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Ha Ne Bix

KepiBHakam cy(’eKTiB rocnofaploBaHHs,
AKi 3aMaloThCH peaaizalii€io,
36epiraHHsAM i 3aCTOCYBAHHAM JIKaPCLKUX
3aco0iB

KepiBHHKaM TepHTOpiANLHHX OpraHis
Hepsurikesyxon

PO3IOPS/KEHHS

Bignosigno po Koxcturymii Yxpainu, crareit 15, 22, 55 3akony Ykpainu
"OcHOBHM 3aKOHOHABCTBA YKpalHu IPo OXOpOHY 3mopor's”, crateit 15, 21 3akony
VYxpaiau "[Ipo nikapceki 3acobn”, IlonoxenHs mpo I[ep)KaBHy cnyx0y Ykpaiuu 3
NTiKapChKUX 3ac00iB Ta KOHTPOJIO 3a HAPKOTHKAMH, 3aTBEPDKEHOTO IOCTAHOBOO
Kabinery MinicTpiB Vkpainm Big 12.08.2015 Ne 647, Ilopsaky 3niiicHenHs
JepKaBHOI'O KOHTPOJIFO 3a SIKICTIO JIKapChKMX 3aco0iB, INO BBO3ATECS B YKpaiuy,
3aTBEpKeHoro nocraHorow Kabidery MiHictpiB Vkpainu Big 14.09.2005 Ne 902,
llopaaxy BcTaHoBIEHHS 3a0opoHH (THM4YacoBOi 3a0OpPOHHM) Ta IIOHOBIEHHS 0O0iry
JIKapchKHUX 3aco0iB Ha TepHTOpii YKpaiHW, 3aTBepIkeHOTo Haka3oM MiHicTepcrna
OXOpOHM 300poB a1 YKpainu Big 22.11.2011 Ne 809, 3apeectpoBanumM B MinictepcTsi
roctiull Yxpaiam 30.01.2012 3a Ne 126/20439, ITopsiaky KOHTPOIO AKOCTI JIiIKAPCHKHAX
3aco0lB nmijg 4ac omnToBoi Ta Ppo3ApiOHOI TOPTIBII, 3ATBEPKEHOIO HAKA3OM
MinicTepcTsa OXOPOHH 300poB s Ykpainu Big 29.09.2014 Ne 677, 3apeecTpoBaHUM B
MinicrepeTsi ocTunii Yxpainu 26.11.2014 3a Ne 1515/26292, TTpasun yrumisanii a
3HMIIEHHS JIIKapChKUX 3aco0iB, 3aTBepPIKEHMX Hakazom MiHICTEpCTBA OXOPOHH
310poB’s Ykpainu Bifi 24.04.2015 Ne 242, 3apeectpoBaHuM B MiHicTepcTRI rocTmuil
Ykpainn 18.05.2015 3a Ne 550/26995, Ha migcTasi HaaxomkeHus indopMalii 1010
peanizanii Ha puHKY YkpaiHu cepii B4413B03 mikapcekoro 3acoby "Tarceva®
150 mg, film kapli tablet, F.Hoffmann-La Roch Ltd." 3 MapkyBaHuaAM TypeupKoro
MOBOIO, 3 METOIO aKTHBHOI MPOTH/iI MOMKPEHHIO JIKApChKUX 3ac00iB, 1o odiniino
He BBO3HJTHCH Ha TEPUTOPIi0 Y KpaiHu: :

SABOPOHSIIO peanisanito, 30epiraHHsA Ta 3acTOCyBaHHA BeiX cepii
fikapcekoro 3aco0y ""Tarceva® 150 mg, film kapli tablet, F. Hoffmann—La Roch
Ltd." 3 MapkyBaHHAM iHO3eMHOIO MOBOIO.
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Cy6’ektaM rocnomaproBalHs, sKi 3AiMCHIOTE pealisaliio, 3Gepiranus Ta
3aCTOCYBaHHA JKapChKuUX 3acobiB, HEBIAKIamHO Iicis OJEpaHHS  JaHOTO
POSHOpSDKEHHS.  [EPEBIPHTH  HAABHICTP BKA3aHOrO JHKApChKOro  3acoly 3
MapKyBaHHSM IHO3EMHOK) MOBOIO, BXHTH 3aXOAd IIOJC BWIyYeHHA HOTO 3 06iry
LIUTSXOM 3HUIIEHHS, [IpO IO NOBIIOMHTH TepUTOpiansHui opral Jepximikcayxk6u.
Y pasi 3HMWIEHHS BiIXOMiB Ipemaparty B ABOTHXXHEBUHM CTPOK HATIPABMTH A0
TEPUTOPIaNbHOTO Oprany Jlepxuikcnyx6H KOMilo axTa Npo 3HUINCHHS BiAXOIIB
JIKapChKOro 3aco0y.

KoHTposk 32 BAKOHAaHHAM JIAHOTO POIIOPSKEHHS 311CHIOIOTL TepUTOpiaibHi
opranu [JepxmikciyxOH Ha BiXIOBiAHIN TepuTOpIi.

HepukoHaHHs JaHOTO pO3NOPSMKEHHSA TATHE 3a COOOK BiANOBIAATBHICTD
3T1HO 3 YHHHUM 3aKOHOAABCTEOM YKpaiHH.

Kormii garoro posmopsxenns HalpapieHi:

MiHicTepcTBO OXOPOHH 3I0POB’st Y KpaiHuy;

JIL " NepxaBauil ekcriepTeui 1eHTp MiHicTepeTBa OXOpOHH 310poB 1 Ykpaiuu";
TOB "Pom Ykpaina".

Ioaosa - _ Poman ICAEHKO
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