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Ha Ne BIiJI

KepiBaukam cy6’eKTiB rocnonapmmlﬂﬂﬂ,

AKi 3aHMAalThCA peaJizamnicio,
30epiraHHsM i 3aCTOCYBAHRAM JIKapChKHX
3aco0IB

KepiBHUKaM TepHTOpIiaJLHUX  oOplaMiB
Hepaciikeayxbu Ykpainu

PO3NOPATKEHHSA

Ha migcraBi IOBiZOMJIEHHS NPO JeTalbHUW BHMAIOK IIPU 3aCTOCYBaHHI
cepii J2210-1 wmenuuHoro imyHobionoriduHoro mnpenapaty ITEHTAKCHUM /
PENTAXIM xoMm6inoBaHa BakIHHA IS NpodinakTUkA AUPTEPii, IpaBLst, KaIIIIoKa
(aemoNApHul  KOMIIOHEHT), TIONIOMI€NTY Ta 3aXBOPIHOBaHb, CHOPUYIHHEHHX
Haemophilus influenzae tumy b, cycnensis ans i’ €KIid y IONEPEAHBO 3AMOBHEHOMY
mmpai mo 0,5 M1 (3 npuKpinmeHoo roakow abo IBOMAa OKPEMHMH FOJKaMH) Ta
nopomok Hib y ckasHoMmy ¢rnaxoni B Gmictepi HIBX Nel, supoOuuursa [TOB
"®apmeke rpyn” (dacysanns 3 popMu "in bulk” dipMu-supobuuKa sanofi pgsteur
S.A., ®panuis), Yrpaina (peectpauiiine roceiggenss Ne 845/11-300200000),| a y
BianosigHocTi 1o Komcrutyuii Ykpainm, cr. 15, c1. 22, cT. 55 3axkoHy YkpaiHd
"OCHOBH 3aKOHOIABCTBA YKpaiHU NPO OXOpOHY 3A40poB'a”, cT. 15 3akony YkpaiHu
"Tpo nikapceki 3aco6u", [Tonoxenns npo Jepxasay cnyxby YKpainu 3 TiKapgeKux
3acobiB, 3aTBepiuKkeHoro YkaszoM [Ipesmaenta Ykpainm sixm 08.04.2011 Ne| 440,
n. 3.1.3 "Tlopgaky BeTaHOBNeHHS 3a00poHU (TMMYacoBOl 3a00POHH) Ta IIOHOBJEHH
obiry mikapchkux 3acoGiB Ha TepuTopii Ykpaiuun”, 3aTeepixexoro nakasom MO3
Vipaiuu Bix 22.11.2011 3a Ne 809 (3i 3MiHaMu), 3apeecTpoBaHoro MinicrepqrBoMm
rocTullii Yipainm Big 30.01.2012 3a Ne 126/20439, "Imctpyxuii mpo nopsazaox
KOHTPOMIO SKOCTI JKapchKux 3aco6iB mifg uac onropoi Ta po3apibxoi Toprism”,
saTeepkeHol Hakazom MO3 VYkpaiaw Bin 30.10.01 No 436, 3apeectpopaHol
Minictepeteom roctuuil  Yipaiwu Big 05.02.02 Ne 107/6395 (31 3minpmu),
TUMYACOBO 3ABOPOHAI) peanmizauiito Ta 3acTOCYBaHHA MEAMTHOro
imynoGionoriysoro npenapatry IIEHTAKCHM / PENTAXIM Kombingeana
BakIHHA A0 nDpodinaxtuku AndTepil, mpaBus, KaNLIWOKa (aUeT0JdpHUi
KOMIIOHEHT), NoJioMiesiTy Ta 3axsBopioBaHb, cnpuuurednx Haemophilus
influenzae Tuny b, cycnensis aas in’ekuiil y monepeaHLo 3a0BHEHOMY IUIIPHI
no 0,5 ma (3 npHKpinaeHoo Tokow aGo ABOMa OKPeMHMM Trojikamy) Ta
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nopomoxk Hib y ckasmomy durakoni B Gaicrepi IIBX Nel, cepii J2210-1,
supo6ruuTBa TOB "®apmexc rpyn"” (dpacysanns 3 dopmu "in bulk" ¢ipmn-
BHpoGHHKa sanofi pasteur S.A., ®panuisn), YkpaiHa, 0 OKpeMOro pileHHs
Tlepxasroi ey 61 YKpalHH 3 IKapchKux 3ac001B.

Cy6’e€xTaM TOCIOAAPIOBAHHA, AKi 3AIMCHIOIOTH peanizamito, 30epiraHus Ta
3aCTOCYBAHHS JIKApChKHUX 3acoBiB, HEBLAKIALHO micnsl  OAEPXKAHHS  AAHOro
PO3NOPSUKEHHS! NTePEBIPUTH HAABHICTB MEAMYHOrO iMyHoOGioIOrTHOTO [Tpenapary
NEHTAKCHUM / PENTAXIM Kom6inoBaHa BaKuuHa 115 NPOQUIAKTHKH
nudrepii, NpaBds, KAamUIOKa (AUETIOIAPHHA KOMIOHEHT), noJioMiesiTy Ta
3axBoplOBaHb, cnpuuuHenux Haemophilus influenzae Tumy b, cycmensis A
in’exnifi y nmomepeanbo zamoBHesomy wmmnpuni no 0,5 ma (3 NPUKPINIEeH010
rojiKo10 aGo J1BOMa OKpeMHMH rosikaMu) Ta nopowox Hib y ckiasnomy daaxkoni
B Gaicrepi IIBX Nel, cepii J2210-1, BupoGuuursa TOB "®apmekc rpyn"
(pacypanun 3 dopmu "in bulk" ¢ipmu-BHpOOHHKA sanofi pasteur S.A.,
®panuis), Ykpaina.

[Tpy BHESBNEHH] 3pa3KiB IBOTO Nperapary BXMTH 3aXORU INOI0 BUIYHCHHA
MOro 3 06Iry HMIIXOM NOMIllleHHS B KAPpaHTHH.

Cy6’exkTy TOCHOLAPIOBAHHS, IIPH BUABJCHHI BKa3aHOTO  [pemapary,
nosizoMuTdH  TepuropiansHud opran  HdepxoikcayxOn  YkpaiHm 3a MiCIIEM
PO3TALIyBaHHs MPO BXKHTI 3aXOMH IIOAO BUKOHAHHS JaHOTO PO3NOPSIUKECHRA. [Tpu
HACTYITHHX TOCTAaBKaX [IPEnapary Cy0’ €KT roclofapioBatid NOBHHEH BXXHTH 3aX0/IiB
mofo 3amobiramHs NpuadaHHIO, peanizawii  Ta 3acTOCYBaHHIO —Npenaparty,
HABEJICHOTO B JJAHOMY PO3IOPSIKEHHI.

KoHTpons 32  BHUKOHAHHAM  JAHOTO  PO3NOPS/DKEHHS 3[IiICHIOOTH
TepuTOpianbHi opranu Jepxmikenyx6u YKpainu 3a MicIieM po3TallyBaHHs.

HeBUKOHAHHS JAHOTO DO3NOPAOKEHHsS TATHE 33 Co00M BIAMOBIRANBHICTE
3riZIHO YHHHOTO 3aKOHOJABCTBA Y KpaTHH.

Komil aHOoro po3nopsIKeHHs HalpaB/eHi:

JUI1 " Nep>xaBuuii ekcrieptHui eHtp MO3 Ykpaiau';
TOB "®dapmexc rpyn”, Ykpaina.

3acmynnuk I'otosu / A Jaxapaut



