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Kepisaukam ta YopHoBaxkeHum ocodam
anTeYHHX Ta MeIMYHHUX 3aKIaAiB
Kiposorpaacnkoi obaacri

Jo yBarn YnoBHoBaxeHux ocio!

Hanaemo posnopsimwkenns JlepxaBHoi cy0n YKpaiHu 3 nikapchKuX 3aco0iB Ta KOHTPOIIO
3a HAPKOTHKaMH 11010 3a00poHu 00iry Jikapcbkoro 3acooy.

3a HAsBHOCTI, BKA3aHMX Y pO3NOPSAKCHHI JIKApCBKUX 3aco0iB, moBimomurtu JlepikaBHy
ciy)0y 3 JiKapChKUX 3ac00iB Ta KOHTPOMIO 3a HapkoTukamu y Kiposorpamcekiii obmacti mpo
BXKUTI 3aXO0/IH II{OJI0 BUKOHAHHS PO3TIOPAIKEHHS.

Inhopmaniro HajaBaTy HA NANEPOBUX HOCIAX HOLITOK, 32 aapecor: ey Ipeobparcencoka, 2,
M. Kponuenuyoxuii, 25006, 3 nonatxamu:
a) IpY BMIIIEHHI B KAPAHTUH JOAAETHCS KOIis MPUOYTKOBOI HaKJIaJHOL;
©) npy NOBEPHEHHI [O0CTAYAbHUKY J0AI0THCSA: KOs MPUOYTKOBOI HAKJIALHOT;
KOIisl HAKJIQJHOT Ha TTIOBEPHEHHS.

B) Y BUNAJKY Ilepejayl BIIXOJIB JIKAPChKOro 3aco0y Ha yTuiizaiiw abo 3HUIEHHS,
Y ABOTHIKHEBUHN CTPOK MoiHdopmyBatu JlepxaBHy ciayxO0y 3 JIKapchbKHX 3ac00iB Ta KOHTPOIIO 3a
HapkoTukamu y KipoBorpazacekiit obnacti Ta Hagati Komixo npuOyTKOBOI HAK/IaJHO.

Ilpn macTynmuux mocTaBKax JIKapChbKHX 3ac00iB, BKa3aHHX Yy PO3MOPSMKCHHAX, CYO €KT
rOCTIOJAPIOBAHHSA TTOBHHEH BXXHTH 3axOAIB 1I0AO 3amnobiraHHs npuadaHHs, peanizamii Ta
3aCTOCYBaHHS JIIKAPCHKUX 3ac001B, 3a3HAYCHUX Y PO3MOPSLIKCHHAX.

Y BUNAAKY BiICYTHOCTI JiKapChKUX 3ac001B, BKa3aHHX Y PO3MOPSDKCHHAX YH JIMCTAX
Heprxnikcnyx0Ou, BiANOBIiAI B NHCHEMOBOMY BUTISII HAJABATH HE MOTPiOHO.

OnHOYacHO Haraayemo, IO 3 PO3NOPS/DKEHHSMH Ta JMCTaMH JIepkIikciyxOu MoxHa
o3Haiiomutucs Ha odiuiiHoMy BeOcaiiTi [lepikaBHOI ciyx0Ou YKpainu 3 JiKapChbKuX 3aco0iB Ta
KOHTpoJt0 3a HapkoTukamu  (https://www.dls.gov.ua/) B  posmimi  POS3IIOPSDKEHHS
JEPXIIKCITYXBU.

Hoparku:
1. Komnia posnopamxenHs [lep>xaBHoi ciyx6u Ykpainu 3 JikapcbKuX 3ac00iB Ta KOHTPOIIO 32
HapkoTtukamiu Biz 06.08.2026 Ne 357-001.001/002.0/17-26 na 1 apxk.:
2. Komnis posnopspkenns Jlep:xaBHoi ciyx0u Ykpainu 3 ikapcbkux 3aco6iB Ta KOHTPOJIIO 32
napkotukami Bia 06.08.2026 Ne 358-001.001/002.0/17-26 na 1 apk..

