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Ha Ne BiJg

KepiBnukam cy6’exrin rocrnojapioBanns,
fAKi 3aiiMaloThes peanizamicro (ToprisJero),
30epiranusm i 3aCTOCYBaHHAM JTiKAPCHLKHX
3aco0iB

KepiBunkam TePHTOPiaJIbLHHX  opraHis
Mepxnikemyx6u Yipainn

PO3MOPSAIKEHHS

Bignosiguo no crarri 49 Koncrutynii Vkpainn, srigno crarri 15, qvactunm 2
crarti 17 3akony Vkpaiuu "Ilpo nikapceki 3aco6u", IlonoxeHHs npo [lepxasny
cryx0y VkpaiHu 3 mikapcekux 3ac00iB, 3aTBEPIKEHOTO0 YKazom IIpe3unenta
Yxpaiun Big 08.04.2011 No 440, myHkTiB 5, 7 "Ilopsaxy 3milicHeHHs JEepKaBHOrO
KOHTPOJIIO 3a SIKiCTIO JIKapChKHUX 3aC0GiB, 10 BBOSTLCS B Ykpainy", 3aTBepmkeHoro
nocraHosoto KabiHety Minictpis Vipainu six 14.09.05 Ne 902 (i3 3miHamm), 1. 3.1.2
"Ilopsinxy BcTaHOBNEHHS 3a00poHH (THMYacOBOI 3a00pPOHH) Ta NMOHOBNIEHHS obiry
JIKapCEKUX 3aco6iB Ha TEpUTOpii YKpalHu", 3aTepmkeroro Hakazom MO3 Ykpainu
Bix 22.11.2011 3a Ne 809, 3apeecTpoBaroro MinictepeTsoM roctunii Vipainu Bin
30.01.2012 3a Ne 126/20439, Ta 3 Merom0 aKTHBHOI MNpPOTHZI IOIIMpeHHo
CyOCTaHAApTHHX (HesKiCHUX) Ta hanbcudikoBaHuX TikapcEKUX 3ac06iB Ha TEPUTOPIT
Yxpainu, Ha miACTaBi BcTaHOBIEHHS daxty obiry nikapcekoro 3aco0y 6e3 HassBHOro
HMOSMTUBHOIO BHCHOBKY IpO SIKiCTh BBE3€HOTO B VYKpaiHy JiKapCBKOro 3acoby,
TAMYACOBO 3ABOPOHSIO peanizauito (toprismo) Ta 3aCTOCYBaHHS,
BBeseHoro TOB '"Antexa N:289'" (m.XapkiB, Vkpaina) nikapcbkoro 3acoly
O®JIOKCAIIUH, nopowmok (cyGcrannis) y moaBiliHMX mosieTH/IeHOBHX
NaKeTax [Jig BHPOOHHNTBA HeCTePHJIbHHX Jdikapeeknx  dopm, cepiii
YF00U111103, YF00U111109, BHpPOOHHUTBA Zhejiang Apeloa Kangyu
Pharmaceutical Co., Ltd, KuTaii (peecrpauiiine mocBiguenns UA/1044/01/01).

Cy6G’exTaMm rocmonaproBaHHs, siKi 3miHfCHIOIOTE peanizanito (Toprismo),
30epiraHHs Ta 3acToCyBaHHS JMiKapCBKUX 32c06iB, HEBIXKIATHO micis OZepKaHHS
AaHOTO PO3MOPANKEHHS IIEPEBIPUTH HASBHICTH BHINE3a3HAYECHOIO JiKapChKOro
3aco0y Ta BHCHOBKY MHpO SKiCTH BBE3CHOrO B YkpaiHy nikapcbkoro 3acofy Ha
BKa3aHHil npemnapar.

“: Nepxaswa cnywa YEpaing 3 nikaposinx sacofie
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Y pasi BiacyTHOCTI BUCHOBKY MpO fAKICTb BBE3CHOTO B VkpaiHy AiKapChKOTO
3acofy Ha BKa3aHWil Tpemapar, BXHUTH 3aXOAiB INOJO BHIIyYCHHS fioro 3 obiry
IUISXOM MOMillleHHS B KAPAHTHH JI0 OTPYMAHHS 3a3Ha4€HOI'0 BUCHOBKY PO AKIiCTh
BBe3eHOro B YKpaiHy nikapcskoro 3acofy abo moBepHeHHSl NOCTA4aILHHKY TOB
"Antexa Ne289" (m.XapkiB, Ykpaina) Ui OTPHMaHHA HHM BiJINIOBiAHOTO
BUCHOBKY IIpO fIKiCTb BBE3€HOTO B YKpaiHy 1iKapchKOro 3aco0y.

Cy6’€eKTaM rocrofapioBaHHs, TIpU BUSBIEHHI BKa3aHOTO niKapceKoro 3acoby
6e3 BUCHOBKY HpO SKiCTh BBE3eHOTO B YKpaiHy JIiKapchKOro 3ac00y, MOBIAOMUTH
TepuTopianbHuil opraH [lepiciikciyxGu YkpalHu 3a MicIleM po3TauryBaHHs IPO
BKHTI 3aX0AH ITI0J0 BUKOHAHHS JaHOTI'0 PO3NOPA/DKEHHS.

KonTponp 3a BHKOHaHHSM  JaHOTO  PO3MOPSKEHH: 3[1iiCHIOIOTD
TepuropianbHi oprany JepxxmikcayxOu YKpaiHu 3a MiCLIeM pO3TalllyBaHHS.

HeBuKOHAHHA JaHOIO PpO3MNOPSA/KCHHA TATHE 3a co0010 BiANOBIAATBHICTE
3riZIHO YMHHOrO 3aKOHOAABCTBAa Y KpaiHH.

OGir niKapchkoro 3acoby MO3BOJNAETHCSA 3a HAABHOCTI BHCHOBKY IpO SIKICTh
BBE3eHOr0 B YKpaiHy Jikapchkoro 3aco0y, BHIAHOTO TEPUTOPialbHHM OPraHOM
Hepxnikcayx6u Yipainu TOB "Antexa Ne289" (m.XapkiB, Ykpaina).

Komniro faHOro po3NOpsAAKEHHS HalIPaBJIEHO:
TOB "Anrexa Ne289" (m.XapkiB, Ykpaina).

3acmynnux I'onosu AJl. 3axapaw

Snunnosa 3.51., Ten.393-21-43



