JEPXIJIKCIIYXBA

JAEPKABHA CJIIYXBA 3 JJIKAPCBKHUX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTHKAMM Y KIPOBOI'PA/ICHKIA OBJIACTI
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KepiBHuKaM Ta YIIOBHOBaKeHHM 0c00aM
ANTEYHHX TA MEJAHYHUX 3aAKJIATIB
Kiposorpaacnkoi o0aacTi

o yBaru YnoBHOBAaKeHHX 0Ci0!

Hanaemo posmopsikeHHs JlepkaBHOI ciTykOU YKpalHM 3 JIIKapChKHUX 3ac00iB Ta KOHTPOIIO
3a HAPKOTHKAMH 11010 3a00poHH 00iry JiKapcbKOro 3acody.

3a HASBHOCTI, BKa3aHWX y PO3IMOPS/DKEHHI JIKapchbKuX 3acobiB, HoBigomuTH Jlep:xaBHY
ciyx0y 3 JiKapcbKHX 3aco0iB Ta KOHTPONIO 3a HapKoTHKamu y KipoBorpaicekiii obiacti Hpo
BXXHTi 32XOMIHY II[OJI0 BUKOHAHHS PO3IOPSILKEHHS.

___Iudopmanio HaJaBaTy HA IallepOBUX HOCIAX MOINTOM, 33 aapecoro: éy/t. Ipeobpasicencoka, 2,
M. Kponusnuyoxuii, 25006, 3 10JaTKaMH:
a) Ipx BMINICHH] B KapaHTHH JOJAE€THCA KOIIis NpUOYTKOBOI HaK/IaIHOI;
0) IpH [TOBEpHEHHI M0CcTayalbHUKY JA0JAI0ThCA: KO NpUOYTKOBOI HaKJIa(HOI;
KOITisl HaKJIa{HOT Ha [IOBEPHEHH.

B) Y BHIIAJKY Iepejiadi BIIXOMIB JIKapchKoro 3aco0y Ha yTWli3amio abo 3HWIIEHHH,
y ABOTHKHEBUI cTpok noindopmyBatu JlepikaBHy ciyxOy 3 JiKapchbKHUX 3aco6iB Ta KOHTPOIIO 3a
HapkoTukamu y KipoBorpaachkiil o61acTi Ta HaJaTH KOMiro MpUOYTKOBOT HAKIIAHOI.

IIpy HACTYIHHMX IMOCTABKaX JIKapchKUX 3aco0iB, BKA3aHHX Yy PO3MOPSADKEHHAX, CYO’€KT
rOCIIONAPIOBAaHHS TOBMHEH BXXUTH 3aXONiB IOJO 3amobiraHHA NpuAOaHHA, peamisamii Ta
3aCTOCYBaHHS JIKapChKUX 3ac001B, 3a3HAUYEHHUX Y PO3NOPAKEHHIX.

Y BHOAAKY BIACYTHOCTI JIKapChKUX 3aco0iB, BKa3aHMX y PO3HOPS/DKEHHAX YU JIMCTaX
Jepiikciy)x0u, BilnoBini B mECEMO0BOMY BUIVISII HANABATH He NMOTPiOHO.

OJHOYaCHO HAragyeMmo, IO 3 pO3MOPSIDKCHHAMH Ta JUCTaMM JIepXKJIKCIy:KOH MOXKHa
o3HalomMuTHCA Ha odiliiiHoMy BebGcaiiti JepkaBHoi ciy06m YkpaiHu 3 miKapchKHX 3aco0iB Ta
koutpormio 3a Hapkotukamu  (https:/www.dls.gov.ua/) B posmimi  PO3IOPAJDKEHHSA
JEPXJIIKCITYXBH.

Honarku:

1. Komis posmnopsmkenns JepxkaBHoi cryx6H YkpaiHH 3 JiKapchbKHX 3aco0iB Ta KOHTPOJIO 3a
HapkoTukamu BiJ 06.02.2026 Ne 69-001.3/002.0/17-26 Ha 1 apK.;

2. Komnis PO3IOPS/LKEHHS JlepxaBHOI ciy0Ou YKpaiHHM 3 JIIKAPCBKHX 3aco0IB Ta KOHTpOJHO 3a
HapkoTukamu Big 09.02.2026 Ne 70-001.3/002.0/17-26 Ha 1 apk..