HavajnbHHK ciayx0u ‘ Jlistist IAH®IJIOBA

Aot Hepasra caywGa 3 AiKapehkuX 3acobiB Ta KONTPOIO 3a
7% papkotikamu y Kipoporpasacrxiii odaacri
0356-01.1/02.0/05.12-26 sz 10.08.2026
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KepiBaukam cy0’exTiB
rocnogapoBanns, ski 3aiMaThCH
Peanizanicro, 30epirannsm i
3aCTOCYBAHHAM JKAPCLKHUX 32c06iR

Kepisnuxam TEePpUTOPpIaILHIX
opraHin Hepxnikeayxon

PO3NOPSIKEHHS

Bignosinno no Koncrutywii Ykpainu, crateii 15, 22, 55 3axkoHy Vkpainu
«OcHoBH 3aK0HOABCTRY Ykpainu npo oxopOHy 3N0POB'st», crateit 15, 17, 2] 3akony
Ykpainu «IIpo JHKapchKi 3acoGmy, Honoxenus mnpo Hepxagny CIIy)0y Ykpaiuu
3 JIIKApCBKUX 3ac06iB Ta KOHTpOIIO 33 HapKoTHKamu, 3aTBEP/PKEHOT'O MOCTAHOBOKO
Kabinery Miwnicrpis Ykpainm Bix 12.08.2015 Ne 647, Tlopsaxy zmificHenus
ACPXKABHOTO KOHTPOIIO SKOCTI MKapChKMUX 3ac06iB, o BBO3ATECS B YKpaiHy,
3aTBEPIKEHOI0 TOCTAHOBOIO Ka6inery Minictpis Vkpainu sig 14.09.2005 Ne 902,
IyHKTy 3.2.3 Tlopsaaky BCTAHOBICHHS  3a00poHM  (TMMYacoBoj 3a00poHN)
Ta IIOHOB/IEHHs OBiry JiKapchKUX 3acoBiB Ha TE€pUTOPii YkpaiHu, 3aTBEPKEHOr0
Hakasom MiHicTepcrra OXOPOHH 370pOB’ss Vkpainu Big 22.1 1.2011 Ne 809
(31 3miHamm), 3apeecTposanoro MinicTepersom tocTuLii  Ykpainn 30.01.2012
3a Ne 126/20439, Hopsaxy xouTpomo sxocrti TKapChKUX 3acobip il Yac onrosoi
Ta po3/piOHOT TopriBi, 3aTBEPIIKEHOI0 HAKAa30M Minicrepctra OXOPOHH 3I0pOB'st
Ykpainu Bix 29.09.2014 No 677, 3apeectposanoro MinicteperBom 1ocTumnii Yxpainu
26.11.2014 3a Ne 151 5/26292, Mpasun yrunizanii ta SHUIIEHHS JIIKAPCHKUX 3ac00iB,
3aTBEPJDKEHUX HAKa30M Minicrepcrra OXOPOHH 31I0pOB’st YKpainu Bin 24.04.2015
Ne 242, 3apeectpoBannx MinicteperBom  roctumii Ykpainu Bix 18.05.2015
32 Ne 550/26995, Ha miJIcTaBi HAaAXOIDKCHHS  Mi>KHapOIHOro MIOBIJJOMJTEHHS
BIl  PeryasTopHoro oprany Hoppamii  Ne JOI1/22/01 oo BB »
HEBIATIOBI THOCT] BUMOI'aM  HOPMaTHBHHX AOKYMEHTIB 32  rioKepSHkaL0® ™

KOHTPOJIIO 3a

«KiibKicHe Bu3Hauenns BMiCTY Bitaminy Cy cepii 6AAA T KAPOERBFOM Y
KlpOBorpazlcnglPI
M2 i 6 o0macTi
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3ac00y ORAMIN-F SOFT CAP, m'sxi KEJATUHOBI Kancyu, 30 Karcyn y kopo6ui,

BUPOOHHMITBA Daewon Healthcare Ltd, Pecry6irika Kopes, mo 0(illi}iHO He BRO3MBCy
Ha Teputopiro Ykpaiuu.

HaceleHHs:

3ABOPOHSIO peatizauiio, 36epiramns Ta 3aCTOCYBaHHS cepii 6AAA
JKapCLKOro 3aco0y ORAMIN-F SOFT CAP, m'ski EJIATHHOBI Kancy.n,
30 xancya y Kopobui, BHpoGHUITBa Daewon Healthcare Ltd, Pecny6uika
Kopes, uio odiliifHo He BBO3HBCA Ha TepuTOpio Ykpainn.

