NEPKABHA CIYKBA VKPATHHM 3 JIKAPCHKHUX 3ACOBIB
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Ha Ne B

KepiBuukaM cy0’¢KTiB rocnogapiosaHHs,
siKki 3aliMaloThes peasisauicro (Toprisiero),
3GepiranaaM i 3acTocyBaHAAM JHKAPCHKAX
3ac00iB

KepiBHMKAM  TepHTODiaJbHHX  Oprais
Nepautikeayxom YKpainu

PO3ITOPAKEHDS

Ha mijcTaBi MOBIAOMIGHHS Mpo NeTANbHMH BHIANOK MICHS 3aCTOCYBAHHN
cepii J4032-1 MemuuHOro imyHOGioNOriMHOTO Mpenapary NEHTAKCAM /
PENTAXIM KomGinoBana pakuusa ans npodirakruks aadrepii, npasus,
KAULTIOKAa (ALETIOAAPHUH  KOMIIOHEHT), TOJIOMIETiTY Ta 3aXBOpOBaHL,
cnpuunnenux Haemophilus influenzae THIy b, cycmeusia aaA W EKUiA y
nomepeanLo 3amoBHeHoMy mmupuui mo 0,5 ma (3 mpuKpinJaenocw rojikow abdo
JBOMA OKpeMMMM rosixamu) Ta nopowox Hib y ckasnomy dnaxoni 8 GaicTepi
IIBX Nel, gupo6unurea TOB "®apmexc rpyn” (pacysanns 3 ¢opmu "in bulk"
dipmu-Bupobuuka sanofi pasteur S.A., dpannis), Ykpaiua, (peecrpaliiine
nocsimuenns Ne 845/11-300200000), Ta y BigmoBigHOCTI Ao ¢T. 15 3akoHy YkpaiHu
"[Tpo mikapceki 3acobu”, [lonoxenns npo HepxkapHy cnyx6y YKpalHH 3 IKapChKUX
3acobiB, 3arBepkeHoro VYkasoMm Ilpesmaenta YKpaiHu Bix 08.04.2011 Ne 440,
1. 3.1.3 "Tlops/Ky BCTaHOBNEHHs 3a00poHH (TAMYAcOBOT 3a00pOHK) Ta NOHOBJIEHHSA
o6iry mixapchbkux 3acoGiB Ha TepuTOpil YXpaiHH', 3aTBEP/DKCHOrO HaKa3oM MO3
Vkpainu sig 22.11.2011 3a Ne 809 (3i 3Minamu), 3apeeCTpOBAHOrO MisxicTepcTBOM
ocTuiii Ykpainu Bin 30.01.2012 za Ne 126/20439, "IHCTpYKLil Hpo NOPSIOK
KOHTPOTIO SKOCTI JiKapchkuX 3acobiB mif wac omToBoi Ta po3apiGHOI Toprimi”,
3aTBep/UKeHol HakasoM MO3 VkpaiHu sig 30.10.01 Ne 436, zapeecTpoBaHoi
MinmictepctoM rocturii Vkpainm Bin 05.02.02 Ne 107/6395 (31 3MiHaMn),
TAMYACOBO 3ABOPOHSIIOQ peanizanito (TOpriBmo) Ta 3aCTOCYBAHH:
MeguaHOro  iMyHOGiomoriunoro npemapary NEHTAKCHM / PENTAXIM
KomGinopana Bakumaa s mpodinakruxu audrepii, NpaBUA, KALLIIOKA
(anemonspHMii  KOMIIOHEHT), HOJIOMIEAiTY Ta 3aXBOPIOBAHL, CIPUYHHEHHX
Haemophilus influenzae Tumy b, cycnensis as in’ckmifi 'y mnonepeinso
janoBHeHoMy wnpuni no 0,5 M (3 NPHUKPILICHON TOAKOI0 a6o aBoMa
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oxpemumn rojaxamu) ta nopomor Hib y ckiasnomy ¢umaxoni B 6aicrepi IIBX
Nel, cepii J4032-1, Bupoorunrea TOB "®apmexc rpyn" (Ppacyranns 3 popmu
"in bulk" ¢ipmu-eupoGunka sanofi pasteur S.A., ®panuis), Yxpaisa, 10
okpeMoro pituents [lepxasuol ciyx6u Ykpaitu 3 NiKapchKux 3acobiB.

Cy6’exTaM TIOCIOHAPIOBAHHA, SKi 3AIHCHIOWTH pealtizalliic  (TOpPriBIio),
30epiranrs Ta 3aCTOCYBaHHS JTiKapChKUX 3aco0iB, HEBIAKIAZHO IICHA OJEPXKaHHA
AQHOrO PO3NOPAMKEHHS TEPEBIPHTH HASBHICTH MEAWYHOTO IMYHODIONOTIIHOIO
npenapary I[IEHTAKCHM / PENTAXIM Kom0inoBana BakuuHa [uist
npodijakTukk AudTepii, npagus, KanuoKa (AUETHJAPHHH KOMIOHEHT),
noJioMi€lliTY Ta 3axBopoBaHb, cnpuunHeHnx Haemophilus influenzae tamy b,
cycnmeHsia Ansi iw’eknmili 'y nomepeaHno 3anopHenoMy wmmpumi no 0,5 ma
(3 NpuUKpinIeHow rojikow ado 1BoMa OKpeMHMH rojxkamu) ta nopowok Hib y
ckiasHomy ¢uakoni B Oaicrepi IIBX Nel, cepii J4032-1, supoObHHuTBa
TOB "®apmexc rpyn" (dacyBasus 3 dopmu "in bulk" ¢ipmu-apodHnka
sanofi pasteur S.A., ®panuis), Ykpaina.

IlpH BHABIEHHI 3pas’KiB IBOrO Iperapary BXKHUTH 3aXOA¥ IIOAC BHIYYEHHS
ioro 3 obIiry LUIAXOM NOMilleHHS B KAPAHTHH.

Cy0’exTy rocmomaproBaHHs, I[PH BHABJICHHI BKa3aHOro IIpemapary,
IOBiIOMHTH Tepuropianbhuii  opraH  Hepxmikemy:xOm VYkpainm 3a Miciem
pO3TallyBaHHs IIPO BXHTI 3aX0[M INOAC BHKOHAHHS IaHOIO posnopsmxkenHs. [lpu
HACTYMHUX [TOCTaBKax Mpemapaty ¢yl €KT rocnogapioBayHs MOBUHEH BXKUTH 3aX0AiB
Hiog0 3ancodiraHHs npuabaHHIO, peajizallii Ta 3acTOCYBaHHIO IIpenapary,
HABEIECHOI'C B JAHOMY PO3TIOPSIKEHHI.

KoHTpons 3a  BUKOHAHHAM  J@HOTO  PO3HOPSMKEHHA  3AIHCHIOIOTH
TepuTopiansHi opranu Jdepiotikcayxdu YKpaliu 3a MicIieM po3TalllyBaHHA.

HeBUKOHAHHS IAHOTO PO3NOPAMKEHHA TATHE 32 cOOO0I0 BiJNOBIAANBHICTEH
3riTHO YMHHOTO 3aKOHOAABCTBA Y KpaiHu.

Komnii 1aH0T0 po3nopsKeHHs HallpaBcHi:
JI1 " JlepxxaBuuii excneptauit uesTp MO3 Ykpaiau";
TOB "®apmexc rpyn”, Ykpaina.
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