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KepiBankam cy6’exris rocnogapiosanns,
AKi 3aifiMaoThenA pbam?.aulem (TOpI‘lBJlelO),
30epiranHsaMm i 3acTocyBaHnnM JiKapebKHEX
3acobiB -

|
Kepisnuxam TepuTopiaJbHHX oprauis
Hepaxaikcayxou Y;'lcpa'l'ﬂﬂ

|
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PO3IIOPA/KEHHSA

Ha mizcraBi pes3ynbTaTy TNO3aIUiaHOBOI NEpeBipku  Cy0’eKTa TOCTIONaprOBAHHS
ITAT "OAPMCTAHIAPT-BIOJIK", Ykpaina, 3,uiﬁCHeHo'i§IIep}1cniK0ﬂy>1c60}0 VYkpainu
(AxT nepeBipku gogepxanHsa ITAT "QJAPMCTAH,I[APT-EIOHIK" JlineH3iiHUX yMOB
IPOBAUKEHHS TOCIIOAAPCHKOI MISIBHOCTI 3 MPOMHCIOBOTQ BHPOGHHITBA JIiKAPCHKHX
3aco0iB Big 06.12.2012 Ne 62-B), mojxo BHUABICHHA KﬁHTHqHHx OpYILEHb, Ta Y
BiamoBiAHOCTI Ao cr. 15 3aK0Hy Vkpaiau "lIpo m}capCLKi 3acobu", TlonoxeHHs mpo
HepxaBhy ciy)x0y YxpaiHu 3 JikapcbKux 3aco0is, 3aTBep,mlceH0r0 Yxasom IIpe3unenta
Vkpainn Big 08.04.2011 Ne 440, "llopsaky BCTaHOBIEHHA 3a00poHH (THMYACOBOL
3a00pOHH) Ta TIOHOBJICHHS 06iry nikapcbkux 3acobiBl Ha TepuTopil Ykpainu",
3aTBEpKEHOr0 HakazoM MO3 Vkpaimm Big 22.11.2011 3a Ne 809, 3apeectposanoro
MinicrepctBom rocturii Ykpaiuu Big 30.01.2012 3a Ne 126/20439, "IacTpyknii npo
NOPSAJ0K KOHTPOIIKO AKOCTI JTIKapChKUX 3acoBiB Ii ac omToBoi Ta po3apidHoT Toprismi",
3aTBep/pKeHoi  HakasoM MO3 Vxpainu Biz 30.10.01 32 Ne 436, 3apeecTpoBaHOi
MinictepctBoM roctuilii  Ykpainum Big 05.02.02 3a Ne 107/6395, 3i 3miHamy,
THUMYACOBO 3ABOPOHSIIO peanizamiio (Toprismo), 36epiranas Ta 3acTOCYBaHHS
BCiX cepiii MeauuHoro imyHoOGionoriunoro npenapaty AKIII-Bioaik, cycnensia nias
in’exniif no 0,5 ma (1 goza) abo 1 ma (2 no3m) B ampysax Nel(, BHpoOHHNTBA
NAT "®APMCTAHJAPT-BIOJIIK", VYkpaina (peectpauifiie nocBigueHH
Ne 114/08-300200000), oo oxpeMoro pilieHHs I[ep)KaBHOI cnyxbu  YxpaiHu 3
JTiKapChKHUX 3ac00iB.

Cy0’exTam rOCTO/IapIOBAHH, AKi 3I1HCHIOIOTh peam3au1}0 (Topriemo), 30epiranas
Ta 34CTOCYBaHHsS JIKapChKMX 3aco0iB, HEBIAKIANHO MICIA OAEPXKAHHA [AHOTO
pO3NOPSIAMKEHHs TEPEBIPUTH HAABHICTE MEJMYHOro imyHob6ionoriysoro mpemapary
AKII-Biosik, cycnensis ang in’exniii mo 0,5 ma (1 mosa) ado 1 ma (2 go3u) B
ammyjaax NelQ, papooanursa ITAT "(I)APMCTAHI[APT}BIO.JIIK", Ykpaina.

© Oepwoikenyba Yipain

Ne27924-1.3/2.1117-12 Big 12.12.2(12

T AR il




Ipu BusBIIEHH] 3pa3KiB HOTO MEAMYHOTO IMyHOGIOXOrYHOIO MPENapary BKUTH
3aX0M IIOJI0 BHITyYeHHs Horo 3 06iry IUIAXOM BMillleHHs B KADAKTHH,

Cy6’ekTy  rocmojapioBaHHS, IpM  BHUSBIEHHI  BKA3aHOTO  MEIUYHOIO
iMyHoBionorigHoro mpemapary, MOBIAOMHTH TepHTopianmbauit opran HepxuiikemyxOu
Vkpaidy 3a MicmeM poO3TAalIyBaHHS ITIpO BXUTI 3aX0AM INONO BUKOHAHHS JaHOTO
posnopspkeHHs. TIpd HACTYIIHUX IT0CTaBKaX MEIUYHOTO iMyHOGIONOTYHOro Npenapary
cy6’€KT TOCIONApIOBaHHA TOBMHEH BXHTH 3aXofiB miofo 3anofiranus npuabaHHIO,
peaiizanii T2 3aCTOCYBaHHIO MeUYHOTO iMyHOGi0NIOriYHOro mpenapary, HaBeAeHOro B
HAaHOMY PO3IOPSJKEHHI.

KoHTposib 33 BUKOHAHHSAM JaHOTO PO3NOPSUKEHHS 3AIHCHIOIOTE TepUTOpiabHi
oprauu JepxIikcmy:k0u YKpalHH 3a MiCIieM po3TallyBaHHA.

HeBukoHaHHs AaHOTO PO3MOPS/UKEHHS TATHE 3a COGOI0 BIAMOBIAANBHICTE 3riAHO
YHHHOTO 3aKOHO/IaBCTBa Y KpalHHu.

Kormii aaHoro po3snopskeHHs HanpasieHi:
JIT " Hepxasumit excriepTHuii nestp MO3 Ykpainu";
ITAT "®@APMCTAHJIAPT-BIOJIK", YKkpaiHa.
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