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Ha No © BIO

KepiBaukam | cy0’exTiB
rocnojaploBaHHs, fKi  3aHMaKTbCH
peajizauicio (Toprinier), 30epiranuam i
32CTOCYBAHHAM NiKapchKHX 3acobiB

KepisHukam TepHTOpialbHEX OpraHis
HepanixenyxGu Ykpainu

PO3NOPSIIZKEHHS

Ha niacrapi TOBIAOMJICHHS TNpO NETANBHUN BHUNANOK IpPH 3aCTOCYBAHHI
cepii J 4034-1 meauunoro imyHoGlonorignoro mnpenapaty IIEHTAKCHM /
PENTAXIM Komb6inopana BakuuHa s npodigakruky audrepii, npaBus,
KAIJIOKA (aneJJapHHii KOMNOHEHT), NoJdioMieIiTY Ta 3aXBOpIOBaHD,
cnpuundenux Haemophilus influenzae Ttuny b, Cycnenzis nns in’exuii y
Nnonepe)RbLO 3aN0BHEHOMY wnpuaui no 0,5 ma (3 npukpinaeHow roaxkow ado
ABOMAa OKPEeMHMM rojikamu) Ta nopowox Hib y cKIfiHOMY (1akoHi B GaicTepi
IIBX Nel, Bupobumntea TOB "®Mapmexe rpyn!” (dacypanHs 3 dopmu
"in bulk" dipmu-snpoburka sanofi pasteur S.A., ®panuin), Ykpaina
(peectpauiline nocsiguenns No 845/11-300200000), Ta y BignosinHocti go ct1. 15
3akony Ykpaiuu "Tlpo nikapceki 3acodu", [lonoxenns mpo Jlep:kaBHy CiyOy
Ykpainu 3 NikapebKuX 3acofiB, 3aTBepikeHoro YkaszoM [lpesnnenta Ykpainu Bix
08.04.2011 Ne 440, 1. 3.1.3 "Tlopsiaky BCTaHOBIEeHHS 2abopoHH (THMuacoBoOl
3a0oponn) Ta 1MOHOBTeHHs oIy mikapchkwX 3acobiB Ha TepuTopli YKpainn',
jaTBepkeHoro HakazoM MO3  VYkpainu Bin 22.11.2011 33 Ne 809,
3apeecTpoBanoro  MinicrepeTBoM  tocTunii  Yxpainm Bl 30.01.2012  3a
No 126/20439, "IHeTpyKIlT Tpo MOPSIOK KOHTPOJO SIKOCT] TiKapchbKUX 3aco01B i
qac omtosol Ta po3apiGHoi Toprieni”, saTepmxerol HakasoM MO3 Ykpainu Bin
30.10.01 Ne 436, 3apeectposaHol MiHicTepcTBoM roctuuii Ykpainu Big 05.02.02
Ne  107/6395, 31 smimamu, THMYACOBO 3ABOPOHHIO peaizamio
(Topris/o) Ta 3aCTOCYBAaHHS MeauMyHoro iMyHofiomoriuHoro mpenapary
NEHTAKCHUM / PENTAXIM Kom6inosana BakuMHa JAA NpodilaKTHKH
qudTepil, npaBusd, KauLMOKA (AUeTasIpHHil KOMNOHEHT), NOJIOMIETITY Ta
3aXBOpIOBaHb, cnpuanHennx Haemophilus influenzae Tuny b, Cycnensin aisa
in’ekniil y nouepeaHbo 3amosHeHoMy wminpuui 1o 0,5 M (3 mpHKpinJeHowo
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roakor afo aABoMa oxpemumH ronaxkamu) Ta nopomwoxk Hib y cxasHomy
daakoni B 6aicrepi [IBX Nel, cepii J 4034-1, pupofuuurea TOB "®apmexc
rpyn” (¢pacysanng 3 ¢popmu "in bulk' ¢ipmu-Bupobuuka sanofi pasteur S.A.,
®pauuis), Ykpaina, 1o okpemoro pimeHHs [JepxapHoi cnyxOn YkpaiHH 3
NiKapceKUX 3acobiB.

Cy6’exTaM TOCMONAPIOBAHHS, sKi 3MIHCHIOIOTE peatisaliio (TOprisiwo),
36epiranHa Ta 3acTOCYBaHHA JIIKapChKUX 3ac0GiB, HEBIAKIAAHO TCAA ONEPKAHHS
JAHOFO PO3NOPAAMKEHHA TIEPEBIPUTH HAABHICT MEAWYHOTO iMyHOO10JIOTIYHOIO
npenapatry IIEHTAKCHM / PENTAXIM Komb6inosaHa BakuHHa 1Id
npoditakTuky AHGTepil, HpaBuR, KAWIOKAa (AUETHIAPHHA KOMIIOHEHT),
noniomiesnity Ta: 3axsopwoBanb, crnpuadHernx Haemophilus influenzae
tany b, Cycnensin ans in’exkuiii y nonepelHno 3anoBHeHOMY WNpuui
no 0,5 ma (3 NpHKpinJieHow roakoio a0 ABOMa OKPeMHMH rOJIKAMH) Ta
nopomor Hib y cknsanomy ¢aarxoni s Gaicrepi IIBX Nel, cepii J 4034-1,
supobuuutTea TOB "®apmeke rpyn" (pacysauns 3 gopmu "in bulk" bipmu-
BHpoOnHKKa sanofi pasteur S.A., ©@panuis), Ykpaina.

ITpy BUABICHHI 3pa3kiB LBOTO MPErapaTy BXXUTH 3aXOAU LOJ0 BHIYHCHH:
foro 2 0firy UIIXOM NOMilleHHs B KAPAHTHH.

CyG’ekTy TOCIMOJApPIOBAaHHA, MPH BHABICHHI BKa3aHOro TIPENaparty,
NOBILOMUTH TepuTopianbuuit opran J[lepxuikenyxbu Ykpainm 3a MICIIEM
PO3TALIYBaHHS PG BXHTI 3aX04H HIOZ0 BUKOHAHHS JaHoro posnopsjoxenHs. [Ipu
HACTYIIHHX [IOCTaBKax TMpenapary cy6’eKT COCIOAAprOBaHHS IIOBUHEH BXUTH
3aXOMiB 100 3anabiranys MpuAOaHHIO, peanisallil Ta 3aCTOCYBAaHHIO [Ipernapary,
HaBEEHOTO B JIAHOMY PO3MOPSIXKEHHI.

KOHTpONb i3a BMKOHAHHAM JAHOTO  POSNOPSIKEHHA  3HIHCHIOIOTH
TepuTopianbHi oprauu Jepxitikeay0u YKpaiHu 3a MICIIEM PO3TAllyBaHHSL.

HeBnkoHAHHS JaHOrO PO3NOpPs/DKeHHA TATHE 3a coDOK BiAMOBIAANBHICTH
3TITHO YHHHOTO 3aKOHOAABCTBA Y KPATHH.
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Komii 1aHOro po3nops/KeHHS HallpaRJIeHi:

I " Hepxasuwuii excnepTHU nentp MO3 Ykpainu';

TOB "®apmexc rpymn", YkpaiHa.

3acmynnux I'onoau A.d 3axapaw




