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Ha Ne BiJ

KepiBunkam cy0’ekTiB rocmnojgaproBanns,
fiKi 3aliMaloThes peaJiizanicio (Toprisiero),
30epiraHHsIM i 3acTOCYBaHHSAM JIIKaPCLKHX
3ac00iB

KepiBHukam TepuTOpianbHHX opranis
Hepxaikcayx0n Ykpainu

PO3NOPSKEHHS

Bignosigno mo crarti 49 Koncrutyuii Ykpaiuum, srigHo crarti 15, wacturu 2
crarTi 17 3akony Ykpainu "TIpo nikapceki 3aco6u", Ilomoxenns mpo JlepaBHY
cmyx6y VYkpainM 3 nikapchkux 3acobiB, 3aTBepkeHoro VYkazoM Ilpesunenta
Vkpaiau Big 08.04.2011 Ne 440, nynkTiB 5, 7 "[lopsaaky 3mificHEeHHs Aep>KaBHOIO
KOHTPOITIO 3a SKiCTIO JIIKapChKHX 3ac00iB, 0 BBO3ATHCS B YKpaiHy'", 3aTBEpIKEHOT0
niocraHoBoio KaGinery MinictpiB Ykpainu Big 14.09.05 Ne 902 (i3 sminamu), . 3.1.2
"TlopsaKy BCTaHOBNEHHSA 3a00poHH (THMYacoBoi 3a0OpPOHH) Ta MOHOBJEHHS OGIry
NiKapchKUX 3aco0iB Ha TepuTopil Ykpainu", 3aTBepmxeHoro Hakazom MO3 Ykpainu
Big 22.11.2011 3a Ne 809, 3apeectpoBaHoro MinicTepcTBOM rocTHLii YKpaiHu Bix
30.01.2012 3a Ne 126/20439, Ta 3 MeETOK AaKTUBHOI IPOTHAII MHOILIMPEHHIO
cybcTanaapTHUX (HESKiCHUX) Ta (anbcudikoBaHUX JiKapchbKUX 3ac006iB Ha TEpUTOPil
YkpaiHy, Ha mificTaBi BCTaHOBJIEHHA (QakTy obiry JikapchKoro 3aco0y 6e3 HasBHOTO
[IO3UTUBHOTO BHCHOBKY IIPO SKICTh BBE3€HOrOo B YKpaiHy JHiKapchKOro 3aco0y,
TUMYACOBO 3ABOPOHSAIO peanizaunito (TOpriBiio) Ta 3acTOCYBaHHS,
BBeseHoro TOB '"Amnrexa Ne289" (m.XapkiB, YkpaiHa), nikapcexoro 3aco0y
METPOHIA3OJI, xkpucrajgiuauii nopomok (cyGcraHuisi) y mnoaBiiiHux
NOJIieTHJIEHOBHX MAaKeTaX /i BUPOOHHMITBA HeCTEPHJIbHHX JiKapcbKHX (opm,
cepiit 20120633, 20120634, Bupo6nuuTBa Hubei Hongyuan Pharmaceutical Co.,
Ltd., Kuraii (peecTrpaniiine nocsiguennss UA/5585/01/01).

Cy6’exTaM rocnojaproBaHHs, $Ki 3[IHCHIOIOTH peanizalilo (TOPriBIIo),
30epiraHHs Ta 3aCTOCYBaHHS JIiKapCchKUX 3aco0iB, HEBIAKIAOHO IcCIsA OJEpXKaHHS
AQHOTO PO3MOPSIIKEHHN IIEPEBIPUTH HAABHICTh BHUINE3a3HAYEHOIO JiKapCHKOTrO
3aco0y Ta BHCHOBKY IIpO fKICTh BBE3€HOro B YKpaiHy Jlikapcekoro 3acoly Ha
BKa3aHU npemnapar.
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V pasi BiACYTHOCTI BHCHOBKY IIpO SKICTh BBE3€HOTO B YKpaiHy JiKapChKOro
3aco0y Ha BKa3aHWI NpernapaT, BXUTH 3aXOAiB INOJAO BHIYYEHHA #oro 3 obiry
IUIAXOM MOMillleHHs1 B KAPAHTHH [0 OTPHMaHHS 3a3Ha4eHOro BUCHOBKY IO AKiCTh
BBE3€HOro B YKpaiHy Jikapcekoro 3aco0y aGo nmoBepHeHHs nocrauajisHuky TOB
"Anteka N289" (m.Xapkis, Vkpaina) [1d OTpHMaHHA HHM BilNOBiJHOTO
BHUCHOBKY ITPO SIKiCTh BBE3€HOTr0 B YKpaiHy JikapchKoro 3acoby.

Cy6’eKTaM TOCMOapiOBaHHsl, IIPH BHUABJIEHHI BKa3aHOIO JiKapChKOro 3acoby
Ge3 BHCHOBKY MpO SIKiCTh BBe3eHOro B YKpaiHy Jikapcpkoro 3acoQy, IMOBiIOMHTH
TepuTopianbuui oprad JlepxiikcmyxGn YkpaiHM 3a MicCleM pO3TaulyBaHHS IPO
BXMHTI 3aX0/H [[0J0 BUKOHAHHS JAHOTO PO3IOPAIKECHHS.

KOoHTpons 3a  BHKOHGHHSAM  J@HOTO  DPO3MOPSAKEHHSA  3MiHCHIOIOTH
TepHTOpiaNbHi opran JepxIikcoy6H YKpaiHu 3a MiCLIEM pO3TallyBaHHS.

HeBHKOHAHHS [JAHOTO PpO3MOPSIKEHHSA TATHe 3a coOO0I0 BiANOBIAANBHICTE
3rilHO YUHHOI'O 3aKOHOAABCTBa Y KpaiHHU.

OG6ir nmixapceKkoro 3acofy IO3BOJIAETHCS 38 HasBHOCTI BHCHOBKY IIPO SKICTh
BBE3eHOrO0 B YKpaiHy JiKapcbKkoro 3aco0y, BHIAHOTO TEPHTOPIalbHHM OpPraHoM
Hepxunikenyx6u Vipainn TOB "AnTexa Ne289' (M. Xapkis, Ykpaina).

Kormiro gaHoro po3nopsamaxeHHs HalpaBlIeHO:
TOB "Anrtexa Ne289" (m.XapkiB, Ykpaina).
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