PARRCK

2217-04-2022 ot 12.04.2022T.
Bcem 3auHTEpecoBaHHLIM MuLaM

YBarkaemble naptHepsb!!

B cBf3Y Cc 3anpocamu Ha NPeACCTaBNEHWE AOKYMEHTOS, NOATEE P ABIOLIVX KBYECTBO NOCTaBNAEMOM
npoaykuuu- 000 «MepK», HaCTOALMM NUCHLMOM MHGOPMUPYEM BAC O HUMKECEAYIOLLEM.
flpeaycMOTpeHHOE YacTbio 2 cTaThu 52.1 degepansHoro 3akoHa ot 12.04.2019r. Ne61-$3 «06
obpalueHni JlekapCTBEHHLIX CREACTBR NOATBEPMfeHHe BBO3UMOTO JeKapcTBEHHOIO NMpenapara
rpeBoBaHKUAM, YCTAaHOBAEHHBIM NPU EF0 FOCYAAPCTBEHHON PerucTpauuy, yNo/lHOMOUYEHHbIM AULOM
NPOW3BOAMTENA JIEKAPCTBEHHLIX CPeACTB MM NPeacTaBuTe/leM OPraHU3aLiMK, OcyLecTBAmIoW ek
BBO3 JIeKAPCTBEHHOro npenapara B Poccuiickylo Pegepaumio M yNoAHOMOUEHHOR MHOCTpaHHbIM
NPOUBCAUTENEM NeKapCTBeHHBLIX CPpegcTB — npefocTasnserca Q00 «Mepk» B PoczgpasHagzop
nepep, BEOAOM B rpawmaaHckuil oBopoT Kawaol naptuy BBo3uMOro 8 Poccuiickyo Pepepaluio
NeKapcTBEHHOIO NpenapaTta Ana MeMLMHCKOTO NPUMEHEHWA, KaK 3T0 3AKPenieHO B yKadaHHOH
Boile cTaThe PegepanbHOro 3akoHa. [pedocTaBiAeHUME [OKYMEHTA KaYecTBa NocAe BBEAEHWA B
rpapaanckuii 060poT He npesycMoTpeHo PegepantHbiM 3aKOHOM.

Mudopmauma o npexpalleHu rpawaalckoro obopota Cepui WK MAapPTUUM  NeKapCIBeHHOro
npenapaTta pasmewaerca $egepansHoit cayGoi no Hagsopy B chepe 3ApaBOOXpAHEHMA B
TeueHue 3 pabounx gHelt CO OHA NRPUHATHA pelleHna O NpekpalleHu rpaxaaHckoro obopota Ha
cBoem  oduumancHom caitte ¢ cobniogeHuem TpeboBaHuili 3akoHogarenscTBa Poccuiickolt
depepauynn 0 KOMMEPYECKODI M MHON OXpaHAemOoi 3aKOHOM TaiiHe.

Kpome Toro, Ha caitre PocaapaeHag3opa pasmettieHa «MamaTka No NMPUEMKE JEKaPCTBEHHLIX.
MpenapaToB B CBA3M C BCTynAeHWem B gedicteue ¢ 29 woa6pa 2019 r HoBoro nopagka BBOAA
JIeKapCTBeHHBIX NMPenapaTos B rpaxaaHckuii obopor»{ganee MamATKa), No CYTW He ABAAIOWIAACA
HOPMaTMBHbIM AKTOM, HO BbIpaMalowWwaa NOBMLMIO rocyaapcTeenHoi cnyxbel no Hagzopy B chepe
aaparooxpaHeHua. B n.1 MamaTku ykasaHo, yTo «cepun(napriuM) AeKapCTBEHHBLIX NMpenapaTos,
nocTynamwmx B rpamaaHckuii obopor nocne 29 Hoabpa 2019 r, He Bygyt conpoBoMaaTLCA
ACKYMEHTAMU, COEPHALMMU CBEAEHUA O 3aPETMCTPUNOBAHKLIX AEK1apauyAaX O COOTBETCTBUKU |
BblA@HHLIX cepTuduKaTax cooTBeTcTeMA®. B n.2 MamATKY rOBOPUTCA O TOM, UYTO ROCTaBKa
NeKapcTBeHHbIX NPENapaTos MOoMeT, HO He 06A3ana, conposaxkAaaTheA nacnoptom (cepTndurarom)
NPoOU3BOAKTENA © CODTBETCTBMM CEPUM NEKapCTBEHHOTIO NpenapaTta HOPMaTMBHOMN SOKYMEeHTALMM:
NOATBEPHAEHNEM YNOAHOMOUEHHOIO ANuua NPOMSBOAWTENA © COOTBETCTBMM BBOIMMOIO
NeKapcTBeHHOMN npenapata TpeGoBaHWAM, YCTAHOBJASHHBIM NPKH  €ro  rocynapcTBeHHON
PEFUCTPALMH. 38KOHHOCTE HAXOMAEHWR NapTUM B TpaXAgaHckom oBGOpoTe NpoBepAsTCA Yepes
oduumanbHbIif caitT PocagpasHagsopa.
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Takum oBpasom npepoCTasneHne [OKYMEHTOB, NOATEBEPKAAIOIMUX KAYecTBO NOCTaBAAEMOM
NPOAYKUMK He ABNAETCA 0BA3aTENbHBIM, JaHHbIE AOKYMEHTbI He 6yayT npepocraeaatbea 000 Mepk
B HOMN/NEKTe OTIPY30YHLIX AOKYMEHTOB HaunHar ¢ 01 wous 2022 roga. Bca Heobxoauman
uHbopmauua o cepuaAx(napTuax), BBEAEHHBIX B oBopor nocne 29 Hoabpsa 2019 roaa, aocTyNHA Ha
caifve PocsgpaBHagsopa.
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PEAEPAALHAL CAMHEEA N0 HAAS0PY
PABC I PAHEHMA

B OPEPE 34,

«CBefeHMnA o0 BBOAE B rpaxgaHckmnim odbopoT B Poccuinckon depepaymm nekapCTBEHHbIX
cpencTs No coctoAHMIo Ha 11.07.2022 10:06»

Oprannzanusi,

NO015039/01-211108

JlaTa BHeceHHsI B IIpousBoaurens Caenenus o Homep Howmep, nata
Toprosoe . BBIIYCTHBIIASI B
AHC (BBIMYCKAOIIH Crpana CTaJHsIX HopmaTHBHasi JOKYMeHTALHs . cepHH, pasperieHHst Ha
HaHMeHOBaHHe rPaKTAHCKHH
Poc3npaBnamzopa KOHTPOJIb) MPOH3BOJICTBA napTHH HIIIIT
obopot
ITNO015039/01-211108; Uam. Nel x IT
N015039/01-211108; H3m. Ne2 k I1
DyTUpoKc®; TabNeTKH NO015039/01-211108; U3m. Ne3 x IT
100 Mkr 25 wr., o ) Mepk KI'aA, N015039/01-211108; H3m. Ned k I1 " )
08.06.2022 Gmicrepst (4), mauku | MePK KIaA e [ NO15039/01-211108; Ham. NeS x IT 000 "Mepx GOICYN
KapTOHHbIE/ ~ NO015039/01-211108; U3m. Ne6 x IT
N015039/01-211108; H3zm. Ne7 k I1
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