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KepiBnukam Ta YnoBHoBa:keHHM 0cobam
anTeYHUX TAa MeHYHHUX 3aKJIaTIiB
KipoBorpanacskoi o6acri

Jlo yBaru YnoBHOBaKeHHX 0Ci0!

Hanaemo posnopsynkenns [lepxaBHoi ciyx06n YKpaiHu 3 JikapchKHX 3aco0iB Ta KOHTPOJIIO
3a HAPKOTHKaMH 11010 3a00poHu 0diry JikapcbKoro 3acody.

3a HAsIBHOCTI, BKa3aHUX Y PO3MOPS/DKEHHI JIKApCHKUX 3aco6iB, MOBiIOMHTH JepxaBHy
cimyx0y 3 Jikapchkux 3aco0iB Ta KOHTpOMIO 3a Hapkotukamu y KipoBorpaicbkiii o6nacti 1po
BJKMTI 3aX0/IU IIOZI0 BUKOHAHHS PO3IIOPSIKEHHSL.

IHdopmanito HaaBaTH Ha NaNEPOBUX HOCISIX IOLITOK, 3a anpecolo: eya. Ipeobpancencoka, 2,
m. Kponuenuyovxuu, 25006, 3 nogatkamu:
a) IIpY BMIlIEHH] B KADAHTHH JI0A€ThCs1 KOIIis IpUOYTKOBOI HAKIIAJHOT;
0) Opy NIOBEPHEHHI MOCTAYANLHUKY JI0JAIOTHCA: KOIIisl IPUGYTKOBOT HAKIIAHOT,
KOITisl HaKJIaJHOT Ha IIOBEPHEHHS.

B) Y BHIAJKy Tepe/adi BiIXOIB JiKapchkoro 3acoby Ha yTmmizamiro aGo 3HMIIEHHS,
Y IBOTHXKHEBHH CTPOK MoiHopmyBatu [lepxkaBHy ciyk0y 3 JiKapchKHX 3ac06iB Ta KOHTPOIIIO 3a
HapKoTHKamu y KipoBorpasckkii o6acti Ta HazaTH Koriro mpHGYTKOBOT HAKIIA/IHOL.

IIpy HacTymHHX NOCTaBKax JiKapChKHX 3aco0iB, BKA3aHHX Y DO3MOPAIKEHHAX, CY0’€KT
TOCTIO/IAPIOBAHHS  TOBHHEH BXKHTH 3aXOAIB IOAO 3anobiraHHs npuabaHHs, peamisamii Ta
3aCTOCYBAHHA JIIKAPCHKUX 3ac00iB, 3a3HAYEHNX Y PO3MOPSKCHHSAX.

Y BUNAjAKy BiACYTHOCTI NiKapchKuX 3ac00iB, BKA3aHMX Y PO3INOPS/UKEHHSX YH JIHCTAX
Hepsxnikcmyx0u, BIANOBIAI B NHCEMOBOMY BHIVIS/I HAZABATH He NOTPIOHO.

OZnHOYacHO HArafyemo, IO 3 PO3MNOPSKEHHAMH Ta JHCTaMH J[epiKIKCIyKOH MOXKHA
o3HafiomMuTHCs Ha odiuifinomy BeGcaiiti JlepkaBHOi cimyx6u Ykpainu 3 miKapchKHX 3aco6iB Ta
KOHTpOmO 3a HapkotHkamu  (https:/www.dls.gov.ua/) B pospini  PO3ITOPSIJDKEHHS
JEPXJIIKCITYXXBH.

JonaTku:

1. Komist posnopsmkenns JlepxkaBHoi ciny:x6u Ykpainu 3 Jikapchkux 3acoGiB Ta KOHTPOIIIO 3a
HapKoTHKamH Big 19.03.2026 Ne 151-001.3/002.0/17-26 na 1 apk.;

2. Komist posnopsikenns JlepkaBHoi ciayx6u Ykpainu 3 mikapchkux 3acoGiB Ta KOHTPOJIIO 3a
HapkoTHKamy Bix 20.03.2026 Ne 152-001.3/002.0/17-26 ua 1 apk..

