JEPXJIIKCJIYXXBA
NTEPKABHA CIIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU Y KIPOBOI'PAICBKIA OBJIACTI

yn. IIpeoGpaxenceka, 2, M. KpormsaHubkHii, 25006, Ten/dakc: (0522) 32-14-41,
e-mail: dls.kr@dls.gov.ua, https://www.dls.gov.ua, Kog €IPTIOY 37059505
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KepiBHuKaMm Ta YIOBHOBA:KEHHM 0c00aM
ANTEeYHHUX TA MEAUYHHUX 3aK/IaldiB
Kiposorpaacekoi o6acTi

o yBaru YnoBHOBaKeHHX 0Ci0!

HapmaeMo posnopsmkeHHs JlepkaBHOI ciryOH YKpaiHHU 3 JNiKapchKUX 3aco0iB Ta KOHTPOTIO
3a HAPKOTHKAMH II0ZI0 3a60poHH 06iry JiKapcbKoro 3acody.

3a HASIBHOCTI, BKA3aHMX Yy PO3NOPSDKEHHI JIKapchkux 3acobiB, moBiioMuTH [lepxkaBHY
ciryx06y 3 JikapchkMX 3aco0iB Ta KOHTPOIIO 3a HapkoTukamu y KipoBorpajcekiii obnacti  1po
B)KMTI 38XOIY I110JI0 BUKOHAHHS PO3IOPSAKEHHS.

[ndopMallito HajlaBaTH HA NAIEPOBUX HOCISX MOIITOXO, 3a aapecoro: ey, IIpeobpadsicencoka, 2,
M. Kponuenuyvkui, 25006, 3 nogatkamu:
a) IIpY BMillleHHi B KapDaHTHH IOJAEcThes KOMisd MpHOYTKOBOT HaKITaIHO;
6) IpX NOBEPHEHH] MOCTAaYaNbHUKY JIOJA0THCA: KOMig MPHOYTKOBOI HaKJIaJHOT;
KOIIisl HaKJIaJHO1 Ha MOBEPHCHH.

B) Y BHIAJKy Tepe/iadi BiIXOJiB JHKAapchKOro 3acoby Ha yTuili3allilo abo 3HUIIEHHS,
v JIBOTHIKHEBHI cTPOK noiHdopMyBatH JlepkaBHy ciiykOy 3 JiKapchKHX 3ac001B Ta KOHTPOJIFO 3a
HapkoTHKaMHu y KipoBorpaichkiii 06;1acTi Ta HaJaTH KOIito MPHOYTKOBOT HAK/IaIHOT.

IIpy HACTYNHHX MOCTABKAX JiKapChbKUX 3acO0iB, BKA3aHMX Y PO3NOPSDKCHHAX, CYO’eKT
TFOCIIONAPIOBAHHA TOBMHEH BXKHTH 3aXOfiB M0N0 3amobiranns mnpuabaHus, peanizanii Ta
3aCTOCYBaHHS JIKapChKHX 3aC001B, 3a3HAYCHUX Y POSMOPA/LKEHHAX.

Y BHIAAKY BIACYTHOCTI JIIKapChKHUX 3aco0iB, BKa3aHHX Y PO3MNOPSUKEHHAX YM JIMCTaxX
Jlepxtikcayx6u, BilnoBiii B IHCHMOBOMY BHIVIS/li HAZABATH He NOTPiOHO.

OIHOYAaCHO HATamyeMo, IIO 3 PO3NOPSUKCHHAMH Ta JMCTaMu JIEpiKIIKCIYKOH MOXKHA
osHaifomMuTHCs Ha odiuiitHoMy BebceaiiTi JepxkapHoi cmyxkOu YkpaiHu 3 jikapebkux 3acobiB Ta
KoHTpomio 3a Hapkormkamu  (https:/www.dls.gov.ua/) B posmini  PO3IOPA/UKEHHA
JEPXJIIKCITYXBH.