HavanbHuk Cayx0u Jinis HAHOLJIOBA
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NEPKABHA CJIIYKbA YKPAIHM 3 JIIKAPCBKHMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
(epxkikeyx0oa)

npocnext Bepectelicbkuid, 120-A, m. Kuis, 03115, Ter/daxc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
https://www.dls.gov.ua, Kon €/IPIIOY 40517815

Ne Ha Ne Bif
Kepisankam cy0’exTiB
rocnojiapioBaHHs, sIKi 3aiiMalOTbCs
peaiizamielo, 30epiranHaM i
32CTOCYBAHHAM JiKaApPCBKHX
32c00iB
KepiBHuKaM TePUTOPiaJIbHHX

opranis Jlepaiikcay:x0ou

PO3IOPSKEHHS

Bimmosinao no Koncrutyuii Vkpaimu, crateit 13, 22, 55 3akoHy YKpaiHH
«OCHOBH 3aKOHOIABCTBA YKpaiHH PO OXOPOHY 30POB'sD», craret 15, 17, 21 3axkony
Vxpainu «IIpo mikapcbki sacobm», [TonoxeHHs npo JepxasHy ciyxOy Ykpainu
3 NKapCHKHX 3aCO0IB Ta KOHTPONIO 32 HAPKOTHKAMH, 3aTBEP/DKEHOTO [I0OCTAHOBOIO
Kabinery MinicTpiB VkpaiH# Bif 12.08.2015 No 647, Ilopsiaky 3AiMCHEHHS
JI€PIKABHOIO KOHTPOJIO SIKOCTI NikapchkuxX 3acobiB, IO BBO3ATHCA B Ykpainy,
3aTBepIKeHoro nocrax€osoro KabGinery Minictpie Vkpainu Bix 14.09.2005 Ne 902,
nyakty 3.2.2 Tlopsaky BCTaHOBJICHHS 3a60pOHH  (THMYAacOBOI 3a60pOoHH)
Ta IOHOBJEHHs 06iry NiKapchKHX 3aco0iB Ha TepuTopii YKpaiH#, 3aTBEPIKEHOTO
HakazoM MiHICTepcTBA OXOPOHH 3/I0pOB’sl  YKpaiHu Big 22.11.2011 Ne 809
(31 3MiHamm), 3apeeCTPOBAHOTO MinicTepcTBOM IOCTHIIII YKpaiHu 30.01.2012
sa Ne 126/20439, TIopsKy KOHTPOIIO SKOCTI JIKAPChKHX 3aco6iB I yac ONTOBOI
Ta PO3APIOHOI TOPTiBii, 3aTBEPIXKEHOTO HAKA30M MiHicTepcTBa OXOPOHH 3A0POB'S
Vxpainu Big 29.09.2014 Ne 677, 3apeecTpoBaHOrO MiHicTepcTBOM IOCTHITiI YKpaiHu
76.11.2014 3a Ne 1515/26292, TlpaBui yTriizaiii Ta 3HUIIECHHS NKapCHKUX 3aco0iB,
3aTBep/UKEHMX Haka3oM MiHiCTepcTBa OXOPOHH 3opoB’s Vkpainu Bin 24.04.2015
Ne 242, 3apeectpoBaHHX MiHiCTEPCTBOM roctunii  Vkpaimm Big 18.05.2015
sa Ne 550/26995, Ha MiACTaBi HAJXOMXEHHA MiKHApOJHOIO TTOBIJOMJICHHS
Bin BcecBiTHBOI OpraHisaiii OXOpPOHH 370pOB’s IIOJO BWSBJICHHA B o0iry,
danscrpikoBaHHX JIKAPCHKUX 33c06iB, 3 METOI0 AKTHBHOI NPOTHMIII MOIIMPEHHIO
danbcudikoBaHuX JIKAPCHKAX 3acobiB, 3 orAy Ha Te, WO Taka TIPONYKIid €
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3ABOPOHSIIO pearnisariio, 30epiraHHs Ta 3aCTOCYBaHHA danscudikoBaHUX
JMiKapCHKHX 3aC001B:

- cepil FINR06 nikapcbKOro zaco6y JAKAVI 15 mg (Ruxolitinib), Tabnerxy,
3 MApKyBaHHSIM BHPOOHHKA Novartis;

- cepiit B388N515, 517C946, 831N176, 388N515, BUS3IMI76 nikapchkoro
3acoby DIAZEPAM tablets 10 mg (Diazepam), Ta0jieTKH, 3 MapKyBaHHAM
Bupo6nnka Accord Healthcare Ltd;

- cepii HO573B01 mikapchKOro 3acoby AVASTIN (bevacizumab),
3 MapKyBanaAM BHpoGHuKa Roche;

- Beix cepiii mikapchKkoro 3acody OXYCODONE HYDROCHLORIDE
10mg Tab/eTKH 3 MapKyBaHHIAM pupo6auxa MALLINCKRODT.