HavanabHuk coayxou Jlinis TAH®IJIOBA

Ocranenko Banentuna 32 14 41

A Jlepkasna ciyxO6a 3 ikapchkHX 3aco0iB Ta KOHTPOIO 34
A% napkoTHKamH y KipoBorpazcekiif o6nacri
2 Nel133-01.1/02.0/05.12-26 Bix 20.03.2026
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JIEPKABHA CJIYKBA VKPATHM 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMN
(Jepxaikeyxba)

NpOCIIEKT Bepecteiicbkuid, 120-A, M. Kuis, 03115, Ten/daxc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
https://www.dls.gov.ua, Kon €JIPTIOV 40517815

Ne Ha Ne BiJ
KepiBHHKAM cy6’eKTiB
rocnoJapoBaHHs, siKi 3aHMaI0THCsH
peasizauieio, 30epiraHHAM i
34CTOCYBaHHAM JiKapcbKHX
3ac00iB
KepiBHukam TepUTOPiaIbHUX

opranis JlepiKiikciy:on

PO3IIOPS/DKEHHS

Bigmosimuo g0 Koucrurynii YKpaihu, crateit 15, 22, 55 3akoHy YkpaiHu
«OCHOBH 3aKOHO/IaBCTBA Y KpaiHH ITPO OXOPOHY 3710poB'sy, crateit 15, 17,21 3akoHy
Yipainu «[Ipo miKapchKi 3acobuy», [lonokeHHS NPpo JlepxaBHY cnyxOy YKpainu
3 NiKapCHKUX 3ac00iB Ta KOHTPOIIO 338 HAPKOTHKAMH, 3aTBEP/PKEHOTO IIOCTAaHOBOIO
KaGinery Minictpis Yxpainu Bil 12.08.2015 Ne 647, Tlopsiaky 3niicHEHHS
AEPKABHOTO KOHTPOJIO gKOCTI JIKAapChKMX 3aco0iB, 110 BBO3ATHCH B VYkpainy,
3aTBEPPKEHOr0 MOCTAaHOBOIO Ka6inery MinictpiB Ykpaitu Bi 14.09.2005 Ne 902,
nyakry 3.2.2 Ilopsaxky BCTaHOBJICHHA 3a60poHn  (THMYacOBOl 3200pOHHN)
T4 MOHOBJICHHS 06Iry JiKapchkux 3acobiB Ha TepuTopii YKpaiHH, 3aTBEPOKEHOTO
Haka3zoM MiHicTepcTBa OXOpPOHHU agopos’s Ykpaimm Bix 22.1 1.2011 Ne 809
(31 3MiHaMM), 3apEECTPOBAHOTO MinicTepcTBoM IOCTHIIT YKpaiHH 30.01.2012
2a Ne 126/20439, Tlopsaaxy KOHTPOIIO SKOCTi JTiKapChKux 3ac00iB Mij| Yac ONTOBOI
Ta PO3/PIOHOL TOPTiBIli, 3aTBEPIDKEHOTO HaKasOM MiHicTepcTBa OXOPOHH 3/I0POB's
Yxpainu Big 29.09.2014 Ne 677, 3apeecTpOBaHOTO MinicTepcTBoM FOCTHIIT YKpalHH
26.11.2014 3a Ne 1515/26292, ITpasui yTunizauii Ta 3HATICHHS nikapchKHX 3ac00iB,
3aTBepKEHUX HaKa3oM MiHICTepCTBA OXOPOHH 3nopos’st Ykpainu Bift 24.04.2015
No 242, 3apeecTpoBaHuUX MiHICTEpCTBOM rocTaiii  Ykpaimm Big 18.05.2015
sa Ne 550/26995, na miACTaBi HAIXOJDKEHHS Mi>KHApOIHOTO IIOBiJOMJICHHS
Bix peryssTopHOro opray Mekcuxu Ne 15/2026 om0 (RYBJEHHS B ())K%él;y

cepitt Y005560, DR82765 (abcudikoBaHoro JTiKapchkoro 3acoGykalii ERIGRA
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(Pembrolizumab), 100mg/4ml, posudH s iH'eKui#, KapToHHa KopoOka 3
modinizaToM Ta pO3YUMHHMKOM, 3 MapkyBaHHsMm Bupobunka MERCK
SHARP & DOHME COMERCIALIZADORA, S. de R.L. de C.V.

3 METOI0 AKTHBHOI MpPOTHAIi HOIUMPEHHIO JiKapChKUX 3aco0iB, LUISAXH
HAJIXO/UKEHHS Ta YMOBH 30€piraHHs AKMX HEBiJOMi, BUSHAYUTH SIKICTh Ta Oe3MevHICTh
AKX HEMOJXKJIMBO, 3 OIJISILy Ha Te, 10 TaKa MPOAYKIid € HeOE3MEYHOIO Ta MOXKe HECTH
3arpo3y *KHUTTIO Ta 3/J0POB 10 HACEIICHHS:

3ABOPOHSIIO peanizanito, 36epiranas Ta 3actocysanHs cepiii Y003560,
DR82765 danscudikopanoro sikapepkoro 3acody KEYTRUDA (Pembrolizumab),
100mg/4ml, pozumn aus in'ekuiil, xkapToHna kopobka 3 uiodirizaToM Ta
po3uMHHHMKOM, 3 MapkyBaHHam Bupoomuka MERCK SHARP & DOHME
COMERCIALIZADORA, S. de R.L. de C.V.

