AEPXJIKCITYXXBA
AEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM Y KIPOBOI'PAJICHKIN OBJIACTI

Byn. IIpeobpaxeHncrka, 2, M. Kponusauupskuii, 25006, ten/daxc: (0522) 32-14-41,
e-mail: dls.kr@dls.gov.ua, https://www.dls.gov.ua, Kox €IPTIOY 37059505
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KepisnnkaM Ta YoBHOBakeHHM 0c00am
anTeYHHX Ta MeAUYHHUX 3aAKJIAAIB
KipoBorpaacekoi o6.acri

Jlo yBarn YnoBHOBa:KeHHX 0Ci6!

Hapmaemo posmopsxernns JlepxaBHoi ciyx6u Ykpainu 3 JikapchKHX 3aco6iB Ta KOHTPOJIIO
3a HapKOTHUKAMH LI0/10 3a00poHM 00iry JiikapchKoro 3aco0y.

3a_HasBHOCTI, BKAa3aHMX y PO3MOPA/IKEHHI JKAPCHKHX 3ac06iB, MOBiLIOMHTH JepxaBHy
cIyx0y 3 JiKapchkux 3aco0iB Ta KOHTPOIIO 3a HapkoTukamu y KipoBorpazchbkiit o6macti 1Ipo
BXKHTI 3aX0/I IIOJI0 BUKOHAHHS PO3IIOPSHKEHHS.

Inopmarliro HajaBaTH Ha MAMEPOBMX HOCIAX IOLITO, 32 a/ipecoko: gy Ipeobpasicercoka, 2,
M. Kponuenuywvkuii, 25006, 3 nogatkamMu:
a) IpY BMINEHH] B KAPAHTHH JOJAETHCS KOIIis IPHOYTKOBOI HAKIIAIHOT;
0) Ipu IOBEpPHEHH] MOCTAYANBHUKY HAOJAIOTHCS: KOTIis IIPHOYTKOBOI HAKIIaIHOT;
KOIIisl HAaKJIaJHOI Ha IOBEPHEHHS.

B) Y BHNAJKy Iepeladi BiIXOMIB JKapchKOro 3acoby Ha VTHII3amio a60 3HHIIEHHS,
Y IBOTHKHEBMH CTPOK MoiH(popMyBaTH [lepxkaBHy ciiyx0y 3 JiKapchKuX 3aco6iB Ta KOHTPOIIO 3a
HapKkoTHKaMH y KipoBorpazcekiif o6acti Ta HagaTH Komiro IpubyTKOBOI HAKJIaIHO.

Ilpy HacTyIHMX MOCTaBKax JiKapCHKHX 3acO0iB, BKa3aHMX y PO3MOPSMKEHHSX, Cy6 €KT
FOCIIONAPIOBAHHS IOBHHEH BXHTH 3aXOIiB INOAO 3amobiraHHs OpuaGaHHA, peamisamii Ta
3aCTOCYBaHH! JIIKAPCHKUX 3ac00iB, 3a3HAYCHNX Y PO3IIOPSIKEHHSX.

Y _BHNANKy BiACYTHOCTI mikapchKuX 3aco0iB, BKa3aHHX y PO3MOPSKCHHAX UM JIICTAX
Hepxikciry>6u, BilNoBii B MHCHMOBOMY BUIVIAI HAJABATH He IOTPIGHO.

OnHoyacHO Haragyemo, MO 3 POMOPS/DKCHHAMH Ta JHCTaMH JIepXKIIKCIYKOH MOXKHA
O3HAHOMHMTHCS Ha oQiuifinoMy BeGcaiTi [[epxaBHoi ciry6u YKpaiHH 3 JTiKapchKHX 3acobiB Ta
KOHTpomo 3a HapkoTukamu  (https://www.dls.gov.ua/) B posmini  PO3IIOPSDKEHHS
HEPXJIIKCITYKBH.

