JEPKITIKCITY KBA

JTEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACObBIB
TA KOHTPO.IIO 3A HAPKOTHKAMMH Y KIPOBOT'PAJICHKIH OBJIACTI

By [IpeoGpakeHcoka, 2, M. KpomisHNIBKI, 25006, Ten. (0522) 32-14-41
e-mail: dls.kr@dls.gov.ua, https://www.dls.gov.ua Koa srigao 3 €/IPIIOY 37059505

8. L0t 37900 1/02.0 ) O(RZE f2r7/)

KepiBHuKaM Ta YIOBHOBaKeHHM 0c006aM
anTeYHHX Ta MeAHTHHX 3aKJIa4iB
KipoBorpaacbskoi o6.1acti

Jlo yBarn YnoBHOBakeHHX 0cif!

Hanaemo posmops/pkeHHs JlepkaBHOI CTyXO0n YKpaiHH 3 JikapchbKHX 3aco0iB Ta KOHTPOIIIO
32 HAPKOTHKAaMH 1010 3a60poHn o0iry Jikapchkoro 3aco0y.

3a HasiBHOCTI, BKa3aHHX Yy pO3MOPSIKEHH! JKApChKHX 3aco0iB, HOBLIOMHTH /[lepikaBHY
c1yxk0y 3 JMKapchKHX 3aco0iB Ta KOHTPONIO 3a HapkoTHKaMH y KipoBorpaicekifi obmacTi Ipo
BJKHTI 3aX0JIH HIOJ0 BUKOHAHHS PO3MOPSIKEHHS.

IadopMallio HaJaBaTH Ha MManepoBHX HOCIAX MOINTOIO, 3a afpecolo: éya. Ilpeodpasicencoka, 2,
M. Kponusnunskuii, 25006, 3 gojarxkaMu:
a) IpHU BMINIEHH] B KAPAHTHH J0IA€THCS KO MpHOYTKOBOI HaKIIa{HOL;
©) npH NOBEPHEHH] MOCTAYAIBHAKY JOAAIOTHCA: KOMis NpHOYTKOBOI HAKJIAIHOL,
KOITis HAaKJTagHOi Ha IOBEpHEHHS.

B) V_BHIAAKY TMepejadi BiIXOXiB JIKapchbKOoro 3aco0y Ha yTuii3aliio abo 3HMINEHHS,
y JBOTIDKHEBUII cTpok moindopMmyBaT [epkaBHY CIyKOY 3 JIIKapCBKHX 3ac001B Ta KOHTPOIIIO 3a
HapkoTtikamu y KipoBorpazchekiii o61acTi Ta HafaTH KOO NPHOYTKOBOI HAKIIaHOI.

[IpH HacTyNHHX IIOCTaBKaX JIKapChKHX 3aco0iB, BKA3aHHX y DPO3NOPSUKEHHAX, CyO’€KT
rOCIofapioBaHHA [OBHHEH BXHTH 3aXO[iB INoJ0 3amoOiraHHs INpHAOaHHS, peamizamii Ta
3aCTOCYBAaHHS JIKapChKHX 3ac001B, 3a3HaUCHUX Y PO3MOPIUKEHHSAX.

V BHHAAKY BiJCYTHOCTI JTiKapchKHX 3aco0iB, BKa3aHHX Yy PO3NOPS/UKEHHSX YH JHHCTaX
JlepxiTikcyx0H, BiAnoBii B MIcbMOBOMY BHTJIS/II HAJABATH He NOTPiOHO.

OJIHOYACHO HArajyeMmo, L0 3 PO3MOPSADKSHHAMH Ta JHCTaMH JIepIIKCiayxKOH MOKHA
o3HaffoMHTHCA Ha oQiliiiHoMy BeGcaitTi JepxaBHoi cimyxOH YKpalHn 3 JiKapChbKHX 3aco0iB Ta
KoHTpomo 3a HapkoTnkamm  (https://www.dls.gov.ua/) B posgun  PO3IIOPSJDKEHHS
JEPXJOKCITYXBU.

