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Kepisnukam ta YnosroBameHum ocofam
ANTEYHUX TA MEAHYHHUX 3AKIAAIB
Kiposorpaacnkoi o6.1acri

Ho yBarn YnoenosaxeHunx oci6!

Hanaemo posnopsiwkenns depixaroi cmyx6u YKpaiHu 3 Jikapchkux 3acobiB Ta KOHTPOITIO
32 HapKOTHKaMH I0JI0 3a60pOHH 00iry JiKapchKoro 3aco00y.

3a_masiBHOCTI, BKkazaHux vy PO3MOPALKEHH] JIIKAPCHKUX 3ac00iB, NOBLAOMUTH HepxarHy
ciyx0y 3 JIKapChbKHX 3aco6iB Ta KOHTpOIIK 3a HapkoTHKamu y KipoBorpaichkiii oGnacti Hpo
BXKUTI 3aXO/H LIOJI0 BUKOHAHHS PO3IIOPSAIHKEHHS.

[H(bopmaNio Ha/laBaTH Ha maNepoBHUX HOCIAX 11o1To, 3a anpecoro: eya. Ipeobpaycencora, 2,

M. Kponusnuyvkuii, 25006, 3 nogatkamu:

a) [IpH BMILICHH] B KAPAHTHH 101a€Thes KOTTis MpHUOYTKOBOT HAKJIAIHOT;

0) Ipu NoBepHeHHi HOCTAYAIbHUKY N0JAI0ThCS: KOst NPUOYTKOBOT HAKJIAJHOT:

KOTIis HAKJIaJHOT Ha [I0BEPHEHHSI.

B) Y BHNAJKY [epejayi BiIXOMiB JIKADCHKOIO 3aco0y Ha yTuiizanino aGo 3HMILEHHS,
Y ABOTHXHEBUH CTpoK noindopMyBaty JlepkaBHy ¢ty 0y 3 JIKapchbKuX 3acobiB Ta KOHTPOJIIO 34
HapkoTukamu y KipoBorpaachekiit 061acti Ta HaaTH KOMio NpUOYTKOBOT HAKJIAAHOT,

lpu HacTymHUX nOCTaBKax JiKapchbKHX 3acoBiB, BKA3AHHX Y PO3HOPSIKEHHAX, CYO €KT

TOCIIONIapIOBaHHA TIOBHHCH BXAHTH 3aXO/iB [I0J0 3anodiranns npuabanus, peamisaiii  Ta
3aCTOCYBAaHHS JIKAPChKUX 3ac00IB, 3a3HAUEHUX y PO3IOPAKEHHSIX.
Y _BUNAAKY BIACYTHOCTI NiKapchKux 3acoGiB, BKasaHmx Y PO3NOPS/UKCHHAX YU JIHCTax

Aepxiikenyx6u, Bignosini B mucbMoBoMY BHIIISLI HAZABATH He NOTPIGHO.

OnHOYAaCHO HaragyeMo, WO 3 PO3NOPSIKEHHAMH Ta JIHCTaMI Hepaxnikeayxon MoxHa
O3HAaHOMHUTHCS Ha odiuiiiHoMy BebcaiiTi Hepxasroi cmyx6u Ykpainn 3 TKapchbKHUX 3acobiB Ta
KoHTpomo 32  HapkoTukamu  (https:/www.dls.gov.ua/) B posaini  PO3[OPAUKEHHS
HEPXJIIKCITY KBU.

Honarku:
1. Komnist posnopsmkents [epxaBHoi ClyxOu YKpalHH 3 JiKapchbKHUX 3acoBiB Ta KOHTPOIII0 34
HapKOTHKaMH Bifl 23.03.2026 Ne 153-001.3/002.0/17-26 Ha | apK.;
2. Komist posnopsmkenns [lepxaBHoi cyG6u YKpalHH 3 JiKapchKHMX 3acobiB Ta KOHTPOJIIO 3a
HapkoTUKaMH Bift 23.03.2026 Ne 154-001.3/002.0/17-26 Ha 1 apK..

