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Ha Ne Bifg

KepiBHnkam cy6’exriB rocrnojapoBaHHs,
fKi 3aliMaloThCA peanizanicio (Toprisiero),
30epiraHHsM i 3acTOCyBaHHAM JiKapchKHX
3acobiB

KepiBHukam  TepuTopiaabnux  opranis
Hepxaikcayx6u Ykpainn

PO3IOPSIIUKEHHST

BignosinHo go crarti 49 Koncturynii Ykpaiuy, srigHo crarti 15, yactunu 2
ctarTi 17 3akony Yxpainm "TIpo mixapceki 3aco6u”, ITonoxeHHs npo JlepxaBHy
cnyx0y VYxpaiHM 3 nikapcekux 3aco6is, 3aTBEp/KEHOro YkaszoMm [Ipesupenta
Ykpainu Big 08.04.2011 Ne 440, mymkris 5, 7 "Ilopsanky 3mificHeHHs nep>KaBHOro
KOHTPOJIIO 3a AKICTIO JIKapChKUX 3aC00iB, IO BBO3ATHCS B YxpaiHy", 3aTBepIKEHOTO
noctaHoBor Kabinery MiHictpiB Ykpainu Bix 14.09.05 Ne 902 (i3 3miHamm), 1. 3.1.2
"Ilopsinxy BcTaHOBNEHHS 3a60pOHM (THMYacOBOT 3a00pOHH) Ta IOHOBIEHHS 06iry
JIKapChKHUX 3aco6iB Ha TepuTopii Ykpainu", 3aTBEPKEHOTr0 HakasoM MO3 Vkpainu
Bix 22.11.2011 3a Ne 809, 3apeecTpoBaHOro MinictepcTBoM rocTuii VkpaiHu Bix
30.01.2012 3a Ne 126/20439, Ta 3 MeTO AaKTHBHOL IPOTHAI] NOIIMPEHHIO
cybcTaHnapTHHX (HesIKiCHUX) Ta hanbcubikoBaHKX JNiKapChKHX 3ac06iB Ha TepHTOpIl
YkpalHy, Ha NiCTaBi BCTaHOBIEHHs (akTy o6iry nikapcbkoro 3acoby 6e3 HasiBHOTO
MOSUTHBHOrO BHCHOBKY IIDO SKiCTh BBE3€HOTO B YKpaiHy JiKapchKoro 3aco6y,
THMYACOBO 3ABOPOHSIIO peartizauito (TopriBmo) Ta 3aCTOCYBaHHS,
BBeseHoro TOB "Amreka Ni289" (m.XapkiBs,Vkpaiuna), mikapcskoro 3acoly
ACKOPBIHOBA KHCJIOTA, nopomok KpucTaaiynmii (cy6eranmis) y makerax
NO/BIHHAX MOJieTHICHOBHX /ISl BHPOGHHITBA CTEPHILHHX Ta HECTEPHJIBHAX
Jikapcexnx  ¢opm, cepii 201204605, Bupo6HMuTBa Northeast General
Pharmaceutical Factory (Northeast Pharm. I/E Corp.), Kuraii (peectpauiiine
nocsiguenns UA/0925/01/01).

Cy6’exkram rocnonaproBaHHs, sKi 3AiHCHIOIOTH peaiisalito (TOpPriBimo),
30epiraHHs Ta 3aCTOCYBaHHS JIKapCbKHX 3aco0iB, HeBiAKIAmHO Micis OflepXKaHHs
JAQHOr0 PO3MOPSIKEHHS TIEPEBIPUTH HasSBHICTh BHUIIE3a3HAYEHOTO JIIKAPCHKOrO

M2 [epxasna cnyiba Yipaian 3 nikapooimx 3acodie
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3acoby Ta BUCHOBKY IIpO gKicTh BBE3eHOro B YKpaiHy niKapchKOro 3aco0y Ha
BKa3aHWM npemnapar.

Y pasi BiACyTHOCTi BHCHOBKY 1mpo AKiCTh BBE3EHOTO B VkpaiHy JiKapchKOro
3acofy Ha BKasaHMi mpemapar, BKUTU 3aXOJiB IIOAO BHITYHCHHS fioro 3 006iry
[LISXOM MOMillleHHs B KAPaHTHH 710 OTpUMAHHs 3a3HaUEHOT0 BHUCHOBKY TIPO SKICTB
BBe3eHOro B YKpaiHy JIKapChKoro 3aco0y ab0 moBepHEeHH:H nocrauansauky TOB
"Antexa Ne289" (M.XapKiB,YKpa'l'Ha) oS OTpUMaHHA HUM BiIIOBITHOTO
BHCHOBKY PO SKiCTh BBE3CHOTO B VkpaiHy JiKapCbKOro 3aco0y.

Cy6’exTaM rocrofaproBati, Tpu BUABJIEHHI BKa3aHOrO KapchKOro 3acody
6e3 BHCHOBKY MpO SKiCTh BBE3CHOTO B YkpaiHy JiKapCchKoro 3ac00y, MOBIIOMHATH
TepUTOpiaNbHUi OpraH TlepatikCITyXO0H VYkpainu 3a MicueM poO3TalIyBaHHI PO
BKWT] 3aXO/H MO0 BUKOHAHES IaHOTr0 PO3TOPAIKEHHS.

Kourpons 32  BUKOHaHHAM JGHOTO  PO3MOPSKCHHA 31/ICHIOIOTh
TepuTOpiaNbHi OpraHy Tlepactikeiy x0u Vxpainu 3a MicLIEM po3Tanty BaHH.

HeBukoHaHHS JaHOTO PO3NOPAMKEHHA TATHE 3a c00010 BiTIOBiIANBHICTD
3rifiHO YUHHOTO 3aKOHOJaBCTBA VkpaiHu.

OGir sixapchkoro 3aco0y A03BOTAETHCA 3a HaABHOCTI BHCHOBKY IpO SKICTD
BRe3eHOr0 B YKpaiHy JikapCbKoro 3aco0y, BHIAHOIO TepUTOpiaTbHAM OpraHOM
TlepXTiKCTy K01 Vxpainn TOB "Anreka Ne289" (m.XapkiB,Ykpaina).

Komito JaHoro po3mopsiKeHHsA HaIpaBJIeHO:
TOB "AnTeka Ne289" (M.XapKiB,YKpai'na).
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