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KepiBHukaM Ta Y IOBHOBAKEHHM 0C00aM
ANTEYHHX TA MEAHIHHUX 3AKNANIB
Kiposorpaacbkoi ob1acti

Jlo yBaru YnOBHOBAKeHHX 0Ci6!

HazaeMo posmopskeHas JepxaBHoi clyx6u YKpaiHH 3 JTiKapChKUX 3ac00iB Ta KOHTPOJIO
32 HApKOTHKaMH I[0JI0 3200pOHH 00iry JiKapCLKOro 3aco0y.

3a HASBHOCTI, BKA3aHWX Y PO3MOPS/VKEHHI JIKAapChKHX 3aco0iB, MOBLIOMUTH lepikaBHY
ciyx0y 3 JiKapChKHX 3ac00iB Ta KOHTPOJNIO 32 HApKOTHKaMHU y KipoBorpaJcekiii obnacti 0po
B)KUTI 3aX0JIM I0J0 BUKOHAHHS PO3MOPSDKCHH.

IudopMaliifo HaiaBaTH Ha JAaIlepPOBMX HOCIAX ITOLITOO, 33 afpeCcoro: 6yl Ipeobparncencoka, 2,
M. Kponuenuuovkuii, 25006, 3 1oJaTKaMu.
a) IpH BMIIICHH] B KAPAaHTHH [I0A€ThCs KOTIisl MPUOYTKOBOI HAKIIA/IHOT;
0) IpH NOBEPHEHH] NOCTAYalbHUKY N0MAI0ThCH: koISt mpuOyTKOBOT HAKJIAIHOT;
KOITisl HAKJIAJHOT Ha IOBEPHEHHSL.

B) Y BMIANKy [epe/iadi BiIXOMIB JIKAapChKOTO 3acoby Ha yTWi3allilo abo 3HUIICHHS,
y IBOTHKHEBHUH cTpOK noindopmyBar [lepxkaBHy cayx0y 3 JiKapchKHX 3ac001B Ta KOHTPOIIIO 3a
HapKoTHKaMu y KipoBorpaichKiit 061acTi Ta HaJlaTl KOIIif0 MPUOYTKOBOI HAKJIATHO].

IIpy HACTYNHMX MOCTaBKaX JiKapChKUX 3aco0iB, BKA3aHUX Y PO3HOPAKCHHAX, Cy0’€eKT
rOCIIONapIOBaHHA ITOBHHEH BXKUTH 3aXOMiB WIOJ0 3anoliraHHd NpuabaHHd, peamizauii Ta
3aCTOCYBaHHS JIKapPChKUX 3ac00iB, 3a3HAYCHHUX y PO3IOPSIKCHHAX.

V BHNAAKY BIICYTHOCTi JIKapChbKUX 3aco0iB, BKa3aHMX Y PO3HOPS/DKCHHAX 49U JHCTaX
JlepITiKCTy6H, BIANOBIAI B MACHMOBOMY BUIJISI HANABATH He nOTPidHO.

OJHOYACHO HAaralyemo, IO 3 pPO3NOPS/DKCHHAMU Ta JIHCTaMU JlepxIIKCIy:KO0H MOXKHA
o3HattomuTHCs Ha odimiiiHomy Bebeaifti JlepkaBHoi Ciyx0u YKpaiHd 3 JiKapchKUX 3aco01B Ta
KOHTpONIO 33 HapKOTHKaMH (https://www.dls.gov.ua/y B posmini PO3IIOPAJUKEHHA
JEPXIIIKCITYXBH.

Jlonarox: Komisi posnopsmxeHHs JepiaBHoi cinyx0u YKpailu 3 JIKapChKUX 3aC00iB Ta KOHTPOJIIO
3a HApKOTHUKaMH Bif 23.12.2025 Ne 1088-001.1/002.0/17-25 Ha 1 apk..
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JEPKABHA CIYXBA YKPATHH 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMHU
(depaitikcy:x6a)
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Ne Ha Ne BiJI
Kepipankam cy0’exTiB
rocrnoJapoBaHH, siKi 32liMalOThCH
peaJiizauicio, 30epiraHHAM i
3aCTOCYBaHHAM JiKapChbKHX
3aco0iB
Kepipaukam TePUTOPiaJIbHUX

