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JEPXJIIKCIIYKBA
JAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA
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No Ha Ne BIJI

KepiBHukaMm cy0' €KTiB rocnoiapoBaHHs,
sIKi 3aiiMa0ThCS peaJiizanicro (Toprisien),
30epiraHHsiM i 3aCTOCyBaHHAM
JIKapcbKHUX 32c00iB

Ha TepuTopii MuKoJ1aiBCbKOI 00J1aCTi

HepxaBHa cimy0a 3 JIIKAPCHKUX 3aCO0IB Ta KOHTPOJIO 32 HAPKOTHKAMU Y MHMKOIAiBChKii
obnacTi Hazmae iH(pOpPMAIIIO MI0JI0 BCTAaHOBICHHS JlepaBHOI Ciy)0010 YKpaiHU 3 JIKapChKUX
3ac00iB Ta KOHTPOJIO 3a HapkoTukamu (nami — Jlepxkiikciayxk0a) 3a00poHH 0OITy JIIKapChKUX
3aco0iB.

BigmoBinHo mo Konctutymii VYkpainu, crareit 15, 22, 55 3akony VYkpaiam «OcHOBU
3aKOHOJIaBCTBAa YKpalHW PO OXOpOHY 310poB's», crated 15, 17, 21 3akony VYkpainu «lIpo
Jikapceki 3acobu», IlomoxkenHs mnpo JlepxkaBHy ciyxOy VYkpaiHH 3 JIKapchKuUX 3aco0iB Ta
KOHTPOJII0O 3a HApKOTHKAMH, 3aTBEP/DKEHOTO MocTtaHoBol Kabinery MiHicTpiB YkpaiHu Bij
12.08.2015 Ne 647, Ilopsanaxy 3ailiCHEHHS IEPKABHOTO KOHTPOJIO SIKOCTI JIIKapChKUX 3ac00iB, 110
BBO3SITHCA B YKpaiHy, 3aTBepKeHOro mocraHoBoro Kabinety MinictpiB Ykpainu Big 14.09.2005
Ne 902, nynkry 3.2.3 Tlopsinky BCTaHOBJICHHS 3a00pOHU (TUMYAcOBOI 3a00pOHH) Ta TIOHOBJICHHS
00iry JikapchKuX 3aco0iB Ha TepUTOPil YKpaiHH, 3aTBEPKEHOr0 Haka3oM MiHICTepCcTBa OXOPOHH
3nopoB’st Ykpainu Big 22.11.2011 Ne 809 (31 3miHamu), 3apeecTpoBaHOTO MiHICTEPCTBOM FOCTHUIIIT
Vkpaian 30.01.2012 3a Ne 126/20439, Tlopsaky KOHTPOJIIO SIKOCTI JIIKApChKUX 3aco0iB TiJ Yac
ONTOBOI Ta PO3APIOHOT TOPriBIi, 3aTBEPIKEHOIO HakKa3oM MIiHICTEpPCTBA OXOPOHM 30POB's
Vkpaiau Bix 29.09.2014 Ne 677, 3apeectpoBanoro MinicTepcTBOM rOCTHIlT YKpainu 26.11.2014 3a
Ne 1515/26292, TlpaBun yTumizamii Ta 3HMIICHHS JIIKAPCHKUX 3ac00iB, 3aTBEP/PKEHUX HAKa30M
MinicTtepcTBa 0xX0poHU 310poB’ st Ykpainu Big 24.04.2015 Ne 242, 3apeectpoBaHux MiHICTEPCTBOM
toctutii Ykpainu Big 18.05.2015 3a Ne 550/26995,

3ABOPOHSAETBCH peanizattis, 30epiraHHs Ta 3aCTOCyBaHHS JIIKAPCHKOTO 3aC00Y:

