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B O ™ O - /ﬁ%%%/f/ QepepanbHOM CITyXKGHI IO HaZ30py

B cepe 3apaBOOXpaHeHHs

Ha Ne oT
[ ' ] Oprarusaiug, oCyIecTBIAIOmMe
3KCIIEPTH3Y KaueCcTBa
O noctynennn nupopmManyy JIEKapCTBEHHBIX CPEACTB

O BBIABIICHHH HEN0OPOKAYECTBEHHBIX

JICKAPCTBEHHEIX CPC/ICTR MenHuuHCKIE OpraHA3alyy

Oprassnl ynpasnenus
3/paBOOXpaHEeHHEM CYOBEKTOB
Poccuiickoit denepanuu

QenepanbHas cmyxba 1Mo Hausopy B chepe 30paBOOXpaHEHHA coobmaer o
IOCTYIUICHHH HHQOpMAIMH O BBHIABJEHHA JEKAapCTBEHHOTO npenapara, KayecTBO
KOTOpOr0 HE OTBEYAaeT YCTAHOBIEHHBIM TpeGOBaHHAM, B XOAE IpPOBENCHHA
rOCy1apCTBEHHOT0 KOHTPOIIA Ka4ecTBa JIEKapCTBEHHBIX CPe/ICTB:

1. 3abpakoBannsie PI'BY «MIMIIDYAQOCMII» Pocaapasnanzopa (Kasauckuit dumman):

- JlexcameTasoH, pacTBOp MIA MHBEKIMH 4 Mr/mu, 1 mu, aMmIynsl (25), s4eHCTbIE
KapTOHHbIE peIneTkH (1), mavku KapTOHHEIE, IPOH3BOACTRA «DMbha Jlabopartopus»,
Wupua (Bnagenen ®BYH «Youmckuit HUM Memumuss: TpyAa MU 3KOJOTHH
HenoBeKa», yn. Crenana Kysukuna, 1. 94, r. Véa, Pecny6iuka Bamkoprocran),

nokasarene  «Kommvectsennoe  onpenenemwe.  Hartpusa AMCynbdhuT» -
cepuu DX-129,

TeppuTopHansHOMy oOprany PocaapasHanzopa mo Pecnybmmke Bamxoptocran
06ECIIEYNTs KOHTPOJIL 33 HIBATHEM W3 OOpAIieHHs A YHHUYTOXEHHEM B YCTAHOBICHHOM
IopAIKe yKa3aHHOH ApTHH He06pOKadeCTBEHHOI'O J1€KApCTBEHHOrO CpencTBa.

OQenepanenas Cryx6a o Hagzopy B ciepe 3ApaBOOXPAHEHHA CcOoOOIaeT o
IPHOCTAHOB/ICHAH peald3aUMH MHBIX M2pTHHl BRINIEYKAa3aHHOH CEPHH JEKAapCTBEHHOrO
cpeacrsa.

Pocsnpasranzop mpemmaraer cy6nextam O0palmeHHs JeKapCTBEHHBIX CPEiCTB,
MEIUIMHCKUM  OPraHW3allisM IIPOBECTH MPOBEPKY HAMH4HA  YKA3aHHOH CEpHH
IEKApCTBEHHOTO CPENCTBA, O pe3ylNbTaTax KOTOPOH MH(BOPMHpPOBATH TEPPUTOPHATBHBIH
oprad PocagpasHaazopa.
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TeppuropuansneiM  opraHam  Poc3apaBHangzopa ofecneddTh KOHTPOJAB 3a
BBISBJIEHHEM M H3BATHEM M3 OOpallleHHs yKa3zaHHOH CepUM NeKapCTBEHHOIO CpelCTHRa.
O nposexneHHO# paboTte HHpOpMUpoBaTE PocaapaBHan3op.

MenepanpHast ciayxkba mo Hag3opy B chepe 3APaBOOXPAHEHHA YKAa3bIBAeT
M3FOTOBMTENIO  (IpOJaBIly, /MLy, BHNOJNHAIOMEMY (GYHKUHH  HHOCTPAHHOTO
M3rOTOBHTEJ) YKa3aHHOM CepHHM JIEKapCTBEHHOTO CpPEacTBa Ha HEOOXOOMMOCTB
IpOBEeHUA MEPONMPUATHH, NpeXyCMOTPeHHBIX cTaThedl 38 MDemepalbHOrO 3aKoHa OT
27.12.2002 Nel84-®3 «O TeXHUYECKOM DEryIHpOBaAHAKY.

PocaapaBHanzop npeanuckBaeT H3rOTOBATEMO (IIPOAABIYY, JHLY, BRIIOJHAIOMEMY
yHKUMY HHOCTPAHHOIO H3rOTOBHTENA) B TeUEHHE AECATH AHEH OT JaThl myOMKaiuu
HHGOPMALHOHHOTO MHMChMa Ha oduuuansHOM caiite PocsopaBHagzopa  IpeACTaBHTE
CBElIHHs O MpPOBEACHHOH paboTe, BKIOUAs [pPOTpaMMy MEPONPHATHH IO
NpeAOTBpAIleHHI0 NpPHYHHEHHS Bpexa, Ha aipec: control Is@roszdravnadzorru ¢
NoCHeayomei TochUIKO# Ha GyMaKHOM HOCHTEE.

Penepanbras ciyx0a 10 Haa3opy B cdepe 3ApaBOOXpaHEHHA 0OpaINaeT BHUMAHHe,
YTO HENPEACTABICHHE MJIH HECBOEBPEMEHHOE IIpeACTaBlieHHe, JHOO NpencTaBlcHHE
3aBEIOMO HE[OCTOBEPHBIX CBeAeHHH B PocsmpaBHam3op, a TakXe HEBHIIOJHEHHE B
YCTaHOBJICHHEIA  CPOK  TpEeANHCAaHHsA,  pelleHWA  PocagpaBHazsopa  BIedYeT
OTBETCTBEHHOCTD, IIPEAYCMOTPEHHYIO COOTBETCTBEHHO ¢T1.19.7.8. 1 4.21 ¢1.19.5 Kogekca
Poccuiickoit @egepanun 06 aIMHHECTPATHBHBIX NMPABOHAPYIICHHIX.
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