Honarku:

1. Komis posmopsmxernHs JlepxaBHOi ciy)XOM YKpaiHH 3 JiKapChbKuX 3ac00iB Ta KOHTPOJIO 3a
HapKOTHKaMH Bix 27.02.2026 Ne 109-001.3/002.0/17-26 Ha 1 apk.;

2. Komis posmopsmkenns JlepxaBHoi cIyk6H YkpaiHu 3 JiKapchbkuX 3acoGiB Ta KOHTpoIio 3a
HapKoTHKaMH Bix 27.02.2026 Ne 110-001.3/002.0/17-26 Ha 1 apk.;

3. Komis posnopskenHs JlepxaBHOT clykOH YKpaiHM 3 JIKapChbKUX 3ac00IB Ta KOHTPOJIO 3d
HapKoTHKaMH Bia 27.02.2026 Ne 111-001.3/002.0/17-26 Ha 1 apk..

HavanbHHK CIyKOH Jinia TAHOLJIOBA
o) B 32 14 41 JeAgaets uB . ,
CTAICHKO DaJICHTHHA el =0 Tepxania ciryk0a 3 AKapeLRHX 3aC0BIB T4 KOHTPOILIO 34
A papkoTikamy y Kiposorpancekiii obiacri
5 NeQ0-01.1/02.0/05.12-26 i 02.03.2026

Rt KEI: Handiona JL B, 02.03.2026 11:22
{hea IFAAY288358ECO0304000000B94F1FO09CBID300



JAEPKABHA CIYXKBA YKPATHH 3 JJIKAPCHKHUX 3ACOBIB
| TA KOHTPOJIIO 3A HAPKOTHKAMMU
3 (Jepaxikeay:xoa)
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L Kepiennxam cy0’ekTiB
roCmoJapIOBaHHA, fAKI 3aliMaloThLCH
peanizaiicio, 30epiraHugm i

3aCTOCYBaHHAM JiKaPCHKHX 3ac00iB

KepiBnnkam TEPUTOPIATLHHX
opranis /lepskiikcayx6u

PO3MOPSIIKEHHS

0 Bimmosinno mo Koncrutywii Vipainm, crareit 15, 22, 55 3akoHy YkpaiHu
3 «OcHOBH 3aKOHOZABCTBA Y KpaiHu IIpo OXOPOHY 37I0pOB'si», cTaTeif 15, 17, 21 3akony
Ykpainu «Ilpo nikapceki 3aco6u», [Tonoxenns npo Hepxasry cnyx6y Ykpaiau 3
NiKapChKKX 3aco6iB Ta KOHTPOIIO 32 HAPKOTHKaMH, 3aTBEPIKCHOI0 MOCTAHOBOIO
Kab6inery MinicTpiB Vkpaiuu sim 12.08.2015 Ne 647, Iopsaky 3miicHeHHs
ACPXaBHOIO KOHTPOJIIO SKOCTI NiKAPCBKHX 3aco0iB, IO BBOZATHCS B Vkpainy,
3aTBep/KeHOro noctanoBoo Kabinery MinicTpiB Vipainu six 14.09.2005 Ne 902,
nyHkty 3.2.2 llopanky BcTaHOBNeHHs 3a6OpOHH (THMYACOBOT 3a00pOHH)
Ta NIOHOBJICHHA O0Iry JKapchKuX 3aco6iB Ha TepuTopii YkpaiHw, 3aTBEPKEHOr0
HakazoM MinictepcTBa oxopoHu 310poB’s Vkpaimm Big 22.11.2011 Ne 809
(31 3miHamm), 3apeecTpoBaHOro MiHICTEPCTBOM FOCTHMIII VYkpainn 30.01.2012
3a Ne 126/20439, Topsaaky KOHTPOIO SKOCTi TiKapChKUX 3aco6iB I Hac OHNTOBOT
Ta po3ApiObHOI TOpriBi, 3aTBepIPKeHOro HakasoM MiHicTepcrsa OXOpOHH 3[I0pOB's
VYkpainu Big 29.09.2014 Ne 677, sapeecTpoBaHoro MinicrepcTBOM rocTuuii Yipainu
26.11.2014 3a Ne 1515/26292, Tpasun ytusnizamnii Ta 3HAMEHHS TIKapChKUX 3aC00iB,
3aTBEP/DKEHNX Haka3oM MiHictepcTa oxopoHu 310poB’s Ykpainu Bix 24.04.2015
Ne 242, sapeectpoannx MinicTepcTBom toctmmii Vkpainu Bix  18.05.2015
3a Ne 550/26995, ma migcraBi HamXOMKEHHS MDKHAPOJHOTO IIOBIJOMIEHHS Bil
perynsropuoro opraHy Mexcuku Ne 10/2026 miomo susiBnenns cepii X23TJT
danbcudixopanoro mikapcrkoro 3aco6y CAFIASPIRINA® U500 Aegraeny

