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‘ Poccuiickoii ®eneparun

OQexepaneHas cmyx6a 1m0 Hag3opy B chepe 31paBOOXpaHeHHs cooGIIaeT o
MOCTYIUIEHHH MH(opManuu ot I'BY?3 Kemeposckoii o6mactu «LIeHTp KOHTpPOJIS KadecTra
M CepTH(QHKALMK JEKAPCTBEHHBIX CPEACTB» O BHIABJICHHH TeKapCTBEHHOTO CpecTRa
«AKT-XHB (xousrorupopaHuas BaKIUHA U MPOMHIAKTHKE HHMEKIHH, BBI3BIBASMOM
Haemophilus influenza tuma b), THOMHIN3AT 1A NPUCOTOBJICHHSA pacTBopa s
BHYTPUMBIIICYHOTO U IMOAKOXXHOILO BBEJEHHA B KOMILIEKTE C pacTBOpHUTENIEM HATPHS
Xnopuna pactsop 0,4%» cepuu K1019-1/pactopurens J8205, npousBoacTBa «CaHodu
ITactep C.A.» (®panuus), nocrasmuk OAQ «Kysbaccpapma» (Kemeposckas o6macts),
Ka4€CTBO KOTOPOrO He OTBEYAET yCTAHOBIEHHBIM TPeGOBaHHAM I10 ITOKA3ATEIIO «Cpok
FOOHOCTHY (CPOK FOAHOCTH Ha IIHPHIE C pacTBopuTeneM ykasaH no 12.2015; cornmacho
AQT€ M3roToBneHus pacTsoputens (31.05.2012), ykazansoi a CepTH(HUKATE KOHTPOJIs
Ka49€CTBa (PUPMBI-IIPOU3BOIUTENS, CPOK TOXHOCTH pactBopuTens (31.05.2015) mensine,
HEM CPOK FOTHOCTH BakuuHE! (31.12.2015),

Tepputopnansaomy  oprany PocsnpaBhamsopa mo Kemeposckoii  o6mactu
00€CIIEUNTs KOHTPONE 33 M3BATHEM W3 00pameHus H YHHYTOXEHHEM B YCTAHOBJIEHHOM
NOpAAKe YyKa3aHHOH mapTuu He,[[06p01;(atleCTBeHH01"0 JEKApCTBEHHOIO CpENCTBA €€
BlaJenbleM. |

QenepanbHas cnyxba 1o Han3opy B cdepe 3apaBOOXpaHeHHS coo6Imaer o
MPHOCTAHOBICHAN peaNM3aUiy WHBIX [ApTHH BEIMISYKa3aHHOM CEPHH JIEKapCTBEHHOI'0
CpelcTBa.

Pocsgpasaansop mpenmaraer cyGmextam o0paleHus eKapCTBEHHEIX CpPeNCTE,
MCAUINHCKMM  OPraHH3allMAM TIPOBECTH MPOBEPKY HATHYHS YKa3aHHOH cepHHu
JICKapCTBCHHOIO CPENCTBA, O Pe3yJbTaTax KOTOpOi MHGOPMHPOBATh TEPPUTOPHATBHEIN
oprat PocsapaBHansopa. :
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TepputopnaneHeiM  opraHaM PocaapaBHamzopa o0ecledMTh KOHTpOIL  3a
HCIIONHEHNEM CyOBEeKTaMH oOpallieHus JeKapcTBeHHBIX cpefcTB PemepanbHOro 3akoHa
oT 12.04.2010 Ne61-®3 «O6 obOpaineHHn JeKapCTBEHHBIX CPEOCTB» (CTAThs 57) B 4acTH
coOmoieHA 3anpeTa Ha pealu3auio Heao6pOKaYeCTBEHHEIX JIEKAPCTBEHHBIX CPEACTB.

QenecpanbHas  clyxba no Ham3opy B cepe 3ApaBOOXpaHEHHSA YKa3bIBaeT
M3TOTOBHTENIO  (IPOJaBIy, JIMLY, BBIIOJHMIOWEMY (QYHKUHM  HHOCTPAHHOTO
M3TOTOBHTENA) yKa3aHHOH CEpHM JEKApCTBEHHOIO CpeacTBa Ha HEOOXOIMMOCTD
OpOBeeHUs MEpONIPHATHH, NMPEeAyCMOTPEHHBIX cTtathedt 38 DenepanbHOro 3akoHa OT
27.12.2002 Nel184-@3 «O TeXHUTIECKOM PeryIHpOBaHUHNY.

Poc3anpaBHanzop NpeanucHBAST H3TOTOBUTENMO (IPOAABIY, UL, BEIIONHAIOMIEMY
(QYHKIMHA HHOCTPAHHOTO M3TOTOBHTEIIS) NPEJCTABATL B TCUEHHE JeCATH JHel ¢ MOMEHTa
BBIXOJIa JaHHOTO MHUCHMA B JIEKTPOHHOM BHAE Ha ajpec: control ls@roszdravnadzor.ru ¢
noclienyromme JoCkUIKoH Ha GyMaxHOM HOCHTeNe HH(OPMALHIO O POBEAEHHOH pabore,
BKIIOYas TNPOrpaMMy MEPONpPHATHH 10 NPEeJOTBPAINEHHIO NPHIHHEHHA Bpena.

DexepanbHas cmyx6a o Hax3opy B chepe 3ApaBOOXpaHeHHs o6pamaeT BHUMaHHE,
9TO HENpeACTaBNeHUe HIH HECBOEBPEMEHHOE NpEACTaBleHHe, MO0 IpeACTaB/IeHHe
3aB€JIOMO HEIOCTOBCPHEIX CBellcHHMH B PoczapaBHazgsop, a TakKe HEBHIIOIHEHHUE B
YCTaHOBJICHHBIH  CPOK  TMpeAnHcaHHsd, pemleHHAs  Poc3ipaBHamsopa  BiedeT
OTBETCTBEHHOCTD, IIPETYCMOTPEHHYIO COOTBETCTBEHHO ¢T.19.7.8. 1 u.21 ¢T1.19.5 Konekca
Poccuiickoii Genepaunn o6 agMUHACTPATHBHEIX MpaBOHAPYHICHHAX.
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