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B cepe 31paBOOXpAHEHHS

Ha No 0
[” _| Opranmn3aiuy, oCyIeCTRIIAIOMINAE
SKCIIEPTH3Y KAUECTBa
O moctymreHun uHbopManzn NEKapPCTBEHHBIX CPENICTB

O BBIABICHHH HC,IEOGPOKa‘ICCTBCHHOFO

JICKApCTBCHHOIO CpeacTBa MeEHHHHCKKe 0praHH3aHHH

Oprans! yrpapieHus
3/paBOOXpPAaHECHHEM CYOBEKTOB
Poccuiickoit ®egepanuu

DenepaibHadt ciykba M0 Hagsopy B cepe 3ApaBOOXPAaHCHHS COOBIIAET o
IOCTYNIeHHH HEpopManun o BeAsiennd OI'BY «MMI[3YAOCMID» Pocsznpasranzopa
(MockoBckas 1abopaTOpHs) TEKApCTBEHHOTO NPEapara, Ka4ecTBO KOTOPOT'O He OTBEYAET
YCTAHOBNICHHBIM TpeOOBaHUAM, B XOJe HPOBEHEHHA TOCYJAPCTBEHHOIO KOHTPOJLA
Ka4eCTBa JIEKAPCTBEHHBIX CPECTB:

- AITUIIOK, PacTBOP JUIi BHYTPHBEHHOTO M BHYTPHMEIIIEYHOTO BBENECHHS 25 MI/MI
2 wmn, amnynsl (10), ymakoBku sdedikoBble koHTYpHble (1), maukm KapTOHHEIE,
IIPOU3BOACTBA «Kapuna QapmaceroTukans  JIuMuTeR», Wapus
(Bmameneny ®I'BY3 «bonpHuna Poccuiickoit akaxemMud Hayk (r. Tpomuk)»,
OxTa0psckuit mpocnexr, A. 3, r. Tpouuk, r. Mocksa), mokazaTes «liBeTHOCTE» -
cepun E4010.

Tepputopranesomy oprany Pocsmpasramsopa mo r. MockBe M MOCKOBCKOI
00macTH obecmednTs KOHTPONL 32 H3BATHEM H3 OOpallleHHsl ¥ YHHYTOXEHHEM B
YCTaHOBJICHHOM TOPAAKE YKa3aHHOH NapTHH HEAOOPOKAaYEeCTBEHHOTO IIEKapCTBEHHOTO
CpeACTBa.

QenepanbHas cinyxba 1m0 Hag3opy B chepe 30paBOOXpaHEHHs coo0IIaeT o
TIPUOCTAHOBICHUN pEAM3alMH MHBIX NApTHH BHINICYKA3aHHOM CepUH JIEKAPCTBEHHOTO
CpencTBa.

Pocsnpaeransop mpenyaraer cy6bekTaM obpaiyeHus JIEKAPCTBEHHBIX CPEHACTS,
MENMUUMHCKAM ~ OpraHW3anusAM IIPOBECTH [POBEPKYy HANMYHs yKa3aHHOM CepHH
JIEKapCTBCHHOTO CPEACTBA, O Pe3yJbTarax KOTOPOoH HH(pOPMHUPOBATH TePPHTOPHATBHLIA
opras Poc3nparEanzopa.

TepputopuanbhsiM  opranam  PocsapaBHamsopa  o6ecreduTs KOHTPOIIL 32




BBIABJICHUEM M U3BATHEM M3 OOpalllcHMs YKa3aHHOH Cepuy JIEKaPCTBEHHOTO CPEACTBA.
O nmposenennoii pabore nadopMuposats Pocsapasnaazop.

@enepanpHas clyx0a IO Hau30py B cdepe 3IpaBOOXpaHEHHs YKa3bIBAeT
M3TOTOBUTENIO  (IPOJAABUY, JIHIy, BHIONHNIOLIEMY (GYHKOHH  HHOCTPAHHOTO
M3rOTOBUTENA) YKA3aHHOH CEpHH JIEKApPCTBEHHOTO CpelcTBa HAa HEOOXOIMMOCTH
IIPOBEACHUA MEPOUPHUATHN, IPEIYCMOTPEHHBIX cTaTthell 38 DenepalbHOro 3aKoHa OT
27.12.2002 Nel84-P3 «O TexHUYECKOM PEryIRPOBAHUMY.

PocanpaBHans3op NpeanuchBaeT H3rOTOBATENIO (TIPOJARILY, JIMILY, BHIIOMHAOMIEMY
(YHKIMM MHOCTPaHHOTO M3TOTOBHTENS) B TEYEHHE JECATH AHEH OT JaThl NMyOIHKaIuu
MHGOPMAIlMOHHOTO NHChMa Ha o(HIMansHOM caiite PocsipaBHamsopa  IPeNCTaBHTH
CBEeHHA O TpOBEAEHHOM paboTe, BKIIOYAs TPOTPAMMY MEPOIPHATHA IO
NPEAOTBPALICHAIO NpUYHHEHHS Bpena, Ha azgpec: control ls@roszdravnadzororu ¢
IoCTeAy ol JOCBUIKONA Ha OyMaXKHOM HOCHTEIE. |

Depepanbras CiIyx0a 1o Hax3opy B chepe 3qpaBooxpaHeHns oGpalliaeT BHUMAHMWE,
49TO HEMPEACTAaBICHHE HIH HECBOCBPEMEHHOE IpeACTaBiIeHHe, JHOO0 IpeacTaBIcHUE
3aBEJIOMO HEJOCTOBEPHBIX CBeJeHHM B Poc3apaBran3op, a TakKe HEBHIIOIHEHHE B
YCTaHOBICHHBI  CPOK  MpEeANMCaHMsA,  pelleHHs  POC3ApaBHAA30pa  BIIEYET
OTBETCTBEHHOCTD, NPETYCMOTPEHHYIO COOTBETCTBEHHO CT.19.7.8. u 9.21 ¢1.19.5 Kogekca
Poccuiickoit enepanuu o6 afMHHUCTPATHBHAIX IPABOHAPYIIEHHSIX.
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