3
KapCHKilX 3aco01®Ta
KOHTPOJIO 32
HapKOTHKaMH Y
M2 epxnikcryxGa KipoBorpa/cbkii
N2109-001.3/002.0/17-26 Bin 27.02.2026 obiacti
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(Acetylsalicylic acid/Caffeine), Tabnerkn Ne 100 B kopoGui, 3 MapKyBaHHAM
Bupo6Huka BAYER DE MEXICO, S.A. DE CV.

3 MeTOI0 aKTHBHOI NpOTHZAIl IOIIMPEHHIO JiKapChKUX 3aco0iB, NUIAXH
HAAXO/DKCHHS Ta YyMOBH 30epiraHHs SKHX HEBIZIOMI, BM3HAUWTH SKICTh Ta
O€3MeYHICTh AKUX HEMOXIINBO, 3 OTJIALY Ha Te, IO TakKa POAYKILiis € HeGe3ne4HoI0
Ta MOJXXE HECTH MOTEHIiiHy 3arpo3y XKHUTTIO Ta 3A0POB’I0 HACETECHHS.

3ABOPOHSIO peanisauito, 36epiraHHs Ta 3acTtocyBaHHS cepii X23TJT
¢anscudikopanoro nikapcekoro 3acoby CAFIASPIRINA® 500 mg/30 mg

(Acetylsalicylic acid/Caffeine), Ta6nerkn Ne 100 B xopo6ui, 3 MapKyBaHHsM
BupoO6nuka BAYER DE MEXICO, S.A. DE CV.

Cy6’eKkTaM roCIOfapioBaHHsd, fAKi 3AiMCHIOIOTH peatizalilo, 30epiranmus Ta
3aCTOCYBaHHS JIIKApCBKUX 3acOOIB HEBiAKIAAHO, TWICHS OJEpPXAHHS HAHOIO
PO3IOPAIKEHHS, NEPEBIPUTH HAABHICTh BHUINEBKA3aHOI cepii JIKapchKoro 3acoby,
BXHUTH 3aXO[U IOJO BHIYYEeHHs ii 3 ODIry HIIISXOM 3HHINEHHS a0 MOBEPHEHHS
IOCTa49albHUKY/BUPOOHHKY, TIPO IO IOBIAOMHUTH TEPUTOpialbHUM oOprad
Hepxnikcmy»Ou. V pasi 3HHUINEHHS BIIXOMAIB Mpenapary B JBOTHXXHEBHU CTPOK
HaIpaBUTH J0 TEPUTOPIATBHOT0 oprany Jlep>KimiKciy:K0H KO0 aKTa Ipo 3HHICHHS
BIJIXO/IiB JIIKAPCHKOTO 3aco0y.

KoHTpoIb 3a BUKOHaHHAM JAHOTO PO3MOPAMKEHHS 3 ACHIOIOTH TePUTOPiaibHi
opranu Jlepxmnikcay>xOu Ha BiITOBiAHIM TepUTOPii.

HeBuxonanns naHoOro poO3MOpAIKEHHS TATHE 3a COOOI BiIIOBIJANBHICTS
3ri/IHO 3 YUHHUM 3aKOHOJIABCTBOM Y KpaiHw.

Komii 1aHoro po3nopsIKeHHs HalpaBJeHi:

MiHICTEepCTBO OXOPOHH 3JI0POB'S Y KpaiHu;

JI1 «JlepxaBHMI ekcliepTHHE LeHTp MiHicTepcTBa OXOpPOHHM 3[OPOB'S
Yxpainm».

