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KepiBankam anrednux Ta
JIKYBaJIbHHX 3aKJIa1iB 001acTi

/1o yBaru ynoBHoBa:keHux ocio!

Hazmaemo posnopsyokenns JlepsxaHoi cinyx6u Ykpainu 3 jikapchKux 3aco6iB Ta KOHTPOJIO
33 HAPKOTHKAMHU 111010 3a00poHH 00iry JiKapchbKuX 3ac00iB.

3a_HASIBHOCTI, BKa3aHMX y PO3MOPSIDKEHHSX JKApChKUX 3acobiB, MoBifomMutH JlepikaBHY
cyx0y 3 JikapchKuX 3aco0iB Ta KOHTpOJIO 3a HapkoTHKamu y Kiposorpazacekiit o6macti mpo
BJKMTI 3aXO0/IM L1010 BUKOHAHHS PO3IOPSIKEHb.

[HopmaLio Ha/laBaTH HA NANMepoBMX HOCIAX IMOLITOIO, 3a anpecoro: ey Ipeobpasicencoka,
2, m. Kponusnuuwvkuii, 25006, 3 101aTKaMH:

) NPy BMILIEHHI B KAPAHTUH J0JA€ThCS KOIIisl MPUOYTKOBOI HAKJIaHOT;

0) pH NOBEpHEHHI NOCTAYaILHUKY I0AIOTHCS: KOTIist IPHOYTKOBOI HAKITAIHOT;

KOIIisl HAKJIaJHOI HA IOBEPHEHHSI.

B) Y BHUNAAKY IHepeaayi BiIXOJIB JKapchKOro 3aco0y Ha YTWIi3aIiio a60 3HMINECHHS
Yy IBOTHXKHEBHI CTPOK noindopmysatn JlepikaBHy cinyxOy 3 JKapchKuX 3aco6iB Ta KOHTPOJIO 3a
HapkoTikamu y Kiposorpazcekiit o6nacti Ta Hajgati Komixo npubyTKOBOI HAKIIALHOI.

IIpn HactynmHux mnocraBkax JikapchbKMX 3ac00iB, BKa3aHHX y pO3MOPSIKEHHSX, CYO’€KT
rOCrOJapiOBaHHS TMOBHHEH BXKHTH 3aXOMiB IIOAO 3amo0iraHHs mnpuabaHHs, peaizamii Ta
3aCTOCYBAHHA JIIKAPCHKUX 3ac00iB, 3a3HAYEHHUX Y PO3MOPSAKEHHSX.

Y BHNAAKY BiICYTHOCTI /iKapchbKHX 3ac00iB, BKA3aHHUX Y PO3MOPSAKEHHSAX YH JIHCTaX
JepxnikenyxOu, BiAmoBiai B NMCbMOBOMY BUIJIS/I HAXABATH He NOTPIGHO.

OaHOYacHO HarajyeMo, IO 3 PO3MOPSKEHHAMH Ta JMCTaMH JIepXKIiKcmyx6u MoXHa
o3HaiiomuTHCs Ha odiuifinomy BeGceaiiTi JlepxkaBHOi ciyx6u Ykpainu 3 mikapchkux 3aco6iB Ta
KOHTpoat0  3a Hapkotukamu  (https://www.dls.gov.ua/) B posmini  PO3IIOPSJDKEHHS
JIEPXKJIIKCJTY)KBN.

OKpimM TOro, 03HallOMHTHCS 3 MOBIZOMJICHHSIMH IIPO BCTAHOBJIEHHS 3a60POHH Ta IIOHOBIICHHS
o0iry umikapcekux 3aco0iB, ki Bumani Jlepiikcnyx6oi0, MOxHa Ha odimiiiHoMy BeGcaiiTi
HlepxaBHoi ciyx6u 3 nikapchkux 3aco0iB Ta KOHTPOJNIO 3a HapKoTHKamu y KipoBorpamchkiii
obmacti (auB. nuct Bix 16.06.2020 Ne 169-02.1/01.1.1/05.12-20).

Jlonatku:

I. Konist posnopsikenns Jlepxasroi cinyx6u Ykpaiu 3 jikapchkux 3aco6iB Ta KOHTPOJIO 3a
Hapkotikamu Bij 02.05.2023 Ne 4144-001.1/002.0/17-23 na 1 apk.