Jonatkn:
1. Komis posnopsmkenss JlepxaBHoi ciiyx01 YKpaiHu 3 JIIKapchKHX 3ac001B Ta KOHTPOIIIO 3a
HapKoTIKami Big 27.08.2026 Ne 410-001.001/002.0/17-26 Ha 1 apk.;
2. Komnis posnopsmkents JepxaBHoi cy:6u YKpaiHH 3 JTIKapCBKHX 3ac001B Ta KOHTPOIIO 3a
HapKOTHKaMmI Bi 27.08.2026 Ne 411-001.001/002.0/17-26 Ha 1 apk..
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KepiBunkam cy0’exTiB
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3aCTOCYBAHHAM JIIKapchKHX 3ac00iB

KepiBankam TEePUTOPIATbHHX
opranis Jlepsiikciy:k0u

PO3MOPS/UKEHHS

BignosizHo no Koncturynii Vkpainu, crareit 135, 22, 55 3akony Ykpaiun
«OCHOBH 3aKOHOJIABCTBA YKpAiHU 1IPO OXOPOHY 3740pOB's», cratel 15, 21 3aKoHy
Yxpainu «Ilpo mikapeski 3aco6u», INonoxenns npo JlepxkasHy cnyx0y Ykpaiuu
3 JIIKAPChKHMX 3aC00iB Ta KOHTPOTIO 33 HAPKOTUKAMH, 3aTBEPIXKEHOTO MOCTAHOBOIO
Kabinery MinictpiB Ykpainu Bim 12.08.2015 Ne 647, ITopsinky 3miliCHEHHS
JICPXKABHOIO KOHTPOIIO 33 SIKICTIO JIIKAPCHKUX 3aCO0iB, 10 BBO3ATECA B YKpaiHy,
3aTBEPIKEHOro nocraHoBoto Kabinery Minictpi Vipaiuu Bix 14.09.2005 Ne 902,
nyHkty 3.2.1 Tlopanky BcraHOBieHHs 3a60poHU (THMYAacoBOT 3a00pOHH)
Ta NOHOBIIEHHs 00iry JikapchKux 3acobiB Ha TepuTopii YKpaiHH, 3aTBEpIKEHOrO
HakazoM MiHicTepcTBa OXOpOHHM 370pOB’s VYkpaimu Big 22.11.2011 Ne 809,
3apeecTpoBaHMM B Minictepetsi loctunii Vipainu 30.01.2012 Ne 126/20439,
[Mopsiiky KOHTPOIIO SIKOCTi JiKapCHKUX 3acO0iB MiJ HYac ONTOBOI Ta po31piOHOT
TOPriBIi, 3aTBEP/PKEHOro Haka3oM MiHicTepcTBa OXOpPOHH 3I0POB'S Ykpaiau
Bi 29.09.2014 Ne 677, 3apeectpoBanuM B MinicTepctsi rocTHii Ykpainu
Big 26.11.2014 3a Ne 1515/26292, TlpaBun yrtunizauii Ta 3HAIICHHS JKapChKUX
3aC00iB, 3aTBEP/KEHMX HaKa3oM MIHICTEpCTBA OXOPOHU 300pOB’s  YKpaiHu
Bix 24.04.2015 Ne 242, sapeecrpoBanmMm B MinicTepctsi roctumii Ykpaiau
Bix 18.05.2015 3a Ne 550/26995, Ha mimcrasi HAIXO/DKEHHS. TEPMiHOBOIO
TOBITOMIIEHHS Bin 26.08.2026 Ne 561-01.1/03.0/06.10-26 JlepxasHoi CIIyx0m 3
JIIKapCHKUX 3aCO0IB Ta KOHTPONIO 32 HAPKOTHKAMH y M. KmeBi Ta HerarmpHOrO
cepTH(IKaTy aHaNi3y yrnoBHOBaXeHO! 1abopartopii Bix 24.08. 202%@( 14}&81 CTO
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(TabneTkH MalOTh HEOJHOPINHY TIOBEPXHIO, CIIOCTEPIraloThCs — KPYNMHHKH
Ta 3arMGJIeHHS, 1O 3yMOBIOE INOPCTKICTH nosepxHi), Bumoram JH®Y/Ph. Eur
po3fin «Tabaerku, BKpHTI mnaiBkowo o6osnonkoro» cepii EGD26001A1
nikapcekoro 3acoby ITPOTEKOH DACT®, Tabnerku, BKPHUTI IUIiBKOBOIO
060IOHKOI0, 10 60 TabneToK y KoHTeiHepi; Mo 1 KOHTeiHepy y mauili 3 KapToHY,
BupoGuunTBa Esepromken Jlaiip Caencus Jlimiten, Iugia (peectpauiiine
nocsiguenns Ne UA/15396/01/01).
3ABOPOHSATIO peatizaiio, 30epiraHHs Ta 3aCTOCYBaHHS

cepii EGD26001A1 nixapcekoro 3sacody IMPOTEKOH DACT®, Tabaerku,
BKPHTi IL1iBKOBOI0 060/10HK010, 10 60 Tab/1eToK y KoHTelHepi; no 1 koHTeiiHepy
y nauui 3 kapTony, Bupoduuursa EBepromken Jlaiidp Caencns Jlimiren, Inais
(peectpauiiine nocinuennsi Ne UA/15396/01/01).

