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JTEPXKABHA CJIYI/XXBA YKPATHHU 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMHA
(depxikcayxba)
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Ha Ne BiX

KepiBuukam cy0’€kTiB rocnoaapioBaHHA,

AKiI 3aHMal0ThCS pea.izauicio,
36epiraHHAM i 32CTOCYBAHHAM JIIKAPChKHX
3acobiB

KepiBHHKaM TepHTOpiaJbHHX OpraHiB
HepxiikcayxOn

PO3IOPSIKEHHS

Bignosigao no Konctwrynii Vkpainu, crateit 15, 22, 55 3akoHy YkpaiHu
"OCHOBH 3aKOHOJABCTBA YKpaiHW Mpo OXOpOHY 3xopoB's”, crated 15, 21 3axomny
Vkpaiau "TIpo sikapceki 3aco6u”, Ilonoxenns npo JlepxasHy ciyx0y YKpalHU 3
NiKapchKUX 3aco6iB Ta KOHTPONIO 33 HAPKOTHKAMHM, 3aTBEPKEHOTO MNOCTaHOBOKO
KaGinery Minictpin Vkpainm Biz 12.08.2015 Ne 647, Ilopsaky 3miACHCHHS
JePXKABHOTO KOHTPOJIO SIKOCTI JiKapchKHMX 3aco0iB, IO BBO3ATBCS B YKpaiHY,
3aTBepIKeHoro nocraHoBoro KaGinery Minictpis Vkpainm Bim 14.09.05 Ne 902,
TopsiKy BCTaHOBJEHHs 3a00pOHM (THM4acoBoi 3a00pOHHM) Ta MOHOBJIEHHA O0Iry
JiKapchKUX 3aco6iB Ha Teputopii YKpaiHH, 3aTBEepkeHOro HakasoM MiHicTepcTBa
OXOpOHH 3710poB's YKpainu Bix 22.11.2011 Ne 809, 3apeecTposanum B MiHicTepcTsi
rocTuiii Ykpainu 30.01.2012 3a Ne 126/20439, TTopsiiky KOHTPOJIO SIKOCT] JTIKapCHKHX
3ac00iB miJy 4ac ONTOBOi Ta pO3APIOHOI TOPriBii, 3aTBEPIVKEHOTO HaKa3oM
MiHicTepcTBa oxoponu 310poB's Ykpainu Bif 29.09.2014 Ne 677, 3apeecTpoBaHUM B
MinicrepcTsi rocTunii Ykpainu 26.11.2014 3a Ne 1515/26292, [1pasun ytunmisauii ta
3HUIIEHHS JIKapChKMX 3acobiB, 3aTBEp/UKEHHX Haka3oM MiHicTepcTBa OXOpOHH
3gopoB's Vkpainu Bin 24.04.2015 Ne 242, 3apeecTpoBaHUM B MinicrepcTsi
roctuiii Yrpainu 18.05.2015 3a Ne 550/26995, Ha nijicTasi HanxoDKeHHs iHpopMaLii
Bin TOB "Acrpa3eneka Yxkpaina" miozo ¢akry peanisanii nikapcekoro 3acoby
"[RESSA, 250 mg, 3 x 10 tablets", cepii 60030788, BupobuunTsa "AstraZeneca» ", 3
MapKyBaHHAM iHO3EMHOI MOBOIO, 3 METOI aKTMBHOI MpPOTHAi MOLIMPEHHIO
He3apeeCTPOBAHMX JIKapChKUX 3aco6iB, o OGilliiiHO He BBO3WIIACH Ha TEPHTOPIIO
YkpaiHu:
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3ABOPOHSIO peanisanito, 306epiraHHs Ta 3acTOCyBaHHA Bceix cepiid
nikapcekoro 3aco6y "IRESSA, 250 mg, 3 x 10 tablets", Bupo6uunTBa "AstraZeneca"
3 MapKyBaHHSM 1HO3€MHOIO MOBOIO.

Cy0’ekTaMm rocmofapioBaHHs, sKi 31iMCHIOIOTH peanizamiio, 36epiraHHs Ta
3aCTOCYBaHHs JIKapChKMX 3aco0iB, HEBIIKIAOHO TCIS ONEpPKAHHA JaHOTO
PO3MOPSIIKEHHS ITEPEBIPHTH HAasABHICTh BKa3aHOTO JIKAPCHKOT'O 3aC00y, BAXUTH 3aX0/I1
IIOAO0 BHIYYeHHS HOro 3 oO0Iry LUIIXOM 3HUUIEHHS, MNP0 IO IOBiIOMHTH
TepuTopianbHui opran Jepxikcmyx6u. V pasi 3HUIUEHHS BifXOZiB Mpemapatis B
ABOTH)KHEBHH CTPOK HANPaBUTH [0 TEPUTOpiaJbHOro oprany Jepxmikcmyx6H KoIrio
aKTa Ipo 3HMILEHHS BIAXOJIB J1iKapchKOro 3acoby.

KOHTpOIIb 32 BAKOHAHHAM JaHOTO PO3IOPSIKEHHS 3/1iCHIOIOTE TEPUTOPIabHI
opranu Jlepxmikciny6u Ha BiANOBiHilH TepUTOpii.

HeBukoHaHHA [OaHOTO pO3NOPAIKEHHS TATHE 33 COOOK BiANOBIAATBHICTH
3r1JJHO 3 YUHHUM 3aKOHOJIaBCTBOM YKpaiHu.

Komii nanoro po3nopsmkeHHs HalpaBieHi:
MiHicTepcTBO OXOpOHU 310POB'St YKpaiHu;

HI1 " lepxaBuuit excriepTHuUii IeHTp MiHicTepcTBa 0XOPOHH 310pOB's YKpainu'.
TOB "Actpa3eneka Ykpaina'.

Conosa é | Poman ICACHKO

Onena HleByenko 422-55-76



