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YBarkaembie naptHepb!!

B cBA3M € 3aNpOCaMK Ha NPEAOCTABAEHUE JOKYMEHTOB, NOATBEPKAAI0LMX KA4ECTBO nocTasnaemoit 000 Mpaiisep
WHHoBauUWK (aanee — O6LLECTBOM) NPOAYKLMHK, HACTOALMM TMCEMOM MHOOPMUPYEM BAC O HUKECNEAYIOLLEM.
MpeaycmoTpeHHoe 4acTbio 2 cTatbu 52.1 deaepanbHOro 3akoHa ot 12.04.2019r. Ne61-®3 <<06 obpalueHnu
llekapcTBeHHbIX  CPEACTB>>  NOATBEPW/EHME BBOIUMOrO  NIeKapcTBeHHOro npenapata Tpe6osaHuam,
YCTAHOBNIEHHbIM MPH  E€r0  rOCYAapCTBEHHOW pPerucTpauuM, YNoNHOMOWYEHHbIM /IMLOM  NpPOM3BOSUTENA
NEKAPCTBEHHbIX CPEACTB WK NPEeACTaBATENeM OPraHM3aumK, OCYLUECTBAAIOWEN BBO3 NEKapCTBEHHOFD npenapata
8 Poccuiickylo Denepauyio U YNOAHOMOYEHHOW WHOCTPaHHLIM NPOM3BOAWTENEM NEKAPCTBEHHbLIX CPeACTB —
npepocrasnnetca O6wectsom B Poc3gpasHaasop nepej BBOAOM B rpaMaaHCKUW obOpOT Kamaoid napruu
8803WMOro 8 Poccuilckylo denepaumio NeKapcTBEHHOMO npenapata AnA MeAWMUWMHCKOro NPUMEHEHWA, Kak 3T
3aKPENNeHO B YKa3aHHOW Bulwe cTaTbe deAepanbHOro 3akoHa. peaocTaBneHve AaHHOro AOKYMEHTa nocne
BBEAEHWUA B rPa)KaaHcKui 060pOT He NPesycMOTPEHO PeaepasibHbIM 3aKOHOM.

MHPOpMaUnA O NPEKPaWEHnn rpamaaHckoro obopoTa cepuv WAWM MapTMM  NEK3APCTBEHHOro npenapata
pasmewaetca PegepanbHoit cnywboit no Hap3opy B chepe 34paBOOXpPaHEHUA B TeyeHWe 3 pabouunx aHel co aHA
NPUHATAA PELUIeHUA O NPEKPALLEHNUU TPAKAAHCKOro 060POTa Ha CBoeM ODUULMANBHOM CaiiTe B UKPOPMaLUUOHHO-
TENEKOMMYHHKALMOHHOM CeTh <<WHTepHeT>> c cobniogeHvem TpebosaHWii 3akoHopaTenncTsa Poccuitckom
denepauu 0 KOMMEPYECKON U MHOI OXPAaHAEMON 3aKOHOM TaliHe.

Kpome Toro, Ha caite PocsgpasHag3opa pasmelleHa <<flamAaTka no NpUemKe NeKapCTBeHHbIX NpenapaTtoB B
CBA3W C BCTYNAeHuem B aeiictBue ¢ 29 HoABpa 2019 r HOBOro NOpsAKa BBOAA NEKAPCTBEHHLIX NPENapaTos B
rpaspaHcknii oBopoT>> (panee - MamaTka), NO CYTM He ABNAIOLLAACA HOPMATUBHLIM aKTOM, HO BbIpaXaloWan
Nno3vuMIO rocysapcTeeHHoW cny:kbbl Mo Haa3opy B cpepe 3apasooxpaHeHna. B n.1 MamAaTku ykasaHo, 41O
<<cepvu(napTuu) NEKapCcTBEHHbIX NPEnapaTos, NOCTYNAOWMUX B rpaxaaHckui obopot nocne 29 Hoabpa 2019 r, He
6yoyT CONpOBOMAATLCA AOKYMEHTaMK, COAEPMallMMU CBEAEHMA O 3aperucTpUpOBaHHLIX AEKNapauuax o
COOTBETCTBMM W BblA@HHbIX CepTUdMKaTax COOTBETCTBMA>>.M1.2 NaMATKM rOBOPUT O TOM, HTO MOCTaBKa
NeKapCTBEHHbIX NPENapaTos MOMET, HO He 06A3aHa, CONPOBOXKAATLCA NAacNOPTOM (CepTUGUKATOM) NPOU3BOAUTENRA
O COOTBETCTBMM CEpPWMM /IEKAPCTBEHHOTO npenapata HOPMaTUBHOW AOKYMEHTAUMM: MOATBEPKAEHUEM
YNOAHOMOYEHHOrO U3 NPOW3BOLUTENA O COOTBETCTBUM BBO3MMOrO /IeKapcTBEHHOro npenapara TpeboBaHUAM,
YCTAHOBNEHHLIM MPU o rocyAapcTBEHHOW PerMcTpaumnn. 3aKOHHOCTb HaXOMKOEHUA NapTUW B rpamaaHCKom
obopote nposepaeTca Yepes odpuLManbHbIA CAUT PocsapaBHagsopa.

Takum obpasom npepocTasBneHne AOKYMEHTOB., NOATBEPKAAIOWMX KAYECTBO NOCTaBAAEMOW NPOAYKUWUMU He
ABNAETCA 06A3aTeNbHbIM, AAHHbIE AOKYMEHTLI HE ByayT npe,qonaan;z' A OOWwecTBOM B KOMNNEKTE OTIPY304HbIX
[LOKYMEHTOB HauuHan ¢ 31 mapTa 2021 roaa. Bea Heobxoauman MHbEPMaLnA 0 cepuax, BBEAEHHDLIX B 0B6opoT nocne
29 Hoabpa 2019 roaa, AoCTyNHa Ha caiTe Pocsnpaanagaop,a'.)
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«CBefieHnA, BHECEHHbIE B aBTOMaTU3NpOBaHHY0 MHbopMaLMoHHYI0 cucTeMy PocsapaeHaj3opa nepep BBOAOM B
rpaxaaHCcKnin 06opoT Cepuil, NapTUA NekapcTBEHHbLIX cpefcTs/ MHdopmMauma o BbiAaHHbIx Poc3gpasHag30poM paspeleHnax
Ha BBO/, B rpaxaaHckuin odopoT B Poccuitickon ®epepauun cepum Wav NnapTmm MMMYHOBMOIOMMYECKOro IeKapcTBEHHOMO
npenaparTa, No coctoAaHuio Ha 04.09.2025 10:28»
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