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[ ] Opranuszauun, ocymecTBIAIOnne
~ 3KCHEPTHU3Y KadecTBa
NeKAPCTBEHHBIX CPEACTB

MenuimHcKkne opragu3anum

O nocrynrenuu uHdopManun
O BBIABICHUH HEJ06POKAIECTBEHHOTO Opraus! ynpasieHus
JIEKaPCTBEHHOTO CPECTBA 3[paBOOXpaHEHHEM CYOBEKTOB

Poccuiickoit Oenepanun

QenepanbHas cinyxba 1o Hagsopy B chepe 34paBoOXpaHEHHS cooblnaer o
noctymieHud uH¢opmanmu or OI'Y «lleHTp KOHTponA KadecTBa M cepTHMHKALMH
TICKapCTBEHHBIX CPEJCTB», JIMmenkas o6acTh, O BHIABICHHH JIEKAPCTBEHHOTO CPeACcTBa
«AKT-XWb (KOHBIOTHpOBaHHas BaKUMHA IJA OpOMHIAKTHKA HHOEKIHH, BHI3LIBAEMOI
Haemophilus influenza Ttuma b), nnodwmusar ana mpurorosneHHs pacTBOpa A
BHYTPHMBIIIEYHOTO M IOJKOXHOT'O BBEACHHUS B KOMIUIEKTE C PAcCTBOPHUTENIEM HATPHS
xnopuaa pacteop 0,4%» cepun K1010-2/pacteoputens J8204, npoussonctsa «Canopn
Iactep C.A.», ®parnus, nocrasuuk OI'VII «JIunenkdapmanusy», Ka4ecTBO KOTOPOTO He
OTB€4aeT YCTAHOBNEHHBIM TpeGoBaHHAM o mokasatemo «Cpok roaHoctu» (Cpok
TOAHOCTH Ha IITIPHIE C PaCTBOPHTENEM yKazaH 10 12.2015; cornacHo jaTe H3roToBICHHSA
pactBoputena (29.05.2012), ykasanHo#l B cepTH(HKaTe KOHTPONS KAauecTBa (DMPMBI-
NPOHU3BOJUTENS, CPOK TOAHOCTH pacTBopuTend (29.05.2015) MeHblie, 4eM CPOK FTOOHOCTH
Bakiuusl (31.12.2015).

TepputopransaoMy oprany PocsapaBranzopa mo Jlunenxoit o6mactu obecrneuuTs
KOHTPOJIb 32 M3BATHEM M3 OOpalleHHsA M YHHYTOXKEHHEM B YCTAHOBJICHHOM NOpPSIKe
YKa3aHHOH NapTUH HeI0OPOKAYECTBEHHOTO JIEKAPCTBEHHOIO CPEACTBA €€ BIAJENbIEM.

QentepaneHas coyxba [0 Hamzopy B cdepe 3ApaBoOXpaHEHHS cOOONIAeT o
IPHOCTAHOBJICHUE pEANM3AUXAH WHBIX NAapTUH BBINICYKA3aHHOW CEpHH JIEKApPCTBEHHOTO
CpencTRa.

Pocaapasuanzop npennaraer cyGbekTam oOpanieHHs TeKapCTBEHHBIX CPENCTB,
MEJMLIMHECKAM OPraHH3allsM [IPOBECTH TIPOBEPKY HANHYHA YKa3aHHOH cepum
JIEKApCTBEHHOI'0 CPeNCTBa, O pe3yNbTaTaX KOTOpoM MHGOPMHPOBATH TEPPHTOPHANBHELA
opraH Poc3apasHazsopa.

TepputopuanbueiM  opraaM PocsapaBHagzopa o00eclHednTh KOHTpONb 32
HCIIO/IHEHHEM CyObeKTaMHi OOpallleHHs JeKapCTBEHHBIX cpeicTB (PenepalbHOTO 3aKOHA
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orT 12.04.2010 Ne61-®3 «O6 obpaienny neKapcTBEHHBIX CpeCTB» (cTaThd 57) B 4acTu
coOJTIONEHHS 3aNpeTa Ha peali3aitio HeA0OPOKAYECTBEHHBIX IEKAPCTBEHHBIX CPEICTB.

Denepanbhas cayxba 1o Hamzopy B chepe 3NpaBOOXPAHEHHS YKa3bIBAeT
M3TOTOBHTENO  (IPOAABIly, JIHIY, BBIIOJHAKOWEMY (GYHKUMH  HWHOCTPAHHOIO
M3rOTOBHTENA) YKA3aHHOH CepHH JIEKAPCTBEHHOIO CPEACTBA Ha HEeOOXOOMMOCTh
NPOBEIECHUA MEPOINPUATHH, NPEAYCMOTpeHHBIX cTrathell 38 denmepanbHOro 3akoHa ot
27.12.2002 Ne184-®3 «O TeXHHYECKOM PEryIHpPOBAHUMY.

PocanpaBHaa3op NpeANHCHBAeT HATOTOBUTEMO (IPOAABLY, JIUILY, BEINOIHSIOMEMY
(yHKUHM HHOCTPAHHOT'O H3TOTOBHTENS) [TPEICTABUTEL B TeUCHHE JECATH JHel ¢ MOMEHTa
BBEIXOJa aHHOTO MHChMa B JIEKTPOHHOM BHAE Ha ajpec: control ls@roszdravnadzor.ru ¢
nocyenyomel 0CkUIKOR Ha OyMaXKHOM HOCHTe/e HH(POPMALHUIO O IpoBeAeHHOH paboTe,
BK/IIO9as IpOrpaMMy MEPOIPHUATHH [0 NpeJOTBpAllEHHUIO IPUYHHEHHS Bpena.

®enepanpHas ciyx06a Mo Haa30py B cdepe 3ApaBOOXPaHEHHs 0OpallaeT BHUMAaHHE,
YTO HENpEACTaBICHHE HIH HECBOEBpPEMEHHOe IIpe/cTaBieHue, jubo TpeacTaBIeHHe
3aBEJIOMO HEJOCTOBEpHbIX CBeleHMH B Poc3mpaBHazazop, a Takoke HEBHIIOIIHEHHE B
YCTAHOBIIEHHBI{  CPOK  MpeANHMCaHHs,  peimeHHs  Poc3apaBHam3opa  BiedeT
OTBETCTBCHHOCTS, IIPEAYCMOTPEHHYIO COOTBETCTBEHHO ¢T1.19.7.8. n 4.21 cT.19.5 Koxekca
Poccwiickoii ®eaepanny 06 agMHHACTPATHBHEIX IPABOHAPYILICHUSX.
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