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Ha Ne Bl

Kepisnukam cy6’ekTiB rocrnogaprosanns,

AKi 3alMaloThCs peaJisauiero,
36epiraHHsM i 32aCTOCYBaHHAM JIIKAPCHLKAX
3aco0iB

Kepisaukam TeputopiajibHHUX opranis
Jepikcinyxou

PO3IOPSUKEHHS

Bignosinno no Koncruryuii Ykpaiuu, crtateit 15, 22, 55 3akoHy YKpaiHu
"OCHOBH 3aKOHO/IaBCTBa YKpaiHM IPO OXOpOHY 370poB's", ctareit 15, 21 3akoHy
Ykpainu "Ilpo sikapceki 3aco6u”, TTonoxenns npo JlepxasHy cIyxOy Ykpainu 3
JIKapChbKUX 3ac00iB Ta KOHTPOJIO 3a HApKOTHKAMH, 3aTBEPKEHOrO IIOCTAHOBOIO
Kabinery Minictpis Vkpainu Bix 12.08.2015 Ne 647, Ilopsmky 3milicHeHHs
AIEPKaBHOTO KOHTPOJIIO 33 SIKICTIO JiKapchKHX 3aco0iB, IO BBO3AThCS B YKpaiHy,
3aTBepAXKeHOro nocranoBow Kabinery MinictpiB Ykpainu Bix 14.09.2005 Ne 902,
Iopsinky BCTaHOBJEHHs 3a00OpOHH (THMYacoBOi 3aGOpPOHHM) Ta MOHOBIEHHS 06iry
JiKapchKUX 3acobiB Ha TepuTopii YKpaiHu, 3aTBep/keHOro HakazoM MiHicTepcTsa
OXOpPOHH 3710pOB st YKpainu Bix 22.11.2011 Ne 809, 3apeecTpoBanum B MigicTepcTsi
roctuuii Yipainu 30.01.2012 3a Ne 126/20439, [TopsiaiKy KOHTPOJIIO SKOCTI JIKAPCHKUX
3ac00iB mif Yac omToBoi Ta pO3APIGHOI TOPTiBNi, 3aTBEPIKEHOTO HAKa3OM
MinictepcTsa 0xoponu 310poB s Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBanum B
Minicrepersi roctuuii Yxpainu 26.11.2014 3a Ne 1515/26292, Tpasun yrumizauii Ta
3HUILICHHS JIKApChKUX 3aco0iB, 3aTBEpIKEHMX HakasoM MiHicTepcTBa OXOpOHH
310poB’s Ykpainu Bix 24.04.2015 Ne 242, 3apeectpoBanuM B MiHicTepeTsi rocTuuii
Ykpainn 18.05.2015 3a Ne 550/26995, y 3B's13Ky 3 HamXOMKeHHsM iHhOPMALii Bix
TOB "Tesa Ykpaina" mono peanizauii Ha Tepuropii Yxpainu cepii 11630 TKapCBKOro
3aco0y "COPAXONE®, 40 mg/ml PEN, Ivax Pharmaceuticals, UK", o Oyna
Bupo6iera AMBEKC ®apmackiotikanz FOK (Benuka Bpuranis) mis puHKY
TypeuunHH, 3 METOK aKTMBHOI NPOTH/Il MOMMPEHHIO JIKAPCHKAX 3acobiB, IO
o(iifHO HE BBOUIIMCE HA TePUTOpit0 YKpaiHu:

3ABOPOHSIIO peanizauito, 36epiraHHs Ta 3acCTOCYBaHHS Beix - cepiii
nikapcpkoro 3acofy "COPAXONE®, 40 mg/ml PEN, Ivax Pharmaceuticals, UK"
3 MapKyBaHHsM iHO3€MHOIO MOBOIO.
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Cy6’ exTaM rocrofapchKoi AismbHOCTI, sIKi 3MiMCHIOIOTH peaisallio, 30epiranas
Ta 3aCTOCYBaHHS J'IiKapCBI(HX 3ac00iB, HEBIOKJIAMHO IICII OJEpXaHHSI [aHOro
PO3IIOpPSIKEHHS TEPEBiPUTH HAsBHICTh BKA3aHOTO JIIKapCHKOI0 3200y, BKUTH 3aX0/1H
OO BWIyYeHHS Horo 3 o6iry UUISXOM 3HHIIEHHH, IpPO WO TOBIZOMHTH
TepuTopiansHuit opran JepiiikciyxOu. Y pasi 3HMIIEHHS BiIXOAIB mpernapary B
NBOTIDKHEBUIH CTPOK HaNPaBATH 10 TepUTOPiaIBLHOTO OpraHy Jep IIKCIyK0H KO0
aKTa Mpo 3HUILEHHS BiZIXO/iB J1iKapchKOro 3aco0y.

KOHTpOIIb 32 BUKOHAHHSAM JAHOTO PO3MOPSDKCHHS 3IifCHIOIOTH TepUTOPiallbHi
opranu Jepiitikcimysx61 3a MiciieM po3TallyBaHHS.

HeBHKOHAHHS J[AHOTO PO3IOPSIKEHHS TATHE 3a COGOI0 BilNOBiNANBHICTH
3riIHO0 YMHHOTO 3aKOHOJJaBCTBA Y KpaiHH.

Kormii JaHOTr0 pO3IOPSIKEHHS HallpaBIIeHi:

MiHiCTEPCTBO OXOPOHH 37J0pOB sl YKpaiHu,

III1 " [lepsxaBHuii eKcriepTHUH LeHTp MiHicTepcTBa 0XOPOHH 340POB s Ykpainn";
TOB "TeBa Ykpaina".
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Onis Kepnuu 422-55-76