Cy6’exTaM TOCIIO@pIOBaHHS, SKi 3/iHCHIOIOTh peanizauito, 30epiraHus
Ta 3acTOCYBaHHs JIKApChKUX 3ac00iB HEBiIKIAQHO, INCHsS OJIep)KaHHs NaHOTO
PO3MOPSIIKEHHS, EPEBIPUTH HAsIBHICTH BHIIE3a3HAYEHOI CEPii MikapchKoro 3acody,
BKHTH 3aXOd¥ [IOAO0 BuiIydeHHs 11 3 0O0Iry [UIAXOM IIOBEPHCHHA
IOCTAYANBHIKY/BUPOOHKMKY 200 3HMILEHHS, TPO IO TIOBIJOMHUTH TEPUTOPIaIbHAN
opran JlepxiikcayxOu. Y pasi 3HHIIEHHS BiJIXOIiB NpeNapary B ABOTIKHEBHI
CTPOK HATPABHTH JI0 TEPUTOPialbHOro oprady Jlepxikcnyx Oy KOMilo aKra npo
3HUIIECHHS BiAXOiB Jikapchkoro 3aco0y. [Ipy HacTYIMHHX NOCTaBKaX JiKapChKOTo
3aco0y Cy0’€KT TOCTOJIAPIOBAHHS TOBMHEH BXMTH 3aXOMiB LIOJO 3amobiraHHs
npuAGaHHIO, peaisalii Ta 3aCTOCYBaHHIO cepii JiKapchKoro 3acoly, HaBeIEHO! B
JAHOMY PO3TIOPSPKEHHI.

KOHTpOJIb 33 BUKOHAHHAM JAHOTO PO3MOPSKEHHS 30iHCHIOKTH TEPUTOPIabHi
opranu Jlepsikciy:kOu Ha BiIMOBiHIH TepUTOPIi.

HeBUKOHAHHS [aHOTO DPO3NOPAMKEHHs TATHE 33 COOOIO BifOBIJANBHICTH
3riIHO 3 YUHHHUM 3aKOHOJABCTBOM Y KpalHH.

Kormii 7aHoro po3nopsKeHHs HalpaBieHi:

MiHicTEpPCTBO OXOPOHM 3JI0POB's Y KpaiHu;

I «JlepxaBHui excrepTHHil UeHTp MigicTepcTBa OXOpPOHHM 3710pOB'S
Ykpainn»; i /
TOB «OPTAHOCIH JIT/I». A

TonoBa aikBixaniiinoi komicii Tapac [IPOHIB

Oncha BSIBOBCBKA, Ten.(044) 422-55-76 (127) /
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3aCTOCYBaHHAM JIKapcLKHX
3aco06iB
KepiBunkam TePHTOPIAILHUX

opramnip Aepsiikeny:xon

PO3NOPS IKEHHS]