» Isoket Retard (Isosorbiddinatrat) 20 mg, prolonged-release tablets, Ne 30, cepii
1487502 (cepii bulk 148755), BupoonnnrBa Aesica Pharmaceuticals GmbH, Himeuunna, na
MiJCTaBl HAIXO/PKCHHS MDKHAPOJHOTO TOBIIOMIICHHSI BiJl PETYJISITOPHOrO oprany HimeudwHu
Ne  DE NW 03/11/2025/9/1 mono BusiBaeHHs HeBignoBigHocti crnenudikamii (OOS) mpu
BUIIPOOyBaHHI CTaOUIBHOCTI (MapamMeTpu pO3YMHEHHs NEepeBUILYIOTh 3aaaHi Mexi) cepii 1487502
(cepii bulk 148755) mikapcrekoro 3aco0y Isoket Retard (Isosorbiddinatrat) 20 mg, prolonged-release
tablets, No 30, BupoOnunra Aesica Pharmaceuticals GmbH, Himeuyunna (TepmiH mpuaaTHOCTI
30.04.2028) /Poznopsiocenns [epoicnikcayacou 6io 21.08.2025 Ne 565-001.1/002.0/17-25/.

Cy0’exTaM rocrojaproBaHHs, SKi 3A1MCHIOIOTH peaji3aliio, 30epiraHHs Ta 3aCTOCYBaHHS
JIKapChbKUX 3aco0iB HEBIAKIAIHO, MIC/S OJEpXKaHHS JaHOrO PpO3MOPSAHKEHHS, IEPEBIPUTH
HasIBHICTh BHUIIIEBKa3aHOI cepii JIKapChbKOro 3acoly, BXKUTH 3aXOIU II0J0 BHUIYYEHHs ii 3 o0iry
IUIIXOM TOBEPHEHHSI MOCTAYAJIBLHUKY/BHPOOHHMKY a00 3HHINEHHS, TPO M0 IOBIJIOMHUTH
HepxaBHy Ciyx0y 3 IIKapCHKUX 3aCOOIF graemarinzrr i 32 HApKOTUKaMHU Y MUKONAIBChKIN 001acTi

piys JepkaBHa ciryx0a 3 JIIKapchKHX 3aco0iB Ta KOHTPOIIIO 32
vtk HapkoTHKamMu y MukosaiBebkiit 06acTi
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3 HAJaHHSIM BIJIMOBIAHMX JOKYMEHTIB. Y pasi 3HMIIEHHS BIAXOJIB MpemapaTy B JIBOTH)KHEBHIMA
CTPOK HAaINpaBUTH 10 Jlep:kaBHOI CIy>KOM 3 JIIKAPCHKHUX 3acO01B Ta KOHTPOJIO 3a HAPKOTUKAMH Y
MukonaiBchKiid 006J1aCTi KOIIO aKTa Mpo 3HUIIEHHS BIIXOIB JiKapchbKoro 3acody. [Ipu HacTymHUX
IIOCTaBKaX JIKapChKOTO 3aco0y CyO0’€KT TOCHMOJApIOBaHHS IIOBUHEH BXXHUTH 3aXOMIB MIOJ0
3amo0iranHs Npua0aHHIO, pealizailii Ta 3aCTOCYyBaHHIO cepii JiKapchbKoro 3aco0y, HaBeleHOI B
JTAHOMY PO3IOPSKEHHI.

HeBukonanust posnopsipkeHHs J{epKITKCITy>)KOM TATHE 32 COOOI0 BiJMOBINANBHICTH 3T1IHO
YHUHHOI'O 3aKOHOJABCTBA Y KpaiHU.

YBAI'A! 3 mexcmom po3nopaodsceny ma aucmie /Jlepycasnoi cayncou Ykpainu 3
JIKapcoKux 3acofie ma KOHmMpoao 3a Hapkomukamu Bu mooswceme o3naiiomumuce Ha
ogiyintnomy caumi Jleprucuikcaymucou http:/www.dls.gov.ua ¢ po3oini «Po3nopaodiicenns
Jeporcnikcayscou.

B.o. HauyaabHUKA CITyKON AnTonina KOBAJIBUYK

Tersna Ceprorina (0512) 47 56 06



