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Ha Ne BiJ

KepiBHnkam cy6’ekTiB rocmogapiosaHus,
AKi 3aiiMaloTbes peaJiizanicio (Toprisiero),
30epiraHusiM i 3acTocyBaHHAM NiKapPCHKHX
3aco6iB

KepiBunkam  TepHTOpiasbHMX  opramis
Hepxaikcayx6n Ykpainu

PO3IIOPSIUKEHHS

Bignosigno mo crarti 49 Koxcruryuii Ykpaiuu, srigso crarri 15, yactunu 2
cratti 17 3akony Yxpainu "TIpo nikapceki 3aco6u", Ilomoxenns npo JepxaBHy
cryx0y VkpaiHM 3 JiKapchKHMX 3acoGiB, 3aTBepikeHoro VkazoM IlpesmpmeHTa
Ykpainu Big 08.04.2011 Ne 440, myrkriB 5, 7 "INopsiaxy 3OiHCHEHHS Nep)KaBHOTO
KOHTPOJIIO 32 SKIiCTIO JIIKapChKHX 3ac06iB, IO BBO3ATECA B YKpaiHy", 3aTBepKeHOTo
noctanoBoto Kabinety MinicTpiB Ykpainu Bix 14.09.05 Ne 902 (i3 3sminamu, 1. 3.1.2
"INopsinky BcTaHOBEHHS 3a60pOHH (TMMYacOBOi 3a6OpOHM) Ta IOHOBIEHHS O6iry
JIKapChKHX 3aco6iB Ha TepuTopil YKpaiHu", 3aTBepmxeHoro HakazoM MO3 Vkpainu
Bix 22.11.2011 3a Ne 809, zapeecTpoBaHoro MinictepcTBoM roctunii Ykpainu Bif
30.01.2012 3a Ne 126/20439, Ta 3 MeTOH AaxkTHBHOI NpPOTHAIl HONIMPEHHIO
cybcrannapTHUX (HesAKiCHUX) Ta (anbcH(ikoBaHUX JTiKapChKHX 3ac06iB Ha TepHTOPIT
Yxpainu, Ha MACTaBi BCTaHOBJIEHHS (akTy obiry Jikapcekoro 3acoby 6e3 HasBHOro
IIO3UTHBHOTO BHCHOBKY IIpO AKiCTh BBE3€HOro B YKpaiHy JiKapchKoro 3acogy,
TAMYACOBO 3ABOPOHSIO peamizanito (TOpriBmro) Ta 3acTOCYBaHHS,
BeeseHoro TOB "Amreka Ne289" (m.XapkiB, Ykpaina) nikapcekoro 3acoGy
JEBAMIZOJY TILAPOXJIOPHU/, xpuctramiuynuii nopomok (cyGerannmia) y
NOABIAHAX MNOMETHJCHOBHX MNaKeTaX /AJf BHPOGHHUTBA HeCTepHJIbHHX
Jdikapcbkux  ¢opm, cepii LV12021, BupoGuuunTBa Shaanxi Hanjiang
Pharmaceutical Ltd., KuTaii (peectpauiiine nocBiruenna UA/6451/01/01).

Cy6’extaM rocmojaproBaHHs, SKi 3OiMCHIOIOTH peaiizawiio (TOPriBio),
30epiraHHs Ta 3aCTOCYBaHHs JiKapChKHX 3aco0iB, HEBiIKIAOHO IICHSA OXEpPIKAHHS
AAHOr0 PO3NOPSIKEHHN IIEPEBIPHTH HAasBHICTh BHUIE3a3HAYEHOIO JHKAPCHKOIO
3acoby Ta BHCHOBKY IIpO SKiCThb BBE3€HOr0 B YKpaiHy JIiKapChKOro 3acofy Ha
BKa3aHU# npenapar.
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Y pasi BiACYTHOCTi BUCHOBKY PO SIKiCTh BBE€3€HOr0 B YKpaiHy J1ikapChKOro
3aco0y Ha BKa3aHMil INpenapaTr, BXXUTH 3aXOJiB INOAO BHIy4YeHHs ioro 3 obiry
IUTSIXOM NOMillleHHs] B KAPAHTHH 10 OTPHMAHHS 3a3HA4Y€HOT0 BUCHOBKY IIPO SIKiCTh
BBE3€HOro B YKpaiHy Jlikapcpkoro 3acofy a6o moBepHenHsi nocrayaabunky TOB
"Anteka Ne289" (m.XapkiB, Ykpaina) s oTpuMaHHA HHM BiATIOBiAHOTO
BHCHOBKY PO fAIKiCTh BB€3€HOT'0 B YKpaiHy JlikapCchKOro 3acofy.

Cy6’exTaM rocrozapioBaHHs, IPH BUSABIEHHI BKa3aHOTO JIIKAPCHKOro 3acoby
0e3 BHCHOBKY IIpPO SKiCTh BBE€3€HOr0 B YKpaiHy Jikapchkkoro 3acol0y, MOBiZOMHTH
TepuTOpianbHuii opran JlepxiikcinyxkO6u YkpaiHu 3a MiclieM po3TallyBaHHS IIPO
BXXHTI 3aX0AHU 1[040 BUKOHAHHS JaHOTO PO3IOPSIKEHHS.

KoHTponp 3a  BUKOHaHHAM  JAaHOTO  PO3MOPSAMKEHHS  371ICHIOIOTH
TepuTopianbHi opranu JepsxinikciyxOu YkpaiHu 3a MiClieM pO3TalllyBaHH.

HeBukOHaHHA [OaHOTO PpOSMOPSAMKEHHS TATHE 3a c00O0I0 BiANOBINANBHICTE
3riJHO YAHHOTO 3aKOHOJABCTBA Y KpaiHH.

OGir nikapchbkoro 3aco0y IO3BOJISETHCA 3a HASBHOCTI BHCHOBKY IO SKICTh
BBE3€HOr0 B YKpaiHy Jikapcekoro 3aco0y, BHIAHOTO TEPUTOpiaJlbHUM OpraHOM
Hepxnikcnyx6u Yipainu TOB "Anrexa Ne289" (m.XapkiB, Ykpaina).

Kormiro faHOro po3nopsamkeHHs HalpaBIeHo:
TOB "Anrteka Ne289" (m.XapkiB, Ykpaina).
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