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NMPABUTENIbCTBO POCCUACKOW ®ELEPALIAN
NMOCTAHOBJIEHME
OT 29 ABI'YCTA 2020 I'. Ne 1310
MOCKBA

06 yTBepxxaeHun Mpasna GopMUPOBaHUS MEPEYHS IEKAapPCTBEHHbIX NPenapaToB, He BK/IOYEHHbIX B
nepeyeHb XXN3HEHHO HEOOXOAMMBIX N Ba)XHEMLLNX IEKAPCTBEHHbIX MPEnapaToB, B OTHOLLIEHNN KOTOPbIX
yCTaHaBAMBAIOTCA NpefesibHble OTMYCKHbIE LieHbl NPOU3BOAMTENEN, NPelesibHble pa3Mmepbl ONTOBbLIX
HanbaBoK 1 NpeaesnbHble pa3Mepbl PO3HMYHbLIX HaA0aBOK K (haKTUYECKMM OTMYCKHbIM LIeHaM
npounssoguTenen

B cooTBeTCTBUM C YacTbto 2 cTaTbk 60 PepepanbHOro 3akoHa "06 obpalleHnn nekapCcTBEHHbIX CpeacTs”
MpaBuTenbCTBO Poccninckon Pegepaumm NOCTaHOBASAET:

YTBEpAnTb Npunaraemole Mpasuia GopMUPOBaAHNA NEPEYHS JIEKAPCTBEHHbIX NPenapaToB, HEe BKAOYEHHbIX
B NepeyeHb XU3HEHHO HEOBXOAMMbIX U BaXXKHEWNLLNX JIEKAPCTBEHHbIX NPEnapaToB, B OTHOLWEHUN KOTOPbIX
yCTaHaBAMBAOTCA NpefesibHble OTNYCKHbIE LieHbl MPOU3BOAMTENeN, Npefe/ibHble pa3Mepbl ONTOBbIX
HanbaBoK 1 NpeaesbHble pa3Mepbl PO3HMYHLIX HaAbaBOK K (haKTUYECKMM OTMYCKHbIM LieHaM
NpPoun3BOANTENEN.

MpencenaTtens MNpaBuTenbCTBA
Poccuinckon ®epepaunyt M.MuwyctmH

YTBEP>XEHbI

nocTaHoBieHUeM lMpaBmTenbCTBa
Poccuinckon ®epepauun

oT 29 aBrycta 2020 r. Ne 1310

MPABWJIA

hOpMMPOBaHMS NEPEYHS JIEKAPCTBEHHbIX NMPEnapaToB, HE BK/YEHHbIX B NMepeYeHb XXN3HEHHO
HEeoBXOANMBIX 1 BaXKHEMLIMX IeKaPCTBEHHbIX NPenapaToB, B OTHOLWEHNN KOTOPbLIX YCTaHAB/IMBAKOTCS
npenenbHble OTMNYCKHbIE LIEHbI MPOM3BOANTENEN, NPpeaebHble pa3Mepbl ONTOBbLIX HAa0aBOK U NpefesbHbIe
pa3Mepbl PO3HUYHBIX HaAbaBOK K haKTUYECKMM OTMYCKHbIM LieHaM Npoun3BoanTeNen

1. HacTtoswwme Mpasuna onpenensioT NopanoK oOpMMPOBaHNA NEPEYHS IeKapCTBEHHbIX NpenapaTos, He
BKJIIOYEHHbIX B MepeYeHb XMN3HEHHO HEOBX0ANMbIX N BaXKHENLLMX NIeKapCTBEHHbIX NpenapaToB (aanee -
JleKapCTBEHHbIE NpenapaTbl), B OTHOLWEHNN KOTOPbIX YCTaHaBAMBAOTCA NpefesibHble OTMYCKHbIE LieHbl
Nnpon3BOANTENEN, NpelesbHble pa3Mepbl ONTOBbLIX HaAbaBOK 1 NpeaesbHble pa3Mepbl PO3HMYHbLIX HaabaBoK
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K (haKTUYECKNM OTMYCKHbIM LIeHaM Npou3BoaANTENEN (Oafee - MepeyeHsb).

2. OpraHbl rocysapCTBeHHOM BnacTu cybbekToB Poccuiickon ®epepalimm BnpaBe HanpaBuTh B
depnepancHyto cyxby no Haa3opy B chepe 34paBOOXpPaHEHNA B (DOPME INEKTPOHHOr0 4OKYMEHTA,
NOAMWCAHHOI0 YCMAEHHOW KBaIMPULMPOBAHHON 31IEKTPOHHON NOANMUCHI0, 3asBNIeHNe 06 YCTaHOBNEHNN B
OTHOLUEHUW NeKapCTBEHHOrO NpenapaTta NpefesbHOro pasMepa OTNYCKHOW LieHbl MPOU3BOAUTENS,
npeaenbHOro pasMmepa oNToBoW HaabaBky 1 NPefebHOro pa3Mepa PO3HNYHON HaabaBKM K PaKTMYECKOW
OTMYCKHOW LieHe Npon3BOAMTENS (Lanee - 3as8BeHune).