Cy6’eKTaM TOCTIOAAPIOBAHHSA, SKi 37ilCHIOIOT peanizaliiio, 30epiraHHs
Ta 3aCTOCYBaHHsS JIKAapChKHX 3aco0iB, HEBIIKIIAIHO, micis OACepXKaHHSA AAHOTO
PO3HOPSIKEHHS, IIepeBiPUTH HASBHICTH BKa3aHUX Cepilt IKapChKOro 3aco0y, BXKUTH
3aXOJM IIOJO0 BHIYUeHHS ix 3 0OOiry IUISIXOM 3HHUIIEHHS abo TMOBEpHEHH:A
MOCTAYaIBHUKY, MPO IO TMOBITOMUTH TEPUTOPIATBLHUN OpraH JlepKTiKCITy KOH.
V pasi 3HHIIEHHA BiAXOAiB 3a3HAUEHMX Cepill JiKapCHKOro 3aco0y B JIBOTHKHEBUHU
CTPOK HAIMPABHTH JIO TEPHUTODIiaibHOTO opramy JlepKiikciyxGu KOIo aKTa
IO 3HUIIEHHS BIIXOiB JIKapChKOTro 3ac00y.

KOHTPOJIb 33 BUKOHAHHSM JAHOTO PO3NOPSADKEHHS 3AIHCHIOIOTh TEPUTOPiabHI
opranu Jleptikciyx6u Ha BiJITOBIHIH TepuTOpil.

HeBuKOHAHHS JAaHOTO PO3MOPS/DKCHHA TATHE 3a COOOH BiJIITOBIIANIEHICTD
3riTHO 3 YMHHUM 3aKOHOJaBCTBOM Y KpaiHH.

Konii faHOro po3nopsi/KeHHs HalpaBJieHi:
MiHicTepCTBO OXOPOHH 3I0POB'S YKpaiHu;
JIIT «JlepxaBHUiA eKcIepTHHUHA LeHTp MinicTepcTBa OXOPOHH 3I0pOB'S

Ykpainm». '
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JTEPKABHA CJIVKBA YKPAIHM 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
(Mepatikenysx0a)
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No Ha Ne BiJl
KepiBHHKaM cy0’exTiB
rocnogapIoBaHHs, siKi 3aiiMalOTHCH
peajiizanicio, 30epiraHHsIM i
32CTOCYBaHHAM JiKapCbKHX
3ac00iB
KepiBHHKaM TepATOPiaJIbHAX

opraHis JlepIliKCITyKOH

PO3NOPAUKEHHA

BianosigHO 110 KonctuTylii YKpainy, crareii 15, 22, 55 3axkoHy VYkpainu
«OCHOBY 3aKOHOJIABCTBAa YKpaiHU IPO OXOPOHY 30poB's», cTareit 15, 21 3akoHy
Vxpainu «I1po nikapchKi zacobuy, Tlonoxenns npo JlepiKaBHy ciayx0y YKpainu 3
NiKapCHKMX 3aC06iB Ta KOHTPOJIO 3a HApPKOTHKAMH, 3aTBEPKEHOTO IIOCTaHOBOIO
Ka6inery MinicTpip YKpaiHu Bim 12.08.2015 Ne 647, mymkry 3.2.3 Topsiaky
BCTAHOBJIEHHS 3a00pOHH (THMYACOBOI 3a60pOHN) T2 OHOBJICHH 00ITy JIKapChKHUX
3ac06iB Ha TepuTopii YKpaiHH, 3aTBEP/IKEHOTO HAKasoM MinicTepcTBa OXOPOHU
3710poB’sl YKpaiHu Bim 22.11.2011 Ne 809, 3apeecTpoBaHOro MiHicTepCTBOM FOCTUILIL
Vipainu 30.01.2012 Ne 126/20439, TIOPS/IKY KOHTPOJIO SIKOCTI JNiKapChKUX 3ac001B
i uac OnTOBOI Ta PO3APIOHOL TOpriBIli, 3aTBEPIDKEHOT0 HaKa3soM MinicTepcTBa
OXOpOHH 30pPOB's YKpailH Bin 29.09.2014 Ne 677, 3apeeCTpOBaHOTO MiHicTepCTBOM
roctumii Vkpaiau 26.11.2014 3a Ne 1515/26292, Tlpasun yrumizaiii Ta 3HHIIEHHS
niKapchKUX 3aco0iB, 3aTBEPIKCHUX HAKASOM MinicTepcTBa OXOPOHM 3H0POB’S
Yipaiuu Bin 24.04.2015 Ne 247, 3apeecTpoBaHUX MiHICTEPCTBOM FOCTHLIT YKpalHH
Bim 18.05.2015 3a Ne 550/2699, Ha niAcTaBl HAIXOJDKEHHS MI’KHapOJHOTO
IIOBiJOMJICHHS! BiJl PeTyNATOPHOTO OpraHy Maunaiizii No NPRA/SVA/P/22/2026-04
cTocoBHO BinKmUKy cepii MAOALDV Ml MAO4LDV M2; MA04MPS Ml;
MAO4MPS M2 nikapchkoro 3acody GASTROGRAFIN AQUEOUS SOLUTION
(Amidotrizoic acid, Meglumine), no 100 My duaxoHi, BHPOWHTEQPQJQ&%%Q
S.A., Poligono Industrial Santa Rosa, Icmanis, 1mo odiliAHO %a%%g;g?ﬁa
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TepuTOpPil0 YKpAiHH, Y 3B’ 43Ky 3 BUABICHHIM 3alUIIKOBUX KiNBKOCTEH HITPO3aMiHY

