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B cepe 3apaBOOXpaHeHNS

Ha Ne oT
‘—w _l Opranusanuy, oCyIecTBISIOUHe
SKCIIePTH3Y KadecTBa
O nocryrnenyn uadopManuu NIEKAPCTBEHHBIX CPEJICTB

O BEIIBJICHHH HCI[OﬁpOKa‘-IeCTBeHHOI‘O

JCKapCTBEHHOI'O CPEACTRA MeﬂHHI/IHCKHe 0praHH3aIIHH

OpraHs! ynpapnenus
3/IpaBOOXPaHEHHEM CYOBEKTOB
Poccuiickoit ®enepaiun

Depepanshas  cmyxba 5o Hamsopy B cepe 3MpaBOOXpaHeHHs COOGLIAET
0 TOCTYIUICHMM HMH(OpMalu¥d O  BHsBIeHEH ®OIBY «IMLIDYAOCMII»
Pocsnpapnansopa (Exatepur6yprexuii (brMa) JeKapCTBEHHOTO Hpemapara, KauecTBO
KOTOpPOTO ~ He OTBeYaeT YCTAHOBNCHHBIM TpeGOBAHHAM, B XOAEC IPOBENCHHS
FOCYZapCTBEHHOIO KOHTPOIIS KQYECTRA JTeKapCTBEHHBIX CPEACTR:

- ACKOpOHHOBas KHCIOTAa DACTBOp sl BHYTPMBEHHOIO I BHYTPHMEILICYHOTO
BBe/IeHAst SO MI/MIT 2 MiT, aMItyJsi (5), YIIAKOBKH SHeitkoBEIe KOHTYpHBIe (2), nayku
KaproHHble, npousBoactBa OAO HIIK «3CKOM», Poccus (Bnapenern
HY3 «Otaenenveckas KIMHHYeCKas OONBHMIA HA CT. Cyprytr OAO «PX ]y,
yn. Meunukosa, g. 3, r. Cyprytr, TiomeHckas obnacts, XaHTe-Mancuitckuii
aBTOHOMHBIH OKpyr-IOrpa), mokasatens «YmakoBKa» (4acTp aMmMmyn wmmeroT
STHKETKH C KCNTHIMK PA3BONAMH U IIATHAMH) - cepu 060215,

TeppuropuansaoMy — opraxy PocsgpaBragsopa 1o XaHTeI-MaHcHicKoMy
aBTOHOMHOMY OKpyry-lOrpe u Simano-Henenxomy 4BTOHOMHOMY OKpPYTY O0eCIeYnTh
KOHTPOITL 32 M3BATHEM U YHHITOKEHHEM B yCTAHOBICHHOM TODS/KE YKa3aHHOM HapTHH
JICKapCTBEHHOTO  CpeAcTBa ee BuagensieM. O  pesynsrarax HH(QOPMHPOBATH
Pocsnparranzop.

®enepaibHag  cayx6Ga Mo Hamzopy B chepe 3npaBooXpaHeHus mpemIaraet
CyOBEKTaM OOpalleHus TeKapCTBEHHBIX CPEACTB, MEIMUMHCKHM OpPTaHM3alHsIM [IPOBECTH
TIPOBCPKY HAIMYHA VHBIX IAPTHH YKA3aHHOTO JIEKapPCTBEHHOTO CDENCTBA, 4 TAIOKe
MCPONIPHATHSA, NIPEAYCMOTPEHHbIE cTaThell 38 DegmepansHoro 3akona ot 27.12.2002
Nei84-03 «O Ttexnmueckom perymuposanum». O pesynbraTtax WH(POPMHPOBATH
TePPUTOPHabLHBIN oprad PocsapaBuaizopa.
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TeppuTopualishHbiM  opraHaMm PocsapaBHanzopa ofecleduTs KOHTPONB 32
MCIONHEHNEeM CyOBeKTaMu o0pallesms JIEKapCTBeHHEIX cpeacTB PeflepalbHOTO 3aKOHA
oT 12.04.2010 Ne 61-®3 «O6 obpalieHnn JeKapcTBEHHBIX CPEACTB» (CTaThs 57) B 4acTH
COOMIOAEHNS 3aIpeTa Ha PeaTu3aliio HeloOPOKadeCTREHHEIX TEKAPCTBEHHBIX CPECTB.

®enepanpHas CcTyx6a 00 Ham3opy B cdiepe 3IpaBOOXpaHEHHMS YKa3BIBAeT
H3TOTOBHTENMO  (OpPOJABILY, JIHLY, BHITONHAIOmEMY  (QYHKIAM  HHOCTPaHHOIO
M3FOTOBUTENS) YKa3aHHOH CepHH JIeKapCTBEHHOTO CPEICTBA Ha HeOOXOAMMOCTH
IpOBEICHUS MEPOIPUATHE, IPETyCMOTPEHHBIX craTheil 38 denepanbHOro 3aKoHa OT
27.12.2002 Ne184-D3 «O TexHHYECKOM PETYIHPOBAHHMW.

Poc3zapaBHaaz3op [PeANHUCHIBAeT U3TOTOBUTEIIO (IIPOJABLLY, JIKILY, BEINOJHAIOMEMY
(QYHKLUMM HEOCTPAHHOTO M3rOTOBHUTENS) B TeUeHHE NECATH JHEH OT HaThl MyOIHKaluH
nHGOPMAIIMOHHOTO MHCbMA Ha odHIHManbHOM caiite PocsapaBHanszopa — IIPeACTaBUTH
CBEeIeHHd O TIpoBeJeHHONM paboTe, BKIIOYas IIPOTPaMMy  MEPOIPHSTHA IO
IIpeAOTBpallleHHIo TIpHYMHEHUs Bpena, Ha anpec: control ls@roszdravnadzor.ru ¢
HOCTeNYIONEeH TOCBUIKOH Ha 6YMakHOM HOCHTEE.

denepanpran cryx6a no Hag3opy B cdepe 3ApaBooXpaHeHus oOpaliaeT BHUMakH¥e,
4TO HENpECTABICHHE WM HECBOCBPEMEHHOE IIPEACTaBNeHME, NHOO Npe/CTaBieHHe
3aBeZIOMO HEIOCTOBEPHBIX CBefeHMi B Poc3fpaBHan3op, a TakKe HEBBINIONHEHHE B
YCTAHOBJEHHBIM  CpPOK  IpeAmucaHus,  peuleHus  Poc3ipaBHansopa  BACHET
OTBETCTBEHHOCTB, IIPEYCMOTPEHHYIO COOTBETCTBEHHO ¢T.19.7.8. 1 4.21 ¢1.19.5 Kozekca
Poccuiickoii @eaepanun 06 aAMHMHACTPATHBHEIX [IPaBOHAPYLICHUAX.
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