T.B.o. I'osioBH Boaoaumup KOPOJIEHKO

Onena JIMCAK, ten.(044) 422-55-76 (133)
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NTEPXKABHA CJIYIKBA YKPAIHHA 3 JIKAPCBKHX 3ACOBIB
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KepiBaukam cy0’€eKTIiB
rocnojapioBanns, siKi 3afiMalOThHCs
peaJiizanicio, 30epiraHHAM i

32CTOCYBAaHHSAM JIIKaPChKHX 3aco0iB

KepiBHUKaM TepUTOPIAIBHHX
oprasiB Jlepactikeryou

PO3IIOPSIIUKEHHSA

BianosiiHO 10 Koncturyuii YKpainy, crareit 15, 22, 55 3akoHy VYkpainu
«OCHOBH 3aKOHOJaBCTBA VkpaiHH IIpo OXOPOHY 30OpOB'sI», crareii 9, 15, 20 3akoHy
Vxpainu «I1po nikapcpki 3aco6w», ITonoKeHH: PO JlepxasHy CIyX)0y VYkpainu 3
nikapchKux 3aco0iB Ta KOHTPOIIO 34 HAPKOTHKAMHY, 3ATBEP/UKEHOTO MOCTAHOBOIO
Ka6inery MinicTpiB YKpaitu pig 12.08.2015 Ne 647, MyHKTY 3.2.3 Tlopaaky
BCTaHOBJICHHS 3a00pOHU (TMM4acOBO1 3a00pOHH) Ta TIOHOBJICHHS 06iry JMKapChKUX
3ac06iB Ha TepuTopii YKpaiHH, 3aTBEP/UKEHOTO gaka3oM MinictepcTBa OXOPOHHU
3n0poB’s Yxpainu Bif 22.1 1.2011 Ne 809, 3apeecTpoBaHoro MiHicTepCTBOM IOCTHLIT
Vxpainu 30.01.2012 Ne 126/20439, TTopsaKy KOHTPOIIIO aKOCTi KapchKuX 3aco0iB
fiJ Jac OmTOBOI Ta po3/piOHOI TOpriBii, 3aTBEPIDKCHOTO HAKa30M MiHicTepCTBa
OXOpOHH 310POB's YKpaiHu B 29.09.2014 Ne 677, 3apeeCTpOBaHOTO MiHicTepCTBOM
roctrmii Ykpainu 26.11.2014 3a No 1515/26292, Tpasun yTHIi3amil Ta 3HALICHHS
nikapchkux 3acobiB, 3aTBEPDKEHUX gakazoM MiHicTepcTBa OXOPOHU 3710pOB’ A
VkpaiHu Bilt 24.04.2015 Ne 242, 3apeecTpOBaHUX MiHicTepcTBOM IOCTHILT YKpaiHu
pin 18.05.2015 3a Ne 550/2699, Ha mifcTaBl HAaIXOIDKCHHA MIXXHApOIHOIO
TTOBi JOMJICHH BiJ peryisaropHOro opraty Iopryranii
Ne FT127/MH/001/2026/NCR mon0 BUAsBIEHHS KPUTMYHMX Ta CYyTTEBHX MOPYLIEHD
MiJ] 4ac iHCTIEKTYBaHHsA BHPOGHIUOT TiMBHAL Halewood Laboratories Private limited
(anpeca MiCIls TPOBAPKEHH mismemocti: Unit II Sub Plot Ne. 10, Unit 27 Insta
Indastrial Park, Village Rupa, Taluka Bavla, Ahmedabad, G“jr[?% 382220, India).

JepxaBHa ciyx0a 3

. JKapchKUX 3aco0iB Ta
;s | KOHTpOJIIO 33
i | HapKOTHKaMH
i M2 [lepwnikenyxoa 0 i
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3ABOPOHSIO peanizaito, 3GepiraHHs Ta 3aCTOCYBaHHA BCiX cepiid
niKapchKHX 3ac00iB supobrnursa Halewood Laboratories Private limited, Innis,
1110 oiriliHo He BBOZHIIMCEH HA TepUTOPit0 YKpaiHH.

