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Pﬁzer

YBaxaemble naptHepsil

B CBA3U ¢ 3aNPOCaMH Ha TPEAGCTAIBAEHAE HOKYMEBHTOB, NOATBEPHASIOUMX KAYeCTEO nocTapAnemol QDO ldaiiaep
HMHHOBaUKK [aanee — OGLWECTBOM) NPOAYKLNM, HACTONLMM NMCHMOM MHDOPMIPYEM BAC O HUMECIEaYIOULEM,
npepﬁ(‘:murpeuHoe 4aCTb0 2 cTaTen 52.1 esepanpkoro 3akoHa ot 12.04.2019r. Neb1i-03 <<06 obpaweHvu
NexapcTaeHHbLIX  CpeacTe>>  ROATBEDHACHWE  BBOZUMOre AEKapCTBEHHOrO  npenapata  1pefoBaHnAm,
YCTBHOBABHHGIMA NPH  €r0  fOCYAJPCTDEHHOA  PEruCTPaLMY, YOONHOMOUBHHBIM  AMLOM npowapogutens
NIEKAPCTBEHHBLIX CPE/LTE UAW NDEACTABUTEAM OPraHKIAUMK, OCYILIECTBARIOWEN BBO3 NEKAPCTBEHHOIO npenapata
B Poccuiickyio Desepaumio U YROAHOMOYEHHON MHOCTPaHHLIM nponanoauTenem JCKapPLTBEHHLIX CPeaCTB —
npeaocrasnaerce  OGilecteom 8 PocsppabHag3op nepeg, BEOAOM B TpamAaHckul 060pOT KAWA0H NapTMu
BE03UMOre 8 Polcnilckylo Mlegepaunid AeKapLTEEHHOrD NPenapaTa gna MeguUMHCKero NPUMEHEHNSA, KaK 370
33KPENAEHO B YKAIAHHOA Bblie CTatbe DEAEPAALHOrO 3axoHa. MNpenocTasnenve ABHHOIO AOKYMEHRTZ nocne
BEEREHWA B rpamaaHcrii 06OpoT He NPpeaycMOTPEHD $eaepanbHbiM 3aKOHOM.

WHPOpMAUMA O NPEHPALIERNY IPBKAAHCKOTO 060poTa  cepuu MAM NapTHi NexapcTeeHHoro  npenaparta
PasmeulaeTch deaepansHoit cryxBoi no Hapsopy 8 cdepe 3apasooxpaHerus b TeweHHe 3 pabounx fHel co fiHA
NPHHATHA PEWEHNA O MPERPALIEHMU TPANRAHCKOrD 060poTa Ha CBoeM ODALMAALHOM CaHTE B MHPOPMAUHOHHO-
TEAEKOMMYHHKBUUOHHOH ceth <<HHTepHeT>> ¢ cobaaeHuem TpeGobaHui 3aHOHOARTeNLCTBa Poccuickon
denepaurn 0 KOMMEPYECHOR Y HHOK OXPaHABMONR 3aKOHOM TaliNe.

+ Kpowme Toro, Ha caite Poc3apanianiopa pasmelutena <<[TamaTka NO NpHemKe NeRapCTBEHHBIX npenapatos 8
CBA3U C BCTYNAeHWEM 8 agidcteve ¢ 29 noalpa 2019 r HosOro noOpAaKa BOOAE NEKAPCTBEHHLIX NPENAPATOR B
rpaMaaHckUiA  050poT>> (aanee - MamATka), N0 CyTh He ABNAIOWAACA HOPMATMBHLIM aKTOM, HO BbIPAKAIOLWAR
NO3KUMIO TOCYABPCTREHHON ChymObl N0 HaA3opy 8 cdepe 3apasooxpaMerua. B n.1 MaMATKM yKazaHo, uto
<<cepuu({napTnit) ACKIRCTOEHHLIX NPENaPaTos, MOCTYNAOWHX B TPAXAAHCKWN 060poT nocne 29 HoAaGpa 2019 r, He
GyAyT cONpPOBOWAATLEA ACHYMEHTIMM, COAEPMAUMMU CBEAGHHA O 3aPEFUCTPUPOBAHHLIX Hexnapaupax o
COOTBRTCTBMM W BLIAGHHLIX, CEPTUOUKBTAX COOTBETCTBMA>>.01.2 MAMATKM FOBOPUT O TOM, W10 NOCTABKA
NeKapCTBEHHLIX NDENApPaT0s MOMeET, HO He 0BA3aNA, CONPOBOMABTLEA NACNOPTOM (CepTUQUKATOM) NPOU3BOAUTRAR
O CODTBETCTAUM  CEPWA  MIRKAPCTBEHHOTO  NPENApaTa  HOPMaTMOHOW  AOKYMEHTIUMM: MNOATEEpMASHUEM
YNOAHOMOUEHHOO MUY NPOMSBOAUTENA O CONTEETCTBUM BBOIMMOrO NEKAPCTBEHHONO fpenapara TpeboBaHWAM,
YCTAHOBACHHLIM NPA Er0 rOCYAAPCTBEHHOR PEIUCTPEUMHK. 3AKOHHOCTD HAXOWMAEHWR NApPTHK B FPAKOEHCKOM
obiopoTe npoBepAETCA Yepes odHUMAALHLER CaiT PacaapacHagiopa.

TakvM 06pa3om MpeAocTaBieHne AOKYMEHTOB., NOATEEPHAMOWNK KaUECTBO NOCTABNREMOI NPOAYKLMM He
RBAAETCA 0GA3aTeALHBLIM, AFHHbIE AOKYMEHTH! He Byayr npeaccrann OGIUECTBOM B HOMNAEKTE OTFPYIOUHBLIN

AOKYMEHTOD Ha4uKHanA ¢ 31 mapta 2021 rona. Bea Neoﬁxa,qn;?ﬂ,m M3LNA O ceprAax, saeaeHHbix 8 oBopoT nocne
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29 wonbpa 2019 roaa, AOCTYNHA Ha caiiTe Poc3gpasHaazop

C ysameHuvem,

Xapuroxos CemeH
PyxoBoauTent HanpaBAEHHA NPON3BOACTBEAHOMO
AAGHUPOBAHMA U NOTNCTHHM
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Wen, lilnoGuna HU.
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GEAEPAALHAR CAYXKBA TIO HAASOPY

«CBefeHNA, BHeCeHHBIe B aBTOMaTMIMPORAHHY MHOPMALWOHHYI0 CucTeMy PocagpaBHagaopa nepes sB0A0M B

rpamgaHcknia 05opoT cepui, NapTUA NeKapeTeeHHBIX CpepcTe/ MHhopMauwWa 0 BulgaHHEX PoC3apaBHAg30pOM paspelleHnAx
Ha BBOA B rpaxgaHcKuil obopoT B Poccuitckor GegepaLium cepun uan NapTMu MMMYHOSKMONOrMYECKOra NeKapCTBEHHOMO

npenapara, NO COCTOAHWIO Ha 15.11.2024 14:48»
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