06 obpalLeHnn NekapCTBEHHbIX CPEACTB

CtaTbf 62. FlocynapCcTBeHHbIN peecTp npenesibHbiX OTNYCKHbIX
LLeH NpousBoAUTEsIeN Ha JiIeKapCTBEeHHblIe npenaparhl,
BKJIIOYEHHbIe B Nepe4yeHb )XU3HEHHO He0DXOoAUMbIX U
Ba>kKHeMLUMUX JieKapCTBEHHbIX NpenapaToB

1. 3aperncTpmpoBaHHble WK NepeperncTpupoBaHHbie NpeaesibHble 0TNYCKHbIE LieHbl MPOU3BOAMTENEN Ha
NeKapCTBEHHblE NMpenapaThl, BKAOYEHHbIE B MepeYeHb XMU3HEHHO HE0OX0AUMBIX 1 BaXKHENLLNX
JIeKapCTBEHHbIX NPenapaToB, NOANEXaT BKOYEHNIO B FOCYAAPCTBEHHbLIN peecTp nNpeaesbHbIX OTAYCKHbIX
LLeH NPOM3BOAUTENEN Ha SIeKapCTBEHHbIE NpenapaThl, BKJIIOYEHHbIE B NEPeYeHb XXU3HEHHO HEOBXOANMbIX 1
BaXKHEWLLMX JIeKapCTBEHHbIX NPenapaToB.

2. FocypapCTBeHHbIN peecTp npefesibHblX OTMYCKHbIX LeH NPOM3BOAMTENIeN Ha 1IeKapCTBEHHbIE
npenapaTsl, BKJIOYEHHbIE B NepeyeHb XXU3HEHHO HEOBXOAMMbIX N BaXXHENLLNX NEeKaPCTBEHHbIX
npenapaToB, COAEPXXMUT B cebe cnenytoLlyto nHdopmaumio:

1) HauMeHOBaHWe fepxXxaTensa Uan Bnafenbla perucTpaunuoHHOro yaoCTOBEPEHMUS TIEKAPCTBEHHOMO
npenapaTta, HAaMMeHOBaHWe NPOU3BOAMTENS IeKapCTBEHHOIO NpenapaTa, CBEAEHUS O perncTpaumm
LepxxaTens unu Bnagesblia perucTpaLMoHHOro yLoCTOBepeHns NeKapCTBEHHOM0 npenapaTa, CBeAeHns 0
perncrpaumm Npon3BoANTENA IEKAaPCTBEHHOr0 nNpenapaTta A5 MeQULMHCKOro NpyMeHeHns B KavyecTse
HaJsioronsaTesblinkKa B CTpaHe pernctpauum (4158 poCCUNCKMX KPUANYECKUX NnL, - N AEHTURUKALNOHHBIRA
HoMep HanoronnaTenslimka (MHH), ANng MHOCTPaHHLIX IOPUANYECKMX JIL, - CTPaHa perncrpauuu,
HavMeHOBaHWe PerncTpUpPYLLEro opraHa, permcTpaunoHHbIR HOMEep, Ko4 HanoroniaTenblinka B CTpaHe
permcrpaumm (MHKoprnopauumn) Uian ero aHasaor), MecTo HaxoXX4eHns NPOMU3BOLCTBEHHbIX MJI0LLAMO0K,
Yy4aCTBYOLLMX B NMpoLLecce Npon3BOACTBa IEKAapCTBEHHOMO NpenapaTa, C yKa3aHneM CTagum npouecca
Npou3BOLCTBA;

2) HavMeHOoBaHMe NeKapCTBEHHOro npenapaTa (MeXxAyHapoAHOe HenaTeHTOBAHHOE, AN FPYNMNMPOBOYHOE,
NN XUMUYECKoe 1 TOProBoe HauMeHOoBaHWsA);

3) HOMep perncTpauLmnoHHOro yaoCTOBEPEHUS NEKAPCTBEHHOrO NpenapaTa;

4) nekapCTBeHHas hopMa C yKa3aHWeM L03UPOBKM NEKAPCTBEHHOMO NpenapaTa 1 ero KoJim4ecTea BO
BTOPMYHON (NOTPebuTenbCKON) yNakoBKe, a TakKe KOMMIEKTHOCTb;

5) 3apernctpupoBaHHas npefefibHas OTNYCKHas LleHa Ha NeKapCTBEHHbIN npenapaT B pybnsx;

6) nata u HoMep Npukasa ynoJIHOMOYEHHOro (hefepasibHOro opraHa UCNoHNTEIbHOW BAacTu O
roCcyapCTBEHHON perncrTpauumn nam nepeperncTpauum npeaesibHo OTNyCKHON LieHbl Ha JIeKapCTBEHHbIN
npenapaT, BKIOYEHHbIN B NEPEYEHb XXN3HEHHO HEOBXOAMMbIX 1 BaXKHENLINX IEKAPCTBEHHbIX MPenapaTos;
6!) naTa BCTYyNneHWs B CUJy NprKasa yNnoJHOMOYEHHOr o pefepanbHOro opraHa UCnoJIHATESIbHON BJIAaCTW O
roCyAapCTBEHHOW pPerncTpaunmy naym nepeperncTpaunm npeaenbHon oTNyCKHOM LieHbl MPOU3BOAUTENS Ha
NIEKaPCTBEHHbIN NpenapaT, BKAOYEHHbIN B NEPEYEHb XXU3HEHHO HEOBXOANMbIX N BaXKHENLINX
JIeKapCTBEHHbIX NpenapaToB.; ([lonosHeHne NyHKTOM - ®efepanbHbli 3aKoH 0T 06.06.2019 Ne 134-03)

7) WTPUXOBOW KOA, HAHECEHHbIN Ha BTOPUYHYIO (NOTPEBUTENBCKYIO) YNAKOBKY NeKapCTBEHHOMO
npenapata; ([ononHeHne NyHKTOM - efepanbHbii 3aKOH 0T 22.12.2014 Ne 429-D3)

8) KoL NekapCTBEHHOro npenapaTta no aHaTOMO-TepaneBTUYeCKO-XUMUYECKOW Knaccugukaumm,
pekoMeH[0BaHHOM BceMupHon opraHusaumen 3apaBooxpaHeHns. (JononHeHne nyHKToM - @efepanbHbii
3aKOH 0T 22.12.2014 Ne 429-03)

3. FocypapCTBeHHaa perncrpaumns nav nepeperncTpauns npenesibHelX OTNYCKHbIX LEeH Ha JleKapCTBEHHbIe
npenapaTsl, BKJIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOAMMbIX N BaXXHENLLNX NEKAPCTBEHHbIX
npenapaTos, BefeHVe rocyapCTBEHHOIO peecTpa npeaesibHblX OTMYCKHbIX LIeH NPOoM3BOAUTENEN Ha
NeKapCTBEHHbIE MpenapaThl, BKAOYEHHbIE B MEpPeYeHb XN3HEHHO HEOOXOAUMBIX N BaXKHENLLNX
JIeKapCTBEHHbIX NPenapaToB, OCYLLECTBAAIOTCA B NOPSALKE, yCTaHOBAEHHOM [paBnTensCTBOM PocCcrinckom
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®epnepauymm.
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