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TeppuTopuanibHbie OPrassl
®enepanbHON CTy>XOBI IO HA30PY
B cpepe 3apaBOOXPaHEHUS

—
O nocrymieHHK HHpOpManuu Opranu3zainu, OCyIeCTBISIOINE
O BBISIBJICHUH HCIIO6pOKa‘{eCTBCHHOFO SKCHepTI/ISy KadecTna

JEKapCTBECHHOI'O cpencTrBa
JeKAPCTBEHHBIX CPEACTB
MenuurHCcKe OpraHu3anuu

Oprans! ynpapieHus
3 PABOOXPaHEHUEM CyOBEKTOB
Poccuiickoit @epepannu

depepanpuas cnyxba No Hamg3opy B cdepe 3APaBOOXPAaHEHMs cooOIaer o
NOCTYIJIEHWH HWHGOPMALMH O BBIIBIGHUM B XOJAE TPOBEACHUS (eneparbHOTo
rOCYyIapCTBEHHOTO  Hag3opa B cdepe  OOpameHust  JIEKADCTBEHHBIX — CPEICTB
OI'BY «MMIIDYAOCMID» Poc3npasHanzopa (Xabaposckuil (punnan) J1eKapCTBEHHOIO
npenapara, KayecTBO KOTOPOTO He OTBEYAET yCTAHOBJIEHHBIM TPEOOBAHHUSIM:

- Cotal excai, Tabserku 160 mr 10 mT., yIakoOBKU SUEHKOBBbIe KOHTYPHEIE (2), MaYKu
kapTonnbie, npoussBojactBa «Camorac Papma I'M6X», I'epmanus (Bnagesen
HV3 «Otnenenueckas OonpHuila na cr. CeBepolaiikaisck», yin. Mupa, a. 40,
r. CesepoGaiikansck, CeBepoOaiikansckuli paion, Pecnybmuka bypstus),
nokazareiss «KonudecTBeHHOe onpenenienue» - cepur GB9582.

Teppuropuansnomy oprany PocsgpaBmanzopa mno PecnyGmuke — bypsitus
obecreynTs KOHTPOJIb 33 H3BATHEM U YHUYTOXEHHEM B YCTAHOBJICHHOM TMOPSJIKe
YKa3aHHOM MmapTuy HeJoOPOKAauEeCTBEHHOro JIEKAapCTBEHHOro mpenapara. O pesyibraTax
uHpOpMHUPOBATE Poc3apaBHan3op.

denepanpHas ciyxba 10 Haa3opy B cdepe 3ApaBOOXpAHEHHS COOOIIAET O
NPUOCTAHOBIICHUH PEaIU3allMM MHBIX MApTHA BHIIEYKA3aHHOW CEpPUM JIEKapCTBEHHOTO
CpenCTBa.

Poc3apasHan3op mpeqiiaraer CyObeKTam OOpalIeHHst JIEKAPCTBEHHBIX CPE/ICTB,
MEIUIMHCKUM OpPTraHu3allysM TMPOBECTH MPOBEPKY HaIWYMsg YKa3aHHOW CepHuH
JNIEKAPCTBEHHOTO CPEICTBA, O Pe3yJIbTaTax KOTOPOH HH(OPMHUPOBATH TEPPUTOPHAIIBHBIN
opran Poc3npasHansopa.

TepputopuansHsiM  opraHaM  Poc3npaBHazzopa  OO€CIEYUTb  KOHTPOJIb 32
BBISIBJICHUEM H HM3BITHEM M3 OOpallleHHMs YKa3aHHOM CEepHM JIEKAPCTBEHHOTO CPEJICTBA.
O nposenenHoii pabote nubopmupoBats PocsnpasHan3op.
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QenepanpHas ciyxba N0 Hag3opy B cdepe 3ApaBOOXPAHEHHS YKa3bIBaeT
W3rOTOBUTENIO  (NMpOJaBLy, JHLy, BBIIOJIHSIOMIEMY  (YHKUUM  HHOCTPAHHOrO
M3rOTOBUTENISI) YKa3aHHOM CepUM JIEKapCTBEHHOI'O CpEICTBA Ha HEO00XOIUMOCTB
IIPOBEACHUS MEPOIPUATHH, NPeNyCMOTPEeHHbIX cTaThell 38 DepepanbHOro 3axkoHa OT
27.12.2002 Ne184-03 «O TeXHUUECKOM PeTyTHPOBAHULY.

Poc3paBHa30p MpeAnUChIBAET U3TOTOBUTENIO (TIPOJABLLY, JHUILY, BLITONHAIONIEMY
(QYHKIMH MHOCTPAaHHOTO M3rOTOBMUTENSA) B TEUEHHUE NECATH IHEH C MOMEHTA MONy4YeHUs
JAHHOTO MHCHhMa NPEJICTABUThL CBEIEHUA O NPOBEAECHHOH paboTe, BKIIOYas MarepHalbl
NPOBEPKU  JOCTOBEPHOCTH  HHPOpPMANUMM U [pPOrpaMMy  MEPONPHATHH IO
NPeOTBPAlliEHUI0O TNPUYMHEHMA Bpena, Ha azgpec: control ls@roszdravnadzor.ru c
Nocleyomne 1ocbuikoi Ha OYMa)KHOM HOCHUTeEJTE.

denepanpHas ciryx0a o HaI30py B cdepe 3apaBooxpaHenus oopamaeT BHUMaHKe,
4TO HEMNpeICTaB/IeHHEe WM HECBOEBPEMEHHOE Ipe]CTaBlIEHHe, JUOO MpeACTaBIeHUEe
3aBeIOMO HEJIOCTOBEPHBIX CBeJAEHUNH B Poc3npaBHaI30p, a Takke HEBBIMOJHEHUE B
YCTaHOBJICHHBIN CpOK  IpennucaHus,  peumeHuss  Poc3gpaBHamzopa — BieYeT
OTBETCTBEHHOCTD, IPEyCMOTPEHHYIO COOTBETCTBEHHO ¢T.19.7.8. 1 u.21 ¢1.19.5 Konexkcs
Poccutickoi @enepauuu 00 aAMUHUCTPATUBHBIX IPAaBOHAPYILIEH USIX.
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