka4eCTBEHHbIMM HOBOOOPa30BaHNAMY IMMMONLHON, KPOBETBOPHON U POLACTBEHHbLIX UM TKaHEN,
paccesHHbIM CKepPO30M, ML, MOoCae TPaHCMIaHTaL MM OPraHoB v (MaKn) TKaHewn, NponsBeaeHHble o 31
nekabpsi 2019 roga, a TakXe NHble JIEKAaPCTBEHHbIE NMpenapaThl 415 MeAULMHCKOr0 NPUMEHEHNS,
npoussefeHHble 0o 1 unonsg 2020 roga, nogsiexxat XpaHEeHWUIo, NepeBo3ke, OTMNYCKY, peanunsauunm,
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nepenaye, NpUMeHeHNo 6e3 HaHeCeHUs CPeaCTB UAEHTU(MKALMN 0O NCTEYEHNS CPOKA X FOAHOCTN.
MpasuTenbcTBO Poccminckon denepaumm Bnpase yCTaHOBUTbL 0COBEHHOCTM BBOAA B FpaXkAaHCKuin 06opoT
JleKapCTBEHHbIX NpenapaToB 414 MeQULUHCKOro NpuMeHeHus, nponsseneHHbIx B nepuof ¢ 1 uonsa 2020
roga no 1 oktabpsa 2020 ropa. B uenax BBoAa B rpaXxAaHCKUn 060pOT IeKapCTBEHHbIE MpenapaThl AN
MeAMLUNHCKOro NPpMMEeHeHNs, 3a UCKJII0YEHEM NIeKAPCTBEHHbIX NpenapaTos, NpefHa3HaYeHHbIX 414
obecneyeHns nnu, 60/bHLIX FreMoUnNen, MyKOBUCLAO030M, TMNodn3apHbIM HaHW3MOM, BonesHbio Mowe,
3/10Ka4eCTBEHHbLIMU HOBOOBPa30BaHNAMN TMMEONLHON, KPOBETBOPHOW N POACTBEHHbLIX UM TKaHEN,
pacCcesHHbIM CK1Iep030M, ML, MOCae TPaHCMIAaHTaL MM OPraHoB 1 (MK) TKaHen, NMPou3BeAeHHble 3a
npegenamu Tepputopun Poccninckon depepauun o 1 oktabps 2020 roga, MoryT BbiTb BBE3EHbI B
Poccuiickyto Pepepauunto fo 1 aHeBaps 2021 rofa B nopsake, ycTaHOBNEHHOM [paBUTeNbCTBOM PoccuincKon
depepaumnmn, 6e3 HaHeceHMs cpeacTB naeHTUGMKauun. (JononHeHne YacTblo - PegepasibHbIl 3aKOH OT
28.11.2018 No 449-03)

8. OpraHm3auuns HPOPMaLMOHHOI0 B3aUMOLENCTBUSA CUCTEMbI MOHUTOPUHIa ABUXEHUS IeKapPCTBEHHbIX
npenapaToB AN MEANLMHCKOrO NPYMEHEHUS C UHBIMW FOCYAaPCTBEHHBLIMU NHPOPMALMOHHBIMK CUCTEMaMU
obecneymBaeTCsa B TOM YMCae NOCPEACTBOM MHPPaCTPYKTYypbl, obecneynBatoLlenn MHPOPMaLMOHHO-
TeXHOJIOrnyeckoe B3aMMoAencTeme MHPOPMaLMOHHbBIX CUCTEM, UCMOJIb3YEMbIX N5 NpefoCcTaBaeHNs
rOCyLapCTBEHHbIX N MYHULIMNAAbHBLIX YCAYT U UCMONHEHNS FOCY AapCTBEHHbIX U MYHULIMMANbHbLIX (DYHKLRA
B 3JIEKTPOHHON chopme. ([lononHeHme YyacTblo - PefepasibHbiii 3aKoH 0T 28.12.2017 Ne 425-03)

9. H(opmaLums, cogep)Kallasnca B CUCTEME MOHUTOPUHIa ABUXEHUS leKapCTBEHHbIX NpenapaTosB Ans
MeONLNHCKOro NpMMEeHeHNs, ABASeTCA NHopMaLMen orpaHUYEeHHOro 4O0CTyNa B COOTBETCTBUM CO CTaTben
9 ®epepanbHOro 3akoHa oT 27 utona 2006 roga Ne 149-03 "0O6 nHgopmaLumm, MHHOPMaLMOHHBIX
TEXHOJIOTUAX 1 0 3alnTe HopMauun", 3a NCKI0HEeHNEM NHMOPMaL MK, HeLOMYyCTUMOCTb OrpaHUYeHNs
LOCTYNa K KOTOPOW YCTaHoB/IeHa (hefepasibHbIMK 3aKOHaMK, a TakXKe MHopMaL M, OTHECEHHON
MpaBuTenbcTBOM Poccuinckon depepauun B COOTBETCTBMM C HacToAWMM PefepasibHbIM 3aKOHOM K
obuenocTynHom nHopMaummn, ObenocTynHas MHGOPMaLMs, COAepXKaLllascs B CACTEME MOHUTOPWHIa
LBUXEHNS NeKapCTBEHHbIX NpenapaTos a8 MegULMHCKOro NpUMeHeHUs, pasMeLLaeTcsa B
NHHOPMALIMOHHO-TEIEKOMMYHWKALMOHHON ceTn "VIHTepHeT" (B TOM Yncie B hopMe OTKPbITbIX AaHHbIX) B
nopsgke, ycTaHoBfeHHOM [MpaBuTenbCTBOM Poccunckon ®epepaumu. (JononHeHWe 4acTbio -
depnepanbHbi 3aK0H 0T 28.12.2017 Ne 425-03)

9, [ocTyn K MHopMaLnmn, COaEPKaLlencsa B CUCTEME MOHUTOPUHIa OBVXXEHUS JIEKaPCTBEHHbIX
npenapaToB 419 MeAULIMHCKOrO NpuMeHeHus, obecne4ymBaeTcs onepaTopoM CUCTEMbl MOHUTOPUHIA
LABVKEHNS NeKapCTBEHHbIX NpenapaToB A8 MegMLUMHCKOro NPUMEHEHUS B MOpsaaKe, yCTaHOBIEHHOM
MpaBuTenbcTBOM Poccuinckon degepaunm, B COOTBETCTBMM C 3aKOHOA4ATENbCTBOM Poccumnckon ®egepauunm
06 UHpopMaLUn, NHHOPMALIMOHHBLIX TEXHOSIOMMAX 1 0 3aLuUTe MHGOPMaLLMK, 3aKOHOLAaTeIbCTBOM
Poccninckon degepaumm 0 rocygapCcTBEHHON TallHe, 3aKOHO4ATeNbCTBOM Poccuiickon ®degepaumm o
KOMMEpPYECKOW 1 MHON OXPaHAEMOMN 3aKOHOM TallHE 1 C Y4ETOM MOJIOXKEHWNA HACTOSALLEN CTaTbu.
MpaBnTenbCcTBO Poccuinckon depepauny Bnpase yCTaHaBAMBaTb NepeyeHb JIeKapCTBEHHbIX MpenapaToB
ANS MeOULNHCKOro MPpUMeEHeHNa 1 (Mnn) rpynn n1eKapCTBEHHLIX NPenapaToB A58 MeLULMHCKOro
npyMeHeHns n 0CobeHHOCTN AOCTYyNa K MHOPMaLMK 0 TaKMX JIeKapCTBEHHbIX MpenapaTax,
copepxallencs B CUcTeMe MOHUTOPUHIa ABVMXEHWS JIeKapCTBEHHbIX MpenapaTos 419 MeAULUHCKOro
npuMeHeHuns. (flononHeHne cTaTbeln - PefepanbHblin 3aKoH 0T 04.08.2023 Ne 474-93)

92, Monb3oBaTeNN CUCTEMbI MOHUTOPUHIa ABUXEHUS TIeKapCTBEHHbIX NpenapaToB A8 MegnLMHCKOro
npumMmeHeHus obnaZatoT NpaBoM LOCTYMa K MHGOPMaL MK, COAEPKaLLENCs B CMCTEME MOHUTOPUHIa
LABVKEHNS NeKapCTBEHHbIX NpenapaToB A58 MeQULMHCKOr0 NPUMEHEHNS, C Y4eTOM OrpaHMyeHnin 4ocTyna
K YKa3aHHOWN UHopMauumn 1 ee nocneaytoulen o6paboTke, yCTaHOBMEHHbIX HACTOAWMM PeepasibHbIM
3aKOHOM W UHBIMW HOPMATUBHbIMU NPaBOBLIMY akTaMu Poccuinckon depepauun. (JonosHeHUe YacTbio -
®epnepanbHbin 3akoH 0T 04.08.2023 Ne 474-93)