HaganpHuk cayxon Jidia HAH®LTOBA

Ocranenko Banentunna 32 14 41

S Jlepikabha caykOa 3 AIKapCbEHX 3000018 Ta KOHIPOHO 3
2% napkoTikaMi y Kipoporpancwkiil obaacri
& N I38-01.102.0/03.02-26 511 23.03.2026
3 KEI: Mandinosa J1 B 23.03.2026 14.2]



NEPYKABHA CJIYXBA VKPATHM 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
(depxaikciy:xba)
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Ne Ha Ne BiJ
KepiBHukam cy0’eKTiB
rocrnoaapoBaHHs, AKi 3afiMalOThCs
peaJizaunieio, 30epiraHHAM i
32CTOCYBAHHSAM JiKapchbKHX
3aco0iB
KepiBaukam TePHATOPiAIbLHUX

opranis Hep:iikcayxon

PO3HOPS/UKEHHS

Bimnosizno 1o Koscturynii Ypainu, crateit 15, 22, 55 3akoHy YKpaiHu
«OCHOBH 3aKOHOABCTBA YKpaiHH IIPO OXOPOHY 370poB's», crateii 15, 21 3akony
Ykpainu «I1po mixapceki 3aco0u», [lonoxenHs npo JlepxaBHy CiIy:k0y YKpaiHu 3
MiKapchKuX 3acobiB Ta KOHTPONIO 338 HAPKOTHKAMH, 3aTBEP/DKCHOTO TOCTAHOBOIO
Ka6inery Minictpis Yxpainm Bix 12.08.2015 Ne 647, myHkTy 3.2.3 llopsaky
BCTAHOBJICHHS 3a00pOHHM (THMYACcOBOI 3a00pOHH) T2 TIOHOBJICHHA 00iry mKapcbKux
3ac00iB Ha TepuTopii YKpaiHM, 3aTBEP/PKEHOTO HakasoM MinicTepcTBa OXOPOHHU
3opoB’a Ykpainu Bix 22.11.2011 Ne 809, 3apeecTpoBaHOrO MiHicTEpPCTBOM FOCTHIIT
Vkpaiau 30.01.2012 Ne 126/20439, ITopsifiKy KOHTPOIIO SKOCTI JTIKAPCHKKX 3ac001B
mij| 9ac OMTOBOi Ta pO3/PiOHOI TOPriBji, 3aTBEPKEHOI0 HAKa30M MiHicTepcTBa
OXOpPOHH 30poB's Ykpainu iz 29.09.2014 Ne 677, 3apeecTpoBaHOro MiHicTepcTBOM
rocTuiii Yipainu 26.11.2014 3a Ne 1515/26292, Ilpasun yTHi3ali] Ta 3HAIICHHS
JiKapchKEX 3acobiB, 3aTBep/PKEHHX HakasoM MiHicTepeTBa OXOPOHH 3/I0pOB’ I
Ykpaind Big 24.04.2015 Ne 242, 3apeecTpoBaHHMX MiHicTepcTBOM FOCTHLIT YKpaiHu
Bigx 18.05.2015 3a Ne 550/2699, Ha migcTaBl HAIXOMKEHHS MIXKHAPOIHOTO
IIOBiJOMJIEHHS BiJi peryisTopHoro oprany Manaizii Ne NPRA/SVA/P/22/2026-03
CTOCOBHO BIiIKIMKY JIKapchKoro 3acoly, y 3B’s3Ky 3 HEJOTPHMAHHAM BHUMOT
HanexHoi Bupobuuyoi mpaktnky (GMP) akTHBHOTO (apMaieBTHIHOTO iHrpenieHTy