Cy6’extam ToCHonaproBanns, siki  3xilCHIOIOTE Peanizaniio, 36epiranns
Ta 3acTocyBaHHs nikapcekux 3aco0iB, HEBIJIKIIANHO, micis OZEPXaHHS NaHOro
PO3TIopsimkeHHs, nepesipuTH HasBHicTS BKazaHol cepil Jikapcskoro 3aco0y, BKUTH
3aXOMM WONO BHIyYeHHS 1T 3 o0iry musxom TIOBEPHEHHS  NOCTaYaNbHIKY

IIPO 3HUILEHHS Bifgxomis JiKapCchKOTo 3aco0y.

KonTtposns 3a Bukonanmsy AGHOTO PO3NOPSIKEHHS 311 HCHIOIOTE TEePUTOpPialIbHI
opranu Iepxitikenyx6u Ha BIAIOBITHi i TEPUTOPIT,

HeBukonanng AIQHOTO DO3NOPSIKEHHS TArHe 34 co6o10 BiAMOBIgaNBHICTE
3TiJTHO 3 YHHHUM 3aKOHO/AAaBCTBOM Yxpaingn.

Kormii ganoro PO3NOPAIDKEHHS Hanpapien;:
MiHicTepcTro OXOPOHH 3110pOB's Ykpainu;

Al «Jlepxasuuit CKCIIEPTHUH  1eHTp Minicrepcraa OXOPOHH 3H0pOB'S
Ykpainmy. v

TosoBa niksinauiiinot komicii "g\ { Tapac IPOHIB

Onena BA30OBCBHKA, Ten.(044) 422-55-76 (127)
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No Ha Ne BiX
KepiBHukam cyd’exTiB
rocnojapoBaHHs, AKi 3aiiMalTLCH
peaJiizaniero, 30epiraHHsAM i
32CTOCYBAHHAM JIKapCbKHX
3aco0iB
KepiBHukam TepuTOpiaJIbLHUX

opranis lep:mikciayx0n

PO3MOPSIUKEHHS

Bimnosinuo mo Koncrutynii Vkpainum, crareit 15, 22, 55 3akoHy YkpaiHu
«OcHoBM 3aKoHOIaBCTBa YKPAiHU PO OXOPOHY 310pOB'si», cTatel 15, 17, 21 3akony
VYkpainu «IIpo sikapebki 3acobu», ITonoxenns npo JlepxasHy cmyxOy YKpainu 3
NiKapChKUX 3aco0iB Ta KOHTPOMIO 33 HAPKOTHKaMH, 3aTBEPIKEHOTO INOCTAHOBOO
KaGinery Minictpie Vkpainm Bix 12.08.2015 Ne 647, Ilopsaaky 3A1ACHEHHS
[EpKABHOTO KOHTPOJIO SKOCTi NKapChKMX 3aco0iB, IO BBO3ATECH B Ykpainy,
3aTBepIKeHoro nocranosoto Kabinery MinicTpis Ykpainu Bif 14.09.2005 Ne 902,
1. 3.2.2 TopsiaKy BCTaHOBICHHS 3a00pOHM (TUMYACOBOL 3a00pOHM) Ta NOHOBJIEHHS
06iry miKapchKHX 3aco0iB Ha Tepuropil VYKpaiHH, 3aTBEPDKEHOrO HakasoM
MigicTepcTBa 0XopoHH 370poB'st Ykpainu Big 22.11.2011 Ne 809 (31 3miHaM#),
3apeecTpopatoro MiHicTepcTBOM I0CTHIIT YKpaiHu Bim 30.01.2012 3a Ne 126/20439,
[IpaBun yTuiisanii Ta 3HMINGHHS JiKapChKUX 3ac00iB, 3aTBEPIDKEHMX HAKasOM
MinicTepcTBa OXOpOHM 3H0poB's Ykpainu Bin 24.04.2015 3a Ne 242,
sapeectpoBanoro MinictepersoM roctuilii Ykpainy Big 18.05.2015 3a No 550/26995,
[lopsiAKy KOHTPOIIO SKOCTI JikapchKuX 3aco0iB MiJ 4ac ONTOBOI Ta po3apibHOL
TOpriBii, 3aTBEpPIPKEHOTO Haka3oM MiHICTEpPCTBA OXOPOHH 300pOB’s  YKpaiHU
Bix 29.09.2014 Ne 677, sapeectpoBaHoro MiHicTepcTBOM IOCTHUIl YKpaiHK
Bi26.11.2014 Ne 1515/26, Ha nificTaBi HAAXOMKEHHSA MiXKHApPO/IHOTO [OB1AOMIIEHH
Bill perynsTopHOro opraHy MeKkcHKH Ne 33/2026 mono BuUsABIEHHS B 00iry
darbCH(iKOBAHMX JIKAPCHKHX 3aCOBIB, 3 METOK AKTHBHOI MPOTHIIT MOMMPEHHIO
NiKapCHKHUX 3ac0o0iB, NUIAXM HAIXO/DKEHHS Ta yMOBH 30epiraHHs SKAX HEBiZIOMI,
BHU3HAYUTH SKICTh Ta OE3MEYHICTh SKUX HEMOXIIHMBO, 3 OIJIANY;Ha T, 110, TaKa, .