Homatku:

1. Komist posnopsimkerns [lepxaBHoi ciyx6u Ykpaiuu 3 miKapchKHX 3aco0iB Ta KOHTPOJIIO 3a
Hapkotukamu Bix 09.07.2025 Ne 445-001.1/002.0/17-25 na 1 apk.,

2. Komis posnopsmxenns JlepxaBHOI ciyx6u YKpaiHu 3 JikapchKHX 3aco0iB Ta KOHTPOJIFO 3a
HapkoTukamu Bix 09.07.2025 Ne 447-001.1/002.0/17-25 1a'1 apk..
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JEPXABHA CJIYKBA YKPAIHU 3 JIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(depsxiikesayskoa)

npocrekt bepecreiicekuii, 120-A, M. Kuig, 03115, ten/paxc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua. Kog €IPTIOY 40517815

Ne Ha Ne BiI
KepiBHnkam cy6’eKTiB
rocrnojapoBaHHs, siki 3alMalOTbCs
peaJiizanieio, 30epiraHHsIM i

32CTOCYBAHHAM JIIKAPCHLKHX 32c00iB

KepiBHukam TEPUTOPiATbHUX
oprauiB Jepatikcayxou

PO3NOPAKEHHSA

Bignosinao go Koucruryuii Ykpainu, crateil 15, 22, 55 3akoHy Ykpalau
«OCHOBH 3aKOHOZABCTBA YKpaiHU IIPO OXOPOHY 310pOB's», ctated 15, 21 3axony
Yxpaiau «IIpo smikapceki 3acoGu», Tlonoxenss npo Jlepkasry ciyx0Oy YKpaiHu
3 TIKapChKUX 3aC00iB Ta KOHTPOINIO 32 HAPKOTMKAMH, 3aTBEP/KEHOTr0 ITOCTaHOBOO
Ka6inery Minictpis Yxpainu Bix 12.08.2015 Ne 647, Ilopsnky s3iificCHeHHS
JIePKABHOIO KOHTPOJIK) 3a AKICTIO JIKapChbKHX 3ac00iB, IO BBO3ATECS B YKpaiHy,
3aTBEpUKEHOro TocTanoBoo Kabinery MinicTpis Vkpainu Big 14.09.2005 Ne 902,
nyHkry 3.2.2 Ilopsaaky BCTaHOBICHHsA 3a00poHM (TMMYacoBOI  3aDOpOHM)
Ta NMOHOBJEHHS 00iry nikapchkuxX 3aco0iB Ha TepHropil YKpaiHH, 3aTBEPIXKEHOIO
HakazoM MinicTepcTsa oxopoHn 3m0pos’s Ykpaimm Bim 22.11.2011 Ne 809,
3apeecTpoBaHEM B Minictepersi roctumii Yxpaimm 30.01.2012 Ne 126/20439,
TlopsiiKy KOHTPOJIO SIKOCTI JIIKapChKMX 3acobiB Mif 4ac ONTOBOI Ta po3apiOHOT
TOPriBN, 3aTBEPIPKEHOTO HakasoM MiHicTepcTBa OXOPOHH 310pOB'S YKpaiHu
Bin 29.09.2014 Ne 677, 3apeecTpoBanuM B MiHicTepcTBl rOCTHLII YKpaiHH
26.11.2014 3a Ne 1515/26292, TlpaBu yTuitizauii Ta 3HHIIEHHS TKapChKUX 3aC00iB,
3aTBep/UKeHNX HakazoM MiHicTepcTBa oxopoHn 310poB’s Ykpainu Bin 24.04.2015
No 242, zapeectpoBauM B Minicrepersi toctemii VYkpainu Big 18.05.2015
3a No 550/26995, na migcrasi nucra IIpAT «®apmanesTnuna dipma «JlapHULSD)
Bix 08.07.2025 Ne 0725/08-07 wiopo BusiBiIeHHs B 06iTy cepiii 1CF30424, 1CF40424,
1CH20924 nixapcekoro 3acoby HAJIBY®IH-JAPHULIA, posunn s 1H'eKU1H,
10 Mr/ma, o 2 MJ B aMIyli, 0 5 aMmyJ Y KOHTYPHiil uap¥BKOBiHyRaKaBi; 3
nmo | KOHTYpHiil uYapyHKOBii ymakoBIi B Nadil, 3 MapKyBaHHﬂﬁKa%p%m&B s
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[IpAT «®apmanestuuna pipma «Jlapuumsa», Ykpaiga (peectpauiine TIOCBITYECHHS
No UA/19921/01/01) 5 BHKOPHUCTAHHSM aMIlyll 3 [IPO30POTO CKJIa 3aMiCTh CKia
CBITJI03aXHCHOTO:

3ABOPOHSIIO peanizaiito, 36epiranss Ta 3actocysanns cepiii 1CF30424,
1CF40424, 1CH20924 ¢anscudikosanoro ikapcbkoro 3acoby HAJIBY @IH-
JAPHUIIS, posuun pis in'exuiii, 10 Mr/mi, mo 2 M B aMmyti, no 5 ammya y
KOHTYpHiil uyapynkoBiii ynakoeni, mo 1 KOHTYpHiil yapyHKoBiii ynakosui B
mauni, 3 wmapkyBanusm Bupodnuka [IpAT «®PapmanesTH4HA pipma
«lapanus», Ykpaina (peecrpauiiine mnocpiguenus Ne UA/19921/01/01) B
aMIyJax 3 PO30POro CKJa 3aMicTh CKJIa CBITJI03aXMCHOTO.

Cy6’ekTaM TOCIIONAPIOBAHHS, SKi 3MIACHIOIOTH peanizaiiro, 30epiranus
Ta 3aCTOCYBAaHHs JIKApCHKOro 3aco0y, HEBIIKIANHO, MICHA OJEPKAHHA AAHOro
PO3IIOPSKEHHS], IePEBIPUTH HASBHICTE BKA3aHHX Cepill TIKApCHLKOTO 3ac00y, BXKUTHU
3aXOQM INOAO BWIYYEHHS iX 3 00iry LUIIXOM 3HMIIEHHS abo MOBEPHCHHS
[OCTa4abHUKy, MPO IO MOBIIOMUTH TEPUTOPIAbHUN OpraH JepKIikcinyxou.
Y pasi 3HMIEHHS BIIXOAIB 3a3HAYEHOI Cepii JIKApChKOro 3aco0y B JBOTHXXHEBUH
CTPOK HAIpaBUTH [0 TEPUTOPIaILHOIO OpraHy Jlepxiikcnyk0u KOO  aKTa
IIpO 3HUIIEHHS BiIXOMIB JTIKapCHKOTO 32C00Y.

KoHTponb 32 BUKOHAHHAM  [JaHOTO  PO3MOPAOKCHHA 3JIICHIOIOTH
TeputopianbHi opranu Jlepsiikcimyxou Ha BiANOBI(HIM TepUTOPII.

HeBukoHaHHS TaHOTO PO3MOPAIKCHHS TATHE 3a co0O0I0 BiIOBIIAIBHICTH
3riIHO 3 YMHHAM 3aKOHO/IaBCTEOM Y KpaiHu.

Konii JaHOT0 PO3NOPAIKEHHs HallPaBIIEHi:

MiHicTepcTBO OXOPOHH 3I0POB's Y KpaiHu;

T «JlepxaBHuil  eKCHEPTHHUM LEHTP MiHicTepcTBa OXOPOHU 3[0POB'S
YkpaiHu»,

TIpAT «®apmauesTina Qpipma «lapHALD.