2. Komist posnopsynkenns [lepxaBHoi cimyxOn YKpaiHH 3 JKapchKuX 3aco6iB Ta KOHTPONIO 3a
Hapkotikamu Bix 02.05.2023 Ne 4145-001.1/002.0/17-23 na 1 apk.
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M_\'PWK Haranis 32 14 ﬁebx(aana cnyx6a 3 nikapcbkux 3acobis Ta KOHTPONIo
M2 3a HapkoTukamu y KipoBorpaachkiii o6nacri
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Kepisunkam TepuTOpianbHUX  opjrauis
Hepxaikeny:xon

PO3IIOPSIKEHHS

MKapCHKUX 3aco6iB Ta KOHTPOIIO 32 HapkoTHKamu, 3aTBEP/DKEHOT0 1ocTadoBoI0
Kabinery Minictpis Yxpainu Big 12.08.2015 No 647, Iopsnky 3niiice
ACP’KABHOIO  KOHTPOIIIO SIKOCT] JIKapChKUX 3aC00iB, INO BBO3STHCH B V.

JIKapCHKUX 3aco6iB Ha TepUTOPii YKpainu, 3aTBEPIPKEHOro HakasoM MiHicTeperra
OXOPOHH 310poB’st Ykpainu Big 22.11.20] 1 Ne 809 (3i 3MiHamu), 3apPEECTPOB4HOrO
MinicTepersoM rocTuIi] Yxpainu 30.01.2012 3a No 126/20439, Iopsiaky xorTposmo
SIKOCTI JIIKapChKUX 3aC06iR IiJ] 4ac OnToBoi Ta PO3apiGHOI Topripmi, 3aTBEPDKEHOT0
Hakasom MiHicrepcTsa OXOPOHH 3710pOB'S VkpaiHm Bix 29.09.2014 Ne (677,
3apeecTposaroro MiHicTepersom rocTunii Ykpainm 26.11.2014 3a Ne 1515/24292,
IpaBun  yrunizanii ta SHHUINEHHS JTIKApCHKHX 3aC00IB, 3aTBEpIKEHHX Hak OM
MinicrepcTsa OXOPOHH 3110poB’st Vkpainu six 24.04.2015 Ne 242, 3apeectpognmx
MiHicrepetBoM rocTmii Ykpainn 18.05.2015 3a No 550/26995, ta ma mindrasi
Hanxo/keHHs indopmanii Bix TOB «COHA-DAPMEKCIM» (mucT Bix 25.04.3023
Ne 55) wono Busisnenus » 00Iry Jlikapcekoro 3aco0y «Vessel Due F 250 LSU kapqulki
miekkie, 50 kapsulek miekkichy, BUPOOHHIITBA «Alfasigma S.p.A, Wlochyp, 3

MapKyBaHHSM IHO3EMHOIO MOBOIO, 1110 0OILi}HO He BBO3ZUBCS Ha TEpUTOpIO YKpafiHu,

HALXOKEHHA Ta yMOBM 3Gepiranms 3a3HAYCHOI0 Npenapaty HeBinoMi, Bu3HARTH
SIKICTB Ta 6e3meunicry — HEMOXIIIBO, Taka IPOAYKLiA € HeGe3mneqroo Ta MOXe HYCTU
NMOTEHLIAHY 3arpo3y }UTTIO Ta 37I0POB’I0 HaceIeHHs:

M2 [(ep»mixcnymﬁa
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3ABOPOHSIIO pearisariro, 30epiranus Ta 3aCTOCYBaHHS Jtikapchkord 3acoby
«Vessel Due F 250 LSU kapsulki miekkie, 50 kapsulek miekkichy, BHPOOMHUTBa
«Alfasigma 8. p-A, Wlochyy, 3 MAPKYBAHHAM iHO3eMHOI0 M0G0,

Cy6’extam rocrnogapeskof HisSBHOCTI, s1Ki 3HCHIOIOTE peaiisanio, 36epiramms
Ta 3acTocyBaHHs JKapChKux 3aco06is, HEBIIKIAMHO TTicys OZep>XaHHA [maHOTrO
PO3NOPsUDKEHHS IepeBipuTy HasBHICTh BKa3aHOro JKapchbKOro 3aco0y, BXHTH paxozn
WOKO BWIyYeHHs ioro 1 00iry mmsxom SHHIIEHHS, Tpo o HoBijomMuTH
TePUTOPIANBHHI opran Hepxnixenyx6u. v pasi 3HumEenHs BiZX0xiB npenapaty y
ABOTHXKHEBMI CTPOK HanpasuTy A0 TEPHTOPIaNBHOrO oprany Jlepsxikcmyx6uliomiro
aKTa PO 3HUINEHHS Bixxomig JiKapchKoro 3aco0y.