93, ®epepasibHbIe OpraHbl UCNOAHUTENILHOW BAACTW U UCMONHUTENbHbIE OpraHbl CybbekToB Poccuniickon
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depnepaumnm B Lensdx, onpegeneHHolx NpasmtensCcTBoM Poccninckon degepaumm, MMeOT NpaBo A0CTyMa K
NHpopMauun o cybbekTax obpallleHns NeKapCTBEHHbIX CPEACTB, O JIEKAPCTBEHHbIX NpenapaTax u 0b
0bopoTe Takux NeKapCTBEHHbIX NpenapaTos, HeobxoAnUMoN 419 BbIMOJHEHNS 3a4a4 U OCYLLEeCTBAEHNS
(OYHKLMIA, BO3/IOXKEHHbIX Ha heaepasibHble OpraHbl UCMOAHUTENBHOW BAACTU U NCMOJIHUTENbHbIE OPraHbl
cybbekToB Poccuiickon depgepaunn, CTaTUCTMYECKON MHOPMaLLMK O SIeKapCTBEHHLIX NpenapaTax 1 06 nx
0b60opoTe, a TakxXe K 06LLenoCcTynHoW nHpopmaunn. CocTaB 3To MHGOPMaLUK onpenenseTcs
cornaweHmamu 06 nHGpopMaLNOHHOM B3aMOAENCTBUN, 3aKIOYEHHBIMI ONEPATOPOM CUCTEMbI
MOHUTOPUHIa ABMXXEHUS IeKapCTBEHHbIX NPenapaToB A8 MEANLNHCKOrO MPUMEHEHMNA C hefepasibHbIMU
opraHaMu NCMOAHUTENbHOWN BNACTU UM NCMONHUTENbHLIMU OpraHamMn cybbekToB Poccunckon ®epepaumm
1 henepasbHbIM OPraHOM UCMOAHUTENBHON BAACTU, OCYLLECTBASAIOWNM (YHKLUW MO BbipaboTke n
peanunsauny rocyLapCTBeHHON NOSUTUKM U HOPMATMBHO-NPaBOBOMY PeryampoBaHuio B cdepe
3ApaBooxpaHeHus. (JononHeHne YacTblo - PepepanbHblii 3aKoH 0T 04.08.2023 Ne 474-03)

94, CybbekT obpalleHUst N1eKapCTBEHHbIX CPeICTB MMEEeT NpPaBo A0CTyNa K MHopMauumn ob onepauusx c
JIEKapCTBEHHbIMY MpenapaTamMmn gns MeANLIMHCKOr0 NMPUMEHEHUNS, COBEPLLEHHbIX 3TUM CYObEKTOM
obpalleHmns nekapCTBEHHbIX CPEACTB, a TakXe K 06LefoCTynHON nHgopmaunn. (JonoAHEHME YacTblo -
®epnepanbHbIn 3akKoH 0T 04.08.2023 Ne 474-93)

9>, OnepaTop CUCTEMbI MOHUTOPUHIa ABUXEHUS IEKAPCTBEHHbIX NPenapaToB A8 MeanLMHCKOro
npvMeHeHns obnafaeT NpaBoM JOCTYMa K UH(OPMaLun, COAEPIKALLENCS B CUCTEME MOHUTOPWHTa
ABVKEHNS NEKAPCTBEHHbIX NPenapaToB Aas8 MegULMHCKOro NPUMEHEHNS, BKAOYas MHOpMaLmMio
OFPaHUYEeHHOro A0CTYNa, C BO3MOXHOCTLIO ee 06paboTku, B TOM 4ynucse ee npeaoCcTaBAeHNA U
pacnpocTpaHeHuns, obecneyeHns goCcTyna K HEM U OKa3aHMsa yCayr C ee NCMosb30BaHNeEM (ganee -
obpaboTka). (JononHeHne YacTbio - PefepasbHbii 3aKoH 0T 04.08.2023 Ne 474-03)

96, OnepaTop CUCTEMbI MOHUTOPUHIa ABUXEHUS eKapCTBEHHbIX NpenapaTosB A8 MeanLMHCKOro
NPVMEHEHNS MOXKET OCYLLEeCTBAATL 06paboTKy MHOPMaLMM OrpaHMYeHHOro 4OCTYNa, COAEPXaLLeNncs B
CMCTEME MOHMTOPUHIa ABUKEHUS IeKAapCTBEHHbIX NPenapaToB Aas MeauUNHCKOr0 MPUMEHEHUS, MpK
ycnosun 06s3aTensHoro obe3nnymBaHmMa Takom MHGOPMaLM B COOTBETCTBUN C YTBEP)KAAEMbIMM
henepanbHbIM OPraHoOM UCMOJIHUTENLHON BAACTM, OCYLLECTBAAOWMUM (YHKLUN MO BbipaboTke 1
peanunsauny rocy1apCTBEHHON NOAUTUKM U HOPMATMBHO-NPaBOBOMY PEryMPOBaHUIO B chepe
3[paBOOXPaHEHUS, MO COrJlacoBaHMIo C hegepanbHbiM OPraHoOM UCMOJIHUTEIbHON BIacTHw,
OCYLLEeCTBAAOLWMNM DYHKLUN MO KOHTPOJIO 1 HAaA30pYy B Chepe MHPOPMALMOHHBIX TEXHONOMMIA 1 CBA3N, W
dhenepanbHbIM OPraHoOM UCMOJIHUTENLHON BJlacTK B 061acTn obecnevyeHns 6esonacHocTn TpeboBaHMAMN K
06e311M4MBaHNI0 Takon NHGopPMaLUU 1 MeTodamMmn 06e3nninBaHus Takon nHgopmaumm. 0besnnyeHHas
MHOopMaLUs, Nosly4YeHHas B pe3ysibTaTe yKa3aHHoW 06paboTKM 1 copep)xallasncsa B CUCTEME MOHUTOPUHIa
LABVKEHNS NEeKAPCTBEHHbIX NpenapaToB A58 MeQULMHCKOr0 NPUMEHEHNS, ABASETCA UHGOpMaLnen
orpaHnyeHHoro goctyna. O6e3nnyeHHas nHGopMaLns, OCTYN K KOTopon 6bin obecneyeH onepaTopom
CMCTEMbl MOHUTOPWHIA ABVXEHNSA JIeKaPCTBEHHbIX NPenapaToB 415 MeAULMHCKOr0 NPUMEHEHNS B LIeNAX
OKa3aHua yCayr C ee NCNoAb30BaHNEM, MOAJIEXMNT XPaHEHUIO B CUCTEME MOHUTOPUHIA ABUXEHNS
JIEKApPCTBEHHbIX NPEnapaToB A MeANLINHCKOr0 NPUMEHEHMNS HE MeHee NATW NIET C AaTbl NPefoCTaBeHMs
A0CTyna K 06e31n4eHHOoN MHDopMaL MK, U Ha Hee He PacipocTpaHAlTCa TpeboBaHUA K MHOpMaLun
OrpaHMYeHHOro AOCTYyNa, yCTaHOB/IEHHbIE HAaCTOALEeN cTaTbel. (JononHeHne YacTbio - PefepanbHbIn
3aKoH 0T 04.08.2023 Ne 474-93)

97. OnepaTop CUCTEMbI MOHUTOPUHIa ABUXEHNS IeKapCTBEHHbIX NpenapaTosB A8 MegnLMHCKOro
NPUMEHEHUS MOXKET OCYLLEeCTBAATL 06paboTKy NMHOPMaLMK OrpaHMYEHHOr0 4OCTYNa, COAEPXaLLeNncs B
CMCTEME MOHMTOPUHIa ABWKEHUS IeKapCTBEHHbIX NpenapaToB A8 MegMLUMHCKOrO NPUMEHEHUS,
noJiyyeHHol oT cybbekTa obpalleHns IeKapCTBEHHbIX CPEACTB, 3apermcTPMPOBAHHOIO B CUCTEME
MOHUTOPUHIa ABMXKEHMNA NIeKapCTBEHHbIX NPenapaToB 414 MeAULNHCKOro NpMMeHeHnsa 1 NpeacTaBUBLLIEro
B HEe CBELEeHMS, B MHTEpPeCax v Mo MOPYyYEHNO Takoro cybbekTa obpalleHns nekapCTBEHHbIX CpeacTs 6e3
obe3nnymBaHma NHGOPMaLMM OrpaHNYeHHOro 4ocTyna. ([JononHeHne YacTblo - PefepasibHblil 3aKOH OT
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04.08.2023 Ne 474-03)