(ADI), 3 METOIO aKTHBHOI MpOTH/Iil MOIIMPEHHIO JIKAPCHKUX 3%%0&% 3. o0y Ha

JKapchKUX 3aco0iB Ta
KOHTpOJIIO 33
HAapKOTHKaMH Yy

002.0/17-26 Bin 23.03.2026 KipoBorpaschkii
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Te, IO TAaKa IPOAYKLis € HeGe3MeYHO Ta MOXE HECTH 3arpo3y JKUTTIO Ta 3IOPOB 10
HACEJCHHS:
3ABOPOHSAIO peanizaiiito, 30epiranis Ta 3aCTOCYBaHH cepit 113107,
108385 nixapcekoro 3acoby Clarem 250 Tablet (Clarithromycin), TabjieTku y
aicrepi, BupoonunTea Remedica Ltd (Cyprus), Manaiisis.
Cy6’eKTaM ToOCIONAPIOBAHHs, $Ki 3iHCHIOIOTH peanizaliio, 30epiraHHs
Ta 3aCTOCYBAaHHS JIKapChKUX 3aco06iB, HEBIIKIaJHO, micis OJep>KaHHS JaHOTO
PO3MOPSKEHHS, IEPEBIPUATH HASBHICTD BKa3aHMX cepill JiKapChKHUX 3ac001B, BXUTH
3aXOM IO/I0 BUIy4YeHHs iX 3 OOIry ILIAXOM MOBEPHEHHS MOCTAYAIBHUKY abo
3HUWINEGHHS, MpPO IIO TIOBIIOMUTH TEPUTOPIAIGHUA Opra JlepITiKCITY)KOH.
V pasi 3HULICHHS BiIXO/iB 3a3HAYCHUX cepiii iKapCHKHX 3ac00iB B NBOTWKHEBHUN

CTPOK HAMPAaBUTH JIO TEPUTOPIABHOrO Oprafy JepximikcryxOn Komilo axra
TIpO 3HMIIEHHS BIIXOIB JIIKapCHKOro 3aco0y.

KOHTPOJIH 32 BUKOHAHHSM JGHOTO PO3TOPSDKEHHS 371 HCHIOI0Th TepUTOpiajbHi
opranu JlepxnikciyKOu Ha BiAMOBIAHIA TEPHTOPIi.
HeBHKOHAHHS JAHOTO PO3MOPSUKEHHS TArHE 3a co00H0 BiNOBI JATBHICTD
3rifHO 3 YHHHUM 3aKOHOJ@BCTBOM Y KpaiHH.

Komii faHOro pO3NOPSKCHHS HAPaBJIEHI:
MiHicTepcTBO OXOPOHH 370POB'S YKpailHu;

JII1 «JlepkaBHUH EKCNIEPTHHH LEHTP MiHicTepcTBa OXOPOHM  3J0POB'S
Ykpaiam». ’

3acrynHuk I'osioBH e // Tapac IIPOHIB

Onena BSIBOBCBKA, Ten.(044) 422-55-76 (127)



AEPKABHA CAY)KBA YKPAIHU 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
(Aepxaixciayx6a)
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Ne Ha Ne BiZ
KepiBunkam cy0’exriB
rocnoAaprOBaHHA, SIKI 32aliMaIOThCS
peanizamieio, 30epiranusm i
3aCTOCYBAHHAM JIKAPCHLKHUX
3ac00iB
KepiBaukam TEePHTOPiaIbLHHX

oprasis [lepiikciyx6u

PO3INOPAUKEHHS

BingmosigHo 10 Kouncturynii Vipainu, crareit 15, 22, 55 3akoHy Ykpainu
«OcHOBH 3aKOHOIABCTBA Yxpainu npo oxopony 3N0POB's», cTatelt 15, 21 3akony
Ykpainu «IIpo nikapeski 3aco6u», [TonoxerHs npo JlepxkasHy ciyx6y Yxpainu 3
JIKapChKUX 3aCO6iB Ta KOHTPOJIIO 32 HapKOTHKAMH, 3aTBEPIXKEHOrO MOCTAHOBOIO
Kabinery Minictpis Vkpainu Big 12.08.2015 No 647, nyuxry 3.2.3 Ilopaaxy
BCTaHOBJICHH 3a00pOHU (THM4acoOBO] 3a00pOHH) Ta IMOHOBJICHHS 00iry mkapchkux
3ac00iB Ha TepuTopii YkpaiHu, 3aTBEP/UKCHOTO HakazoM MiHicTeperBa oxoponu
3/10poB’s YKpainu Bix 22.11.2011 Ne 809, 3apeecTpoBaHoro MiHicTepcTBOM IOCTHIIT
Yxpainm 30.01.2012 Ne 126/20439, Hopsaaxy xorTpOmO IKOCTI TMKapChKUX 3aco6iB
MiJl 4ac OnTOBOI Ta po3npi6HOT TOPTIBIl, 3aTBEPIKEHOr0 HAKa3OM Minicrepcraa
OXOPOHHU 30poB'st YKpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHoro MiHicTepcTBoM
toctuuil Ykpaiau 26.11.2014 3a No 1515/26292, Tpasun YTHMI3aIii Ta 3HUIIEHHS
TKapChKUX 3aco0iB, 3aTBEPMHKCHUX HAKA30M MinicrepcrBa oxoponu 3I0pPOB’s
Ykpainu Big 24.04.2015 No 242, 3apeecTpoBaHUX MinicTepcTBoM focTuiii VYkpainn
Big 18.05.2015 3a Ne 550/2699, Ha mimcraBi Hamxomkenus MDKHAPOHOTO
TIOBIJIOMJIEHHS BiJ[ peryiaaroproro oprany Ilomemi Ne PL/II/138/01 crocosHo
BUSIBJIICHHSI HEBIAMOBIAHOCTI 338 MOKa3HUKOM «30oBHIiUIHIH BHISIT (HasiBHiCTD
nopouixky Ha noBepxHi kancyu) cepii CRE11018A JiKapChKOro 3%‘196y EUNTINI

