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JEPKABHA CJOYKBA YKPAIHH 3 JJIKAPCHKHX 3A

TA KOHTPOJIIO 3A HAPKOTUKAMMAX
(Jepxaikcay:xoda)
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Ha No BiX

KepiBankam cy6’ekTiB rocn
siki 3aifiMaloThes peasizamie
30epiraHHsAM i 3aCTOCYBaHH
JiKapcbKHX 3ac00iB

KepiBHukam TepuTopiajabHy
Hepaxikcay:k0u

PO3NOPAKEHHSA

Bignosigso mo Kowctutynii Ykpainum, crareit 15, 22, 55 3
"OCHOBY 3aKOHO/aBCTBA YKpaiHM IPO OXOPOHY 3JI0pPOB's", cTareut
Yxpainu "Ilpo nikapcbki 3acobu”, ITonoxeHHs npo JlepxaBHY Cly
JTKapCHKHUX 3aC00iB Ta KOHTPOJIO 32 HAPKOTUKAMU, 3aTBEPIXKEHO]
Kabinery MinictpiB VYkpainu Big 12.08.2015 Ne 647, Ilopsn
JIEPXKABHOTO KOHTPOJIIO SKOCTI JIKAPCHKUX 3ac00iB, IIO0 BBO3STH
3aTBepKeHoro nocraHororo Kabinery MiHicTpiB Ykpainu Bin 14
nyHkTy 3.2.2. Ilopsnky BcTaHOBJIEHHS 3a00pOHM (TUMYAacOBOI
HOHOBJIEHHS O0O0Iry JTiKapCLKUX 3aco0iB Ha TepuTopii YKpaiHu,
Haka3zoM MiHicTepcTBa OXOpPOHH 3I0poB's VYkpainu Bix 22.11
3apeectpoBannM B MiHictepeTsi foctummii Yipaiam 30.01.2012 3a
Iopsimky KOHTPOJIIO SKOCTI JIKapChKUX 3acO0IB IiJi 4ac ONTOBOI
TOPTiBIi, 3aTBepIXEHOr0 HakazoM MiHicTepcTBa OXOPOHU 30DPOB
29.09.2014 Ne 677, 3apeectpoBanuM B MiHiCTepCTBI focTHLll YKpaiH
Ne 1515/26292, IIpasun yrumizalii Ta 3HAMIEHHS JTIKapChKUX 3aC001B
Haka3oM MiHicTepcTBa OXOpPOHM 3[0poB's Ykpainm Bix 24.04

OAapIOBAHHSA,
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IX OpraHiB

aKoHy YKpaiHu
15, 21 3akoHy
KOy Vkpainu 3
[0 MTOCTAHOBOKO
Ky 3A1MCHEHHS
c1 B VYKpaiHy,
.09.05 No 902,
3a00poHH) Ta
3aTBEPIXKEHOTO
2011 Ne 809,
No 126/20439,
Ta po3aApioHOT
s YKpaiHu Bif
1 26.11.2014 3a
, 3aTBEPAKEHUX
2015 Ne 242,

3apeecTpoBaHUM B MiHicTepeTsi rocTunii Ykpairum 18.05.2015 3a Ne 550/26995, na

migcrasi iHdopmanii Odicy I'eHepadbHOrO NPOKYpoOpa, 3 METOK aKT
TIONIMPEHHIO HE3apeeCcTPOBaHUX JIKapChKUX 3acO0iB Ta TaKMX, Iif
BBO3UIIACH HA TEPUTOPIIO YKpaiHHU:

3ABOPOHSIO peamizaiiro, 30epiraHHs Ta 3acTOCYBaHH
He3zapeecTpoBaHoro Jikapepkoro 3aco0y "KEYTRUDA, 50 mg", Bupa
Sharp & Dohme GmbH", Himeuunna.

'MBHOI TIPOTUII1
o odimiiiHO He

4 BCIX cepiit
ouuntea "MSD
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Cy6’ekTaM rocrmoaproBaHHs, SKi 3AIHCHIOIOTH peaizalliio)
3aCTOCYBAaHHS JIIKApCBKUX 3ac001B, HEBIJKIAIHO TMicCIs  OJIEf
PO3IOPSAIKEHHS IEPEBIPUTH HASBHICTh BKa3aHOTO JIIKAPCHKOT'0 3aC0
IOJ0 BHIYYEHHS HOro 3 00Iry MUISIXOM 3HUILIEHHS, PO

30epiranHa Ta
PKaHHS  JTAHOTO
Y, BYXUATHU 3aX0IH
0 TOBIOMUTH

TepuTopianeHuii oprad Jlepximikciayk6u. ¥V pasi 3HHIUIEHHS BiJXOJIB Ipenapary B

JABOTHXXHEBUH CTPOK HAIIPABHUTH JI0 TEPUTOPIATLHOTO Oprany Jlepxi
aKTa Mpo 3HUIICHHA BIIXO/IB JIKAPCHKOTO 3ac00y.

IKCJTy>KOH KOIIIO

KoHTpOIIE 32 BUKOHAHHAM JaHOTO PO3NOPSAKEHHS 3/1IHCHIOIOTh TepUTOPIaNbHi

opranu JlepxnikcnyxOu Ha BiAMOBIHIH TepUTOPIi.
HeBHKOHAaHHS JaHOIO PO3MOPSADKEHHS TATHE 3a OGO B
3rJHO 3 YUHHUM 3aKOHO/IAaBCTBOM Y KpaiHH.

Komii ganoro po3nopsakeHHs HallpaBieHi:

MiHiCTEpCTBO OXOPOHM 3A0POB s YKpaiHu;

JI1 " IepxaBHuUil eKcriepTHUHM LIeHTp MiHiCTepCcTBa OXOPOHU 3710POB
TOB "MC/l Ykpaina". '
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