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JEPXJIKCITYXXBA
AEPKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM

Y MAKOJIAIBCHKIN OBJIACTI
By Ilorpanmnuna, 22/1A, M. Muxonais, 54020, Ten/paxc: 47-56-06
e-mail: speclik@mksat.net Kog €JIPTIOV 37031610

Ne Ha No BiJ

KepiBaukam cy6’ exTiB rocnogaproBanus,
AKI 3aHMal0ThCA peaizamicro (ToprisJjero)
30epiraHHsM i 3acTOCYBaHHIM JIKAPCHKHX
3aco0iB B MukoJiaiBcbKiit 00acri

JepkaBHa ciy:0a 3 JIKapChbKHX 3aco0iB Ta KOHTPOJIO 32 HAPKOTHUKAMH ¥
MukonaiBcbKii 061acTi Hafae iHpopMaILifo MO0 BCTaHOBIEHHS JIEPKaBHOIO CIIYKG0K0
YKpaiHu 3 JIiKapChbKUX 3ac00iB Ta KOHTPOIIIO 32 HAPKOTHKaMu (maiti — Jlepatikciyxk6a)
3a00poHU 06iry Ta IOHOBJICHHS 00ITy JTIKapChKUX 3aC00iB. X

I. Bigmosimno mo Komcrurynii Vkpaimm, crareir 15, 22, 55 3axony Ykpainu
"OcHOBH 3aKOHOZABCTBa YKpaiHM IIPO OXOPOHy 3mopoB's", craredt 9, 15, 20 3axkoHy
Yxpainun "Ilpo mixapceki 3aco6m”, IlomoxenHs mpo [epkaBHy ciyx0Oy VYkpaioum 3
JKapChKKUX 3ac00iB Ta KOHTPOJIO 33 HAPKOTHKaMH, [IOpsiiKy 3mifiCHEHHS Jep)KaBHOIO
KOHTPOJIFO 3a SKICTIO JIKapChKMX 3ac00iB, IO BBO3ATHCS B YKpaiHy, 3aTBEPIKEHOTO
noctaHoBoro Kabinery MinictpiB Ykpainu Bix 14.09.05 Ne 902, mynkry 3.2.2 ITopsaky
BCTaHOBJICHHsS 3a00pOHM (THMYacoBOi 3a00pOHM) Ta IIOHOBJEHHS O0Iry JIKapChKHX
3ac00iB Ha TepuTOpii YKpaiHu, 3aTBepIKeHoro Hakazom MO3 Vkpainu Big 22.11.2011
Ne 809, Ilpapun yTumisanii Ta 3HUIIEHHS JIiKapChbKUX 3aco0iB, 3aTBEPIHKEHAX HAKa30M
MO3 Vkpainu Big 24.04.2015 Ne 242, 3 MeTor aKTHBHOI MPOTHil IOLIMPEHHIO
HE3apEECTPOBAHMX JIKAPCPKUX 3ac00iB Ta TakuX, mo odimiiHO He BBO3MWIMCA Ha
TEPUTOPir0 YKpaiHu:

1.1. V 3B'a3ky 3 HaaxomkeHHAM iHpopmamii Bixm IlpemcraBHmITBa KOMITaHil
JIyanbex Excnopr A/C ([anisf) B YkpaiHi MO0 BUSBJIEHHS Ha TepUTOpii YKpaiHu
He3apeecTpoBaHoro Jikapcekoro 3aco0y Cipralex, 10 mg, 28 Film Tablet, cepii
2567519, Bupobuuursa H. Lundbeck A/S, Danimarka, 3 MapkyBaHHAM Ha iHO3E€MHiM
MOBI:

3ABOPOHAETDBCH peamzamnid, 30epiraHHs Ta 3acTOCYBaHHS JIKapChKOIO
3aco0y:

» Cipralex, 10 mg, 28 Film Tablet, Bupo6uunrea H. Lundbeck A/S,
Danimarka 3 mapkyBaHHAM Ha iHo3eMHili MOBi /Po3nopsoocenns [epocnikcaysxcou
6i0 26.02.2019 Ne1619-001.1.1/002.0/17-19/.

Cy6’extaM rocrnojaproBaHHsd, sKi 3IIHCHIOIOTH peatizailifo, 30epiraHHs Ta
3aCTOCYBaHHS JIIKAPCBKUX  3aco0iB, HEBIAKIAMHO TICIA OJepKaHHS  HaHOTrO
PO3IOPSIKEHHS IEPEBIPUTH HAsBHICTh BKA3aHOTO JIIKAPCHKOTO 3aC00Y 1 BIKHTH 3aXOMIH
IoZ0 Horo BWIy4deHHA 3 0O0iry mnd Hojambmiol mepenadi Ha yrmiizamiio a6o
suumenns. [Ipy BUsBIEHHI BKa3aHOTO JIKapchKOro 3aco0y, IMOBIAOMHTH JlepiKaBHY
CITy)K0y 3 JIKapChKIResauadin Fa q«ﬁmg@m"fﬁ RAPpRRITAKamMu y MukosaiBebkii 061acTi

M2 3a HapkoTukamu y MukonaiBckkin obnacti
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IO BIKHTi 3aX0MI¥ LIOJ0 BUKOHAHHS JAHOTO PO3MOPSDKEHHS 3 Ha/JaHHAM BiIOBITHUX
JIOKYMEHTIB.

Ilpy HacTymHMX IIOCTaBKax JTIKapChKMX 3ac00iB  BXKUTH 3ax0niB IOA0
3amo6irasss IpHAOAHHIO, pealli3allil Ta 3aCTOCYBAHHIO JiKapChKHX 3ac00iB, HaABEJECHHUX
B PO3MOPSIDKEHHSX JlepiKITiKCIry KOm.

HeBHKOHAHHS PO3IOPADKEHD JIepXITKCITYKOM TATHE 38 COOOI0 BiZINIOBiANEHICTD
3TiAHO YMHHOTO 3aKOHOIaBCTBA VYkpaiHu.

VBAI'A! 3 mexcmom po3nopadsicenv ma aucmie /lepicagHoi ciyxncou Ykpainu 3
JUKapcbKux 3acofie ma KOHMPOIO 34 HAPKOMUKAMU Bu moosceme o3naiiomumuct Ha
oiuiiinomy caiimi [lepycnikcaysncou http://www.dls.gov.ua 6 po30ini «Po3nopaoiceHHA
Mepacnixcnysncour.
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