Cy6’ekTaM TOCIOAApIOBaHH, gKi 3iMCHIOIOTh peali3alio, 30epiraHus
Ta 3aCTOCYBaHHS JiKapChKOTO 3aco0y, HEBIAKIANHO, MCIA ONCPKAHHI JaHOTO
PO3NOPAIKCHHA, fiepeBipATH HASBHICTE BKa3aHUX nmiKapchKux 3acobiB, BXHUTH
saxomy  [OJO  BHIydeHHs X 3 obiry  IUIAXOM  TOBEPHCHHI
10CTAYANbHUKY/BUPOOHNKY ab0 3HUIIEHHS, TPO M0 [IOBiIOMHTH TEPUTOPiaNbHUH
oprad Tlepctikcmyx6u. Y pazi 3HMIICHHA BimxoziB IpenapaTiB B JIBOTHXXHEBUI
CTpOK HampaBuTH IO TEpUTOPIaJIbHOTO OpTaHy JlepTiKcy)xOl  KOIIIO  aKTa
PO 3HUIIEHHS BiIXO/IB JIIKAPCHKUAX 3aco0iB.

KOHTpOJIb 38 BUKOHAHHAM [IAHOTO PO3NOPSKEHHS 3ACHIOIOTH TepHTOpiaNbHI
OpraH# Jlepxtikemyx0Ou Ha BiINOBIIHIH TEPUTOPIL.

HeRUKOHAHHS IAHOTO PO3MOPSDKEHHs TATHE 34 co000 Bi/MOBIAANbHICTE
3riHO 3 YAHHUM 3aKOHOJABCTBOM VYkpalHu.

Komii jagoro po3nopsJOKCHH:A HanpasJeHl:
MiHicTEpPCTBO OXOPOHH 370pOB'si YKpaTHy;
I «[lepxaBHuit eKCIICPTHUM TICHTP MiHicTepcTBa OXOPOHU 37I0pPOB'St

Ykpaigu». X
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Onena BA30BCDKA, ten.(044) 422-55-76 (127)



AEPXKABHA CIIY)KEA YKPAIHHU 3 JIKAPCBHKHUX 3ACOEIB

TA KOHTPOJIIO 3A HAPKOTHKAMMN
(I[epmnilcc.nymﬁa)
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o KepiBankam cy0’ekrin
rocnoxaproBanns, aAki 3aiiMaloTLes
$ peauisanicro, 30epirannsm i

3aCTOCYBaHHAM JiKapChKHX 32¢06iR

KepiBankam TEPHTOPiaNLHHEX
oprauis Jlepxikciyxou

PO3MOPSIDKEHHS

Biamosinao mo Koncturynii YKpainum, crareif 15, 22, 55 3akomy YKpaiuu
«OcHOBH 3aK0HOIaBCTBa Ykpainu npo OXOpOHyY 3110poB'si», cTareii 15, 17, 21 3aKony
Ykpainn «[Ipo JKApChKi 3ac06m», TTooKeHHs npo [lepxasHy ciyxGy Ykpainu
3 JMIKapCHKUX 3acobiB Ta KOHTPOJIIO 32 HAPKOTHKAMH, 3aTBEPKEHOro IIOCT2HOBOO
Kabinery MinicTpis Ykpainu Big 12.08.2015 No 647, Tlopsaky snificHenHs
ACPIKABHOTO KOHTPOJIO SIKOCTi JiKAPCHKHX 3aco0iB, IO BBO3STHCH B Ykpainy,
3aTBEPIDKCHOTO NOCTaHOBOIO Kabinery Minictpis Vkpainu sig 14.09.2005 Ne 902,
yHkTy 3.2.2 TIopsaKy BCTaHOBIIEHHS 3a00pOHH  (TMMuacoBoi 3a60poHN)
Ta IIOHOBNEHHS 00Iry JiKapchKMX 3acoGiB Ha TepUTOpii YKpainm, 3aTBEPPKEHOrO
Hakaszom MiHicTepcrBa oXopouu 300poB’st Vkpainum Bix 22.11.2011 Ne 809
(31 3miHamu), 3apeecTpoBanoro  MinicreperBoM  rocTumii Yxpaiau 30.01.2012
3a Ne 126/20439, Hopsaaxy xoHTpomo sxocri JUKApCHKUX 3aco6iB mix gac ONTOBOI
Ta po3apibHOI TopriBi, 3aTBEPIDKEHOr0 HakasoM MiHictepcTaa OXOpOHH 310pOB's
Yxpainu Bix 29.09.2014 Ne 677, 3apeectpoBanoro MinictepcrBom rocTuii Ykpainn
26.11.2014 3a Ne 1515/26292, IMpasun YTHJIi3amii Ta 3SHULIEHHS JTKapChKUX 3acobiB,
3aTBEP/DKCHUX HaKaszoM MiHictepcrsa OXOPOHH 3710poB’s YKpainu Bin 24.04.2015
Ne 242, zapeectpoBanmx MinicreperBom  rocTamil Ykpaian Big 18.05.2015
3a Ne 550/26995, na MiJICTaBl HAaIXOKEHHS MDKHAPOIHOTO HOBITOMIIEHHS Bijf
PeryaTopHOro oprany Mekcuxu Ne 13/2026 010 BH)IBJICHH)IU%epifh PSGKXA; 503