opranis Jepaxtikcyx0u

PO3MOPSI/UKEHHS

Binnosimao mo KoHcrutynii Ykpainu, crareit 15, 22, 55 3akoHy YKpaiHu
«OCHOBH 3aKOHOIABCTBA Y KpaiHH po OXOPOHY 3I0POB's, crarel 15, 17,21 3akony
Vpaiau «IIpo mikapchki 3aco6u», II0NI0XKEHHA PO Jepxasry ciayx0y YKpaiH{
3 JiKapchKUX 3aco6iB Ta KOHTPOJIO 32 HAPKOTHKAMH, 32TBEPIDKEHOr0 MOCTAHOBOIO
Kabinery MinicTpiB VYKpaiHu Bim 12.08.2015 Ne 647, Ilopsaaky 3iMCHEHHS
JIEPXKAaBHOTO KOHTPOIIIO AKOCTI JIKApCHKHUX 3aco0iB, IO BBO3ATHCS B Ykpainy,
3aTBepKeHOro IocTanoBoro Kabixery Minictpis Ykpainu Big 14.09.2005 Ne 902,
nmyakry 3.2.2 Ilopsaxky BCTAaHOBIICHHSA 3aGoporn (TmM4acoBoi 3a00pOHH)
Ta TIOHOBJEHHS 06iry MiKapchKuX 3aco0iB Ha Tepuropil YKpaiH#, 3aTBEPAXKCHOIO
nakasoM MiHicTepcTBa OXOPOHH 30pOB’s YKpaiHU Big 22.11.2011 Ne 309
(31 3MiHaMm), 3apeecTpPOBaHOrO MiHicTepcTBOM FOCTHII YKpaiHu 30.01.2012
3a No 126/20439, ITopsiKy KOHTPOIIO SKOCTI JIKapChKUX 3aco0iB HiJ Yac OITOBOL
Ta po3IpiGHOI TOPTiBii, 3aTBEP/KCHOTO HaKa3oM MinicTepcTBa OXOPOHU 3[0POB'S
Yxpainn Bix 29.09.2014 Ne 677, 3apeecTpOBaHOro MiHicTepcTBOM IOCTHIIiT YKpaiHu
76.11.2014 3a Ne 1515/26292, IpaBun yTuIi3alii Ta 3HACHHS TiKapChKUX 3ac00iB,
3aTBEp/UKEHAX Haka3oM MiHicTepcTBa OXOpOHH aopoB’s Ykpainu Bix 24.04.2015
Ne 242, 3apeecTpoBaHMX MIHICTEPCTBOM focriiii  Ykpaimm Bix 18.05.2015
3a Ne 550/26995, Ha mifcTaBl HaIXOMKEHHS Mi>XHAPOJHOro MOBiAOMIICHHS
BiJl pPEryJIATOPHOr0 Opramy Mekcuky mono BuasieHHs Ne 61/2025 B o6iry
cepiit Y011745, Y005876 canbcrikoBaHOIrO JTiKapCchKOIo 3&6%6yH4€B¥BTRHm@
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(pembrolizumab), 100mg/4mL, KOHUEHTPAT JUIs PO3TUHY IS indy3iii, B KapTOHHIH
yIIaKoBIli, 3 MapKyBaHHAM BupoGHuKa MSD IRELAND (CARLOW).

3 MeTOl0 AKTHBHOI MPOTHHIl TOIMPEHHIO IiKapChKUX 3acoliB, ULIAXH
HAIXOKEHHS Ta YMOBH 30€piraHms fAKHX HEBiOMi, BH3HAUMTU SKICTH Ta
BesIeUHICT: KX HEMOXKINBO, 3 OMIISAY HA Te, IO TaKa IPOAYKIlis € HeOe3MeTHOI0
Ta MO>Ke HECTH 3arpo3y XKUTTIO Ta 37I0POB 10 HAaCeNeHH:

3ABOPOHAIO peanizaniio, 36epiratusg Ta 2aCTOCYBaHHS Cepiit Y011745,
Y 005876 dbanscruikoBaHOrO JKapPCHKOTO 3aco0y KEYTRUDA®
(pembrolizumab), 100mg/4mL, KkOHIEHTpAT sl PO3UHHY IS indys3ii,
B KAPTOHHiii ymakoBmi, 3 MapKyBaHHAM BHPOGHHKA MSD IRELAND
(CARLOW).

Cy6’exkTam rOCIO/IaPIOBAHHs, SIKI 3MiACHIOIOTE peaizallifo, 30epiraHHs
Ta 3aCTOCYBaHHS JHKapCHKHX 3aco0iB, HEBINKIATHO, miclis OJCpXKaHHA JaHOTO
DO3IIOPSIKEHHS, TIEPEBIPUTH HASBHICTh BKa3aHOI cepiil TiKapchKOro 3acoly, BKUTH
3axOM IIOMO BHIIYYeHHs iX 3 O6Iry IUIIXOM 3HHMIEHHA ab0 IOBEPHEHH:
IOCTAYAJIGHAKY, HPO IO IOBIOMHTH TEPUTOpialbHMH OpraH JepIKITiKCITy )KOH.
V pasi 3HUIIEHHS BiIXONIB 323HAYEHNX cepiit JikapchKoro 3aco0y B JBOTHIKHEBUH
CIPOK HANpaBUTH MNO TEPUTOPIANBHOTO Opraxy JepxImikcIyKOn KOIiIo aKTa
TIPO 3HULIEHHS BiIXOMIB niKapchKOro 3acoby.

KoHTpoIIb 32 BUKOHAHHSIM JTaHOTO PO3IOPSDKCHE 3IiMCHIOIOTH TEPUTOPiaNbHI
opranm Jlep IiKcIIy 6 Ha BifIOBIIHIR TEPUTOPIi.

HeBuxoHaHHs JaHOTO PO3NOPAIKCHHS TIATHE 32 00010 BIMOBIAATBHICTD
3TiOHO 3 YMHHHUM 3aKOHOJAABCTBOM Vkpainu.

Kormii [aHOTO pO3MOPSIKEHHS HalpaBIIeHi:

MiHicTepcTBO OXOPOHU 30POR'S Y KpalHH;

TIT «JlepKaBHUM €KCIEPTHUH LEHTP MiHicTepcTBa OXOPOHH 3[OPOB'S
Ykpaiamn».

TojsioBa Poman ICAEHKO

Onena BI30OBCBKA, ten.(044) 422-55-76 (127)