3. 3aaBaeHne O0/HKHO cogepXXaTb crelyowmne ceegeHuns:

a) TOpProBoe HaMMeHOBaHNE IEKapPCTBEHHOMO NpenapaTa, MeXXAyHapoAHOe HenaTeHTOBAHHOE, NN
XUMUNYECKOoe, UK rpynnupoBOYHOE HaMMEHOBaHWE SIeKapCTBEHHOr0 NpenapaTa, IeKapCcTBeHHan Gopma,
[03UPOBKaQ;

6) nata 1 HOMep perncTpaLnoHHOro yAoCTOBEPEHUS, BbILAHHOIO B COOTBETCTBMM C DefepabHbIM
3aKoHOM "O6 obpallieHnn nekapCcTBEHHbIX cpeacTB" nam pewweHneMm Coeta EBpa3nnckon s3KOHOMUYECKON
KoMuccmm oT 3 Hoabps 2016 r. Ne 78 "O lMpaBrnax perncTpauum n 3KCNepTusbl TIEKApCTBEHHbIX CPEeACTB
AN MeANLMHCKOro NpuMeHeHna" (ganee - perncTpaunMoHHOe yO0CTOBEpPEHME);

B) HAMMEHOBaHMe fepXXaTens UM Bnafesbla perncTpaunoHHOro yaoCTOBEPEHUS;

) npeanaraemMble K yCTaHOBAEHWNIO NpefesbHbIN pa3Mep OTMNYCKHON LieHbl MPOU3BOAMTENS Ha
JIeKapCTBEHHbIV NpenapaT, NpeaesbHblA pa3Mep onToBOW HagbaBku 1 NpefesibHbIA pa3Mep PO3HUYHON
HafLbaBKM K (PaKTUYECKOWM OTNYCKHON LieHe NPON3BOANTENS HA IEKAPCTBEHHbLIN Npenapar;

1) 0boCcHOBaHMe NpeACcTaBAEHHOr 0 3asBIEHUS.

4. K 3asBNeHNI0 MOrYT NpuaaraTbCs AOMNONHUTESNbHbIE OOKYMEHTbI.

5. ®enepansHas cnyxba no Hag3opy B chepe 34paBOOXPaHEHMSA B CPOK, He MpeBbiwatowmnin 5 paboynx
LHEN CO OHA NonyyYeHns 3aaBneHns, POPMUPYET MPOEKT NepeyHs, a TakXXe NpeasoXXeHns ¢ yKasaHueM rno
KaXX[40MYy HaUMEHOBaHMIO IEKapCTBEHHOMO NpenapaTa NpefensHoro pa3Mepa OTnyCKHOW LieHbI
Npou3BOANTENS, NPELENbHOr0 pa3Mepa ONTOBON HaabaBKM 1 MpefesbHOro pa3Mepa PO3HMYHOW HaabaBKuy
K (DaKTU4eCKOW OTNYCKHON LieHe NPON3BOAMTENS U HanpaBaseT ux B MUHUCTEPCTBO 34PaBOOXPaHEHMS
Poccunckon ®epepaumm nnbo B Ciyvae HeLOCTAaTOYHOCTY CBEAEHWI, YKa3aHHbIX B MYHKTE 3 HAaCTOALLNX
Mpasun, nucopMmupyeT 06 3TOM OpraH BNacTW, HaNPaBUBLLWIA 3asBeHNE, B (POPME 3EKTPOHHOIO
LOKYMEHTa, NOAMNNCAHHOr0 YCUAEHHON KBAaAN(PULMPOBAHHON 3/1€KTPOHHON NOAMUCHIO.

6. B yCcnoBumsx 4pe3Bbl4aliHOM cMTyauun n (Man) npm BO3SHUKHOBEHUN YrPo3bl pacnpoCTpaHeHNS
3aboneBaHuns, NpeacTaBAAOLWEr0 0NACHOCTb 4S8 OKpY»Kalowmux, MMHUCTEPCTBO 34PaBOOXPaHEHNS
Poccuinckon ®degepaunm B CPOK, He NpeBbiwaowmin 3 paboymx gHen Co AHS NOyYEeHNs NPOEKTa NepPeYHs 1
NpeasioXXeHUn, ykasaHHblX B NyHKTe 5 HacTosAwmx Mpaswi, BHOCUT B [paBuTebCTBO PoCCMCKON
®efepaumm NpoekT akTa MpasuTtenscTBa Poccuinckon Pepepauun 06 ycTaHOBNEHNUN NpefefbHbIX
OTMNYCKHbIX LleH MPOU3BOAMTENEN HAa NEKAPCTBEHHbIE NpenapaThl, NpefesbHbIX Ppa3MepoB OMTOBbIX
HafLbaBOK 1 npefenbHbIX Pa3MepoB PO3HUYHbIX HaABaBOK K PAKTMYECKMM OTAYCKHbIM LeHaM
NPOU3BOANTENEN Ha JIEKAPCTBEHHbIE NpenapaThl 1 00 YyTBEP)KAEHUN NePeYHS.

