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MeauLMHCKne opraHmnsaunm

O npekpaleHnmn obpatyeHms OpraHbl ynpasneHns
Cepumn nekapcTBEHHOTO CpeAcTBa 3[1paBOOXPaHeHNEM CYyObLEKTOB
Poccuiickon depaepaumm

depepanbHOM cny60i No Haa3opy B cdepe 34paBOOXPaHEHNS NPUHATO PeLEHNE O
npekpaLleHMn obpalleHns NeKapCTBEHHOro CcpeacTBa «X/NOPrekCUAnH, pacteop Ans
MECTHOI0 1 Hapy>Horo npumeHeHus 0,05% 100 ms, diakoHbI-KanenbHULbI NONMEPHbIe
B KOMMJIEKTE C KPbIWKOMN HaBMHUYMBAEMON U NpPoOKoi-kanenbHUUen (1), nayvkm
KapTOHHble» cepun 160219 npowmssoactea OAO «KemepoBckas (hapmaLeBTmnyeckas
(habpuka» (Poccus), B CBA3N C MHOpPMaUMed O BbISB/IEHUN B pamKax BbIOOPOYHOro
KOHTPONMA  KayecTBa  JIeKAPCTBEHHbIX  CPeACTB  3KCMEepPTHOM  OpraHu3aumen
Prey «PIMUIYAOCMI» Poc3apaBHagsopa (XabapoBCKUin (unnan) HecOOTBETCTBUSA
KayeCcTBa NapTUM  BbILLEYKA3aHHOro  /IeKapPCTBEHHOIO0  CpeAcTBa  TpeboBaHUAM
HOPMaTUBHOM  AOKYMEHTauMu no nokasarento  «MuKpobuonormyeckas 4mUCToTa,
BMajeneL, nMapTuM nekapcTBeHHoro cpegctea OO0 «DPAPMAKOMEMKA-THOMEHb»
(Pecny6nuka Antaii, r. FopHo-AnTtaick, npocn. KOMMyHUCTUYECKUIA, 4. 49).

TeppuTopransHoMy opraHy PocsgpaBHag3opa no Pecny6nivke AnTail o6ecneymnTb
KOHTPO/Ib 32 U3bATMEM U3 FPAXAAHCKOro 060poTa M YHUYTOXKEHMEM B YCTaHOB/IEHHOM
nopsaKe yKazaHHON napTum He,OOPOKaYeCTBEHHOTO JIEKAPCTBEHHOr O CPeAcTBa.

CybbekTaMm 06palleHuss NeKapCTBEHHbIX CPeACTB, BKIOYaA  MegULMHCKME
opraHusaunn, Hag/IeXuT MPUHATbL Mepbl, HarpasfieHHble Ha CO6MAeHNe TpeboBaHW
n. 30 [paBun Hagnexawleh MPaKTUKN XPaHEHUS W MEePeBO3KN  NIeKAPCTBEHHbIX
npenapaTtoB AN MeLULMHCKOro MpUMEHeHUs, YTBEPXAEHHbIX MpukasoM MuH3gpasa
Poccum ot 31.08.2016 Ne 646H. O pesynbratax MPOBEAEHHON paboTbl cneayet
NH(OPMUPOBATL TeppUTOpUasbHble opraHbl Poc3apasHagsopa.

TepputopasibHbiM ~ opraHam  PocsgpaBHag3opa  06ecrneynTb  KOHTPOAb 3@
BbISIB/IEHVEM W U3bATUEM U3 0OpALLEHUS YKa3aHHOW Cepuun NeKapCTBEHHOrO npernapara.
O npoBefeHHON paboTe MHGOPMMpPOBaTL Poc3apaBHaA30p.

depepanbHad  cnykba no  Haasopy B cepe 34paBOOXPaHEHUS  YKasblBaeT
usrotosutento  (nNpogasuy, ALy,  BbIMNOMHAOWEMY  (PYHKUUMW  MHOCTPAHHOIO
N3roToBUTENS) AAHHON Cepun NeKapCTBEHHOrO CpefcTBa Ha HEOOXOAMMOCTbL MPOBeAEHUA
MepOonpUATUIA, NpeayCMOTPEHHbLIX cTaTbe 38 defepanbHOro 3akoHa oT 27.12.2002
No 184-®3 «O TEXHUYECKOM PEerynpoBaHum.



Poc3apaBHaA30p NPeAnMCbIBaeT U3roToBUTENO (MPOAaBLY, UL, BbIMOMHSAOLLEMY
(bYHKUMM MHOCTPAHHOIO M3roTOBUTENS) B TeYEHUE [eCSTU [Hei C MOMeHTa MOony4yeHus
MH(OPMALMM O HECOOTBETCTBMW NIEKAPCTBEHHOIO CPeACcTBa 06s3aTe/lbHbIM TPEBOBaHWSM
K KauyecTBY pa3paboTaTb M coriacoBaTb C Poc3apaBHag30poOM Mporpammy MeponpusTuii
Mo NpPeaoTBPaLLEHNIO YTPO3bl NMPUUNHEHUS BPEAa XXU3HW U 340POBbHO MPaXKaaH.
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