Cp:KaBHa ClI

PS6LP14, PS6LA48, NS6KA87, NZF5M68, NZF6W04, NZF6W035xINZRS paegin 2

KOHTPOIIIO 34

NZF5T47, NZF6W29, NZF5N95 banbcudikoranoro JTKapCHKOrompiaavafy y

M2 [epxnikcnyxGa o0OacTi
N2111-001.3/002.0/17- Nel33/02.12-26 Bix 02.03.2026
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VICTOZA® (Liraglutide), PO34MH 14 in'eknii, y HIONEPEeTHEO HaNOBHEH IITIPHII-
Py, 3 MapKyBauHIM BUPoGHKKa Novo Nordisk A/ S.

3 MeTor akTuBHO} HpOTHAIi TomHpeHHro JTKapChKHX 3aco6iB, muIAXH
HaZXO/DKEHH Ta yMoBu 30epiranHs  sxux HEBIIOMi, BH3HaYuTH SKICTb Ta
Oe3neyHicTs grux HEMOXIIUBO, 3 OISy Ha Te, 110 Taka NponyKLUis € Hebe3meurow0

NZF5T147, NZF6W29, NZF5N95 danscudikosanoro JKapCBKOro 3aco0y
VICTOZA® (Liraglutide), posunn SIS iH'eknii, y IIonepeaHbO HANOBHeHiji
WINPUHU-PYYli, 3 MapKyBaHHSIM BHpoGHuKa Novo Nordisk A/S,

Cy6’exTam TOCIIONapIOBaHHS, $IKI 3miMCHIOIOTE peanisaniro, 36epiranns Ta
3aCTOCYBaHHA JIiKapChKHX 3aco6iB HEBIIKIAMHO, micis OJICpXaHHS JaHOTo
POSIIOPAIDKEHHS, IEPEBIPUTH HAIBHICTE BHINCBKA3aHUX cepill Jikapchkoro 3aco0y,
BIKUTH 3aXONW WIONO BWJIyYEHHS iX 3 00Iry mUIAXOM 3HHMIEHHS a6o MOBEPHEHHS
I0CTavaNbHUKY/BUPOOHHKY, 1Ipo O MOBIJOMUTH TEPUTODiaNbHUA  Opran
Hepxnikenyx6u. v Pasi 3HmMmeHns Bimxomip TIPENapaTy B NBOTUKHEBUH CTPOK
HAIIPaBUTH 10 TEPUTOPIaBHOIO oprany Jlepanikenyx6u Komito akta PO 3HUIIIEHHS
BIIXOAIB JIIKapChKOro 3aco0y.

KonTtpons 3a Bukonannsm nanoro PO3IIOPSAIKEHHS 31iHCHIOIOTE TEPUTOPIATIBHI
opranu Jlepxmikeyx6u Ha BIATIOBI Hi i TEPUTOPIT.

HeBuxoHnauns pmamoro PO3NOPAIKEHHS TATHE 3a coGoro Bi/IIOBi nabHiCTH
3T1HO 3 YHHHHM 3aKOHONABCTROM Ykpainu.

Komii naroro PO3MOPSIKEHHS HallpaBIieH;:

Misicteperso oxoponu 310pOB'S YKpainu;

HIT  «JlepxaBuuii CKCHepTHUE uenTp Mimicrepcrsa OXOPOHM  37I0POB'st
Ykpaiuamy.

T.B.o. T'os0BH Bosoaumup KOPOJIEHKO

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



