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Ne Ha Ne BiX
KepiBHukam cy0’eKTiB
rocmoAapIOBaHHs, fKi 32iiMaloThCs
peasni3zamnicio, 30epiraHHgIM i

3aCTOCYBAHHSAM JIIKAPChKHX 3ac00iB

KepiBaukam TepuTOpiaIbHUX
opramnis Jepxiikenyxou

PO3MOPSUKEHHS

BiamoBiiHO 10 Kouctutyuii YKpaiHy, crareit 15, 22, 55 3akoHy YKpaiHu
«OCHOBH 3aKOHOJABCTBa Y KpaiHH PO OXOPOHY 3710poB'a», crateil 9, 15, 20 3akony
Yxpainu «[Ipo nikapcbki 3acobu», [lomoxenus npo JlepkaBHY ciayx0y YxpaiHd 3
MKAapCHKMX 3aco0iB Ta KOHTPOMO 32 HApKOTHKAMH, 3aTBEPPKEHOTO II0CTAHOBOIO
KabGinery MinicTpiB YKpaiHu gim 12.08.2015 Ne 647, myHKTY 3.2.3 Tlopsaaky

BCTaHOBJIEHHS 3a00pOHU (TMMYACcOBOI 3a60pOHM) T4 TIOHOBIEHHs 00iry JTKapChKUX
3acobiB Ha TepuTOpil YKpaiHH, 3aTBEP/DKCHOTO HAKasoM MiHicTepcTBa OXOPOHH
szopoB’st Ykpairu Bin 22.1 1.2011 Ne 809, 3apeecTpoBaHoro MiHicTepCTBOM FOCTHUII
Vkpainu 30.01.2012 Ne 126/20439, TIopsKy KOHTPOIO AKOCTI NiKapChKUX 3aco0iB
Mifi yac ONTOBOI Ta PO3APIOHO TOPriBil, 3aTBEPDKEHOTO HaKa3oM MinictepcTBa
OXOpOHH 3/10pOB'sl YKpalHK Bix 29.09.2014 Ne 677, 3apeecTpOBaHOro MiHiCTEPCTBOM
focTULl YKpainu 76.11.2014 3a Ne 1515/26292, Ilpasuin yTIIi3alil Ta 3HAICHHA
MKapchKUX 3aco0iB, 3aTBEPIUKEHMX HakasoM MiHicTepcTBa OXOPOHM 310pOB’S
Vxpaiau Bix 24.04.2015 Ne 242, 3apeecTpoBaHuX MiHiCTepCTBOM focTullil Ykpalnu
sim 18.05.2015 3a Ne 550/2699, Ha miACTaBl HAJIXOMKEHHA MiXHaApOIHOTO
MOBiIOMJIEHHS BiJl pETyJIATOPHOTO OpraHy TTopTyranil IOA0 BUSIBICHHS KPUTHIHUX
Ta CyTT€BMX IOpYIIeHb I 4ac iHCIIeKTyBaHHA BUPOOHHMHOL JUTBHUL
AGIO Pharmaceutical Ltd. (agpeca Miciis IPOBaJDKEHH niseHocTi: Plot No.: T-81,
82. MIDC. Bhosari, Pune, 411026. Maharashtra state, India).
3ABOPOHSIIO peanizaiito, 30epiraHHs Ta 3aCTOCYBaHHS BCiX cepiit

JTiKapchKHX 3ac00iB BHPOOHMITBA AGIO Pharmaceutical Ltd., Inxis.
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Cy6’extaM rocnomaproBaHHS, sKi 3MiHCHIOIOTH peanmizanito, 36epiranHs
Ta 3aCTOCYBAaHHS JIKAapCBKOro 3acoby, HEBiAKNAAHO, Miciis OJIEpXXaHHS JTaHOTO
PO3IOPAMIKEHHs], NEPEeBIPUTH HASBHICTh BKAZAHUX MKapChKUX 3aco6iB, BKHTH
3ax0au i (e31(9) BHJTYYEHHS ix 3 obiry IIJISIXOM IIOBEPHEHHSI
MOCTa4anbHUKY/BUPOGHUKY a60 3HMUIEHHS, PO MO TIOBLIOMHUTH TEPUTOPIATBHHH
opran Jlepxiikcmyx6u. Y pasi sHumenHs Bimxonis IpenapaTiB B JBOTHKHEBHUIA
CTPOK HANpPaBUTH [0 TEPUTOPIANbHOrO opraHy JlepKmikcayxOu Komiro axrta
PO 3HULIEHHS BiJXOAIB JIIKAPCHKHX 3ac00iB.

KOHTpOIIb 32 BUKOHAHHSIM J2HOTO PO3MOPSPKEHHS 3IiHCHIOOT TEpUTOPiaIbHI
opranu Jlepxiikenyx6u Ha BiANoBiaHil TepuTopii,

HeBukonanns maHOro posmopsupkenHs TsarHe 3a coGoO BIAIIOBINABHICTE
3riJHO 3 YHHHUM 3aKOHOJIaBCTBOM Ykpainu.

Komii ;aHoro po3nopsipkenHs HampasIieHi:
MinicTepcTBO 0XOpOHH 310pOB'st YKpainm;
Il «JlepxaBHUH eKCHEePTHHH IeHTp MiunicrepcTBa oxoponM 370poB's
VYxpainuy. ”
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