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Ha Ne BiJI

KepiBHHKaM ¢y0’€KTIiB rocnogaproBaHHs,

fAKi 3aMalThes peaJizauie€io,
30epiraHHAM i 3aCTOCYBaHHAM JIiKaApChbKHX
3ac00iB

KepiBHUKAM TepHTOpiaJbHUX OpraHiB
Hepaiike1y:kou

PO3NIOPAJKEHHSA

BianosinHo no Koncrutyuii Ykpainu, crateit 15, 22, 55 3akony YkpaiHu
"OCHOBM 3aKOHOJABCTBa YKpaiHU NPO OXOpPOHY 310poB's", crarer 15, 21 3akoHy
Yxpainu "llpo aikapceki 3acobu”, [MonoxeHHs mnpo llepxcaBHy cnyx0y YkpaiHu 3
NiKapchKUX 3aco0IB Ta KOHTPOJIO 32 HApKOTHUKAaMH, 3aTBEPMXKEHOTrO MOCTaHOBOIO
Kabinery MinictpiB VYkpainum Bin 12.08.2015 Ne 647, Ilopsaky 3nilicHeHHs
JIEpKaBHOIO KOHTPOJIIO 3a SIKICTIO JIIKApChKUX 3ac00iB, 110 BBO3ATHCA B YKpaiHy,
3aTBeppKeHoro nocraHosoro Kabinety MiHicTpiB Ykpainu Bix 14.09.2005 No 902,
Ilopsinky BcTaHOBIIEHHS 3a00pOHM (TMM4acoBOi 3a00pOHM) Ta MOHOBIEHHs 00iry
JKapCchKUX 3aco0iB Ha TepuTopii YKpalHH, 3aTBepIKEHOro HakasoMm MiHicrepcTBa
OXOpPOHHU 310p0oB A YKpainu Big 22.11.2011 Ne 809, 3apeectpoBaHuM B MiHiCTepCTBI
toctuuii Ykpainu 30.01.2012 3a Ne 126/20439, [MopsaKy KOHTPOJTIO SIKOCTI JIIKAPChKUX
3aco0iB Mmig 4Yac oNToBOI Ta po3ApiOHOI TOPriBIi, 3aTBEPMXKEHOrO HaKa3oM
MinicTepcTBa 0XOpOHU 310poB’st Ykpainu Big 29.09.2014 No 677, 3apeecTpoBaHUM B
MinictepcTBi tocTuilil Ykpainu 26.11.2014 3a Ne 1515/26292, TlpaBua ytunizauii Ta
3HUUIEHHS JiKapchKUX 3aco0iB, 3aTBepIKeHUX Haka3oM MiHicTepcTBa OXOpPOHM
300poB’s1 YKpainu Bia 24.04.2015 Ne 242, 3apeecTpoBaHUM B MiHICTepCTBI HOCTHLIIT
Ykpaiuu 18.05.2015 3a Ne 550/26995, y 3B's3Ky 3 HaAXOKEHHSM iH(opMaLii
Bix TOB "['makcoCmiTKnasitn ®apmachtoTikanc YkpaiHa" LI0J0 BUSBJIEHHS (axTy
peamizanii Ha Teputopii Ykpainu cepii R865838 nikapcekoro 3acofy "RELVAR
ELLIPTA, 92 microgrammi/22 microgrammi, GlaxoSmithKline S.p.A., Italia", 3
MapKyBaHHSM ITaliChKOIO MOBOIO, BUpoOyieHo1 komnaHiero GlaxoSmithKline S.p.A.
I pUHKY ITanii, 3 MeTO akTUBHOI MPOTUMI] MOIIHMPEHHIO HESKICHUX JIIKAPChKUX
3ac00iB Ta TaKUX, 110 OQiliAHO He BBOWIUCH HA TEPUTOPiO0 YKpaiHU:
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3ABOPOHSIIO peanizauio, 30epiraHHs Ta 3aCTOCyBaHHA BCIX cepiit
nikapeskoro 3acoby "RELVAR ELLIPTA, 92 microgrammi/22 microgrammi,
GlaxoSmithKline S.p.A., Italia" 3 mapKyBaHHIM iTanChKOIO MOBOLO.

Cy6’eKkTaM rocrnoapcsKol JUSTBHOCTI, siKi 3AIHCHIOIOTE peaizaliio, 30epiranms
Ta 3aCTOCYBAHHS JIIKApChKUX 3aco6iB, HEBIJKIAAHO TiC/s OAEPXKKaHHT [aHOro
PO3MOPSKEHHS IEPEBIPUTH HasBHICTb BKA3AHOTO JiKApChKOT0 3ac00y, BIKMTH 3aX01H
MO0 BHIydeHHs Horo 3 oOiry HLIsSXOM 3HMIICHHA, Mpo IO MOBIAOMHTH
TepUTOpialbHUK Opra Jlepaikcayx6u. Y pasi 3HUIIEHHS BiIXOIIB Npemnapaty B
JABOTHKHEBUH CTPOK HANpaBUTH 10 TEPUTOPIATBHOrO OpraHy JlepikciyKOu Korito
aKTa MPO 3HUILEHHs BIIXOMiB JIIKapChKOro 3aco0y.

KoHTpOJIb 38 BUKOHAHHAM JaHOTO PO3MOPALKCHHA 3/1iiCHIOIOTh TEPUTOPIaNbHI
opranu Jlepxtikcnyx0u Ha BiAMOBiAHIM TepUTOPIi.

HeBUKOHAHHS [JaHOTO pO3MOPSIXKEHHA TArHE 3a co6GO010 BiANOBIATIBHICTD
3riIHO 3 YMHHHAM 3aKOHOLABCTBOM Y KpaiHH.

Komii gaHoro po3nopsKeHHd HanpasJIeH:
MiHiCTEpPCTBO OXOPOHH 310POB's Ykpainu,

JIT1 " JepkaBHUH eKcrepTHUI LEHTP MiHicTepcTBa 0XOPOHH 310POB's Ykpainu";
TOB "T"nakcoCmiTKstitn @apmacstotikanc Y kpaiHa”.

FonoBa s Poman ICACHKO

1Onis Kepnuu 422-55-76



