JEPKABHA CJIIYKBA VKPAIHH 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH
(depxmikcirys06a)
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e-mail: dls@dls.gov.ua, http:/www.dls.gov.ua, Kon €IPIIOY 40517815

Ha Ne BizX

KepiBuukam cy0’€kTiB rocrnoaaproBaHH#,
siKi 3aiiMaloThCH peanizauiero,
36epiranHsM i 3acToCyBaHHSAM JIIKaPCHKHX
3aco0iB

KepiBHHKaM  TepHTODiaJbLHHX  OpraHiB
JepaiaikeTy#oH

PO3IOPSIKEHHS

Ha migcraBi HamxomkeHHsa iH(opMarii Bill MpaBOOXOPOHHHX OpraHiB Ta
Jlep>kaBHOT CITy>k6H 3 JIIKapChKHX 3aC001B Ta KOHTPOIIIO 32 HApKOTHKAMH B Opnecekii
06acTi oMo BHUABIEHHS B 06iry Jikapcbkoro 3acoby 6e3 BucHOBKY Hpo AKICTB
BBE3eHHUX B YKpaiHy JIiKapChKHX 3aco0iB, y BigmosigHocTi 10 KoHCTHTYLIT YKpaiHy,
cr.cr. 15, 22, 55 3akony Ykpaiuu "OCHOBH 3aKOHOJABCTBA YKpaiHH NPO OXOPOHY
3fopoB's”, cT.cT. 15, 17 3akony Yxkpainu "IIpo nikapceki 3aco6n”, ITonoxeHHs nIpo
TlepxapHy ciyxOy YKpaiHH 3 JIKapChKHX 3ac00iB Ta KOHTPOJIO 33 HapKOTHKaMH,
TMopsaaky 3ifiCHEHHs JEpP)KaBHOTO KOHTPOJIIO 3a AKICTIO JIKapChKHX 3aco0iB, 110
BBO3ATHCA B YKpaiHy, 3aTBEPIKEHOT0 ITOCTaHOBOK KabineTy MiHictpiB YKpaiHu Bif
14.09.05 Ne 902 (3i 3mimamu), Ilopsaky BCTaHOBJNEHHS 3a0OpOHHM (THM9acoBol
3a60pOHM) Ta IOHOBIEHHS OOIry JIKapChKHX 3aco00iB Ha TepuTopii YKpaiHy,
saTBepkeHoro HakasoM MO3 VYxpainu Bix 22.11.2011 32 Ne 809 (3i 3minamu), 3
METOIO aKTHBHOI IPOTH/T IIOIHPEHHIO HESKiCHUX JIKapChKHUX 3ac00iB Ta TakuX, IO
obiniftHO HE BBO3UJINCS Ha TEPUTOPIIO YKpaiHu:

3ABOPOHSIIO peanizaito, 36epiratHs Ta 3aCTOCYBAaHHs JIiIKapChKOro 3aco0y
Viread, 245 mg, Film-Kapli Tablet Tenofovir disoproksil, 30 Film-Kapli Tablet, cepii
A314253D, Bupobruursa Gilead Sciences Ireland UC., Cork, Irlanda.

Cy6’eKTaM TOCIO/(aPIOBAaHHSA, fKi 3MiHCHIOIOTH peaiizauito, 36epiraHds Tta
3aCTOCYBaHHs JIKAPCHKUX 3acO0iB, HEBiNKIAJHO MIC/IS ONEPXKAHHA JaHOTO
PO3TIOpAIKEHHS [ePEBIPUTH HASBHICTH Cepil BUIIE3a3HAIEHOTO JniKapceKoro 3aco0y,
Ta BHTH 3aXO[¥ IOXO BIIYYEHHS il 3 06iry LUIIXoM 3HMIIEHHs (yTHimisauii), mpo
110 B ABOTIIKHEBHi TepMiH MOiH(GOPMYBaTH TEPUTOPIiaIbHUN OpraH Jepxmikciryxon
33 MiCIleM pO3TalLlyBaHHs.
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[Ip¥ HacTyNHHX IIOCTaBKax JNiKapChKMX 3acobiB Cy0’€KT roCIOJaproBaHHA
OBMHEH BXXHTH 3aXOMiB INOJO 3amobiraHHs NpuaGaHHIO, peanisamii Ta
3aCTOCYBAHHIO TAKOTO JIiKapChKOro 3acofy, HaBeJeHOTO B JAHOMY PO3MOPSAIKEHHI.

KoHTpolsr 33  BHKOHaHHSAM  [AHOTO  PO3MOPS/KEHHS  3AIHCHIOIOTH
TepuTOpiaNbHi opranu JlepkiikciayOu 3a MICIIEM pO3TalTyBaHHS.

HeBUKOHAHHS JAHOTO PO3MOPSAKEHHSA TArHEe 3a COGOI0 BiANMOBINANBHICTH
3riIHO YUHHOTO 3aKOHOJIaBCTBa Y KpaiHH.

Komii 7asoro po3nopsiykeHHs HallpaBJIeHi:

MO3 Vkpainu;
JIT " lepxasuuit excneptHuit eHTp MO3 Ykpainu".
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