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Ha Ne BiJ

KepiBaukam cy6’exTiB rocnogapioBanus,
fIKi 3aliMaloThLCH peaJisaniero (Toprinier),
30epiranHaM i 3acToCyBaHHAM JIIKapChKHX
3aco0iB

KepisHHKkaM TepHTOpiaJbHHX OpraHis
Hepxaikcayxou Ykpainn

PO3IOPSATKEHHSA

Ha mincrasi pesyneraTy nosamiaHOBoOi nepeBipku CyG’e€KTa TrocIONaprOBaHHS
[IAT "®APMCTAHJAPT-BIOJIIK", Vkpaixa, 3xailicuenoi Jepsxiikcayx6oro YkpaiHu
(Axt mepesipku pozxepxkanus ITAT "®APMCTAHJAPT-BIOJIK" JlineHsidHuX yMOB
NPOBADKEHHS TOCIOAAPCHKO] MISIBHOCTI 3 MIPOMHCIOBOTO BHPOOHHITBA JIKAPCHKUX
3acobiB Bim 06.12.2012 Ne 62-B), miomo BHSBIEHHS KPUTHYHHX [OPYIIEHb, Ta Y
BinoBigHOCTi 0 cT. 15 3akoHy Ykpainu "IIpo nikapceki 3aco6u”, ITonoxeHHs mpo
HepxaBHy ciryx0y YKkpaiHH 3 JiKapchkux 3aco6iB, 3aTBepmkeHoro Ykasom Ipesugenta
Vkpainn Bix 08.04.2011 Ne 440, "Tlopsaky BCTaHOBIEHHsS 3a60pOHH (THMYacoOBOY
3a060pOHH) Ta NOHOBIEHHA 0O6iry mikapchKux 3aco6iB Ha Tepuropii Ykpainu",
3aTBepkeHoro HakazoM MO3 Vkpainu Bix 22.11.2011 3a Ne 809, 3apeectpoBaHOro
Minicrepctom roctunii Ykpainu Bim 30.01.2012 3a Ne 126/20439, "Iuctpykuii mpo
IIOPAJOK KOHTPOJIIO SKOCTI JIiIKapChKHX 3ac06iB ITiJ 4ac ONTOBOI Ta po3piOHOi Toprismi",
3aTBep/keHoi HakasoM MO3 Vkpaimm Big 30.10.01 3a No 436, 3apeecrposanoi
MinicrepctBom roctunii VYkpaiam Bim 05.02.02 3a Ne 107/6395, 3i 3minamuy,
THMYACOBO 3ABOPOHSAIO peanizairo (TopriBio), 36epiranus ta 3aCTOCYBaHHS
BCix cepif mMemuduHOro iMmyHo6ionoriunoro mpenapary AJAII-Biodik, cycnensis s
in'exuiii mo 0,5 ma (1 go3a) a6o 1 ma (2 xo3m) B ammysax Nel0, BupoGHHUTBA
IIAT "®APMCTAHJAPT-BIOJIIK", VYkpaina (peecrpauiiiie mnocBigueHHs
Ne 117/08-300200000), mo oxpemoro pimenHs JepxaBHOI ciyx6u Ykpainu 3
JNiKapCchKUX 3ac0o0iB.

Cy6’exTam rocriogaproBaHHs, SKi 3AIHCHIOIOT peanizaliio (Toprisio), 36epirauns
Ta 3aCTOCYBaHHs JIIKapChKUX 3aco0iB, HEBIAKIagHO TICHAS OJepXKaHHA JAHOIO
PO3MOPS/’KEHHST IIEPEBIPUTH HASBHICTh MEIMYHOTO iMYyHOGIONOriYHOTO IpemapaTy
AJNlII-Biosik, cycnensis pas in'ekuiii mo 0,5 mu (1 go3a) a6o 1 ma (2 go3m) B
amnyaax Nel0, supo6nnntsa ITAT "®@APMCTAHJAPT-BIOJIIK", Ykpaina.
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ITpu BUABIEHH] 3pa3KiB LBOI0 MeIHYHOTO iMyHOO10JIOTi4HOrO IIpEernapaTy BXHTH
3aXO/H IOJO BHJIYYEHHS HOro 3 06iry IUIAXOM BMillleHHSl B KADAHTHH.

Cy6’exTy  TOCMOA@pIOBaHHA, IMpH  BHABICHHI  BKA3aHOTO  MEJMYHOIO
iMyHOGi0JIOriYHOTO TpenapaTy, IOBiIOMHMTH TePUTOPiaNbHUM OpraH Hepximikenyx6u
VipaiHH 32 MiCIleM pO3TalllyBaHHS MpO BXHTi 3aXONM INOJAO BHKOHAHHSA [aHOTO
posnopsmxeHHs. IIpy HACTYNHUX IOCTaBKaX MEAMIHOTO iMynoGionoridHoro npernapary
cy0’€KT TOCIOAApIOBaHHA TOBHHEH BIKHTH 3axO/iB INOAO 3arobiraHHs NpHAOAHHIO,
peai3anil Ta 3aCTOCYBaHHIO MEJMYHOTO iMyHOGIONOrI4HOrO Mpenapaty, HaBe[ICHOTO B
JaHOMY PO3IOPSIKEHHI.

KOHTpONE 33 BUKOHAHHSM JAHOTO PO3MOPSIDKEHHS 3A1HCHIOTH TEPUTOpiabHI
opraau JlepxKcayx6u YKpaiHu 3a MicLieM po3TalllyBaHHS.

HeBUKOHAHHS I@HOTO PO3TOPAMKEHHS TSrHE 332 COOO0 BilNOBiAANbHICTH 3rilHO
YMHHOI'O 3aKOHOJaBCTBa Y KpaiHH.

Konmil JaHOTO PO3MOpPSIAKEHHS HAIIPaBJIEHI:
II1 " NepxasHuii excriepTHHit neHTp MO3 Vkpainu";
TIAT "®APMCTAHJAPT-BIOJIK", Vkpaina.

3actynnnk I'osoBu A, 3axapam
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