MWHICTEPCTBO 3/paBOOXPAHEHUS 2252841
Poccuiickoit deaepaLmm

SEAEPANBHAA CNYXEBA MO HAO3OPY Cy6beKTbI 06paLLl,eHI/IFI
B COEPE 34PABOOXPAHEHWA
(POC3APABHA/3OP) NEKapPCTBEHHbIX CPEACTB
CnasaHckasa nn. 4, ctp. 1, Mocksa, 109074 Teppl/lTOpl/lafleble opraHb|

TenedoH: (495) 698 45 38; (495) 698 15 74 dJe,u,epaanoif'l Cﬂy)K6b| Mo Hagzopy B

c(|)epe 3apaBoOXpaHeHMS

HaNe oT MeanumnHckue opraHun3saunn

rl) npekpaLeHnn obpaLleHms

Cepuin NeKapCTBEHHOTO CpeacTBa OpraHbl ynpasneHus

34paBoOXpaHeHneM CyObeKTOB
Poccuiickoi degepaunm

depnepanbHOl cny)K60i Mo Hagzopy B Ciepe 3apaBOOXPaHEHMSI MPUHATO PeLleHne o
NnpekpalleHn obpalleHns eKapCTBEHHOro cpefctea «Kapunasum, nvodunnsar ans
NPUroTOB/IEHNS pacTBopa ANA Hapy>XHoro npumMeHeHuss 350 TE, dnakoHbl (1), nayku
KapTOHHble» cepuin 230718, 240818 npoussoactea 3A0 «BUNDPUTEX» (Poccusa) B CBA3M C
MHOpMaLMeil O BbISIBNEHUM 3KCNEPTHOW opraHusaunein PEBY «MMLUIYAOCMI»
Poc3gpaBHaasopa (MockoBckasa fiabopaTopus) B paMKax BblOOPOYHOr0 KOHTPO/A KayecTsa
NeKapCTBEHHbIX CPeACTB  HECOOTBETCTBMS  MNAPTMIl  BbILLEYKa3aHHOIO0 JIEKAPCTBEHHOTO
cpefctBa TpeboBaHUSIM HOPMATUBHOW AOKYMEHTauunm no nokasatento «KonnyecTBeHHOe
onpegeneHne. CopepxaHume Oenka»; Bnafgeney, MNapTWUil  NEKApCTBEHHOro  cpefcTea
3A0 «<BUDOUTEX».

Cybbektam  obpallleHMs  NIeKapCTBEHHbIX  CPeACTB,  BKIKOYAas  MeAuLMHCKMeE
opraHu3aumn, HaaneXxuT MPUHATbL Mepbl, Hanpas/eHHble Ha cobntogeHne TpebosaHuii n. 30
MpaBua Hagnexallein npakTUKW XpaHeHWs W MepeBO3KM /IEKApCTBEHHbLIX Mpenaparos A/is
MEeAMLUHCKOTO MPUMEHEHUS, YTBEPXAEHHbIX npukasom MuH3gpasa Poccum ot 31.08.2016
Ne 646H. O pesynbTatax NPoOBeAeHHON paboTbl crefyeT UHPOPMUPOBATL TEPPUTOPUASIBHBIE
opraHbl Poc3gpasHazsopa.

TeppuTopuanbHbiM opraHaMm Poc3gpaBHaf3opa 06ecrneymTb KOHTPO/b 3a BbifBIEHWEM
N N3bATMEM M3 00OpaLLeHNs yKasaHHbIX CEpPUiA NleKapcTBEHHOro npenapara. O npoBefeHHOMN
paboTe MH(opmuposaTb Poc3apaBHaa3op.

defepanbHas  cnykba no  Hag3opy B cepe  34paBOOXpaHeHMs  yKasblBaeT
n3rotoBuTento (Npogasuy, AvUy, BbINOMHAKOWEMY (YHKUUN WHOCTPAHHOIO WM3rOTOBUTENS)
[AaHHbIX Cepuii NeKapCTBEHHOro CpeAcTBa Ha HEOOXOAMMOCTb MPOBEAEHUS MEPONPUATUIA,
npefycMOTPeHHbIX cTaTbell 38 ®PefepanbHOro 3akoHa oOT 27.12.2002 Nel84-®3 «O
TEXHUYECKOM PEerynnpoBaHum».

Poc3gpaBHag3op npeanucbiBaeT U3rotoBuTento (Npogasuy, nAuuy, BbINOMHAKOLWEMY
()YHKUMN WMHOCTPAHHOrO W3roTOBUTENS) B TeyeHWe [AeCATU AHeil C MOMeHTa MOny4YeHus
MH(OpPMALUN O HECOOTBETCTBUM /IEKAPCTBEHHOIO CpeAcTBa 06s3aTe/lbHbIM TpeboBaHMAM K
KayecTBy paspaboTaTb WM cornacoeatb C Poc3gpaBHaA30poM NporpamMmmy MepOnpuUATUiA No
NpeLoTBPALLEHNIO YIpo3bl NPUYNHEHNA BPeAa XKU3HU U 300POBbLI0 TPaXKaH.
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