ep)KaBHa ciyxk0a 3

(Sunitinibum), TBepai sxxenarurosi kancymn Ne 28, BupoOHUIITBa MSN lintys:Bargpedis ra
.. C . ,, KOHTpO
Limited KW20A, Mansbra, 1o oIl iHO He BBO3MBCS Ha TEPUTOPIO Y Kpai@pKoTukamu y
KlpOBOl"paI[CI.xKH/I
M2 nikcnyx6a i obmacti
ﬁi’i 54-001.2/002.0/17-26 Bif 23.03.2026 Ne208/02.12-26 Bix 23.03.2026
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3 METOIO aKTUBHOI IPOTH/IIT MOIMPEHHIO JIIKApChbKUX 3ac001B, 3 OISy Ha T€,
IO TaKa MPOAYKIiA € HeOEe3MEeUHOI Ta MOXKE HECTH 3arpo3y JKHMTTIO Ta 3[0POB IO
HaCeJeHHS
3ABOPOHSIIO peanizarito, 36epiranus ta 3acrocysanns cepii CRE11018A
nikapceskoro 3aco0y SUNTINIB (Sunitinibum), TBepai kejaTHHOBI Kancy/au
Ne 28, Bupo6nuurea MSN Labs Europe Limited KW20A, MaasTa, mo odimiiHo
HE BBO3WBCS Ha TEPUTOPIIO Y KpaiHH.
Cy6’exTaM TIOCIOMapIOBaHHs, sKi 3/IHCHIOIOTH peanizalito, 30epiraHHs
Ta 3aCTOCYBaHHS JIKapChKUX 3aco0iB, HEBLAKIANHO, MICHSA OJEPKaHHSA HaHOro
PO3HOPSAKEHHS, IEPEBIPUTH HAABHICTD BKa3aHOI cepil IIKapchKOro 3aco0y, BKUTH
3aXOAM IIOJO0 BHWIyYEHHS ii 3 OOIr'y NUISIXOM IOBEPHEHHS IMOCTa4YanbHHUKy abo
3HUINECHHsA, NpO IO MOBIJOMUTH TepHTOpianbHuil opraH JlepixmikciysxOwu.
V pasi 3HMILEHHS BiIXOZiB 3a3Ha4eHOl cepii Jikapcpkoro 3aco0y B JBOTHXHEBHH
CTPOK HAMpABUTU JO TEPUTOPIAIBHOrO opramy JlepsIikcmyxOu Komilo akta
PO 3HUINEHHS BiIXO/iB JiKapChKOTO 3ac00y.
KOHTpOIIb 33 BAKOHAHHAM JaHOTO PO3MOPSKEHHS 3iCHIOIOTh TEPHTOPiallbHI
opranu JlepxuikcayOu Ha BifTIOBiAHil TepUTOPIi.
HeBHKOHAHHS JaHOTO PO3MOPSKEHHs TArHe 3a co0OI0 BiAINOBIAATBHICTH
3riJ{HO 3 YHHHUM 3aKOHOJIABCTBOM Y KPAiHH.

Komii 1asoro po3nopsipkeHHs HallPaBiIeHi:

MiHiCTepCTBO OXOPOHHM 3/I0pOB'S Y KpaiHH;

JIT «JlepxaBuuii excrieprHuil LeHTp MiHicTepcTBa OXOPOHM 3I0POB'A
Ykpaiam». B ,Z.,Ww,,,
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