N-HITpO30-MeTIOMiHY, IO TIEPEBULLYIOTE JOIYCTHMY JMIT CIIOXKHBAHHS.
3 MeTOM aKTHBHOT POTHIIT OIMPEHHIO TKAPChKUX 3ac00iB, 3 Oy Ha Te,
10 TaKa TPOJYKIlis € HeOE3MEYHOIO Ta MOXE HECTH 3arposy JKATTIO Ta 37I0pOB IO
HACEJICHHS:
3ABOPOHSIO peanizauiio, 30epiraHss Ta 3aCTOCYBaHH cepii MAO4LDV

M1; MAO4LDV M2; MAO04MPS M1; MAO4MPS M2 JnikapCbKOTO 3ac00y
GASTROGRAFIN AQUEOUS SOLUTION (Amidotrizoic acid, Meglumine),
no 100 ma y ¢uiakoni, BUPOOHUUTEA BERLIMED S.A., Poligono Industrial
Santa Rosa, Icnanis, mio odiniiiHo He BBO3MBCA Ha TepuTOpit0 Y KpalHH.

Cy6’ektaM TOCTIOJAPIOBAHH, gKi  3IMCHIOIOT pealizaliio, 30cpiraHHs
Ta 3aCTOCYBAHHS JIKAPCHKHUX 3aco6iB, HEBiAKIAAHO, MICIsA OJCPIKAHHA AAHOTO
PO3IOPSIIKEHH, IHepeBipuTH HAsBHICTH BKa3aHUX cepiit NikapchKoro 3ac00Y, BIKUTH
saXOQd  IOJ0  BIUTydeHHS  IX 3 006iry ~ 1UIIXOM  OBEPHEHHA
TOCTAuIBHIKY/BUPOOHIKY ab0 3HMIICHHS, PO O IOBiJIOMUTH TEPUTOPIaANbHUH
opran Jlepxuikcimyxou. Y pa3i 3HMILCHHA BiXOZiB mpenapary B IBOTHIKHEBUH
CTPOK HANpPaBUTH IO TEpUTOPIAJIBHOTO Oprany JlepaTiKCTyXOH KOTilo aKTa
Ipo 3HHIIEHHS BiXOIB JIKAPCHKMX 3ac00iB.

KOHTpOIIb 32 BUKOHAHHAM JaHOTO PO3IOPSAIUKEHHS 31iACHIOIOTH TEPUTOPiallbHI
oprany Jleptikeiyxou Ha BIIMOBIHiM TepHATOPIi.

HeBUKOHAHHS [AHOr0 PO3IOPAMKCHHSA TArHE 33 co6o10 BiAMOBIANBHICTD
3riIHO 3 YMHHUM 3aKOHOJABCTBOM VYkpaisu.

Kormii 1agoro po3nops/OKeHH HampasJeHi:

MiHicTepcTBO OXOPOHH 310POB' Yxpainy;
T «/lepkaBHu#l eKCIEPTHUN nentf MiHW OXOPOHH 3HOPOB'S
YKpaiau». ! Mﬂ/"/-
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