Kontpons 3a BHKOHAHHSM JaHOro PO3NOps/DKeHHS 3aiitcHIOOTE TepuTofiantsHi
Opranu [epyikenyx6u pa BIZMTOBI 1Hi it TEPHUTOPIT,

Hesukonanus naworo POSIIOPS/DKEHHS TsirHe 3a coBoo BinoBinanbuicTs
3TIAHO 3 YUHHUM 3aKOHONaBCTBOM Vkpaimy,

Hane PO3NOpsdoenns we nowupioemoea Ha cepii NKapewvro20 3aco ), WO
HAdiuU 3 memoro 3abesnevenns nacenenns mg 3aKnadie oxoponu 300p08’s & sfcocmi
eymanimaproi  donomozu, CYNpoeodaicyiomucs  6idnoeidnumy niomeepoxcyruumy
OoKymenmamu ma cepmugixamom sxocmi 6upobruKa, ma ne nionszaioms nodajivuiz
peanizayij.

Konii ganoro PO3MOpsi/uKeHHs HanpaBieno:
Minicrepcrso OXOPOHH 3110pOB’s VkpaiHu;
AIT " TepxaBumuii CKCIIEPTHHIA 1IeHTp Miricrepcrra OXOpOHU 3110poB’°st Vkpaiuul.

I'osioBa Poman ICAGHhCO

Onena [esyenko, Te).422-55-76
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Hepaaikenyxou

PO3IOPSIIKEHHST

Biamosimno o Konerutynii Vipainu, crareii 15, 22, 55 3akony Vkpaiuu
«OCHOBH 3aKOHOABCTRA Ykpaiuu mpo OXOpOHY 310pOB's», cTareit 15, 17, 21 34KkoHy
Ykpainn «[Ipo mikapeeki 3acobm», ITonoxenHs mpo HepxaBHy ciyx6y Ykpajuu 3
NKapChKUX 3aco6iB Ta KOHTPOJIO 3a HApKOTHUKAMH, 3aTBEPIKEHOTO MOCTAH DBOIO
Kabinery Minicrpis Ykpainu Big 12.08.2015 Ne 647, Iopsinxy 3piiic
/ICPXABHOTO  KOHTPOJIO SKOCTI JTiKapChKuX 3aco0iB, IO BBO3STECY B Vi
3aTBEPIDKEHOro mocTanoBoro Kabinery Minictpis Vkpaiuu Bin 14.09.2005 No
[Topsnky BcTaHOBMEHHS 3a00pOHH (THEMYacoBoOl 3a00pOHM) Ta IOHOBJIEHHS
MKapchKUX 3acobiB Ha TepUTOpii YKpaiHu, 3aTBEPIKEHOr0 HakazoM MiHicTe
OXOPOHH 3710poB’st Vkpainu Big 22.11.2011 Ne 809 (31 3miHamu), 3apeectposaioro
MiHicTtepcTBOM 10cTUIIT Yxpaiun 30.01.2012 33 No 126/20439, Topsnxy xourfomo
SIKOCTI JIIKapChKHX 3aco6iB M 9ac onToBo Ta po3/pibHoi Toprisii, 3aTBepmKefioro
Hakasom MinicTeperBa  oxopoHu 3M0poB's  Ykpainu Bim 29.09.2014 No
3apeectpoBanoro MinictepeTsoM rocTumii Ykpainn 26.11.2014 3a Ne 1515/2 92,
Ilpasun yrumizanii Ta ssumenms JTKapChKUX 3acobiB, 3aTBEP/KEHUX Hak
Minicrepersa oxoponn 3710poB’s YKpaiuu Big 24.04.2015 No 242, 3apeecTporgdHuX
MinictepersoM rocTHmii Ykpaiuu 18.05.2015 3a Ne 550/26995, ta Ha mindrasi
HaaxomkeHHs iHdopmanii Bix TOB «COHA-®APMEKCIM» (et Bix 25.04.4023
Ne 55) mono BusBienns s obiry mikapcekoro 3acoGy «Vessel Due F 600ULSR2ml
solutie injectabila, 10 fiole a 2 ml solutie injectabila», Bupo6GHuULITRA «Alfasigma S.p.A,
Italy», 3 MmapxyBanusM iHo3eMHOO MOBOIO, IO 0(ilifHO He BBO3MBCS HA TEPHTADIIO
YKpaiH#, 3 METOI0 aKTHUBHO] HPOTH/IT IOIIHPEHHIO JKapChKUX 3aco0iB, noxomxeﬁﬂﬂ,
HUIXH  HalIXOIDKEHHS Ta yMOBH 36epiraHHs 3a3HaueHOro npenapary HeBigpMi,
BU3HAYHTH SIKICTH Ta O€3MeYHICTh — HEMOXKIMBO, TaKa IPOJYKIS € He6e3r1etmor$ﬁ Ta