PO/YKIIif € HeGE3METHOIO Ta MOXKE HECTH 3arPO3y XKHTTIO Ta 3[0POB IOHSCEICHEts Ta
KOHTPOJIIO 3a

M2 [epwnikcnyxba HapKOTHKaMH Y
58-001.001/002.0/17-26 Bip 06.08.2026 KipoBorpazcekiii
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Economic And Technological Development Zone, China-222 000 Lianyungang,
Jiangsu):
3ABOPOHAIO:
1. BukopucTanns y BHpOOHHITEBI rOTOBHX JIikapcbKHX 3a¢00iB, peaizamniio
Ta 30epirannsi BCiX cepili akTHBHMX (apManeBTHYHHMX iHrpemicHTIB
(cy6crannii) (zani — A®I) gikapcskux 3aco6iB, BUPOOHHITBA BHPOGHHITBA
LIANYUNGANG GUIKE PHARMACEUTICAL CO. LTD., Kuraii:
- CISATRACURIUM BESILATE,
- ENTECAVIR MONOHYDRATE (Intermediate).
2. Peaunizamito, 30epiraHHsi Ta 3aCTOCYBaHHsI BeCiX cepiil JiKapcbKHX
3ac00iB, sKi BHpoOJeni 3 A®I, 3a3uauenux y nyukri 1.
Cyb'exmam 2ocnodaprosanns, aKi 30iUCHI0IOMb 8UPOOHUYMEO ma/abo imnopm
20MoBUX JNIIKApCbKUX 3acobie , suzcomoenenux 3 A®I 3aznauenux y nyHkmi 1,
6 mepmin 00 17.08.2026 nadamu 0o Jepacnixenyocou (Ha enexmponiy aopecy

HoMepig cepili 20mo8uUX NIKAPCLKUX 3ac00is.

Cy6’extam rocmojaproBaHHs, fAKi 3IiHCHIOIOTH peaiisaliro, 30epiraHHs Ta
3aCTOCYBaHHS JIIKapChbKHX 3aco0iB, HEBIOKIANHO, INCIAS ONEPKAHHA JAHOTO
PO3NOPAIKECHHS, TICPEBIPUTU HAsABHICTh JIKapCHKHX 3aC00iB, BXUTH 3aXOM LIOZ0
BUIIyYeHHs iX 3 00Iry ULUIAXOM IIOBEPHEHHS IIOCTadallbHUKY/BUPOOHHKY abo
3HHUIICHHs, PO IO IOBIAOMHTH TEpUTOpianbHMA opran [lepxkiikciyx6u. Y pasi
3HMINEHHS BIIXOZAIB TMpenapaTiB B  JBOTIKHEBHH CTPOK HampaBUTH 0
TepuTOpiaNbHOro oprany JlepXIriKcaykOH KOMiio akTa PO 3HMINEHHS BiIXOMIB
JKapChKOTO 3ac00y.

KonTpors 3a BUKOHAHHSAM JAHOTO PO3NOPS/KEHHS 30IMCHIOIOTH TEPUTOpPiallbHi
opranu JlepxiikciryxOu Ha BIAMOBIIHI#M TepUTOPIT.

HEBUKOHAHHS JaHOTO PO3MOPSDKEHHS TATHE 3a COOON0 BiANOBiNANIBHICT
3TiJJHO 3 YMHHUM 3aKOHO/IaBCTBOM Y KpaiHH.

Komii janoro po3nopskeHHs HallpaBJIeHi:

MiHICTEPCTBO OXOPOHH 3[I0POB'st YKpaiHy; |

AT «/lepxaBHUIT €KCIIEPTHUM LEHTP Mi}{iCTepCTBa OXOpPOHU 3JI0pPOB'S
Ykpaian»;

TIosioBa jgikBiganinnoi komicii i Tapac ITIPOHIB

Osetia BA3OBCBKA, Ten.(044) 422-55-76 (127) _—"



