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Bcem 3anHTEpEecoBaHHbLIM MMuam

YBakaemble napTHepbi!

B cBA3M C 3anpocamm Ha NpeocTaBieHMe JOKYMEHTOB, NOATBE PX/AAIOLIMX KaYeCTBO NOCTaBAA MO
npoAaykuun 000 «MepK», HAaCTOALMM NUCbMOM MHGOPMMPYEM Bac O HKeceayowem.
MpeaycmoTpeHHoe yacTblo 2 cTaThu 52.1 ®epepanbHoro 3akoHa ot 12.04.2019r. Ne61-03 «06
obpalyeHnu JlekapcTBeHHbIX CPeACTB» NOATBEPMH/EHME BBOIUMOIO /IeKapCTBEHHOTO Npenapara
Tpe6oBaHWUAM, YCTaHOBN@HHBIM NPU ro roCcyAapCTBEHHON PErUCTPaLMY, YNIONHOMOYEHHBIM NULOM
NPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB UM NPEACTaBUTeNeM OpraHuM3aLMu, OCYWECTBARIOWENH
BBO3 /IeKapCTBEHHOro npenapara 8 Poccuiickyio ®egepaluio U YNONHOMOYEHHON WHOCTPaHHbIM
NpousBoAUTENEM NeKapCTBEHHbIX CpeacTs — npegocrasnnetca 000 «Mepk» B PocsapaeHagsop
nepes BBOAOM B rpaAaHCKuii 060pOT Kaw/aoi napTuu BBO3MMOrO B Poccuiickyio ®eaepaumio
NeKapCTBEHHOIO npenapata 418 MeAULMHCKOro NPUMEHEHWA, KaK 3TO 3aKPEenneHo B yKasaHHOM
Bbilwe cTaTbe PegepanbHOro 3akoHa. MpefocTasneHme JOKYMEHTa KayecTBa nocie BBeAEHWA B
rpaxaaHcknii 060poT He npegycmoTpero PesepasibHbIM 3aKOHOM.

UHpopmauna 0 npekpalieHnn rpaxgaHckoro o6opota CepuM MW NapTiu  NeKapcTBEHHOTO
npenapara pasmelaetca PegepancHoi cnyxboi no Hagsopy B chepe 34paBoOXpaHEHMA B
TeueHue 3 pabounx AHeN CO AHA NPUHATUA PELIEHWUA O NPEKPaLLeHUH rpaxgaHckoro obopoTa Ha
csoem  oduuManbHoOM caiTe C cobniogeHnem TpebosaHui 3akoHoAaTenbcTBa POCCUIACKOM
depepauyu 0 KOMMEPYECKOW M MHOI OXPaHAEMOI 3aKOHOM TalHe.

Kpome Toro, Ha caiite Poc3apaBHagsopa pasmelleHa «[lamaTtka no NpUMeMKe NeKapCTBeHHbIX
rnpenapaTtos B CBA3W C BCTynneHuem B feilctBue c 29 Hoabpa 2019 r HoBOro nopsagka BBOAA
JIEKapCTBEHHbLIX NpenapaTos B rpa)aaHckuii obopor»(aanee MNMamATKa), NO CYyTU HEe ABAAIOWAACA
HOPMATUBHbLIM aKTOM, HO Bbipaalolaa no3uLUIO rocyaapcTBeHHoN cnybbl no Hagzopy B chepe
3apaBooxpaHeHua. B n.1 MamAaTkM yKasaHo, 4YTO «cepuu(napTuM) NeKapcTBEHHbIX NpenapaTos,
NoCTynalowWmx B rpaxaaHckuii obopor mocne 29 Hoabpa 2019 r, He 6yAyT CONPOBOMAATLCA
AOKYMEHTaMU, COepKallMmmn CBeeHUA O 3aperMCTPUpPOBaHHbIX JeKaapaunax 0 COOTBETCTBUU W
BbIA@HHbLIX CcepTudMKaTax cooTBeTcTBUMA». B n.2 MMamaATKM rOBOPMTCA O TOM, YTO MOCTaBKa
NeKapCTBEHHbIX MPenapaTos MOXeT, Ho He obA3aHa, CONPOBOXAATLCA NacnopTom (cepTuduxaTom)
NPOWU3BOAUTENA O COOTBETCTBUM CEpPUM NIEKapPCTBEHHOTO npenapaTta HOPMaTUBHOW AOKYMEHTaLuK:
NOATBEPKACHUEM YNONHOMOYEHHOTO AMLa nNpou3BOAUTENA © COOTBETCTBMM BBO3UMMOTO
NeKapcTBeHHOro npenapata TpeboBaHWAM, YCTaHOBAEHHbIM MPW E€F0 [OCYAAPCTBEHHOM
perucTpaumi. 3aKOHHOCTb HaxOMAEHWA NapTMM B rpaxpgaHckom obopoTe nposepAeTcs yepes
oduunanbHbIiil calT PocsgpasHagsopa.
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Takum obpasom npegocrasnenue AOKYMEHTOB, NOATBEKAAIOWMX KayecTBO NOCTaBNAEeMOi
NPoAYyKUMM He ABnAeTcA 0bA3aTenbHbIM, AaHHbIe AOKYMeHTbl He 6yayT npepocTaBnaTbca 000 Mepk
B KOMNNEKTE OTrpy30YHbIX AOKYMEHTOB HauuHaa ¢ 01 wuions 2022 roga. Bca Heobxoguman
uHpOpMauma o cepuax(napTuax), BBEAEHHbIX B o6opot nocne 29 Hoabpa 2019 roaa; AoCTynHa Ha
caiite PocsapasHaasopa.
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