98, OnepaTop CUCTEMbI MOHUTOPUHIa ABUXEHUS NIEKAPCTBEHHbIX NPenapaToB Aas MeanLMHCKOro
NPYMEHEHNs BNpaBe OKa3blBaTb Ha HEANCKPUMUHALMOHHOW OCHOBE YCYrK C MCMOJIb30BaHNEM
obe3nnyeHHon nHopMaL M, Coaep>Kallencs B CUCTEME MOHUTOPWHIA OBVMXXEHNS NIEKAPCTBEHHbIX
npenapaToB a8 MeaMLUMHCKOro NpuMeHeHus, cybbekTam obpalleHuns 1eKkapCTBEHHbIX CPeACTB, MOPSALOK U
CTOMMOCTb OKa3aHMs KOTOPbIX ONpeaensioTcs onepaTtopoM CUCTEMbI MOHUTOPUHIA OABMXKEHUS
JIEKApPCTBEHHbIX NPenapaToB Aas MeANLUNHCKOr0 NPUMEHEHMS, C Y4ETOM OrpaHUYeHniA AOCTyMa K
obe3M4eHHON nHopMaLUK, YCTAHOBJIEHHbIX HAaCTOSALLEN CTaTbeN. YKa3aHHbIe MOPAA0K N CTOUMOCTb
OKa3aHWA TakKMX yCayr pa3MeLLaloTCa onepaTopoM CUCTEMbI MOHUTOPUHIa OBVMXKEHMNSA NIEKAPCTBEHHbIX
npenapaToB Aas MeAMLMHCKOr0 NPUMEHEHUS Ha CalTe CUCTEMbl MOHUTOPUHIA ABMXXEHUS JIEKAapPCTBEHHbIX
npenapaTos Aas MegnMLMHCKOrO NPUMEHEHUS B MH(OPMALMOHHO-TENEKOMMYHUKALMOHHOW CeTH
"MHTepHeT" 1 noane)xaT KOHTPOJIIO B COOTBETCTBMM C aHTUMOHOMOJIbHbIM 3aKOHOAaTebCTBOM Poccuinckon
®epnepaummn. YKazaHHble NOPSLOK M CTOMMOCTb OKa3aHUs TakuxX yCayr AOJKHbl ObITb e ANHbIMU ON5 BCeX
nunuy, obpallalownxcs 3a 0kasaHMeM yC/yrm B OTHOLLEHUN OAMHAKOBLIX BMAa, 06beMa 1 CcocTaBa
npegoctasnsemMon nHpopmaumm. CybbekTam obpalleHns NeKapCTBEHHbIX CPeACTB 3anpeLaeTcs
nNpefoCcTaBAAaATb U PacnpoCTPaHATb NHHOPMALLMIO, MNOJYYEHHYIO B COOTBETCTBMM C HAaCTOALLEN YacTbHo.
(LononHeHune YacTbto - PefepanbHbi 3aKoH 0T 04.08.2023 Ne 474-93)

10. Mpon3BoanTeNnb NeKapCTBEHHbLIX CPeACTB, AepXaTesb Mbo Bnagenew perncTpaLmnoHHoro
yOOCTOBEPEHUS NEKAPCTBEHHOr 0 NpenapaTa uav NpeacTaBUTENbCTBO MHOCTPAHHOW OpraHn3auun,
ABnfALLLENCa aepxaTtenem nnbo BragenbLeM perncTpauLMoHHOro ya0CTOBEPEHNS NEKAPCTBEHHOMO
npenapara, Ha TeppuTopumn Poccuinckon ®epepaLimm, 3aperncTpmpoBaHHble B CUCTEME MOHUTOPUHIA
ABVKEHNS NEKAPCTBEHHbIX MpenapaToB 4158 MeQULMHCKOr0 NMPUMEHEHNS N NPeACcTaBMBLUME B Hee
CBeLleHMA 0 HAaHeCeHUN CPeaCcTB NAEHTUDNKALMN Ha YNAaKOBKW JIeKapCTBEHHbIX NpenapaToB, Hapaay C
MHOopMaLMen, yKa3aHHON B 4acTy 9% HacTosLLLEeN CTaTbK, NONyYaeT CoAepKallylocsa B CUCTeMe
MOHUTOPUHIa ABMXXEHUSA IeKapCTBEHHbIX NPenapaToB A8 MeAULMHCKOrO NPUMEHeHNs NHGopMaLnio
OrpaHWYEeHHOro AOCTYMNa O Cepuax U MapTUAX 3TUX IEKapCTBEHHbLIX NpenapaToB 6e3803Me34HO 1 BrpaBe
OCYLLLeCTB/ATb CaMOCTOSATENbHO AN NopyyYaTb 06paboTKy Takowm MHGOPMaLMM TOSIbKO B COBCTBEHHbIX
nHTepecax. MNpy 3TOM AOCTYN K Takow MHDOPMaLMM unn pesynbTaTaM ee 06paboTKn NMeeT TOMbKO
LaHHbIA CybBbeKT obpalleHns nekapCTBEHHbIX CPeACTB UK AL, KOTOPOMY OH nopyyun obpaboTky.
CocTaB NpeaoCcTaB/seMon B COOTBETCTBUN C HACTOALLEN YacTbio MHGOPMaLK onpenenseTcs
MpaBuTenbcTBoM Poccuinckon Pepepaunn. (JonosHeHne YacTolo - PefepansHbii 3aKoH 0T 28.12.2017 Ne
425-03)

11. 3a Npon3BOACTBO UM NMPOAAXKY JIEKAPCTBEHHbIX NPenapaToB Aas MeANLIMHCKOro NpuMeHeHus 6es
HaHeCceHns CpencTB NAeHTUMUKaLMKW, C HapyLLIeHneM YCTaHOBJIEHHOI O MopALKa UX HAHECEeHUS, a TakXe 3a
HeCBOEBPEMEHHOE BHECEHWE JaHHbIX B CUCTEMY MOHUTOPWHIA ABVXXEHWS IeKaPCTBEHHbIX NpenapaTos A4
MeONLUHCKOro NPMMEHEHNS N BHECEHME B HEE HEL0CTOBEPHbIX AaHHbIX OPUANYECKME NnLa U
WUHAMBMAYaNbHbIE NPeAnpPUHUMATENN, YKa3aHHble B 4acTaX 4 1 7 HacTOALLEN CTaTby, HECyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENIbCTBOM Poccminckon ®epepauni. (JonosHeHNe 4acTblo -
®epnepanbHbI 3aK0H 0T 28.12.2017 Ne 425-03)

12. MpaBuTtenbcTBO Poccminckon depepaunm BnpaBe yCTaHOBUTb 0COBEHHOCTN BHEAPEHUS CUCTEMbI
MOHUTOPUHIa ABMXXEHMNA NIeKapCTBEHHbIX NPenapaToB 419 Me4ULNHCKOro MpUMEHeHNs, BKIDYas CPOKN ee
BHEAPEHWS, B OTHOLIEHUN SIeKapCTBEHHbIX MpenapaTos 4159 MeAULUHCKOro MPUMEHEHNS, BKIOYEHHbIX B
nepeyveHb XXN3HEHHO HeOBXOAUMBIX 1 BaXKHENLLNX EKaPCTBEHHbIX MPenapaToB, EKAPCTBEHHbIX
npenapaTos, NpefAHa3Ha4veHHbIX 4na obecnedveHns nuy, 60nbHbIX reModuanen, MykoBMCcLML030M,
runogusapHbiM HaHM3MOM, 6oNe3Hblo oLle, 3/10Ka4eCTBEHHBIMW HOBOOOPa30BaHMAMY IMMMONLHON,
KPOBETBOPHOW N POACTBEHHLIX UM TKaHeN, paCCeAHHbIM CKIEPO30M, UL, MOC/Ie TpaHCMIaHTaLMmM OpraHoB
N (MNKN) TKaHen, NHbIX NeKapCTBEHHbIX NpenapaTos A8 MeguLMHCKOro NnpuMeHeHns. (JonoaHeHne 4acTblo
- GepepanbHbiil 3aKOH 0T 28.12.2017 Ne 425-93)
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InaBa 14%. OrpaHUYeHns, Hanaraemble Ha OpraHn3auunn, oCyLLECTBAALNE AeSATENbHOCTb N0 0bpalleHmnio
JIeKapCTBEHHbIX CPeacTB