7. B OTCYTCTBME YpEe3BbIYANHON CUTYaLMK 1 (MAKn) Yrpo3bl pacnpocTpaHeHuns 3abonesaHns,
npeacTaBASALEr0 ONACHOCTb A5 OKPYXXaoLWnX, MUHNCTEPCTBO 34paBOOXpaHeHNs Poccninckom
depepaunm Nocne Noay4YeHNa NPoeKTa NEPEYHS N NPELNIOKEHNI, YKa3aHHbIX B MYHKTE 5 HAaCTOALMX
Mpasun, BHOCUT B NpaBnuTensCTBO Poccuinckon ®efepaLlim B yCTaHOB/IEHHOM NOPSALKE NPOEKT aKkTa
MpaBuTenbcTBa Poccuiickon Penepaunn o npoeneHnn PeagepanbHon cnyxboi no Hag3opy B cepe
34paBOOXPaHEHNS MOHUTOPUHIA PO3HUYHLIX LIeH Ha SIeKapCTBEHHbIE npenapaThl.

8. B cnyyae ecnm B TeveHme 30 KasnieHOapHbIX OHEN nocae NpuHATUS NpaBuTenbCcTBOM Poccninckon
depepaunmn peleHns, YKasaHHOro B MyHKTe 7 HacTosAwmux MpaBu, BbIIBIEH POCT PO3HUYHbBIX LIEH Ha
NeKapCTBeHHble NpenapaThl Ha 30 npoueHToB 1 bonee, ®epnepancHas cayxba no Hagsopy B chepe
3[1paBOOXPaHEHUS B CPOK, HE MpPEeBbILAOWNA 5 paboynx OHER CO AHA 3aBepLUEHNS MEPONPUATUIA MO
MOHUTOPWHIY TakuX LieH, POopMUPYeT NPOEKT NepeyHs, a TakXe NPeanoXKeHUs ¢ yKkasaHneM rno Kaxaomy
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HauMeHOBaHMIO NeKapCTBEHHOr 0 NpenapaTa NpeAesibHOro pa3Mepa OTMYCKHOW LieHbl MPOU3BOAMUTENS,
npenenbLHOro pasMmepa oNToBow HagbaBky N NpPefenbHOro pa3Mepa PO3HNYHON HabaBKM K PaKTMYECKOW
OTMYCKHOW LieHe NPOoV3BOANTENS 1 HanpaBaseT nx B MUHNCTEPCTBO 34paBoOOXpaHeHns PoOCCUnCKow
depepauymn.

9. MMHUCTEPCTBO 3a4paBooxpaHeHns Poccminckon defepauum Nocae noayyeHns NpoeKTa nepeyHs u
npeaJsioKeHNN, yKa3aHHbIX B MyHKTe 8 HacTosawwmx Mpasun, BHOCUT B [paBuTensCTBO POCCMINCKON
defepauunm B YCTaHOBIEHHOM Nopsaake NpoekT akTa MpaBntenscTBa Poccuinckon ®epepaunm 0b
YyCTaHOBNEHUN NMPefesibHbIX OTMYCKHbIX LLeH MPOM3BOANTENEN Ha IeKapCTBEHHbIE NpenapaThbl, MpefesbHbIX
pa3MepoB ONTOBbLIX HaAbaBOK U NpeaesibHbIX Pa3MEPOB PO3HNYHBLIX HaAOaBOK K (haKTUYECKMM OTMYCKHbIM
LeHaM Npoun3BOAMTENEN Ha NEeKAapCTBEHHbIE NMpenapaThl U 06 yTBEPXXAEHUN NepeyHs, a Takxe
nHopmmpyeT 06 3TOM AepxaTens uau Bnagesbla perucTpaunoHHOro yaoCToBepeHus.

10. MpepenbHbIA pa3Mmep ONTOBON HaAbaBKM U NpefesbHbIA pa3Mep PO3HUYHOW HagbaBKy K (haKTUYeCKon
OTMYCKHOW LieHe NPOoVn3BOANTENS Ha IeKapCTBEHHbIN NpenapaT yCTaHaBAMBAOTCSA B OTHOLLEHUN KaX[0ro
cybbekTa Poccuiickon ®epepaumu.
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