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MuHHCTEPCTBO 30paBOOXpaHeHHs
Poccuiickoit ®enepauuu

PENEPAJIBHAY CIYIXBA IO HAI3OPY !_ _—[
B C®EPE 3[IPABOOXPAHEHU4
(POC3JIPABHAJI30P) CyOBekTh oOpamenus
JIEKAPCTBCHHBIX CPEIACTB
CnassiHckast 1ot 4, crp. 1, Mocksa, 109074
Tenedomn: (495) 698 45 38; 698 15 74
TeppI/ITopI/IaJIBHI:Ie Opra”el
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. o B chepe 31paBOOXpaHEHHUs
[ ] OpraHu3anyy, OCyIIECTBISIOMIHE
SKCIIEPTH3y KauecTBa
O mocrynnenun uHpopMammu JIEKAPCTBEHHBIX CPEJICTB

O BBISIBJICHUH HelIO6pOKa‘IeCTBCHHOFO

JICKApCTBEHHOI'O CpEACTBA Me,ZII/IHI/IHCKI/Ie OpraHH3aLAH

Oprasns! ynpaBieHus
3IPaBOOXpaHEHHEM CyOBEKTOB
Poccuiickoit ®enepanyu

QenepaibHas ciykba 1O Hagzopy B cdepe 3IpaBOOXpaHEHHs COOOMaeT o
MOCTYIUIEHUH WHpopMmanuy o BeisiBieHun OIBY «MMI[DVAOCMII» Poc3npaBHanzopa
(Kasanckuit dunman) nexapcTBeHHOTo mpemapara, KayecTBO KOTOPOIO HE OTBEYaer

YCTaHOBJICHHBIM Tpe6OBaHI/IHM, B XO0A€ MPOBCICHUS roCyAapCTBEHHOI'O0 KOHTPOJIs
Ka4yeCTBa JICKAPCTBEHHBIX CpE€aCTB:

- PuHoHOpM, cripe#t HasaneHbIi no3upoBaHHEIE 0,1% 15 Mo, (Gr1akoHBI TEMHOro
CTeKJIa C J03aTOPOM-pAcIbUIATENIEM B KOMILUIEKTE C HAcamKod I HOca H
3AIIUTHBIM KOJNMAa4YKoM (1), mayku KapTOHHEIE, npousBoiacTBa «Mepkie I'mM6X»,
I'epmanus  (Bmamenen OAO  «®apmaneBTuueckuii UMIIOPT,  3KCIIOPT»,
yn. Komcomoneckas, n. 2, r. Yoa, Pecny6muka bamkoprocran), mokasaTens
«OnIHOPOJHOCTD JO3MPOBAHUS U KOJIHIECTBO 03 - cepuu O18447.

Teppuropuansnomy oprany Pocsapasramsopa 1o Pecnybnuke bamkoprocran
00eCIIeYMTh KOHTPOIb 33 H3bATHEM M YHHYTOKEHHEM B YCT@HOBJIEHHOM TIOPSIJIKE
YKa3aHHOH [apTWM JIEKapCTBEHHOIO CpENCTBa ee BiagenbiueM. O pe3ynbTarax
uH(popmMupoBaTh Pocsnpasranzop.

QenepanbHas cimyxba Mo Haa3opy B coepe 3MpaBOOXPAHEHUsI COOOIaer o
TIPUOCTAHOBJICHUH DpeAM3alii MHBIX IapTHH BBINIEYKA3aHHOM CEpPUH JIEKAPCTBEHHOIO
CpEeACTBa.

PocanpaBaanszop mpemnaraer cy6bektam o6Gparnenus JIEKapCTBEHHBIX CPEJCTB,
MEIUIMHCKUM  OpraHW3alUsM MpPOBECTH INPOBEPKY HAIMYHMS YKAa3aHHOW CepHH
JICKapCTBEHHOTO CPEeICTBA, O PE3yNbTaTaX KOTOPOHW MHGOPMHPOBATH TEPPUTOPHATBHBIN
opran Poc3npaBHanzopa.
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TeppuropuanbheiM  opranam — Pocs3ipaBHagzopa o6ecneunTh KOHTPOIb 32
BBISBJICHHEM U H3BSTHEM W3 OOpalleHMsl yKa3aHHOM CEepHH JIEKApCTBEHHOTO CPENCTBA.
O nposenennolt pabore nHpopmupoBats PocsapaBaansop.

OQenepanbHas  ciyxba 10 Haa30py B chepe 3ApaBOOXPAaHEHHS YKa3bIBaeT
M3TOTOBUTENIO  (NPOJABIYy, JHMIY, BBIIONHSIOMEMY  (GYHKIMH  HHOCTPAHHOTO
M3rOTOBHUTENSA) YKa3aHHOM CEpPHH JIEKapCTBEHHOTO CpeACTBA Ha HEOOXOIHMMOCTh
NPOBE/ICHUs MEPONPUATHH, NPELyCMOTPEHHBIX cTaThedl 38 DenepasbHOro 3aKoHa OT
27.12.2002 Ne184-®3 «O TeXHHYECKOM PETYIHPOBAHUUY.

PocspaBHan3op npeanuceiBaeT H3roTOBUTEIMO (IIPOAABILY, JIHILY, BHITOJHSIOMEMY
(yHKUMM HHOCTPAHHOIO M3TOTOBHTEINSI) B TEYEHHE JAECATH IHEH OT HaThl MyOJIMKALUH
MH(QOPMALMOHHOTO MHUChMa Ha ODUIHATBHOM caiite Poc3ipaBHam3opa  IpeaCTaBHTH
CBEJCHHs O TpPOBENEHHOW paboTe, BKIIOYAas MOPOrpaMMy MEPOIPHATHH IO
NpPEOTBPAICHUIO TPUYMHEHHs Bpela, Ha azpec: control Is@roszdravnadzor.ru c
NOCTIEIYIOIEH JOCBUIKON Ha OyMakHOM HOCHTEIIE.

®enepanbHas ciryx0a 0o Han3opy B cdepe 31paBooxpaHeHHs obpamaeT BHUMAHHE,
4TO HENpEJCTaBICHUE HIIM HECBOEBPEMEHHOE IIpEACTaBlIeHHe, JHOO MpeICTaBIeHHe
3aBE€ZIOMO HEJIOCTOBEPHBIX CBeINeHHMH B Poc3apaBHam30p, a TakKe HEBBIIOJHEHHE B
YCTaHOBICHHBIH  CpPOK  MNpEINHMCaHHs,  pelleHWs  Poc3apaBHam3opa  BieyeT
OTBETCTBEHHOCTB, MPEyCMOTPEHHYIO COOTBETCTBEHHO CT.19.7.8. 1 4.21 ¢1.19.5 Kognekca
Poccuiickoit @enepanuu 06 aIMHHUCTPATHBHBIX IPaBOHAPYIIEHUSIX.
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