(OononHeHwne rnaeon - PefnepanbHbini 3akKoH 0T 25.11.2013 Ne 317-03)

CtaTtbsa 671, OrpaHnyeHns, Hafaraemble NPy OCYLLECTBEHUN AeATENIbHOCTY B cdhepe obpalleHus
JIeKapCTBEHHbIX CPeacTB

1. OpraHusauumu, 3aHnMatowmecs pa3paboTkon, NPoN3BOACTBOM U (MSIM) peanun3salmen 1eKapCTBEHHbIX
npenapaTtoB ond MmeanuynHCKoOro npnmMeHeHma, opraHnsaynm, o6na,u,a|ou_|,|/|e npaBaMn Ha NCNOJIb30BaHWNE
TOProBOr0 HaMMEHOBAHWS IeKapCTBEHHOr0 NpenapaTa A8 MefULUHCKOrO NPUMEHEHNS, OpraHm3aLmm
OMTOBOW TOProOBAN IEKAPCTBEHHbIMW CPeACTBAMM, anTeyHble opraHm3auum (Mx npeacTaBuTenu, Hble
husmyeckne v puanYeckne nuua, oCyLLeCcTBASILWNE CBOK AEATENbHOCTb OT UMEHW 3TUX OpraHn3auuin) B
OTHOLIEHUN MeLNLMHCKNX PabOTHMKOB 1 pyKOBOAWTENEN MEANLIMHCKUX OpraHn3aLmi He BhpaBe:

1) Bpy4aTb NoAapKu, BbiMJa4nBaTh AEeHEXHbIE CPEACTBA (3a NCKIYEHNEM BO3HArpaXx4eHuin no
LOr0BOpPaM MNpu NpoBefeHNN KIMHUYECKUX NCCef0BaHN NeKapCTBEHHbIX NpenapaToB A MeAULMHCKOro
NMPUMEHeHUs, BO3HarpaXx4eHUi, CBA3aHHbIX C OCYLLECTBAEHNEM MeANLNHCKUM paboTHUKOM
nefarorn4yeckomr n (Mnun) Hay4yHow LesATenbHOCTH), B TOM YCAIe OnnaynBaTh pa3BieyeHuns, oTablX, Npoess
K MecCTy OTAbIXa, @ TakXXe NPUBJIEKaTb K y4aCTWIO B pa3BieKaTe/ibHbiX MEPONpUATAAX, MPOBOAUMBIX 33
CYET CBOWX CPEACTB;

2) 3aK/04aTb COralleHns 0 Ha3HaYeHUM UM peKoMeHAauun nauneHTam IeKapCTBEHHbIX NpenapaToB As
MeONLMHCKOro NnpuMeHeHuns (3a NCKNto4YeHneM noroBopos O nposegeHnmn KINHN4YeCKnxX I/ICCﬂe,EI,OBaHVIVI
NeKapCTBEHHbIX NpenapaToB ANf MeAULNHCKOro NpUMeHeHns);

3) NnpepocTaBnaTh 06pasLbl NeKapCTBEHHbIX MpenapaToB 4S9 MeAULUHCKOro MPUMEHEHUS B Lensx
BPYYEeHUS NaLMeHTaM (32 UCKN0YeHMEM CNyYaeB, CBA3AHHbIX C MPOBEAEHUEM KJIMHUYECKUX UCCNef0BaHNN
NleKapCTBEHHbIX MPenapaToB A1 MeANLUHCKOrO NMPUMEHEHUS);

4) NpefoCTaBNATb HELOCTOBEPHYIO U (UK) HEMOJTHYIO UHGOPMAaLMIO O IEKapCTBEHHbIX NpenapaTax Ans
MeLMLMHCKOrO NPYMEeHeHus;

5) nocewaTb ux B paboyee Bpemsa Ha paboynx MecTax, 3a UCKJIIOYEHUEM CJTyHaeB, CBA3AHHbIX C
NpoBeAeHNEM KIMHUYECKNX NCCNe0BaHNA NeKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMEHeHNs,
C y4acTveM B NopsifKe, yCTaHOBJIEHHOM PYKOBOAMTENIEM MeANLMHCKON OpraHn3aLmm, B cobpaHnax
MeLNLMHCKNX PabOTHUKOB 1 MHBLIX MEPONPUATUAX, HaNPaBAEHHbIX Ha NOBbILLIEHWE NX MPOGECCUOHANTIbLHOIO
YPOBHSA WA Ha MpefocTaBaeHne UHGpopMaLMn, CBA3aHHONW C OCYLLLECTBAEHUEM MOHWTOPUHIa 6e3onacHoCcTH
JIeKapCTBEHHbIX MpenapaTos;

6) noby>xAaThb K BbIMUCbIBAHNIO NEKAPCTBEHHbLIX NPenapaToB A MeAULMHCKOro NnpuMeHeHns Ha bnaHkax,
cofepXkalux nHMopMaLnio peKnaMHOro XxapakTepa, a Takxxe Ha peLenTypHbix 6/1aHKax, Ha KOTOPbIX
3apaHee Hane4yaTaHO HaVMEHOBAHWE SIeKapCTBEHHOr0 NpenapaTa 419 MeANLMHCKOrO NPUMEHeHUS.

2. OpraHu3aumm, ykasaHHble B ab3ale nepBoM 4acTu 1 HacToAWwen cTaTby, U X NPeACTaBATENN B
OTHOLUEHUW hapMaLLeBTUYECKUX PabOTHMKOB 1 PyKOBOAUTENEN anTeYHbIX OpraHn3aunii He BNpaBge:

1) Bpy4aTb NnoJapku, BbiNaa4nBaTh AeHEXHble CPeACcTBa, B TOM Y/Ce OMnla4ymBaTh pa3B/evyeHns, oTabIX,
npoe3f K MecTy OTAbIXa, ¥ NPMBMIEKATb K y4aCTWIO B pa3BiaeKkaTe/ibHbiX MeponpuaTUaX, MPOBOAUMBIX 3a
CYeT CBOUX CPEACTB;

2) npepocTaBnaTh 06pasLbl N1eKapCTBEHHbIX MpenapaToB A MeAULUHCKOrO MPUMEHEHNS 1S BPYYeHUs
HaceneHuo;

3) 3aKk/04aTb COrnalleHns o NpeaaoXKeHN HaCceNeHuo onpeeNieHHbIX IeKapCTBEHHbIX MpenapaToB A1s
MeONLMNHCKOro NpuMeHeHnd;

4) NpefoCTaBNATb HELOCTOBEPHYIO U (UK) HENOJIHYIO UH(OPMaLMIO O IeKapCTBEHHbIX NpenapaTax ANs
MeAULMHCKOrO MPUMEHEHNS, B TOM YCe UMEIOLLMX OANHAKOBOE MeXAyHapoaHoe HemaTeHTOBaHHoe
HaMMeHOBaHMe.

