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Ha Ne BiO

KepiBHuKaM cy®’ekTiB
rocmoJapoBaHHs,® fAKI  3aHMalOTheH
peadizauieto (Toprisiero), 30epiranuam i
32CTOCYBAHHAM JlikapchbKHX 3aco6iB

KepiBHHKamM TepHTOpIAILHHX OpraHis
Hepxiikeayxou Ykpainu

PO3NOPATKEHHA

Ha mizcTasi MoBiAOMIIEHHS MO JIETATEHUH BHNAAOK [IPU 3aCTOCYBaHHI cepii
311003/01 wmeguunoro imymoGionoriuHoro mnpernapary Bakunuma —pis
npodiiakTHKH renatury B pexomGiHaHTHa piaka, cycnmeHsia ang in’ckuii no
05 ma (1 gosa gasm girteit), cepil  311003/01, BHpoGHHUTBa
NAT "®APMCTAHIAPT-BIOJIIK", Ykpaina (peecTpailiine NOCBiI4eHHS
Ne 528/10-300200000), ta y Biamosignocti a0 cT. 15 3axony Ykpaiam "lIpo
nikapebki 3acobu”, TTonoxenus npo JlepxaBHy ciyx0y YKpaiHH 3 JIKapChKuX
3acobiB, 3aTBep/ykeHoro Ykasom IlpesuaeHta Yxpainu Big 08.04.2011 Ne 440,
n. 3.1.3 "TMopsaaky BcranoBneHHs 3aGoponu (TMM4acosol 3abopoHn) Ta
TIOHOBJIEHHS 06iry JikapchKHX 3aco0iB Ha TepuTopil YKpalHH", 3aTBEPIKEHOTO
Hakazom MO3 Vxpainn Big 22.11.2011 3a Ne 809, 3apeecTpoBaHoro
MinictepctBoMm rocTuLil Ykpaikm piz 30.01.2012 3a Ne 126/20439, "Tnctpyxuil
PO MOPSIOK KOHTPOJIIO AKOCT] TiKApChKIX 3ac0o0iB Mifl 9ac ONTOBOI Ta po3apiGHOT
Toprieai", 3aTBepmKeHoi Hakasom MO3 Vkpaimm Bix 30.10.01 3a Ne 436,
3apeecTpoBatoi MiHicTepcTBoM tocTuuil Ykpainy Big 05.02.02 3a Ne 107/6395, 3i
smidzamp, THUMYACOBO 3ABOPOHSIO peanizamito (TOpriBmo) Ta
3aCTOCYBaHHA MEAMYHOrO iMyHOGionorigHoro mnpenapaTy Baxkusmna s
npoditakTHKH renaTuTy B pexomGinaHTHa piaka, cycnensis aas i’ ckuii no
05 ma (1 pgosa pam girei), cepii  311003/01, supo6HHUTB2
IIAT "®APMCTAHJAPT-BIOJIK'", ¥kpaiHa, 10 OKpeMOro plllcHHA
HepkaBHoi cyx0u YKpalHH 3 TiKapchKUX 3ac001B.

Cy6’ekTaM TOCMOAAproBaHHA, fKI 3AIACHIOIOTE pealizallio (TOpriBiio),
36epiraHHs Ta 3aCTOCYBaHHA JiKapChKUX 3aco0iB, HEBIAKIAIHO MICIS OAEPKaHHS
JAHOTO PO3MOPSKCHHA IEPEBIPUTH HASBHICTh MEIUYHOTO iMyHOOi0MOTIYHOTO
npenapaTy Bakuuna aasi npodinakTHku renatury B pexombinaHTHa pinka,
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cycmensigs anu im’ekuiii mo 0,5 mu (1 gosa nas aiteit), cepii 311003/01,
BHpoGuunTBa ITAT "O@APMCTAHIAPT-BIOJIIK", Ykpaina.

Ilpu BuABNEeHH] 3pa3KiB IILOTO IPEMAPATY BXKUTH 3aXOAU INOAC BHIYYEHHS
¥oro 3 06iry IUIAXOM BMillleHHSt B KAPAHTHH.

Cy6’exTy TOCIOAaprOBaHHA, IIpH BHUSABIEHH] BKa3aHOIo [Ipenapary,
NOBIIOMUTH TepUTOpianbHUE opran JlepximikcayxOu VYkpaiHu 3a MicueM
PO3TAUTYBAaHHS; PO BXUTI 3aX0AM LIOA0 BUKOHAHHA JAHOTO po3nopsikeHHs. [Ipu
HACTYIHUX ITOCTABKAX Iperapary cy(’eKT TrocnoJaploBaHHS NOBHHEH BKHTH
3aXO/IiB IOA0 3armodiraHHsA NMpUAGaHHIO, peanizallii Ta 3aCTOCYBaHHIO IIPENapary,
HaBeIEHOrO B J@HOMY PO3MOPAIKEHHI.

KoHTpons 32 BHKOHAHHAM OAaHOTO  PO3MOPSKEHHS  3JIHCHIOOTH
TEPUTOPIANIbHI @praiu Jepximikcenyx0n Y KpalHu 3a MicueM po3TallyBaHHH.

HesvkoHaHHA JAHOTO pO3NOPAIKEHHS TATHE 3a co0OI0 BiANOBIJANBHICTD
3r1JHO YHHHOTO 3aKOHOJABCTBA Y KpaiHu.

Komii gaHoro po3nopsxkeHHS HallpaBJIeHi:

HI1 " Hepxapnuii excneptunii nenrp MO3 Ykpainu';

IMAT "®APMCTAHJAPT-BIOJIIK", Vkpaina.
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