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28.03.2023 Ne ®C-KC-2/7183
Ha Ne OT

®denepanpHas ciayk0a MO BeTEpUHAPHOMY U (UTOCAHUTAPHOMY HAI30PY
COOO0IIaeT, YTO MPH MPOBEIECHUU KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPENCTB IS
BETEPUHAPHOIO MPUMEHEHUs BBISIBJICHO HECOOTBETCTBHE KayecTBa oOpas3ua
JICKapCTBEHHOTO npenapata « AMokcuken 15% JIA» (cepust 4015125, cpok rogHOCTH
10-2025) npomsBoacta «Kela N. V.» (benbrus) ycraHOBIEHHBIM TPpeOOBaHUSIM TIO
nokazatemo: «KonumuecrBeHHoe omnpenenenue (KonudecTBeHHOE —ompeaeneHue
OyTWITHIPOKCUTOIYOJa)», OToOpaHHOro YrmpapieHueM Poccenbxo3Haazopa 1o
ropoay MockBa, MockoBckoit u Tynbckoit 00acTsMm.

Ha ocHoBanuu mnynkra 7 crateu 9 ®enepanpHoro 3akoHa or 12.04.2010
Ne  61-®3 «O6  oOpameHun  JIEKQPCTBEHHBIX  CPEACTBY»  YBEIOMIISiEM
O MPUOCTAHOBIICHUM pEeAN3alUK YKa3aHHOW CEpHH JIEKAPCTBEHHOrO Ipemnapara AJis
BETEPUHAPHOTO PUMEHEHUS.

OO6s3p1Bat0 pykoBoauTENs YTpaBieHus Poccenbxo3nanazopa ropoay Mocksa,
MockoBckoit u Tynbckoit oOmactsm E.B. AHTOHOBa OCYIIECTBUTH KOHTPOJIb 3a
U3BATHEM U3 OOpallleHusd NapTUd YKAa3aHHOM cepur HeAoOpOKaueCTBEHHOIO
JIEKapCTBEHHOI'0 TIpemnapara i BeTepUHApHOTO npuMmeHeHus. O pesynbTaTax
yBEZIOMUTH B cpok 10 17.04.2023.

PykoBoaurensm teppuTopuaibHbIX yrpasiieHul Poccenbxo3nanzopa:

— o0ecneunThb UH(POPMUPOBaHUE XO3SIUCTBYIOLIUX CyOBEKTOB,
OCYUIECTBJISIOIIMX OOpallleHue JIEKapCTBEHHBIX MpenapaToB JUisl BETEPUHAPHOTO
MPUMEHEHUS, O BBISIBICHUHM YKa3aHHOW CepUM JIEKAPCTBEHHOIO Mpernapara, KauyecTBO
KOTOPOT'O HE OTBEYAET YCTAHOBJICHHBIM TPEOOBAHUSIM;
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— B Clyyae BBIABJICHHMS YKa3aHHOM CepuM HEAOOPOKAYEeCTBEHHOIO
JIEKapCTBEHHOT'O Tpernapara /il BETEpUHAPHOTO MPUMEHEHUSI 00ECeYUTh KOHTPOJIb
3a HUCIOJHEHHEM CyObeKTaMu OOpallleHHsl JIEKAPCTBEHHBIX  CPEACTB IS
BETEPUHAPHOTO TMpUMEHEHUs1 TpeOoBaHuM cTaThl 57/ denepaqbHOrO 3aKOHA OT
12.04.2010 Ne 61-®3 «O06 oOpatieHn# JIeKapCTBEHHBIX CPEICTB» B UACTU 3alpeTa Ha
peanu3anuio JEKapCTBEHHOI'O Mpernapara [js BETEPUHAPHOIO NPHUMEHEHUS 10
MOATBEP)KICHUS  COOTBETCTBUS ~ KAaueCTBa  YCTAHOBJICHHBIM  0053aTEIbHBIM
TpeOOBaHUSM.

O npoBeneHHoi pabote mpoundopmupoBaTh Poccenbxo3nanzop.

OAHOBPEMEHHO COO0O0INaeM, 4YTO MPOU3BOJUTENb JIEKAPCTBEHHOIO Ipernapara
«Amokcuken 15% JIA» - «Kela N. V.» (benbrus) mnpounpopMupoBaH o
HEOOXOJMMOCTU TMPOBEACHUS MEPOINPUATUA B COOTBETCTBUM C TPEOOBAHUSIMU
3aKOHO/IaTEILCTBA.

[Ipunoxenue: Ha | .

JIOKYMEHT TOJIITMCAH
JIEKTPOHHOM MOJMHCHIO

3amecTuTeab PykoBoauTes K.A. CaBeHkoB
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JeiicteuteneH ¢ 28.12.2022 10 22.03.2024
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