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16 OKT 2020 N otu-~i9 Er/2-0 PefepasnbHOiA CnyXObl Mo Haa30py B

ctpepe 34paBOOXpPaHEHUS
HaNe oT

|o MpekpaLLeHW 06paLLieHNs NIeKapCTBEHHOT O] Me,ﬂ,I/ILI,I/IHCKI/Ie opraHnsaunn
cpefcTea «Anmvarens®» cepmmn 210919
npoun3BoAcTBa «bankaHpapma - TposiH AL»

(Bonrapus) OpraHbl ynpaBneHus

3[lpaBOOXpaHeHeM CyObLEKTOB
Poccuiickon deaepaumm

deaepanibHON CNyX601 No HaA30py B cdepe 34paBooXpaL eHNsA NPUHATO PELLEHMNE O
npekpaLleHnn obpalleHns NIeKapCTBEHHOrO cpeactBa «AsMarenb®, CycneHsus ons
npuema BHYTpb 170 Mn, ¢nakoHbl (1), MaykMm KapTOHHble/ B KOMMMEKTE C JIOXKKOA
MepHoW/» cepumn 210919 npownssoacTsa «bankaHhapma - TposH Ay (bonrapus) B CBA3U
C WHMopmauneli O BbISIBIEHMM B paMKax BblOOPOYHOIO KOHTPONA  KayecTBa
NEeKapCTBEHHbIX CPeACTB  3KCMEepPTHOW  opraHmsaumen PreY  «VIH(opMaLMoHHO-
METOANYECKNA LIEHTP MO 3KCMepTu3e, Y4YeTy W aHaiM3y obpalleHus CpeacTs
MeAWLUMHCKOTO  MNpUMeHeHusi»  Poc3gpaBHagsopa  (CtaBporonbCkuid — unvan)
HEeCOOTBETCTBMA  KayecTBa MapTUM  BbllIEYKa3aHHOro  JIeKapCTBEHHOINO  CpefcTBa
TpeboBaHWAM  HOPMATMBHOW  [JOKYMeHTaumMuM No  nokasarento  «MapKMpoBKay»
(Ha KapTOHHON nayke YykaszaHo: «..COCTAB: 5 mn (1 MepHas N0XKa) CYCMeH3uu
Coflep)KaT: [eiCTBYIOLLME BeLLeCTBa: a/llOMUHMS rnapokeuns renb 2,18 r (B nepecyeTe Ha
TIOMUHMA oKeug, 218 mr), marHus rugpokeng nacta 350 mr (B nepecyeTe Ha marHus
OKCuA, 75 Mr)...» BMeCTO: «...CocTaB: 5 M/ (0fHa MepHas /I0XKKa) CYCMEH3UW COAepXKar:
[EeNCTBYIOLLME BeLLeCTBa: a/IlOMUHUSA TUAPOKCUL refb (B NepecyeTe Ha aIlOMUHUS OKCUA)
2,18 1 (218 wmr), marHusa rugpokcug nacta (B nepecyete Ha MarHua okcupg) 350 mr
(75 w™r)...»; «..lNepeq npumeHeHnem (rakoH BCTPAXHYThb...» BMeECTO: «...Ilepeq
NPUMEHEHNEM BCTPSXHYTb (DNIAKOH...»); Bnafenel, napTuM NeKapCTBEHHOro cpefcTsa
BY3 «PecnybnmnkaHckasi [eTcKas KuMHu4Yeckad 6onbHUUa» M3 PCO-AnaHus,
(Pecnybnuka CesepHaa OceTtus-AnaHus, r. Bnagmkaekas, yn. bapbatuosa, 4. 33).

TeppuTopunansHomy opraHy PocsgpaBHagzopa rno Pecnybnvke CeepHast .OceTus-
AnaHuns 06ecneynTb KOHTPO/b 38 U3bATUEM U3 TPaXKLAHCKOro 060poTa U YHUUYTOXEHUEM
B YCTaHOB/IEHHOM MOPsAAKe YKa3aHHOW MapTun HefobpOKayecTBEHHONO JIEKAPCTBEHHOMO
cpeacTsa.

Cybbektam o06palleHus 1eKapCTBeHHbIX CPeACTB, BK/OYadA — MeAMUMHCKMe
opraHusaummn, HafgneXxuT MPUHATL Mepbl, HanpaBieHHble Ha CobMofeHWe TpeboBaHU
n. 30 TpaBun Hagnexawlen npakTUKN XpaHeHWs W MepPeBO3KM  /IeKapPCTBEHHbIX


http://www.roszdravnadzor.ru

npenapaTtoB 419 MeAULMHCKOrO NPUMEHEHUs, YTBEPXKAEeHHbLIX MpukasoM MuH3apaBa
Poccum ot 31.08.2016 Ne 646H. O pesynbratax MPOBEAEHHOW paboTbl cneaypTt
NH(OPMUPOBATL TEPPUTOPUA/IbHBIE OpraHbl Poc3apaBHaa3opa.

TeppuTopnanbHbiM — OpraHaMm  Poc3fpaBHag3opa 06ecneunTb  KOHTPO/b — 3a
BbISIB/IEHWEM N U3bATMEM U3 0OpalLeHUs yKa3aHHOW Cepun NeKapCTBEHHOIo CpeacTsa.
O npoBefeHHO paboTe H(opMUpPoBaTL Poc3apaBHaA30p.

YuutbiBas TpeboBaHusa CT. 47 defepasibHOro 3akoHa o1 12.04.2010 Ne 61-d3 «O6
ObpallleHnn NIeKapCTBEHHbIX CpeAcTB», PefepanbHas cnyxba no Hagopy B chepe
3apaBooxpaHeHns npegnuckiBaeT OO0 «TeBa» nNpefocTaBUTb B POC3ApaBHaA30p OTYET O
NMPOBEAEHHOM  paccnefoBaHMM N0  (pakTy  BbIABNEHUA  HeLOOPOKAYeCTBEHHOrO
NeKapCTBEHHOr0 cpefcTBa «Anmareib®, cycneHsus 4as npuema BHyTpb 170 M, qiakoHb!
(1), naykn KapTOHHble/ B KOMMMEKTe C JIOKKOW MepHoi/» cepun 210919
npousBoAcTBa «bankaHgapma - TposH Al» (Bonrapus). 3anpaluvBaemble CBeAEHUS
HeobOXo4MMO nMpedocTaBuTb B CpoK A0 28.10.2020 Ha 9MEKTPOHHYK  MOYTY
control_Is@ros2dravnadzor.ru ¢ nocnefyoLLent A0CbIIKOW Ha 6yMaXKHOM HOCUTeNe.

Bpno pykoBoautens [.B. TapxomeHKo

E.A.®ajeeBa
8(499)578-01-85
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