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Ha Ne BiJX

KepiBHHKaM cy6’ekTiB rocmogaproBaHHs,

_ fIKi 3aliMaloTbes peanisaniclo (Toprisiieio),
30epiraHHfAM i 3aCTOCYBaHHAM JIIKApCbKUX
3aco0iB '

KepiBHHKaM TepHTOpiaJIbHHX OpraHie
Hepxiikenay:xou YKpainu

PO3NIOPATKEHHS

BignosigHo o crarrti 49 KoHcruryuil Ykpainu, sriguo crarrti 15, yacTunu 2
crarti 17 3akony Ykpainu "Ilpo mikapceki 3acobu", Ilonoxenns mpo [epxaBHy
cmyxOy VYkpaiHu 3 nikapchkux 3aco0iB, 3aTBepmxeHoro YkasoM Ilpesupmenta
Vxpainu Big 08.04.2011 Ne 440, nynkriB 5, 7 "Tlopsaaky 3niCHEHHs Aep)KaBHOTO
KOHTPOJIIO 32 AKICTIO JTiKapChKUX 3ac00iB, 110 BBO3ATHCS B YKpaiHy", 3aTBepIKEHOrO
noctanoBoro KaGinety MinictpiB Ykpainu Bix 14.09.05 Ne 902 (i3 3minamu), 1. 3.1.2
"ITopsaky BcTaHOBJIEHHS 3a60poHH (TMMYAacoBOi 3a00pOHH) Ta I[MOHOBJIIEHHS O0Iry
NiKapchKHUX 3aco0iB Ha TepuTopii Ykpainu", 3aTBepkeHoro HakazoM MO3 Vkpainu
Bix 22.11.2011 3a Ne 809, 3apeectpoBaHoro MiHicTepcTBOM IOCTHIII YKpaiHU Bix
30.01.2012 3a Ne 126/20439, Ta 3 METOW AaKTUBHOI TPOTHAIl INOIINPEHHIO
CcyOcTaHIapTHUX (HesKiCHUX) Ta (danbcu]ikoBaHUX JiKapChKHUX 3ac00iB Ha TepUTOpIi
VKpaiHu, Ha MiACTaBi BCTaHOBNIEHHs (akTy o0iry jikapcbkoro 3aco0y 6e3 HasBHOTO
MIO3UTUBHOIO BHCHOBKY IPO SIKICTh BBE3€HOTO B YKpaiHy JiKapchKoro 3acoOy,
TAMYACOBO 3ABOPOHSIO peanizanito (TOPriBIi0) Ta 3aCTOCYBaHHA
BeeseHoro IIII "®K VYkppapma" m.XapkiB, Ykpaina, mnikapcekoro 3acoby
AIIAKJIOBIP, mnopomok kpuctadiyauii (cyOcranmis) y moasiiinux
NoJlieTHIEHOBHX MilIKaX [Jisi BAPOOHHUTBA HeCTEPHJIBHHX JiKapchKuX (hopM,
cepiii 126471F03, 126471997, Bupo6unnTea Matrix Laboratories Limited, Inais
(peectpauniitne nocsixuennss UA/7707/01/01). _

Cy6’ekTaM TOCIIOJApIOBaHHs, sIKi 3IiHCHIOIOTH peaiisalilo (TOPriBIIO),
36epiraHHs Ta 3acCTOCYBAaHHS JiKapcChKHMX 3aC0GiB, HEBIIKIAJHO MCIS OMEPKAHHS
JAHOro PO3NOPS/’KEHHsSI TEPEBIPHTH HASBHICTh BHINE3a3HAYEHOIO JIiKapChKOro
3acoBy Ta BHMCHOBKY IpO SKICTh BBE3€HOTO B VYKpaiHy JiKapChKOro 3acoby Ha

BKa3zaHUM Ipemnapar.
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Y pasi BiICYTHOCTI BUCHOBKY IIpO SIKiCTh BBE3€HOro B YKpaiHy JiKapchKOro
3ac00y Ha BKa3aHMI IIperapaT, BXXMTH 3aXONiB LIOAO BHIYYEHHS HOro 3 obiry
IIJISIXOM  yTHIII3allil a0 3HUIIEHHS.

Cy6’extaM rocrionaproBaHHs, [IpH BHSBIEHHI BKa3aHOTO JiKapChKOro 3acoGy
0e3 BHCHOBKY NpO SIKiCTh BBE3€HOro B YKpaiHy JiKapchKOro 3acofy, MOBiZOMHTH
TepuTOpiaNbHui opran Jepxctikcmyx6u VipaiHu 3a MicueMm po3sTailyBaHHs Ipo
BXXHTI 3aXOJIM IIO/I0 BUKOHAHHS JaHOTO PO3NOPSIKEHHS.

Kourpons 3a BUKOHAaHHSIM  [AaHOTO  pO3NOPSMXEHHS  3MiHCHIOIOTH
TepUTOpialibHi opranu Jlepxikciay6u Ykpainu 3a MiclieM po3TallIyBaHHS.

HeBUKOHaHHA NaHOrO PO3MOPAKEHHS TATHEe 3a coBGOI0 BiAMOBiNATBHICTS
3riHO YMHHOTO 3aKOHOAABCTBA Y KpaiHH.
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