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MWHWCTEPCTBO 3[paBOOXPAHEHNS
Poccuiickoii degepaumm

®EAEPANTBHAA CNYXXBA MO HAA3OPY CybbekTbl 06palleHns —

B CPEPE 34PABOOXPAHEHUA NeKapCTBEHHbIX CPeacTB
(POC3OPABHAL3OP)
PYKOBOOWTE/Ib TepputopuanbHble opraHbl

CnassHcKas nn. 4, cTp. 1, Mocksa, 109074 ¢e,qepaan0|7| CI'Iy)K6bI Mno Haa30py B
TenedoH: (495) 698 45 38; (495) 698 15 74 C(l)epe 3[1paBOOXPaHeHns

Off/O.LUP ne

Ha No oT MeanumnHcKne opraHunsaunm

rG npeKpaLieHnn obpatieHmns OpraHbl ynpaeneHus

cepun neKapCtBeHHOro cpeancrtea 3ApaBooxpaHeHmeM Cy6-beKTOB

Poccuiickoin depepaumm

denepancHO cny>k60i nNo Hag3opy B c(J)epe 34paBOOXPAHEHMSA MPUHATO PELLEHNe O
npekpaLleHn obpalleHns nekapcTBeHHOro cpepactsa «LledTpnakcoH Kabu, nopolwlok A
MPUroTOB/IEHNA pacTBopa A1 BHYTPMBEHHOI0 W BHYTPUMbILLEYHOro BBegeHus 1000 mr
15 mn, nakoHbl (10), naykM KapTOHHbIe» cepun 18R2843 npowusBofcTBa «Jlabecarn
Na6opatopHoe Anmupo, C.A.» (MopTyranus) B CBA3M C MHMOpPMaLMeA O BbISBIEHUM
3KCcnepTHOM opraHusaunen SroyY «MMUIYAOCMI» PoesapaBHag3opa (MocCKOBCKas
nabopaTopusi) B pamkax BbIOOPOYHOrO0 KOHTPOMS KayecTBa JIEKAPCTBEHHbIX CPeACcTB
HEeCOOTBETCTBUS MapTUM  BbllleyKa3aHHOrO /1IeKapCTBEHHOrO CpefcTBa TpPebOBaHMAM
HOPMaTMBHOW [OKYMEHTaUUW Mo [MoKa3aTento «AHOMaslbHasi TOKCMUYHOCTb»; Bfagenel
napTumn nekapcTeeHHoro cpegctea OO0 «dpeseHnyc Kabumy.

CybbektaM  obOpalleHus  /IEKapCTBEHHbIX  CPeACTB,  BKAWO4Yas  MeAMUMHCKUe
opraHv3auuy, HafnexuT NPUHATL Mepbl, HarnpaB/ieHHble Ha cobntogeHne TpebosaHuii n. 30
MpaBun Hagnexawein NpakTMKM XpaHeHUs 1 MepeBO3KU NeKapCTBEHHbLIX MpenapaTtoB A/
MEeAMLMHCKOTO NMPUMEeHeHus, YTBepXKAeHHbIX npukasoMm MwuH3sgpasa Poccun ot 31.08.2016
Ne 646H. O pe3synbTatax NpoBefeHHON paboTbl crefyeT MHPOPMUPOBATL TEPPUTOPUA/IbHbIE
opraHbl PoesgpasHaasopa.

TeppuTtopranbHbiM opraHam Poe3gpaBHag3opa 06ecneynTb KOHTPO/b 3@ BbIsiIBIEHUEM
N N3bATUEM M3 0OpaLleHns yKa3aHHON Cepumn nekapcTBeHHOro npenapata. O NpoBefeHHOM
paboTe MH(popmmpoBaTb Poe3apaBHaa30p.

defepanbHaa  cnykba Mo  Hag3opy B cepe 34paBOOXpaHeHUs  yKasblBaeT
n3rotosuTento (Npogasuy, vy, BbIMOMHAKOLWEMY (YHKUUM MHOCTPAHHOIO M3roTOBUTENA)
[aHHbIX CepUin NeKapCTBEHHOro CpeAcTBa Ha HeOOXOAMMOCTb MPOBEAEHMSA MEPONpPUATUN,
NpeaycMOTpeHHbIX cTatbel 38 defepasbHOro 3akoHa o7 27.12.2002 Nel84-®3 «O
TEXHNYECKOM pPerynnpoBaHum».

PoesgpaBHaj3op npeanucbiBaeT W3roToBuTesto (npofasuy, Nuuy, BbINOMHAKLWEMY
(PYHKUMN WMHOCTPAHHOrO M3roTOBWUTENSA) B TeyeHWe [AeCATU [Heil C MOMeHTa MonyyYeHus
MH(OpMaLMM O HECOOTBETCTBMM NeKAPCTBEHHOIO cpeacTBa 06sA3aTeflbHbIM TPeboBaHUAM K
KayecTBy paspaboTatb M cornacoeatb ¢ Poe3gpaBHag30poM MporpamMMmy MeponpuaTuii no
NpeoTBpaLLEHNIO YTPO3bl MPUYMHEHNA BPEAA XXU3HW 1 340P0BbLI0 FpaXkaaH.
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