Cy06’ekTaM rocnojaproBaHH, sKi 3/IIHCHIOIOTH pearizario, 306epiraHHs
Ta 3aCTOCYBaHHS JIKapChKHX 3aco0iB, HEBiAKNIAIHO, TICHs OJAEp)KaHHs AAHOTO
PO3MOPSDKEHHS, TIEPEBIPUTH HasIBHICTH BKa3aHUX cepiil NKapChKUX 3aC00iB, BXHUTH
3aXOAM IHOJO BHIIy4eHHs IX 3 obiry UUIAXOM 3HUIIEHHS a00 TIOBEpHEHHA
HOCTAUAIBHAKY, PO IO TOBITOMHTH TepUTOpialbHUA OpraH JeprrtiKCITy x0u.
Y pa3i HUILIEHHS BiIXOMiB JIIKapPCHKUX 3ac00iB B JBOTHKHEBHH CTPOK HAIIPABUTH 10
TEPUTOPIANILHOTO OpraHy TlepxutiKCTyk0H KOII0 axKTa IO 3HUIICHHA BiJIXOJIiB
JiKapChLKOTO 3aco0y.

KOHTpOJIb 32 BAKOHAHHAM NaHOTO PO3HOPSHKCHHA 3MiHCHIOIOTH TEPUTOPIaNbHI
opranu JlepikikeyxOn Ha BiMOBIHIN TEpUTOPII.

HeBuxoHaHHsS AAHOTO PO3MOPAIDKCHHSA TArHE 3a c000I0 BIAMOBIIATLEHICTh
3TiAHO 3 YMHHUM 3aKOHOJABCTBOM Vkpaidu.

Komii 7aHOre PO3IOPS/PKEHHS HAIPaBIIeHi:

MignicTepcTBO OXOPOHY 3[0POB's YKpaiHy;

I «/JlepaBHUA EKCHEPTHHH LECHTP MiHicTepcTBa OXOPOHH 3HOPOB'A
Yxpainm».

T.B.0. I'osi0BH OQA Boaoaanmup KOPOJIEHKO

Onena BA30BCBKA, Ten.(044) 422-55-76 (127)



NEPXKABHA CJIYKBA VKPAIHM 3 JIKAPCHKUX 3ACObIB
TA KOHTPOJTIO 3A HAPKOTUKAMM
(Mepamikemyxba)

npocriexT BepecTedchkui, 120-A, m. Kuis, 03115, Ten/daxc: (044) 422-55-71, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Ko €JIPTIOY 40517815

Ne Ha Ne BiXl
KepiBHUKAM cy0’exTiB
rocnogapIoBaHHs, fIKi 3aHMaTHCH
peajizanicio, 30epiraHHsAM i

3aCTOCY BAHHAM JIIKAPCHKHX 32c00iB

KepiBHuKaM TEPUTOPIAJILHUX
opraHis Jepatike.Tyx0m

PO3MOPSTKEHHS

BiamnosigHo 10 Konctutynii YKpaiHy, crateit 15, 22, 55 3axoHy Vkpainu
«OCHOBY 3aKOHOIABCTBa Y KpaiHH Ipo 0XOPOHY 3710poB's», crated 15,17, 21 3akoHy
Vxpaiuu «lIpo nikapcbKi 3aco0u», T1o0KeHHs PO JlepskaBiy CIyX0y Vxpaind 3
MiKapchKux 3aco0iB Ta KOHTPOJIO 34 HAPKOTUKAMH, 3aTBEP/PKEHOTO MOCTAHOBOIO
Ka6inery Minictpis Ykpainu pim 12.08.2015 Ne 647, Ilopanxy 3 HICHEHHS
JIEPIKABHOIO KOHTPOJIIO SKOCTi JIKAapChKUX 3aco0iB, 1O BBO3ATHCA B VYkpainy,
3aTBEPIKEHOI0 TIOCTAHOBOIO Ka6inery Minictpis YKpaiHu iz 14.09.2005 Ne 902,
myakry 3.2.2 Tlopsanky BCTAHOBJICHHS 3a00poHM (THMYACOBOT 3a00poHHN) Ta
[TOHOBJIEHHS 00iry NiKapChKUX 3aco0iB Ha TepuTopii YKpaiHH, 3aTBEPIKEHOTO
HakasoMm MiHicTepcTBa OXOpOHHU 3710poB’s YKpaiHu BiJ 22.11.2011 Ne 809 (3i
3MIHAMH), 3aPeECTPOBAHOTO MimicTepcTBOM HOCTHILT YKpaiHu 30.01.2012 3a Ne
126/20439, Ilopsaxy KOHTPOJIO SIKOCTi JIIKAapChKUX 3acobiB Oif gac OITOBOI Ta
po3api0HOT TOpriBii, 3aTBEPIIKEHOTO HAKAZOM MinicTepcTBa OXOPOHH 3JI0pPOB'A
Vkpainu Bing 29.09.2014 Ne 677, 3apeecTpoBasoro MiHICTEpCTBOM rocTUIll YKpainn
26.11.2014 3a No 1515/26292, 11paBun yTuni3amii Ta SHAECHHS NKapChKMX 3ac001B,
3aTBEPIUKECHUX HAKa30M MiHicTepcTBa OXOPOHHU 370poB’st YKpaiHu Bij 24.04.2015
Ne 242, 3ape€CTpOBaHHX MinicTepcTBOM FOCTHLLI VKpaiHu BiJ{ 18.05.2015 3a
Ne 550/26995, Ha migcTaBl  HAAXOKCHHA MIKHapPOIHOTO [TOBiJIOMJIEHHS BiJ
peryJIsiTOpHOTO OpraHy Mexcuxu Ne 6/2026 uiono BUSABIICHHS cepii 2003000064
hanbCcuiKOBAHOTO  JTIKapPCHKOTO zacoby CONTAC ULERA Hep(ﬂ](’araceta&l(g)l

