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Ha Ne BIJ

KepiBHnkam cy0’eKkTiB rocrnoaaploBaHHs,
AKi 3aMMalOThCA peaJiizaniero,
30epiraHHAM i 3aCTOCYBaHHSAM JIIKapCbKHX
3aco0iB

KepiBHHUKaM TepHTOpialbHHX OpraHiB
HAepxiaikciayx0u YKpainu

PO3MOPSTKEHHS

V signosignocti g0 Koncrutyuii Ykpainu, cr. 15, cr. 22, cT. 55 3akoHy
Yxpainu "OCcHOBH 3aKOHOABCTBA YKpalHn PO OXOpOHY 370poB'a", ctareil 9, 15, 20
3akony Yxkpaiam “Tlpo nikapceki 3acobu”, IlonoxeHHs mpo llepxcaBHy CIIy X0y
VkpaiHu 3 Jikapcbkux 3aco0iB, 3aTBepeHoro YkasoM IIpesuneHTta YKpaiHd Bin
08.04.2011 Ne 440, nakasis MinicTepcTBa 0XOpOoHH 310poB’st Ykpainu Bix 30.10.01
Ne 436 "TIpo 3arBepmxeHHs [HCTpyKIUii Npo NOPsSIOK KOHTPOIIO SIKOCTI JIIKAPCHKHUX
3aco6iB mijg yac omToBoi Ta po3api6Hol TopriBmi" Ta Bix 22.11.2011 3a Ne 809 (3i
sminamu) "IIpo 3arBepmkeHHs [lopsanxy BcTaHOBIEHHS 3a00pOHM (THMYacoBOI
3a60pOHH) Ta TIOHOBJIEHHs 0GirTy JikapchkrX 3aco0iB Ha Tepuropii Ykpainu", sxi
zapeectpoBadi B MiHicteperBi toctuuii Ykpainm 05.02.02 3a Ne 107/6395 T
30.01.2012 3a Ne 126/20439, BiamoBigHO, Ta Ha IiACTaBi BUABIEHHA (akKTy
peasizalii He3apeecTPOBaHOTO MEAUYHOTO iIMyHOO10JIOTIYHOIO Npernapary:

OEPMAJIAK ®

OakTepianibHHUI NMpenapat
JJISl BiTHOBJIEHHA i
NiATPHMKH HOPMAaJIbHOI
BariHaJibHoi MikpodJiopu

KarlCyJIy BariHallbHi Institut

Ne 10 3 ammikatopom Rosell Inc Kanana

3a00poHsAI0 iioro peaJnizaniio Ta 3acTOCyBaHHS.

M2 Oepxnikcnyxba Ykpainu
N215622-1.3/2.0/17-13 Big 16.07.2013
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Cy6’ektaM  rocnogapcskoi RISTBHOCTI,  sKi  3HiMCHIOKOTS peaiizariro,
3aCTOCYBaHHs JiKapChKHX 3ac06iB HeBiAKIAAHO:

- TEPEBIPUTH HasiBHICTb BUILIE3a3HAYEHOrO npenapary;

- TpU BHSBNEHHI BXHTH 3aXOOH IO PO3MILIEHHIO B KapaHTHH a60
TIOBEPHECHHIO ITOCTa4aIbHUKY, a60 3aX0H (010 YTHII3anil/ 3HAIEHHS;

- TIOBIIOMHUTH TEPHTOpianbHUI opran [lepxJikcmyxGu Vipainu 3a Micuem
POSTalllyBaHHS MPO KUIBKIiCTH JIKApPCHKOro 3aco0y, momimeHoro B KapaHTHH, a6o
TTOBEPHYTOT0 NOCTa4albHUKy a60 yTHITi30BaHOr0/ 3HHIEHOTO, |

Kontpons 3a  Buxomammsm  namoro PO3MNOPSIKEHHS  3MiHCHIOIOTH
TepPUTOpPiabHi opranu HAepxnikenyx6u Vipaitu 3a miciem po3TallyBaHHs.

Hesukonanns nanoro POSIIOPA/UKEHHS TATHE 33 c060I0 BinmoBimamsHicTE
3TiHO 3 YHHHUM 3aKOHOJABCTBOM Yxkpaiuu.

OGir nikapcekoro 3aco6y 103BoNAETbCS THIIE 3a YMOBH HOro nepepeectparii
YkpaiHi Ta BHeceHHs 10 HepxaBHoro peecrpy JMKapChKUX 3aco6iB Ykpainu.
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