CtaTbsa 672 TpeboBaHMS K OPraHU3aLMmN N NPOBELEHMIO HAYYHbIX MEPONPUSATUIA, UHLIX MEPOMPUATHUNA,

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 11513 120



HanpaBNEeHHbIX Ha MOBbILLEHVE NPOMECCUOHANILHOTO YPOBHS MEANLUHCKUX PabOTHNKOB UK Ha
npenocTaBneHne nHhopMaL M, CBA3aHHON C OCYLLLECTBIEHMEM MOHUTOPUHIa 6e30nacHoCTK
NeKapCTBEHHbIX NpenapaToB

1. Mpu NnpoBefeHNN Hay4YHbIX MEPOMPUATUR, NHBIX MEPOMPUATURA, HAaMPaBJ/I€HHbIX HA NOBbILLIEHNE
npogeccnoHanbHOro YPOBHS MeAULMHCKNX PabOTHMKOB AW Ha NpefoCTaB/ieHne CBA3aHHOM C
OCYLLECTBJIEHNEM MOHUTOPUHIa 6€30MacHOCTMN JIeKapCTBEHHbIX NPEnapaToB MHMOPMaLIMK, OpraHn3yeMbIX
opraHu3aunsaMmn, ykasaHHbIMM B ab3alle nepBoM YacTu 1 ctaTbmn 671 HacToswero ®efepanbHOro 3akoHa,
nXx NpeacTaBuTensaMm n (Mnn) PrUHaHCUPyEMbIX 3a CHET CPeACTB 3TUX OpraHM3auuin n nx npeacTasmTenen,
3anpeLLaeTca NPenaTCTBOBATb YY4ACTMIO B YKa3aHHbIX MEPONPUATUAX NHbIX OpraHu3aunii, KoTopble
NPOV3BOLAT UN peanmn3yoT NeKapCTBEHHbIE NpenapaTbl 418 MeSULNHCKOro NPUMEHEHUS CO CXOXUM
MexaHU3MOM (hapMaKoJIOrMYeckoro 4eNCTems, Mbo co3gaBaTh ANCKPUMUHALMOHHBIE YCNOBUA AN OOHNX
Y4aCTHUKOB MO CPaBHEHUIO C APYyrMMu y4aCTHUKaMK, a UMEHHO:

1) npenoCcTaBAsATb pa3iM4yHOE KONYECTBO BPEMEHW A5 BbICTYMEHNIN YH4aCTHUKOB, Pa3finyHble MO
pa3Mepy 3aHMMaeMon NAoWaamn MmecTa Oas LEMOHCTPaLUN 06pa3LioB IeKapCTBEHHbIX NPenapaToB A
MeLMNLUNHCKOro NPUMEHeHUs N peKkJaMHbIX MaTepuanoB 0 JIeKapCTBEHHbIX npenapaTax 414
MeLMLNHCKOro NPUMEHEeHNs Ha 3KCNOo3nLUnsx, CTeHAax, 3a UCKIOYEHNEM CJTyYaeB, eC/iv Takume yCioBus
3aKpenieHbl B COrnalleHnsx 3TUX opraHn3aunii, nx npeactasmtenen 0 QUHaAHCUPOBAHUN YKa3aHHbIX
MeponpusATUIA 1 06yCNOBNEHbI PA3INYHbIMK 3aTPaTaMn YH4aCTHUKOB Ha UX OpraHu3aLmio;

2) yCTaHaBAMBaTb pa3Mep B3HOCA OJ151 YH4aCTHMKOB MEPOMPUATUIA, YKa3aHHbIX B ab3aLie NepBOM HaCTOSLLEN
4acTW, NPEBbILLAKLLNA CyMMY 3aTpaT Ha OpraHM3aumMIo YKa3aHHbIX MEPONPUATIIA U BEQYLLNN K
He0bOCHOBAHHOMY OFpaHUYEHUNIO YACTA NX YH4ACTHNKOB.

2. OpraHm3auun, yKkasaHHble B ab3aue nepBom 4acTu 1 cTaTby 67 HacToswero ®enepasbHOr0 3aKoHa, UX
npeacTaBUTENN, OCYLLECTBASAIOLWME OPraHM3aLnto n (M) GuHaHCMpoBaHUE MEPONPUATUI, YKa3aHHbIX B
YyacTn 1 HacTosiwen cTaTbm, 0ba3aHbl 0becneynBaTb 4OCTYN K MHPOPMaLMK O AaTe, MECTe N BPEMEHN
NpoBeEeHNS YKa3aHHbIX MEPONPUATUIA, NaaHax, MporpaMmax NpoBefeHNs yKa3aHHbIX MEPONPUATUIA 1
Temax, NIaHUPyeMbIX A1 pacCMOTPEHNS, COCTaBe NX Y4aCTHUKOB NMyTEM pa3MeLeHNsa COOTBETCTBYHOLLEN
MHOPMaLUN Ha CBOMX OuLManbHbIX CalTax B ceTu "MHTepHeT" He No3fgHee ABYX MecsLeB A0 Havana
NpoBeAeHNA YKa3aHHbIX MEPONPUATUIA.

3. HdopMauns o npoBefeHNN MeEPONPUSATUIA, YKa3aHHbIX B YaCTW 1 HaCTOALWEN CTaTbl, B CPOK,
YCTaHOBJIEHHbIN YaCTblO 2 HAaCTOSALEN CTaTbK, A0KHa ObITb HanpaBneHa B hefepabHbI OpraH
NCMONHUTESIbHOW BJIACTW, OCYLLECTBAAOWMIA PYHKLMIN MO KOHTPOJIO 1 HaA30py B chepe 34paBoOOXpPaHeHNs,
4019 NoCNeayoWwero pasMeLleHms ee Ha opuLManbHOM CalnTe 3TOro opraHa B ceTu "UHTepHeT".

naBa 15. OTBETCTBEHHOCTb 3a HapyLUEHNe 3aKoHoAaTenbCTBa Poccuinckon ®epepaummn npy obpalleHnm
NIeKapCTBEHHbIX CPeACTB 1 BO3MelleHne Bpeda, NPUYNHEHHOr 0 340P0BbI0 rpa)KAaaH BCeACTBUE NPUMEHEHNA
JIeKapCTBEHHbIX NpenapaTos

CtaTtbsa 68. OTBETCTBEHHOCTbL 3a HapyLUeHMe 3aKoHO4aTeNbCTBa Poccuinckon ®enepauum npu obpalieHnn
JIeKapCTBEHHbIX CPeCTB

1. HapylieHune 3akoHoaaTenbCTBa Poccuinckon Genepauun npy obpalleHnn IeKapCTBEHHbIX CPeACTB
BJieYeT 3a CoboM OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM Poccuiickon deaepaumu.

2. 3a HenpepacTaBAEHNE NN HECBOEBPEMEHHOE NpeacTaBeHne nHopmaumm n (nam) 4oKymeHToB 1nbo
npegcTaBaeHne HeJoCTOBEPHLIX MHGOPMaLMn 1 (M) LOKYMEHTOB, MPeAYyCMOTPEHHBLIX HAaCTOSLWMUM
depnepanbHbIM 3aKOHOM, CybbeKThl 06paLLeHNs NeKapCTBEHHbIX CPeACTB HECYT OTBETCTBEHHOCTL B
COOTBETCTBMUM C 3aKOHOAaTENbCTBOM Poccunckon ®egepauun. (onoaHeHne YacTbio - PegepanbHbI 3aK0H
0T 22.12.2014 Ne 429-03)

CtaTbs 69. Bo3meweHne Bpea, NPUYNHEHHOIO 340POBbLIO FpaXkaaH BCAeACTBUE NMPUMEHEHMNA
JleKapCTBEHHbIX NpenapaTos
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1. NMpon3BoanTenb NekapCTBEHHOro npenapaTta 0653aH BO3MECTUTb Bpea, NPUYMHEHHbIA 340P0BbI0
rpakhaH BCaeCTBME NPUMEHEHUS JIEKAPCTBEHHOM O NpenapaTa, ec/iv foKa3aHo, YTo:

1) nekapCTBEHHbIN NpenapaT NPUMEHSCS NO Ha3HAYeHNI0 B COOTBETCTBUM C MHCTPYKLIMEN MO
NPVMEHEHUIO NEKAPCTBEHHOrO NpenapaTa U NPUYNHOM Bpeaa ABMCS BBOJ, B rpakAaHCKMn 06opoT
HenobpoKa4yeCTBEHHOIO IEKAapPCTBEHHOrO NpenapaTa;

2) Bpef 340PO0Bb0 MPUYNHEH BCIEACTBME HEOCTOBEPHON NHMOPMALIUN, COAEPXKALLENCS B UHCTPYKLMK MO
NPYMEHEHUNIO IEKAaPCTBEHHOI 0 NpenapaTa, U34aHHON NPON3BOANTENIEM NEKAPCTBEHHOMO NpenapaTa.

