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Ha No B

KepiBankam cy0’ekTiB rocmogapioBanus,
AKi 3aifiMalThCA peaJizauicio (Topriraew),
30epiraHHsIM i 3aCTOCYBAHHAM JIIKAPCHKHUX
3aco0iB

KepiBHHKaM TepHTOpiaJbHHX OpPrauin
Hepaaikcayxon Ykpainu

PO3ITOPHA/KEHHS

Ha migcrasi noBifoMJIeHHS [P0 JETAIbHMI BUNAJOK [PH 3aCTOCYBaHHI
cepii H 4103-1 nikapcekoro 3acody IEHTAKCUM/PENTAXIM Bakuuna ais
npodinaktuky audrepii, npaBud, KauuIoka (AUETIOJAPHUH KOMIOHENT),
noJioMi€NiTY Ta 3aXBoploBaHb, cipu4uHenax Haemophilus influenzae tuny b,
cycneHsis A iH'eKUiH y nmonepeagHb0 3amoBHeHoMy mupuui mo 0,5 ma (3
NPUKPIIJIEHOI0 TOAKOoW a0o ABOMAa OKpeMHMH roJjkamn) Ta nopomok Hib y
ckysiHoMy diaxoni B 6aicrepi [IBX Ne 1 pupoduuurea TOB "®apmeke rpyn”
(pacyBannn 3 dopmu "in bulk" dipmu-pupoGuuka sanofi pasteur S.A.,
Ppanunin), Ykpaina (peecTpamilive nocigdenHs Ne 845/11-300200000), ta y
BIANIOBIAHOCTI 0 ¢T. 15 3akoHy Yxpainu "IIpo nikapceki 3aco6u”, TlonoxeHHs mpo
HepxaBuy cuyk0y VYkpaiHu 3 JikapcbKuX 3aco0iB, 3aTBEepIXKeHOro YKa3oM
ITpesnpenra VYxpaimn Bix 08.04.2011 Ne 440, no. 3.1.3, 4.1.1 "Ilopgaxy
BCTAHOBJIEHHA 3a00pOHM (THMHacoBOl 3a00pPOHM) Ta NOHOBICHHS 0BIry JiKapchKUX
3aco0iB Ha TeputTopil YkpaiHu', 3arBepmxeHoro HakazoM MO3 Vkpaiuu Big
22.11.2011 3a Neo 809, 3apeectpoBaHoro MiHicTepcTBOM tocTHUil YKpaiuu Bix
30.01.2012 3a Ne 126/20439, "IacTpyKUii Tpo NOpsAAOK KOHTPOMIO SKOCTI JIKapChKUX
3aco0IB MM 4ac onToBOl Ta po3apiOHOL Toprieni”, sarBepmxenol makazom MO3
Yxpainu Bia 30.10.01 Ne 436, 3apeectpoBanol MiHicTepcTBOM focTHIIT YKpaiuu Bin
05.02.02 Ne 107/6395, 31 3minamu, THMYACOBO 3ABOPOHSAK) peanizaiito
(Topriemo) Ta 3acrocyBaHHs Jjikapchkoro 3acofy INEHTAKCHM/PENTAXIM
Bakuuna pas npodinakrukm audrepil, npaBus, Kauunoka (anesioJsipHU
KOMIOHEHT), WOoJIOMIeJIiTY Ta 3axBopioBaHb, cnpruuubeHnx Haemophilus
influenzae Tuny b, cycnensisa a1 in'exniif y nonepenAbo 3anoBHEeHOMY INIPHIL
no 0,5 ma (3 npEKpiNIeHO ToJKoK abo ABOMAa OKPEeMHMH TOJKAMH) Ta
nopomok Hib y ckassnomy d¢uaakoni B Ouaicrepi IIBX Ne 1, cepii H 4103-1,
BupobunuTBa TOB "®apmexe rpyn” (dacypanns 3 dopmu "in bulk" ¢ipmu-
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BupoGHuKa sanofi pasteur S.A., ®panuist), Ykpaina, A0 OKPEMOTO PilICHHS
JepxapHoi cayx6u Yxpainu 3 nikapcbkux 3acobis.

Cy6’ekTaM rocnojaproBadis, AKi 34ifCHIOIOTH  peanisalliiv  (TOpTiBIO),
36epiraHHs Ta 3aCTOCYBAHHA NiKAPCBKMX 3ac00iB, HEBIAKNATHO TICNA OJEpHKaHHA
JAHOTO  PO3NMOPSGKEHHs  [IePeBipUTH  HasBHICTB  Jikapcekoro  3acoly
IIEHTAKCHUM/PENTAXIM Bakuuua aas npoditaxktuxu andgrepii, npapud,
KAULIIOKa (QaUue/JIOAPHHE KOMIIOHEHT), MOJIOMIENITY Ta 33aXBOPHOBaHb,
cnpuunnenux Haemophilus influenzae Tumy b, cycnemsis ans id'exuifi y
nonepefnko 3anoBHesoMy mnpuui mo 0,5 Ma (3 NpHKpiMIEnoi0 ToJAKOKW 200
JBOMa OKpeMHMH rojgxamu) Ta nopouox Hib y ckagnomy duakoni B Guictepi
NBX Ne 1, cepii H 4103-1, sBupoGuuursa TOB "®apmeke rpyn' (pacysanns 3
dopmu "in bulk" ¢ipmu-Bupobunka sanofi pasteur S.A., ®panuin), Ykpaina.

[Ipy BusBleHHI 3pa3kiB LbOro JiKapchKOro 3acofy BXWUTH 3aXOAM 1LI0J0
BUJIYYEHHS HOTro 3 00Iry IUIIXOM NOMIIIEHHS B KAPAHTUH.

Cy6’eKTy rocriofiapioBaHHsi, NIpH BUSBIEHHI BKa3aHOTO JIKAapchKOro 3aco0y,
HOBIIOMMTH TepuTopianbuuil  opran JepxaikenyxkOun YKpaiHd 32  MicleM
PO3TALIYBAHHS MPO BXHTI 3aX0jd 100 BUKOHAHHA AaHOrO posnopsikeHts. IIpu
HaCcTyNHHMX [IOCTaBKax JIKapchKoro 3acoly cyG’eKT TroCnojaproBaHHA HDOBUHEH
BXUTH 3aXOIiB INOAO 3anobiraHHs NpuabaHHio, peanisailll Ta 3aCTOCYBaHHIO
JiKapceKoro 3acoby, HaBeIeHOro B JaHOMY PO3IIOPAIKEHHI.

KouTpoms 34  BHKOHaHHSAM  [aHOTO  PO3IOPSIPKEHHA  3JIHCHIOIOTH
TepuTOpiaibHi oprauu Jepxiikciayx6u YKpaiHu 3a MiCIlleM pO3TalllyBaHHS.

HeBUKOHAHHS JAHOTO pO3MOPSDKEHHA TATHE 3a €000I0 BiANOBIIANBHICTH
3TiIHOC YMHHOrO 3aKOHOABCTBA Y KpaiHH.

Komii lanoro po3snopsIkeHHs HallpaBJIeHi:
JI1 " epxapumii excrieptHui nentp MO3 Vkpainn",
TOB "Qapmexc rpyn"”, Yxpaida.
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