/

TI'ojioBa /M Poman ICAEHKQO

Hina YOPHEHBKA, ten.(044) 422-55-76 (133)



JEP)KABHA CJHYXKBA YKPATHU 3 JIIKAPCHKUX 3ACOBIB
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KepiBrnkam cy0’exTiB
rocroJaproBaHHs, fIKi 3aliMalOTbCS
peaJizauicro, 30epiraHHgM i

3aCTOCYBAaHHSM JIKapcbKHX 3ac00iB

KepiBrukam TepuropiajibHUX OpraHis
Aepxiaikeayxou

PO3ITOPAKEHHA

BignmosigHo mo Koncruryuii Ykpainum, cratet 15, 22, 55 3akoHy Yxkpainu
«OcHoBH 3aK0HOAABCTBa YKpalHH PO OXOPOHY 3/10poB'a», ctartedt 15, 21 3akony
Vkpaiau «IlIpo nmikapceki 3acodu», [lonoxenns npo JlepkaBHy ciayx0y YKpaiHu 3
JIKapChbKUX 3aco0iB Ta KOHTPOJIO 32 HAPKOTHKAMU, 3aTBEPAKEHOr0 IOCTaHOBOKO
KaGinery Miunictpie Vkpaina Big 12.08.2015 Ne 647, Ilopanxy 3aiicHeHHS
JIEPKABHOIO KOHTPOJIO SKOCTI JIKapChbKUX 3aco0iB, IO BBO3ATbCA B YKpaiHy,
3aTBEp/IXKeHoro nocranoBow Kabinery Minictpi Ykpainu Bint 14.09.2005 Ne 902,
nyukty 3.2.2 Tlopsaxy BcraHoBieHHs 3abopoHu (TuMuacoBoi 3a00poHM) Ta
HOHOBJIEHHS 06Iry JiKapchKuX 3aco0iB Ha TepuTopil YKpaiHM, 3aTBEPIKEHOIO
HakazoM MiHicTepcTBa OXOpoHW 3m0poR’s Ykpainm Bix 22.11.2011 Ne 809
(31 3sminamu), 3apeectposanoro MinicTepctBoMm toctuuii Ykpainm 30.01.2012 3a
Ne 126/20439, TTopsiky KOHTPOIIIO SKOCTI JIKapCEKHUX 3aco0iB I11J| 4ac ONTOBOI Ta
pO3piGHOI TOpriBIi, 3aTBEpHAXKEHOro Haka3oM MIiHiCTEpCTBA OXOPOHM 3I0POB'S
Vkpainu Bim 29.09.2014 Ne 677, 3apeectpoBaHoro MiHiCTEpCTBOM FOCTHII
Vikpaing 26.11.2014 3a No 1515/26292, Ilpasun yruiisamii Ta 3HUILEHHS
NiKapchKMX 3aco0iB, 3aTBEPKCHUX HakasoM MIHicTepcTBa OXOPOHH 3710pOB’s
Vkpainau Big 24.04.2015 Ne 242, 3apeectpoBanux MiHicTepcTBOM OCTHILIT YKpaTHU
18.05.2015 3a Ne 550/26995, na mincrasi ingopmanii ['oioBHOrO ympapmiHHs
KOHTPPO3BiAyBaNbHOTO 3abe3netenHs 00 €KTiB KPUTUUHOI iHQPAaCTPYKTYpH Ta

UB JHep:xaBHa ciryx0a 3
JKapchKUX 3aco0iB Ta
KOHTPOJTIO 3a
HapKOTHKaMU y
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npoTHaii  (iHAHCYBAaHHIO  TEPOPHU3MY Criyx6n Oesmexn  YKpalHU
(et Bim 07.07.2025 Ne 8/4/4-121), ssepuenns TOB «Cepp’e YkpalHa» MO0
BUSIBJICHHS B 06Iry Ha TepuTOpil YKpaiHu He3apeeCTPOBAaHHMX Ta/ab0 BBE3EHUX 3
IIOPYLIEHHAM JIiKapChKUX 3aC001B:
— Tipanat® 15/Trifluridine and Tipiracil Tables, 15 mg/6,14 mg, Ne 14,
3 MapkyBaHHuaM BupoOunka NATCO, Innis;
— Tipanat® 20/Trifluridine and Tipiracil Tables, 20 mg/8,19 mg, Ne 14
3 MapkyBauHsM BupoOHuKa NATCO, Inpais;
— Stivarga 40 mg/Regorafenib, No 28, 3 mapkyBanusam BupobHuka BAYER;
— Olabir/Olaparib Tablets, 150 mg, Ne 120, 3 mapkyBannsam Bupobunka APRAZER;
— RALMAC-400/Raltegravir Tablets IP 400 mg, 3 MapKyBaHHSM BMPOOHHMKA
MICHEIL & ARGUS.