2. B cnyyae, ecnv Bpen 3[0pOBbI0 FpaXkaaH NPUYNHEH BCAENCTBNE NPUMEHEHMNS NIEKAPCTBEHHOIO
npenapata, npuwlenwero B HerogHoCThb B pe3y/ibTaTe HapyLleHWA npaBuai XpaHeHUAa NEKapPCTBEHHbIX
CpencTB, NpaBWJ1 ONTOBOWN TOPrOBJIM NEKAPCTBEHHbLIMM NpenapaTaMu, NPaBua OTNYCKa JIEKapCTBEHHbIX
npenapaToB, NPaBWJ1 M3rOTOBJIEHNS 1 OTMNYCKa JIEKAPCTBEHHbIX NPenapaToB, BO3MeELLIEHME Bpeada
OCYLLLeCTB/AETCSH COOTBETCTBEHHO OpraHM3aLMelt ONTOBOW TOProBJIM NEKAPCTBEHHbLIMW CPeACTBaMM,
anTeyHoW opraHun3aumnen, UHANBMUAYaAbHbLIM NPeANPUHUMATENEM, UMEOLLIUMIK JIMLIEH3UIO Ha
hapMaLEeBTNYECKYIO OeATEeNbHOCTb WKW JIMLEH3NIO Ha MEOULNHCKYIO0 OESTENbHOCTb, MEANLNHCKON
opraHu3aunen, MMetoLwen NMLEH3MI0 Ha PapMaLEeBTUYECKYI0 OeATENbHOCTb (ee 060cobneHHbIM
nogpasneneHnem, pacrnosioXdXeHHbIM B CEJIbCKOM HaCeJleHHOM MYHKTE, B KOTOPOM OTCYTCTBYET alnTe4YHasa
opraHu3auns), 4ONyCTMBLUMMUN NPOAaXKy UM OTNYCK TaKoro IeKapCTBEHHOMO Npenapara.

3. Bo3melleHne Bpeaa, NPUYNHEHHOT O 3[10POBbI0 FPaXkaaH BCNeACTBUE MPUMEHEHNS NIEKAPCTBEHHbIX
npenapaToB WV COBEPLLUEHUS MPOTMBOMNPABHbLIX AENCTBMI CybbekTamMun obpalleHNs NeKapCTBEHHbIX
CpPencTB, OCYLLIECTBASETCA B COOTBETCTBUN C 3aKOHOAATENLCTBOM Poccuiickon denepauun.

[(naBa 16. 3aknt04nTENbHbIE MOOXKEHNS
Ctatbsa 70. O npu3HaHWM yTpaTUBLUNMK CUSTY OTAENbHbIX 3aKOHOAATE/IbHbIX aKTOB (M00XKEHUIA
3aK0HOZaTeNbHbIX akToB) Poccuinckon degepaunmn

Mpu3HaTb yTPaTMBLLUMMUN CUAY:

1) ®epepanbHbIii 3aK0H 0T 22 ntoHA 1998 roga Ne 86-03 "O nekapcTBeHHbIX cpeacTeax” (CobpaHue
3aKoHofaTenbCTBa Poccuinckon denepaunn, 1998, Ne 26, cT. 3006);

2) PepepalibHbIl 3aKoH OT 2 AHBapsa 2000 roga Ne 5-®3 "O BHECEHUN U3MEHEHUS 1 LOMOJSIHEHWIA B
depepanbHbI 3aKoH "O nekapcTBeHHbIX cpeacTBax" (CobpaHue 3akoHoAaTeNbCTBa Poccminckon
®epepaumm, 2000, Ne 2, cT. 126);

3) ctaTbio 40 ®epepanbHOro 3akoHa ot 10 sHBaps 2003 roga Ne 15-03 "O BHECEHUMN N3MEHEHUI 1
LOMONHEHNI B HEKOTOPLIE 3aKOHOAATeNbHbIE aKTbl Poccuinckon ®efepaum B CBA3N C NPUHATUEM
defepanbHOro 3akoHa "O AMUEH3MPOBaHUN OTAEbHbIX BUAOB geatensHocTn" (CobpaHue
3aKoHofaTenbCTBa Poccuinckon Pepepaunn, 2003, Ne 2, ¢T. 167);

4) cTaTblo 31 ®enepanbHoro 3akoHa oT 30 ntoHa 2003 roga Ne 86-®3 "O BHECEHUN N3MEHEHUI U
LOMNOSIHEHMIN B HEKOTOPbIE 3aKOHOA4ATeNbHbIe akThl Poccunckon ®egepaumm, NpUsHaHUM yTpaTUBLLMMM
CUNy OTAeNbHbIX 3aKOHO4aTeNbHbIX akToB Poccuinckon depepaLmmn, NpefocTaBieHnn 0T AeNbHbIX
rapaHTUi COTPYAHMKAM OpraHOB BHYTPEHHUX AeJ, OpraHOB N0 KOHTPOJIO 3a 060pOTOM HapKOTUYECKMX
CpPencTB 1 NCUXOTPOMHbIX BELLECTB 1 yNpa3aHaeMblX dellepajibHbiX OpraHoB Ha0roBOW NOMMLINN B CBA3N C
OCyLLeCTB/IeHNEeM Mep MO COBEPLUEHCTBOBAHWUIO rOCyAapCTBEHHOro ynpasnaeHna" (CobpaHue
3aKoHodaTenbCTBa Poccuinckon denepaunn, 2003, Ne 27, ¢T. 2700);

5) ctatbio 101 depepanbHOro 3akoHa ot 22 aBrycta 2004 roga Ne 122-®3 "O BHECEHUMN U3MEHEHUI B
3aKOHOoZaTesibHble akTbl Poccunckon depgepaunn 1 NpU3HaHUKM yTPATUBLUNMU CUSTY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKTOB Poccuinckon ®enepauyv B CBA3M C MPUHATMEM pefepalibHbIX 3aKOHOB "O
BHECEHWW N3MEHEeHWI 1 fonoaHeHnn B PefepasibHbii 3akoH "06 obLmx npuHLMnax opraHusaumm
3aKOHOAATeNbHbIX (MPeACTaBUTENbHbIX) Y MCMOJIHUTENbHBLIX OPraHOB roCyAapCTBEHHON BNAaCTK CyOBbEKTOB
Poccuiickon ®epepaummn” n "06 obLimx NnprMHLMNAxX opraHu3aLmMm MecTHOro caMoynpasieHns B Poccuinckon
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depepaumnn" (CobpaHue 3akoHoaaTenbCTBa Poccuinckon denepauun, 2004, Ne 35, cT. 3607);

6) cTaTblo 28 PenepanbHOro 3akoHa oT 18 nekabpsa 2006 roga Ne 231-P3 "O BBeAEHUMN B LENCTBUE YaCTU
yeTBepTon parkaaHCcKoro kogekca Poccuiickon Pegepaunn” (CobpaHne 3akoHogaTenbCTBa Poccminckon
®epnepaummn, 2006, Ne 52, cT. 5497).

CtaTbs 71. BcTynneHue B Uiy HacToswero ®efnepanbHOro 3akoHa

1. HacToswumin PepepanbHblil 3aKOH BCTynaeT B cuny ¢ 1 ceHTabps 2010 ropa.

2. JlekapCTBEHHbIE CPeACTBa, 3aPEernCcTPUPOBaHHbLIE A0 OHSA BCTYMJIEHMA B CUJ1y HAaCTOALLErO
®efepanbHOro 3aKoHa, NogJexaT BKJIIOYEHWIO B FOCYLapCTBEHHbIE peecTpbl JIEKAPCTBEHHbIX CPeACTB C
BHECEHWEM YKa3aHHbIX B 4acTu 1 cTaTbu 33 HacTosiwero ®egepanbHOro 3aKkoHa cBeaeHuin 06 aTux
JIEKapCTBEHHbIX CpeAcTBax 6€3 NpoxoXAeHns BHOBb NpoLEeaypbl FOCYyAapCTBEHHOW perncTpaunm
JIeKapCTBEHHbIX NpenapaTos.

3. FocynapCTBEHHaA perncTpaumns NekapCcTBEHHbIX NPENapaToB, 3a MCKIIIOYEHNEM NIEKAPCTBEHHbIX
npenapaToB Aas MeAMLMHCKOr0 NPUMEHEHUS, MPeACTaBAEHHbIX Ha YKa3aHHY0 perncTpaunto 4o aHS
BCTYMJIEHNS B cuy HacTosawero ®efepasibHOr0 3aKoHa, OCYLLIECTBISIETCA B COOTBETCTBUN C HAaCTOALLNM
depnepanbHbIM 3aKOHOM Ha OCHOBAHMM AOKYMEHTOB U AaHHbIX, MPeACTaBNEHHbIX A0 OHSA BCTYMNNEHNA B
cuny HacTosuero ®eagepasbHOro 3aKoHa.