Binnosingso no Koncrurymnii Ykpaiuu, crareit 15, 22, 55 3axoHy Vkpainu
«OcHOBH 3aK0HOMABCTRA Ykpainu npo OXOpPOHY 310pOB's», crareii 15, 17, 21 3aKkoHy
Yxpainu «IIpo J1KapchKi 3acobm», IonokeHHs npo JlepxxaBuy Ciyx0y Yxpaiuu
3 JIKapCHKUX 3aco6iB Ta KOHTPOMO 3a HapkoTHKamu, 3aTBEPIDKEHOT0 MOCTAHOBOO
Kab6inery MiHictpis Vkpaiun Big 12.08.2015 Neo 647, Hopsiaky sniticHenus
ACPXaBHOTO KOHTPOJIIO SIKOCTI JIKapChKUX 3ac06iB, IIo BBO3ATRCS B Vkpainy,
3aTBEPIKEHOTO IMOCTaHOBOIO Kabinery Minictpi Vipainn sig 14.09.2005 Ne 902,
OYHKTY  3.2.2  Tlopsigxy BCTAHOBICHHS  3a0OpOHM  (THMYACOBO] 3a00poHn)
Ta NOHOBNEHHS 06iry Jlikapchkux 3acobip Ha Teputopii Vkpainm, 3aTBEPIKEHOT0
Haka3oM MiHicrepcrra OXOpOHH 3710p0OB’s Vkpainm Bix 22.11.2011 Ne 809
(31 3MiHamuy), 3apeccTpoBanoro MiHicrepcereom roctHii Ykpainm Bix 30.01.2012
3a Ne 126/20439, Iopsinky xouTpomo sKOCT] MKapChKHMX 3acO6iB i wac ONTOBOT
Ta po3apiGHOT TOPTiBIIL, 3aTBEPIKEHOI0 HaKa30M Minicrepcrra OXOPOHH 370pPOB's
Yxpainu Big 29.09.2014 No 677, 3apeecTpoBanoro MinicrepcrBom rocTumii Ykpaiuu
Bifl 26.11.2014 33 Ne 15 15/26292, TIpasun YTHNI3ail Ta 3HUmEHHS JIKapChKMX
3aC00iB, 3aTBEPIKEHHX Hakazom Minicrepcrsa  oxoporu 3M0pOB’s  VKpaiuu
Bil 24.04.2015 No 242, 3apeectpoBanux MinicreperBom OCTHLIT  Ykpaiuu
Bix 18.05.2015 3g Ne 550/26995, ga MiJICTaB] HaJXO/DKEHHS. MiXHapOIHOro
NOBIJIOMJIEHHS Bif PerynaTopHoro opramy Hinepnanniz Ne NL/11/2026/01 11010
BHABIICHHS B 00iry cepiit Z016478, 7016479 danscudixosanbPo ﬁg@iﬁﬁ%ﬁfﬁ?ﬁ i
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3acoby KEYTRUDA (Pembrolizumab) 25 mg/ml, 100 my y OGnakoni, 3
MapKyBaHHSAM BHPOGHWKa Merck Sharp & Dohme B.V.

3 Merow akTuBHO] NpOTHAIT HoluMpennro JIKapChKUX 3aco0iB, mIIgXH
HaJIXO/UKEHHA Ta yMoBwm 30epiraHHsa  sxux HEBIJIOMi, Bu3HAYHTY AKICTh Ta
Oe3MeuHicTs sKux HEMOXKIINBO, 3 Oy Ha T, 10 TaKa MPOIYKIIis € Hebesneunoro
Ta MOXe€ HECTH 3arpo3y KUTTIO Ta 3/I0POB 10 HAaCeJIeHHS:

3ABOPOHSIIO peanisaniro, 36epiranus Ta 3acTocyBanHs cepili Z016478,
7016479 banbcudikosanoro JiKapebKoro 3aco0y KEYTRUDA
(Pembrolizumab) 25 mg/ml, 100 mux Y ¢aakoni, 3 MAapKyBaHHAM BHPOGHHKa
Merck Sharp & Dohme B.V.

Cy6’exram: ToClionaproBanus, ski 3niticHIOOTE peanizariro, 30epiradas ta
3aCTOCYBAaHHS NiKapChKUX 3ac00iB, HEBIAKIAAHO, micis ON€PXKaHHA JaHOro
PO3NOPSIKeHHS NepeBipuTH HasBHICTE BKa3aHoi cepii sikapcskoro 3aco0y BXHTH
3aX0M  1OJI0 BHIIYYEHHS Ii 3 00iry mursxom SHUILICHHA abo0 MoBepHeHHs
NOCTaYaNbHUKY, IPO IO HOBITOMUTH TEPUTOpIANBHUY Oprau Hepxnikenyx6wu.

Y pa3i 3uumenns BIIXOAIB  3a3HayeHo] cepii nikapcrkoro 3aco0y, B
ABOTHXHEBHH CTpPOK HAIPaBUTH 10 TepuTopiansHOro oprany [epxiikciy:x6u
KOIIIO aKTa IPO 3HHUILEHHS BiIXOAiB JKapChKOro 3aco0y.

KoHTpons 3a BukoHanmHsm AQHOT0 PO3OPSIKEH S 311 CHIOIOTE TEPUTOPiaNbHI
opranu Jlepsitikciayx6u Ha BIATIOBI {Hi TEPUTOPIT.

HeBuxonanns namoro PO3NOpANXKeHHA TATHE 33 co6Ooro BiIITOBinambHiCTH
3TiJIHO YMHHOIO 3aKOHOIABCTRA Vkpaiun.

Komif ganoro POSHOPS/HKEHHS HANPaBIeH]:
MiHicrepcetBo oxopounu 3710poB'a YKpainu;

Al «lepxaBuuit CKCHICPTHUHM  1eHTp Minicrepctra OXOPOHM  3/10pOB's
Ykpaiuny.

T'ostoBa niksigauiiinoi komicii W Tapac ITIPOHIB

Onena BA3OBCHKA. Tei.(044) 422-55-76 (127)



