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Ha Ne BT

KepiBuukam cy8’ekTiB rocnoaaproBaHHs,
fiKi 3aliMaloThes peasizanicio (Toprieaero),
30epiraHHAM i 32CTOCYBAHHAM JIKAPCHKHX
3ac00iB

KepiBHHKaM  TepHTOPiaJLHHX  OpraHiB
Hepsiikeay:x6n Ykpaind

PO3NOPAIKEHHS

Binmosigao mo ctatTi 49 Konetutynii Ykpaiuu, cTaTTi 15, YacTHHH 2 crarri
17 3axony Vkpainm "TIpo mikapceki 3acobu”, TTonoxenus mpo HepxapHy cnyxOy
Vkpaiiu 3 NiKapchKUX 3acoGiB, 3aTBEpKeHOro Ykasom lIpesunenra VYkpaiH#u Bif
08.04.2011 Ne 440, nyuktis 5, 7 "Tlopanky 3A1HCHEHHS JCPKaBHOIO KOHTPOIIO 32
AKiCTIO NiKapCHKUX 3acOGIB, IO BBO3ATLCA B YKpAiHY", 3aTBEPIKECHOrO TIOCTAHOBOIO
Ka6izery MinictpiB Yxpaiuu Big 14.09.05 Ne 902 (31 3miHamn), I 3.1.2 "Topsaky
BCTAHOBJIECHHS 3a60POHH (TUMYacoBoi 3a60POHH) Ta NOHOBJIECHHS OBIry JMIKapChKUX
3acobis Ha TepuTopil YkpaiHu', 3aTBepikeHoro Hakasom MO3 Vkpainu Bif
22.11.2011 3a Ne 809 (3i 3miHamm), 3apeectpoBanoro MiHiCTEPCTBOM IOCTHILT
Vkpaign Big 30.01.2012 3a Ne 126/20439, Ta 3 MeToK AaKTHBHOI IIPOTHIIl
NOWMpPEHHIO Cy6cTanaapTHHX (HeAKICHHUX) Ta QabcrdikoBaHuX JKapChKUX 3acobiB
Ha TepuTopil YKpaiHu, Ha MiAcTaBi BCTAHOBIEHHS (aKTy 06iry mikapchKoro 3aco0y
e3 HASBHOIO IO3UTHBHOTO BHCHOBKY PO SKiCTh BBE3EHOTO B YKpaiHy JiKapCchKOro
3acoby, TAMYACOBO 3ABOPOHSIO peanizauito (TOprismo) Ta 3acTOCYBaHH1,
peesesoro TOB "Excmorpeiiat" (m.Xapkis, Ykpaina), nikapcekoro 3acoby
METPOHLIA3OJI, xpucragiunuii nopomok (cyberanuis) y NoABiiiHNX
oJlieTHIEHOBHX MaKeTax AJiS BHPOOHHITBA HeCTEPHJIbLHHX NiKAPCHKHX (opm,
cepiii 20130110, 20130109, BupobnunTBa Hubei Hongyuan Pharmaceutical Co.,
Ltd., Kuraii (peccrpaniiine nociguenns UA/5585/01/01).

Cy6’eKTaM TOCMOAAPIOBAHHA, AKi 3ALHCHIOIOTH peanizamio (TOPriBio),
sGepiraHHs Ta 3aCTOCYBAHHS JIKapChKMX 3aco0iB, HEBiIKNaIHO THCHA OAEpIKaHHA
JAHOrC PO3HOPAMMEHHS [EPEBIPHTH HAABHICTh BHINE3a3HAYCHOTO JKApCHKOTo
3acoby Ta BHCHOBKY MO SKICTE BBE3CHOTO B YKpaiHy nikapcekoro 3acoby Ha
BKa3aHUH npenapar.

Mz Depwnikenynda Ypaluu
Ne12456-1.212.3/17-13 big 04.06.2013
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Y pasi BiZCYTHOCTI BHCHOBKY IpO gKicTh BBE3CHOrO B YKpaiHy JiKapChKOro
3aco0y Ha BKa3aHM#¥ Mpenapar, BXHTH 3axOiB IIOJO BHIIYYEHHsS #HOTo 3 obIiry
(ITSXOM MOMIleHHA B KAPAHTHH [0 OTPHMAHES 3a3HAHCHOTO BHCHOBKY TIPO SKICTh
BBe3eHOT0 B YKpaiHy JiKapChKOTO 3ac00y 200 MOBepHEHHA NMOCTAYATLHHKY TOB
"ExenoTpeiiat' (M. Xapkis, Vkpaina) 11 OTpUMaHHi HHUM BiZITIOBIAHOTO
BYICHOBKY PO AKICTh BBE3€HOI'O B YxpaiHy TKapchKOTO 3ac00y.

Cy6’€KkTaM TOCIIOAAPFOBAHHS, NIPH BHSBIEHHI BKA3aHOTO JiKapchkoro 3acoly
6e3 BUCHOBKY IpO AKICTH BBE3CHOTO B YkpaiHy JiKapchKoro 3aco0y, TIOBIIOMUTH
TepuTOpiaNbHUA OpraH Tepanikcayx6u YKpalsu 3a MicIleM pO3TalllyBaHHA IIPO
BIKKTI 33X0,/ M LIOJO BUKOHAHHSA JAHOTO PO3IOPSIKCHEHA.

KouTpons 3a  BUKOHAHHAM  JIAHOTO PO3MOPSDKEHHS  3AIACHIOIOTE
TepuTOpialbHi OpraHu NepacikcnyxOu YKpaiHH 32 micieM po3TaiyBaHH:.

HeBUKOHAHHS AAHOTO PO3MOPAMKEHHS TACHE 32 coBOI0  BiJINOBIAANBHICTE
3riIHO YUHHOTO 3aKOHOAABCTBA YxpaiHi.

OGir nikapchKoro 3aco0y HO3BONAETHCA 34 HASBHOCTI BHCHOBKY MpO SKICTB
BBE3EHOr0 B YKpaiHy NiKapCchKOro 3aco6y, BHIAHOLO TEPUTOpiaNbHIM OpraloM
Tepxotikcyx6u Ypainu TOB "Excnorpeiiat (M. Xapkis, Ykpaina).

Konio gaHOro po3nopAKeHHA HalpasIeHO:
TOB "Exkcnorpeiiat" (M. Xapkis, Ykpaina).
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