3. FocynapCTBEHHAs pPerncTpauns nekapCcTBEHHbIX NPenapaToB Aas MeanLUMHCKOro NPUMEHEHUS,
npeacTaBAEHHbIX Ha FOCYAAapPCTBEHHYIO perncTpaumto 4o AHA BCTYMNeHNS B CUAY HAacTOALWEro
defepanbHOro 3akoHa, U rocygapCTBEHHas perncTpaums neKapCTBEHHbIX NpenapaToB A8 MeAULMHCKOro
NpPYMeHEHNs, NpeacTaB/IEHHbIX Ha 3KCMEePTN3Y JIeKapCTBEHHbIX CPeACTB A0 AHSA BCTYMNJEHNS B CMy
HacTosuero ®eagepasbHOro 3aKOHa B LIESIAX NX NMOCneayoLen rocygapCTBEHHON perncTpaumm,
OCYLLLeCTBAAOTCSA Ha OCHOBAHWMN AOKYMEHTOB N AaHHbIX, MPeACTaB/IEHHbIX A0 OHS BCTYMJIEHUS B CUy
HacTosawero defepasbHOro 3aKOHa, a TakXXe 3asaBJIEHNS 0 FOCYAaPCTBEHHOW perncTpaunm
JIeKapCTBEHHOr0 npenapaTa, NpeACTaB/eHHOro NPON3BOAUTENEM JIEKAPCTBEHHbIX NPenapaToB Uan
YNOJIHOMOYEHHbIM UM JINLLOM B COOTBETCTBUMN C HAacTOAWMM PefepasibHbIM 3aKOHOM B YNOJIHOMOYEHHbIN
denepanbHbIi oOpraH MCNONHUTENbHOW BRacTu Ao 1 mapta 2011 rona, 6e3 TpeboBaHMsa ynnatsl
roCcyapCTBEHHOW MOLWMHbI, MPeAYyCMOTPEHHOW 3aKOHOAAaTENLCTBOM Poccuinckon ®efepauum o Haaorax um
cbopax. (JdononHeHne YacTbio - PenepanbHblii 3aKoH 0T 11.10.2010 Ne 271-03)

32, MoATBEPXXAEHME roCylapCTBEHHON PErncTpaLmnm NeKapCTBEHHbIX NPenapaToB A4S MeanLMHCKOro
NpYMeHEeHNs, NpeacTaB/IEHHbIX A58 NOATBEPXAEHNS TOCYAapCTBEHHON perncTpauumn o aHA BCTynaeHms
B CUJy HacTosAwero ®egepanbHOro 3akoHa, U NOATBEPXKAEHNE FOCYAapCTBEHHON perncTpaunm
JIeKapCTBEHHbIX NPenapaToB Aad MeauLUNHCKOr0 NPUMEHEHMNS, MPeACTaB/IeHHbIX Ha 3KCNepPTU3y
JIeKapCTBEHHbIX CPeACTB A0 AHSA BCTYMJIEHMSA B CUY HacTosAwero degepanbHOro 3akoHa B LieNsx
nocnegyLwero NoATBEPXKAEHNSA X TOCYy4apCTBEHHOW perncTpauunm, ocyLLecTBASIOTCA Ha OCHOBAHUK
LOKYMEHTOB U AAHHbIX, MPeACTaBAEHHbIX A0 AHA BCTYMJIEHUS B Cuy HacToswero ®enepasbHOro 3aKoHa,
a Tak)XXe 3asBJIEHNS 0 NOATBEPXKAEHNN rOCYapCTBEHHON perncTpaLmm NekapCcTBEHHOr0 NpenapaTa,
npeacTaBAeHHOro MPON3BOAMTENEM JIEKAPCTBEHHbIX NPenapaToB UM YyNOJAHOMOYEHHbLIM UM INLIOM B
COOTBETCTBMUM C HacToswmm PegepanbHbiM 3aKOHOM B YMOJIHOMOYEHHbIN (hefepasibHbI OpraH
ncnosiHMTeNnbHoM Bnactu Ao 1 mapta 2011 roga, 6e3 TpeboBaHUs ynnaThl FOCyAapCTBEHHOW MOLLJINHbI,
npeagycMOTPEHHON 3aKOHO4AaTeIbCTBOM Poccuinckon deagepaumm o Hanorax u cbopax. (JononHeHne
YyacTblo - PegepanbHbii 3aKoH 0T 11.10.2010 Ne 271-03)

33, MpuHATUE PEeLIeHNs 0 BHECEHUN N3MEHEHWI B [OKYMEHTLI, COAep Kallnecs B perncTpaunoHHOM oCbe
Ha 3aperncTpMpPOBaHHbLIN IEKAPCTBEHHLIN NpenapaT AN MeAULUHCKOrO MPUMEHEHNSA U NPeaCTaBJ/IEHHbIe
[0 OHSA BCTYNAEHNS B CMAY HacToswero ®efepasbHOro 3akoHa, Y NPUHATUE PELLUEHMS O BHECEHUN
N3MEHEHUN B OOKYMEHTbI, COAEPXKALLNECSH B PEFNCTPALMOHHOM J0CbE Ha 3aperucTpMpPOBaHHbIN
JIEKAPCTBEHHbIV NpenapaT AN MeAULNHCKOro MPUMEHEHNS U NPeACcTaBNEHHbIE Ha 3KCMepPTU3yY
JIeKapCTBEHHbIX CPEACTB A0 OHS BCTYMJIEHUS B Cuiy HacTosawero defepasbHOro 3aKoHa, OCyLLeCTBAATCS
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Ha OCHOBAHUWN JOKYMEHTOB W AaHHbIX, MPeACTaBAeHHbIX A0 AHS BCTYMAEHUS B CMJTY HAaCTOALLEro
defepanbHOro 3aKoHa, a TakXXe 3asaB/IeHNS 0 BHECEHUU U3MEHEHUI B [LOKYMEHTbI, COAepKaLlmecs B
perncTpaumMoHHOM LOCbe Ha 3apernCcTpMpoBaHHbIN IEKAPCTBEHHbIV NpenapaT 419 MeANLUHCKOro
NPUMeEHEHUs, NpeacTaB/IEHHOr0 NPOV3BOANTENEM NIEKAPCTBEHHbIX MPENapaToB WK YMOJHOMOYEHHbLIM UM
JINLLOM B COOTBETCTBUM C HacToAWMM PeaepasibHbIM 3aKOHOM B YNOJHOMOYEHHbIV hefepasibHbIin opraH
ncnosnHnMTeNbHoM Bnactu fo 1 mapta 2011 roga, 6e3 TpeboBaHUs ynnaThbl FOCYyAapCTBEHHONW MOLLJINHBI,
npenycMoTPEHHON 3aKoHoAaTeNbCTBOM Poccuinckon ®epepaumm o Hanorax n cbopax. (JjononHeHue
YyacTblo - PegepanbHbii 3aKoH 0T 11.10.2010 Ne 271-03)

3. Bblgayva pa3peLleHnin Ha NpoBeAeHNe KINHUYECKMX NCCef0BaHNIN IeKapPCTBEHHbIX NpenapaToB AN
MeONLNHCKOro NPMMEHeHNS No 3a8BAeHNAM, NO4aHHbIM 40 AHS BCTYNAEHUS B CUJTY HaCcTOALLEro
denepanbHOro 3akKoHa, a TakXXe Mo 3asBJIEHMAM, NOAAHHbLIM NOC/Ae OHSA BCTYMJEHNUS B CUY HAaCTOSALWEro
®epfepanbHOro 3aK0Ha Ha OCHOBAHWUKM 3KCNepPTM3, NPOBEAEHHbIX A0 AHSA BCTYMIEHUS B CUY HACTOSLLErO
denepanbHOro 3akoHa, OCyLECTBASETCA B COOTBETCTBMM C HacToswmm PegepanibHbiM 3aKOHOM Ha
OCHOBaHWM LOKYMEHTOB W AaHHbIX, MPeACTaBAEHHbIX UM MOAYYEHHbIX A0 AHSA BCTYMNJEHNSA B CUY
HacTosAwero ®efepasbHOro 3aKOHa, a TakXXe Ha OCHOBaHMW KOMWUW NpeABapMTebHOro 4OroBopa
0053aTeNIbHOro CTPaxoBaHNA XN3HW, 300P0BbS MALMEHTOB, YHAaCTBYIOLWLMX B KJIMHWYECKOM NCCIe0BaHUN
JIeKapCTBEHHOrO npenapaTa Anas MeauUMHCKOro NPUMEHEHMNS, UM KoMK foroBopa obs3aTenbHOro
CTPaxoBaHMWS XMN3HW, 300POBbSA MALMEHTOB, YH4aCTBYOLWMX B KIIMHNYECKOM NCCIe10BaHUN NEKAaPCTBEHHOIO
npenapaTta 415 MeAULNHCKOro NpuMeHeHns, nnbo npeacTaBAeHHON Konun forosopa obs3aTebHOro
CTPaxoBaHMs, 3aKJIIOYEHHOr0 B COOTBETCTBMM C TUMOBLIMM NMpaBuiaMu 0683aTebHOr0 CTPaxoBaHus, €
yKa3aHVeM npenesibHON YNCIEHHOCTM NaLUEHTOB, YYaCTBYOLWMUX B KIMHUYECKOM UCCNen0BaHNN
JIeKapCTBEHHOrO npenapaTa Anas MeanuUMHCKOro NpuMeHeHus, 6e3 TpeboBaHns ynaaTbl roCyAapCTBEHHON
MOLLUINHBI, NPelyCMOTPEHHON 3aKOHOAaTeNbCTBOM Poccuinckon ®epepaumm o Hanorax n cbopax.
(LlononHeHue YacTbto - PefgepanbHbin 3aKoH 0T 11.10.2010 Ne 271-93)

