i

AEP)KABHA CJIYKBA YKPATHH 3 IIKAPCBKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMMUM
(Aepxaikenyxoa)
npocnekt Ilepemorn, 120-A, m. Kuis, 03115, Ten/taxe: (044) 422-55-77, e-mail: dlsi@dls.gov.ua,
hitps://www.dls.gov.ua, Kox €JIPTIOY 40517815

Ha Ne BIJT

Kepisnukam cy6’exriB rocmogaprosanus,

fIKI 3aliMalThCH peaaisaiicio,
30epiraHHAM i 32CTOCYBaHHAM JiKapCbKHX
3aco0iB

KepiBuukam  TtepuTopiagbHux  opranin
Hepanikeay:xon

PO3MOPS/KEHHA

Bignosinno no Korcrwuryuii Vkpainw, crareii 15, 22, 55 3akoHy YkpaiHu
"OCHOBH 3aKOHOJABCTBAa YKpaiHM IIPO OXOpOHY 3710poE's", crareii 15, 21 3aKOHY
Ykpainn "lIpo nikapceki 3aco6u”, TlonoxeHss npo Jepxaphy ciyx0y Ykpaiuu 3
MKAPCHKUX 3aco0iB Ta KOHTPOJNIO 3a HAPKOTMKAMH, 3aTBEPIUKSHOTO MOCTAHOBOIO
Kabinety Minictpis VYkpainu mig 12.08.2015 Ne 647, Iopsaaky 3nificHeHHS
ACPXABHOTO KOHTPONIO 3a SIKICTIO JKApChKHX 3ac06iB, IO BBO3SThCA B YKpalHy,
3aTBEP/DKEHOrO noctaHoBor Kabinery Minictpis Ykpainm Big 14.09.2005 Ne 902,
Hopsznky BcTaHOBNEHHS 3a6OPOHH (TUMYACOBOI 3a6OPOHH) Ta MOHOBIEHHS obiry
MiKapchkux 3acoBiB Ha TepuTopii Yipainu, 3aTBEpIKESHOrO HAKA3IOM MiuictepeTna
OXOPOHH 3110p0B°s YKpainu Bij 22.11.2011 Ne 809, sapeectpoparum B MisictepcTsi
rocTalil  Ykpainu 30.01.2012 3a Ne 126/20439, Tlopsaky KOHTPOJIKO  SKOCTI
MiKapchkux 3acobiB WA wac onToBoi Ta po3apiGHOI TOpTiBMi, 3aTBEpIKEHOrO
HakasoM MinicTepcTtBa oOXOpoHH 3m0poB’s YkpalHM Bim 29.09.2014 Ne 677,
3apeectpoBaHuM B MiHicTepetsi rocTurii Vkpainn 26.11.2014 3a Ne 1515/26292,
IlpaBun yrmnizamii Ta sHumenHs nikapcbkux 3acobis, 3aTBEP/DKEHUX HAKAa30M
MiuicTepcTsa oXoponu 310poB s Vkpainu six 24.04.2015 Ne 242, 3apeecTPOBAHIM B
Minicrepctsi  rocrumii Vkpainm 18.05.2015 3a Ne 550/26995, na mimcrasi
HaIXO/keHHs iH(popmanii Bix [Ipencrasunursa xommanii Jlynn6ex Excropr A/C
(Janif) B Yxpaini mono BusBIEHHS Ha TepuTOpii YKpalHH JTKapchKAX 3acoBiB
Bupobuuutsa X. Jlynabek A/C, Jlanis, 3 MapKyBaHHAM iHO3eMHMMM MOBAMH, 3
METOI0 AaKTHBHOI NPOTHAL NOIMHPeHHIO JTiKapehKHx 3acobiB, mo o¢iniiiHo He
BBO3HIIUCH HA TEPUTOPI0 YKpalHu:

3ABOPOHSIIO  peanizamjiio, 30epiraHHs Ta 3acTOCYBaHHS BCiX cepiid
JIKapcehKux 3acobis BHpo6uuuTea X. Jynadex A/C (H. Lundbeck A/S), danuisn, 3
MapKyBaHHAM iHO3eMHUMHU MOBaMHU: o
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- BRINTELLIX 10 mg;

- EBIXA® 10 mg tabletki;

- Fluanxol® Depot 20 mg ampuly, 10x1 ml;

- SERDOLECT® 12 mg tabletki;

- KJIONIUKCOJ AKY®PA3 1 amnyna suyTpuMblimesno 50 mr 1 mi;
- CepaoJexT 30 Ta6eToK NOKPHITHIX 060,104K0H MO 4 M.

Cy6’eKTaM TOCTOZApIOBaHHS, fKi 3MCHIOTE pealisaliio, 30epiranHs Ta
3aCTOCYBAHHS JIKApChKUX 3aco0iB, HEBIIKIAJHO Mcns  OllepKaHHA JAHOro
PO3IIOPAKEHHS [IEPEBIPUTH HASBHICTD BKA3aHUX JiKaPCHKUX 3ac00IB, BXUTH 3aX01H
OO0 BUIYJdeHHS Ix 3 o0iry UUDIXOM SHHIIEHHHA, 0Opo 1O MIOBIOMUTH
TepuTopianbHuil oprad JlepirikciyxOu. ¥ pasi 3HHIICHHS BiXOAiB mpemnapaTiB B
JNBOTIKHEBHH CTPOK HANPABKTH IO TEPHTOpiaIbHoro opraiy JepkiikemyxGu Koo
aKTa TPO 3HHMINEHHS BiAX0AiB MKapceKux 3acobis.

KOHTponk 3a  BUKOHAHHSM  [I@HOTO  DO3NOPSUDKEHHS  3AIHCHIOOTH
TepuTOpiaLHi opranu depkikenyx6n Ha BiAIOBIAHiH TEPUTOPI].

HeBuKOHAHHS [aHOTO PO3MOPSUDKEHHS TATHe 3a o000 BiANOBINATBHICTH
3TiIHO 3 UMHHUM 3aKOHOJABCTBOM Y KpaiHH.

Komii faHOTo po3IOps/KeHHS HAIIPaBJICH:

MiHicTEpCTBO OXOPOHH 30pOB'S Y KpaiHH;

JIIT " JlepskaBuuii excriepTHui uentp MiHicTepcTBa OXOPOHH 3A0POB'S Yipainn";
Ipeacrapauirsa koMnauii Jiynabex Excriopt A/C ([lanis) B Vpaisi.

Tonosa Poman ICAECHKO
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