MOXe HeCTH ITOTeHUIMHY 3arpo3y JKUTTHO Ta 37I0POB’K0 HACEJIEHHS:

M2 [lepxnikcnyx6a
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3ABOPOHSIIO pearnizawito, 36epiranns Ta 3acTOCYBaHHS JKAapCHKOro 3a(
«Vessel Due F 600ULS/2ml solutie injectabila, 10 fiole a 2 ml solutie injectab
BupoOHuuTBa «Alfasigma S.p.A, Italy», 3 mapxyeannsm inosemmnorn mosorw.

Cy6’extam rocnonapehkol [isIbHOCTI, SKi 3AiHCHIOIOTH peaizaliio, 30epirs
Ta 3aCTOCYBaHHS JIIKAapChKUX 3aco0iB, HEBIIKIANHO IMiCis OJIEP)KaHHS Jiak

oby
lay,

HHT
[OT'0

PO3IOPSIIXKEHHS TIepeBiPUTH HASBHICTh BKA3aHOTO JIIKAPCHKOro 3aco0y, BYKATH 3aX0IH

W00 BHIYYeHHs HOro 3 oOIry INUIAXOM 3HHIIEHHS, MpO IO IOBiZOM
TepUTOpialbHUH opran Jlepikmikemyx6n. ¥V pasi sHUIIEHHS BiZXoniB Ipemapa

JBOTHIKHEBUH CTPOK HALPABUTH [0 TEPUTOPIaIBHOTO oprany epKimikemyx6u K(T’lilo

aKTa IIpO 3HHUILEHHS BIAXO/IiB JiKapchKOro 3acofy.
KoHTpoIIb 3a BUKOHAHHSM JaHOTO PO3MOPSKEHHS 3/iiCHIOIOTh TEPHTOPia.

opranu [lepskiikciryOu Ha BifoBiaHIMi TepUTOPIL.
HeBHKOHaHHS [aHOrO pPO3NOPSIKEHHS TATHE 3a COGOI0 BiAMOBiAANBHICTD

3TIAHO 3 YMHHUM 3aKOHOJaBCTBOM YKpaiHH.

Hane posnopsooicenns He nouwupoemvcs Ha cepii aikapcokozo 3acoby,
HAO WY 3 MeMOI0 3a0e3nedents HaceNeHHA ma 3aKaadié OXOPOHU 300P08 ' 6 K
2YManimapHoi  0onomoz2u, CynposoONCYIOMbCa BIONOGIOHUMU  NiOINEEPOACYIO
OOKyMeHmamu ma cepmuhikamom Akocmi 8UpoOHUKA, Ma He NidNA2aIoMb NOOANE
peanizayii.

Koril [faHOro po3nops/KEHHs HaITPaBIICHO:
MIiHiCTepcTBO OXOPOHU 310pOB’S Y KpaiHu;
JIIT " ]JlepxxaBuuii excriepTHUiA eHTp MiHiCTEpCTBA OXOPOHHU 3/10pOB’1 YKpaiHu".

T'os10Ba | Poman ICAEH]

Onena IlleBuenko, Ten.422-55-76
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