3 MeTOK aKTUBHOI HpPOTHAIl MOLIMPEHHK) TiKApChKMX 3ac00iB, IUISXH

>

HAIXO/DKEHHST Ta YMOBH 30epiraHHs fKUX HeBiIOMi, BHM3HAYUTH SKiCTh Ta

Ge3eUHICTh SKUX HEMOXKIUBO, 3 OISy Ha Te, 0 TaKa MPOAYKIlis € HeOE3MeTHOKO

Ta MOYKEe HECTU MOTEHIIMHY 3arpo3y KHUTTIO Ta 370POB’ K0 HACEIEHHS:
3ABOPOHATIO peanizarliio, 30epiraHHs Ta 3aCTOCYBaHHS

He3apeecTPOBaHKX Ta/a00 BBe3eHHX 3 MOPYIIEHHAM JIKapChKHX 3aco0iB:

— Tipanat® 15/Trifluridine and Tipiracil Tables, 15 mg/6,14 mg, Ne 14,

3 MapKyBaHHsM BupooHnka NATCO, Inais;

— Tipanat® 20/Trifluridine and Tipiracil Tables, 20 mg/8,19 mg, Ne 14,

3 mapkyBanusm Bupoonuka NATCO, Tnaiu;

— Stivarga 40 mg/Regorafenib, Ne 28, 3 mapkyBanusim Bupo6uuka BAYER;

— Olabir/Olaparib Tablets, 150 mg, Ne 120, 3 MapkyBaHHAM BHPOOHHKA

APRAZER;

— RALMAC-400/Raltegravir Tablets TP 400 mg, Ne 60, 3 mapkyBaHHAM

supoonuxka MICHEIL & ARGUS.

Cy6’exTaM TroCMoaploBaHHsl, siki 31iHCHIOIOTS peanisaliio, 30epiraHHs Ta
3aCTOCYBaHHS JIKApCHKUX 3ac0GiB, HEBIIKIAMHO, INCHS OJEpKaHHS AAHOT0
PO3IOPSKEHHS, TEPEBIPUTH HASBHICTh BKa3aHMX JIKAapChKUX 3ac00IB, BXUTH
3aX0[M MO0 BWIydeHHsA iX 3 0Oiry UIISXOM 3HHUILEHHS a00 TMOBEPHEHHS
MOCTA4aIbHUKY, PO IO [OBIZOMHUTH TEPUTOpialbHUN Opra Jleprxaikeryx6u. ¥
pa3l 3HMINEHHs BifXOJIB 3a3HaueHoi cepii mixapcpkoro 3acody B JBOTVKHEBUN
CTPOK HAIPaBUTH 0 TEPUTOPIAIBHOTO OPraHy Jepxmikeny )0 KOIIK aKTa Ipo
3HUIIEHHS BiXOIB T1KapChKOro 3aco0y.



KoHTponb 3a BHUKOHAHHAM [J@HOTO  POSHOPS/DKEHHS  3J1HCHIOIOTH
TepuTopianbHi opranu JIepxiikcryx0u Ha Bi/INOBIAHIA TEPUTOPIi.

HeBUKOHAHHS J@aHOIO PO3NOPSKEHHS TArde 3a COOOIO BiNNOBi/NANBHICTH
3I1JIHO 3 YUHHUM 3aKOHOJABCTBOM Y KpaiHH.

Komii gaHoro po3mopsikeHHs HallpaBJIeHi:

MiHicTepCcTBO OXOPOHU 3/10POB'st YKpaiHu,
JIT «Jlep>xaBuuii ekcriepTHU# neHTp MO3 YKpainuy.

T'on0Ba - Poman ICACHKO

Hina YOPHEHLKA, ten.(044) 422-55-76 (133)



