MUWHNCTEPCTBO 34 paBOOXpaHeHUs 2269939
Poccuiickoin depepaunu

PEAEPANBHAA CNYXEBA MO HAA3OPY Cy6'beKTb| 06paLU,eHI/IFI
B COEPE 3JPABOOXPAHEHUA
(POC3/IPABHA 30P) NIEKapCTBEHHbLIX CPeAcTB
PYKOBOAWTENb TeppuTopunanbHble OpraHbl
CnassHckast N1 4, cTp. 1, Mocksa, 109074 depgepanbHOii cny>6bl MO Hag3o0py B

TenedoH: (495) 698 45 38; (495) 698 15 74
Ne 0-/U -.=1>070//"
Ha No ot Me,qI/ILI,I/IHCKI/Ie opraHunsaunn

chepe 34paBoOOXpaHeHNs

0 MpeKpaLleHnn obpaLLeHuns

N OpraHbl ynpaBneHus
Cepwii NNeKapCTBEHHOIO CPeACTBa

34paBoOXpaHeHEM CyOBLEKTOB
Poccuitickoin depnepaunu

defepanbHON CNy>K60M NO Hag30py B chepe 34paBOOXPaHEHUs MPUHATO peLleHune o
npekpaweHun obpalleHns NleKapCTBeHHOro cpefctsa «Cynbaumn HaTpus,  Kanam
rnasHble 20% 2 mn, THOOWK-KanenbHuUbl (2), Nayku KapTOHHble» cepui 180502, 180503
npoussoactea TOO «AOCPAPM» (Pecnybnmnka KaszaxctaH) B CBA3W C MHDOpMaLuein o
BbISIBIEHUN  3KCMEPTHOW opraHuzaunen Prey «MMLUIYAOCMIM» PoesapasHagsopa
(MockoBckass nabopaTopusi) B paMKaxX BblGOPOYHOr0 KOHTPOJIA KayecTBa JIEKAPCTBEHHbIX
CPeACTB HeCOOTBETCTBMS MapTUi BbllleyKa3aHHOr0 /IeKapCTBEHHOrO cpefAcTBa TpeboBaHMsAM
HOPMaTUBHOW AOKYMeHTauunm no nokasatento «OCMONANbHOCTb»; Bfageney napTui
nekapcteeHHoro cpepctea OO0 «PapmakTuBbl Kanutan».

Cybbektam  ob6palleHns  NeKapCTBEHHbIX  CPeACTB,  BKAYads  MeAUUMHCKME
opraHusauun, HagneXxuT NPUHATb Mepbl, Hanpas/ieHHble Ha cobnogeHne TpebosaHui n. 30
MpaBua Hagnexalleil NpPakTUKW XpaHeHPbl U MepeBO3KM NIeKapCTBEHHbIX MpenapaToB Ans
MEeAULUVHCKOTO NPUMEHEHNs, YTBEPXKAEHHbIX npukasoMm MuH3gpasa Poccun ot 31.08.2016
Ne 646H. O pesynbTarax NpoBefeHHOW paboTbl crefyeT MH(OPMUPOBATL TEPPUTOPUASIbHBIE
opraHbl Poe3apaBHagzopa.

TepputopuanbHbiM opraHam Poe3sgpaBHagsopa 06ecneynTb KOHTPO/b 38 BbISB/IEHUEM
N N3bATMEM U3 00OpalLeHNs yKasaHHbIX Cepuid leKapcTBeHHOro npenapara. O NpoBeLeHHOM
paboTe MHopmMumpoBaTb PoesgpaBHaasop.

defepanbHas  cnyxba no  Hag3opy B cepe  34paBOOXpaHeHUs  yKasblBaeT
n3rotoBuTento (npogasuy, NuUy, BbINOMHAKOWEMY (YHKUUN MHOCTPAHHOIO W3rOTOBUTENA)
[AaHHbIX CEepUil NeKapCTBEHHOro CpPefcTBa Ha HeoBXOAMMOCTb MPOBEAEHUS MepPONnpPUSATUNA,
npeaycMOTPEHHbIX CcTaTbel 38 dPefepasbHOro 3akoHa o1 27.12.2002 Nel84-#3 «O
TEXHUYECKOM PEeryimpoBaHum».

PoesgpaBHaz30p npeanucbiBaeT M3roToBUTeNto (Mpofasuy, /MLy, BbIMONHAKOLWEMY
(hYHKUMM WHOCTPAHHOrO M3roTOBUTENA) B TeYeHWe AecATW [HeN C MOMeHTa MNonyyeHus
MH(OpMaLMM O HECOOTBETCTBUW NIEKAPCTBEHHOIO CPefCTBa 0053aTeNbHbIM TPebOoBaHUAM K
KayecTBY paspaboTaTb W cornacosaTb C Poe3gpaBHaj30poM MporpaMMmy MeponpuaTui Mo
NpeAoTBPaLLEHNIO YIPOo3bl NPUYMHEHUSA BPefa XU3HW U 340P0OBbI0 FpaXKaaH.
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