3°. 3aperncTpupoBaHHbIE B MHOCTPAHHOW BaJIlOTe A0 AHA BCTYMNJIEHNS B CUy HacToswero denepasibHOro
3aKOHa npepesbHble OTNYCKHbIE LieHbl MHOCTPaHHbIX MPOM3BOANTENEN Ha NEKAPCTBEHHbIE NPenapaThl,
BKJItOYEHHbIE B MepeY€eHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLINX IeKaPCTBEHHbIX MpenapaTos, NogaexaTt
nepecyety B py6au no kypcy LleHTpanbHoro 6aHka Poccuinckon ®enepaumm Ha gaTy, YCTaHOBNEHHYIO
MpaBnTenbcTBOM Poccuinckon Pepepaunn, 6€3 npeacTaBieHns 3asaBieHns 0 NepecyeTe LeHbl C BHECEHNEM
COOTBETCTBYIOLWMX U3MEHEHUIN B FOCYAaPCTBEHHbIN peecTp npenesbHbiX OTAYCKHbIX LIEH NPOM3BOANTENEN
Ha JleKapCTBEHHbIe NpenapaThbl, BKIOYEHHbIE B NEPEYEHb XKN3HEHHO HEOOXOAMMbIX 1 BaXXKHENLINX
JIeKapCTBEHHbIX NpenapaToB. ([lonosHeHne YacTblo - PefepasibHbiii 3aKoH 0T 11.10.2010 Ne 271-03)

36, 3aperncTpupoBaHHbIe A0 OHA BCTYMJIEHMA B CUy HacTosalero defepanbHOro 3akoHa npeaesbHole
OTMNYCKHbIE LieHbl POCCUNCKUX MPON3BOAUTENEN Ha SIeKapPCTBEHHbIE NpenapaThl, BK/IOYEHHbIE B MepeyeHb
YKN3HEHHO HEOBXOAUMBIX 1 Ba)KHENLLINX EKaPCTBEHHbIX MpenapaToB, NognexaTt uHaekcaumm c 1 Hosbpsa
2010 roga ncxoas U3 NporHO3MPYyeMoro ypoBHS MHGAALUK, yCTaHOBAEHHOro PegepasibHbIM 3aKOHOM OT 2
nekabpsi 2009 roga Ne 308-93 "O henepansHom broaxeTe Ha 2010 rog 1 Ha naaHoBbIn nepuop 2011 n
2012 rogos" Ha 2011 rog. ([ononHeHue YacTblo - PefepasibHbii 3aKOH 0T 11.10.2010 Ne 271-03)

37. Mocne 1 mapTa 2011 roga He JOMNyCKaloTCA NPOM3BOACTBO U BBO3 B Poccuiickyto ®egepaumto
JIEKapCTBEHHbIX NPENapaToB B YNakKoBKaX C MapKMPOBKON, KoTopas bbiia HaHeCceHa A0 OHSA BCTYMNNIEHUS B
cuny HacToswero ®efepanbHOro 3akoHa. Mo NCTevYeHUn yKasaHHOro Cpoka faHHble IeKapCTBEHHble
npenapaTbl MOTYT OTMYCKaTbCA, Peasin30BbiBaTbCS, NEPeAaBaThCA U MPUMEHATLCA A0 UCTEYEHNS NX CPOKa
roaHocTu. (JonosHeHne YacTblo - PegepasibHblil 3aKoH 0T 11.10.2010 Ne 271-93)

4. Co OHA BCTYNJeHUs B cnny HacTosawero ®enepanbHoro 3akoHa v no 30 anpens 2011 roga
BKJIIOYNTENIEHO LOMYCKAeTCs NpOBeAeHNE IKCNEePTM3bl JIEKAPCTBEHHbIX CPeACTB 3KCNEPTaMm 3KCNEPTHOro
YYPEXAEHUS 00 MPOXOXKAEHUSA MMM aTTeCTalMmM B NOPALKE, YCTaHOBJIEHHOM YMNOJIHOMOYEHHbIM
henepanbHbIM OPraHOM UCNOJIHATENBHON BAACTH.

5. Co fHA BCTynneHusa B cuiy HacToswero ®enepansHoro 3akoHa 1 no 31 pnekabpsa 2013 roga
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BKJIIOYNTENIbHO OCYLLECTBASETCA Nepexos K Mpou3BOACTBY JIEKapCTBEHHbIX CPEACTB B COOTBETCTBUN C
npasnjammn opraHmsaLm NPon3BoLCTBa U KOHTPOJIA KayeCTBa JIEKapCTBEHHbLIX CPeACTB, YKa3aHHbIMU B
Yyactn 1 ctaTbu 45 HacTosAwero PefepanbHOro 3akoHa, B nosHoM obbeme. Cpokm nepexofa Npou3BoACTBa
JIEKAPCTBEHHbIX CPEACTB K UX MPON3BOACTBY B COOTBETCTBMM C KOHKPETHbLIMU TPEBOBAHUAMMN AaHHbIX
npaBwWJ, BKJIDYas CPOKM aTTeCcTaLlumn ynoJIHOMOYEHHbIX JINL, YKAa3aHHbIX B YacTAX 6 U 7 cTaTbn 45
HacToswero ®eaepanbHOro 3akoHa, yctaHaBaueatoTcs MpaButenscTBoM Poccuinckon ®egepauymn.

6. JInueH3nm Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BbiAaHHble A0 1 AHBapsa 2014 rona, AeNCTBYIOT
nocne 1 sHeaps 2014 roga A0 UCTEYEHUS CPOKa UX OENCTBUSA NPW YCIOBUN COOTBETCTBUS NLEH3NATa
npasmnjam opraHn3aLnm NPON3BOLACTBA N KOHTPOIA Ka4yeCTBa JIEKaPCTBEHHbLIX CPEACTB, YKa3aHHbIM B
yacTu 1 ctatbu 45 HacToswero defepasibHOrO 3aKOHa.

7. DopMuUpoBaHMe rocygapCTBEHHOMO 3aaHNA Ha NMPOBeAEHNe 3KCNepTU3bl IeKapCTBEHHbIX CPeACTB
thenepanbHOMY rocyfapCTBeHHOMY BI0OAXKETHOMY YHPEXAEHNIO MO NPOBEAEHNIO 3KCNEPTU3bI
JIEKAPCTBEHHbIX CPEACTB U (hHAHCOBOE obecrneyeHne BbIMOSHEHUS 3TOMO 3a4aHNS OCYLECTBASIOTCS B
nopsgke, yctaHossieHHoM defiepasibHbIM 3aKOHOM 0T 12 aHBaps 1996 roga Ne 7-03 "O HeKOMMepYeCcKmx
opraHusaunsx”. (JlononHeHme YacTblo - PegepasibHbi 3aKoH 0T 29.11.2010 Ne 313-93)

Mpe3npeHT Poccunckon ®epepaumn [.Mensenes
Mocksa, Kpemib

12 anpens 2010 ropa

Ne 61-03
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