aBHa CJIyXK

500 mg / Phenylephrine 5 mg / Chlorphenamine 2 mg), TabneTKH, TOKA6FEO ORI

KOHTPOJIIO 3a
M2 [epxaikcnyxba HapKOTHKaMHU y
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KopoO11i, 3 MAPKyBaHHAM supo6rrka HALEON CONSUMER HEALTHCARE, §
DE R.L. DE C.V. (TepMiH IpEAaTHOCTI - 02/2028).

3 MeTOI0 AKTMBHOI TPOTHZIl TOIIMPEHHIO niKapchKuMX 3aco0iB, MIIAXH
HAIXOMUKEHHS Ta yMOBM 30epiranHs sKHX HeBioMi, BM3HAYMTH AKICTH Ta
GesneuHicTh SKMX HEMOXKIIMBO, 3 OISy Ha Te, O Taka IPOAYKIis € HEOE3MeTHO0
Ta MO>Ke HECTU NOTEHIIIMHY 3arpo3y XHUTTO Ta 3J0pOB’10 HACENEeHHS.

3ABOPOHSIO peanisanito, 30epiranHs Ta 3aCTOCYBaHHA cepii 2003000064
danscudikoraHoro JiKapChKOro sacoby CONTAC ULTRA (Paracetamol
500 mg/Phenylephrine 5 mg / Chlorphenamine 2 mg), TabJIeTKH,
o 16 TaéaeTok B Kopoo1i, 3 MAPKYyBaHHAM supodonuxa HALEON CONSUMER
HEALTHCARE, S DE R.L. DE C.V.

Cy6’ckTaM TOCTIOAApIOBAHHS, aKki 37iHCHIOIOTH peanisalliro, 30epiraHHd Ta
3aCTOCYBaHHS JIKapChKUX 3acO0IB  HeBIMKIAaAHO, IIcis OACpXKaHHiI AaHOTO
PO3TOPAIKCHHS, TIePeBIPUTH HASBHICTH BMIIEBKa3aHOI cepii JiKapchKOro 3aco0y,
BOKHTH 3aXO0¥ ILOJAO0 BUIy4eHHS 11 3 006iry HuUIXOM 3HUIICHHA 200 IOBEPHEHHH
HOCTaYa bHAKY/BUPOOHUKY, TIPO IO [IOBIJOMUTH TEPUTOPiaILHAM — OpraH
JlepxcrikcnyxOu. Y pasi 3HULICHHS BifIXO/iB TIpEmapaty B ABOTIXHEBUU CTPOK
HAIIPABUTH 10 TEPUTOPIaNbHOTO Oprany JlepxIiKcI Ty xO1 KOTIi10 aKTa PO SHAIMCHHA
BiJIXOIiB JTiKapchKoro 3acoly.

KOHTpOIIb 38 BAKOHAHHSM JaHOTO PO3MOPATKEHHA 3iMCHIOIOTH TePUTOPiaNbHI
opraau Jlepxurikcryx0u Ha BiIMOBiAHIN TepHUTOPII.

HeBuKOHAHHS MAHOIO PO3NOPSADKEHHS TATHC 34 cOOOI0 BiIMOBIJANBHICTH
3riIHO 3 YMHHUM 3aKOHOAABCTBOM Vkpainu.

Komnii maHoro po3nopsaKeHHs HarpasJeHi:
MiHiCTepCTBO OXOPOHH 3710POB's VYkpaisu,
I «JlepxaBHuid excriepTHHH LeHTp MiHicTepcTBa OXOPOHH 3JJ0POB'S

YkpalHm».
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Onena BA30BCBHKA, Ten.(044) 422-55-76 (127)



