JEPXKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

mpocnekt Banepis JlobanoBcskoro, 51, M. Kuis, 03110, Tex/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NpPo AKICTh BBE3€HOr0 B YKPAiHy JiKaApPCHKOTro0 3ac00y

04.08.2023 Ne 37622/23/10

GOEHICTNJI I'EJIb

(HafiMeHyBaHHS JIikapcbKOTO 3aco0y 3riHO 3 peecTpauiifHuM IOCBiqYeHHIM)
reab 0,1 %; mo 30 r y Ty6i; mo 1 Ty6i y kapToHHii Kopooui

(dopma BunycKy, HO3yBaHHS, BUJ IAKYBaHHS JTiKapChKOro 3acoly)
Howmep peectpaniiinoro nocsinenns UA/0894/01/01 crpox nii peectpaniiinoro nocsizuenns 01.01.2099
Cepis nmikapcekoro 3aco6y Ne 6B7F KinbkicTh BBe3eHOTO Jikapchkoro 3acoby 12240

BupoGuuk I'CK Koncrsromep Xenckep CAPJI, Lseiinapis

(naiiMeHyBaHHI BHPOGHUKA JIIKAPCHKOTO 3ac00y, KpaiHa OXOKEHH)

BBeseno B Ykpainy Mignpuemcrso 3 100% inozemunmu iHBecTuiaMA y dopmi
TOBApHUCTBA 3 00MeskeH010 BianoBinanbHicTIo "T'iakcoCmiTKiaiin
Xeqackep IOxpeiin T.O.B. ", inenr. xon: 24588162

(naiiMenyBanus Ta xox 3a €JIPTIOY ropumirdnoi ocobu abo mpi3suine, im's, Mo 6aTbKoBi (ismaHOT
0co6H - mimnpremMus, il Miclie IPOXKUBAHHA Ta PEECTPALIHHUIE HOMep 0OIIKOBOI KAPTKH IUIATHHKA
HIOJaTKiB a60 cepis Ta HOMep [acuopTa)

IIporokon Bisyansuore xontpouio sig 02.08.2023 Ne 2372/1.

3a pesympTaTaMH AEPKABHOTO KOHTPOJIO BCTAHOBJIEHO, WIO JHKAPCHKUE 3aci0 BBe3eHO B YKpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA LIOJ0 3a6e3MeYeHHs AKOCTi TiKapChKUX 3aco0iB.

W Ipmra ITAJIAMAP

(nianuc) (imindamu Ta npispame)




Bupano (kum):

I'CK Koncrromep Xenckep CAPJI

e —r /morotun/ «['CK»

1260 HIOH

INBEUIIAPIA
Harta ceprudikara Howmep ceptudikara
29 gepsra 2023 1000443120
Cropinka 132

Hazpa: OEHICTUIITEJIb, 0.1% no 30 r ,Ykpaina

Homep: 510050

Jlixapcbka opma:  T'ems Po3mip/Tun ynmakoBku: 1o 30 ry Ty6i Nel

AKTHBHICTD: 1 r MicTuTh 1 MI AUMETUHICHY MayieaTy

UA/0894/01/01
511514-102649277

Homep peecTpaniiinoro nocsixuenns:
JlineH3iss Ha BHPOGHUIITBO:

3asBa npo ceprudikaniio:

IIpoxyxTt BHpOOIEHO KOMIIAHIEIO

I'CK Koncsromep Xenckep CAPJL, Pyt ne Jletpa, 1260 Hion, IlIsetiapis.

Ionepenus nassa BupoOHN4oi ALtsHKH Hion no motoro 2021 p. I'CK Koncriomep Xenckep C.A.
Howmep ceprudixary GMP: GMP-CH-1002637

ITum 3acBimdyro, M0 BKa3aHa BUILE 1HGOPMAIIiS € JOCTOBIPHOIO Ta TOYHOIO.

ITum s 3acBiqUyI0, 110 HABEACHA BHIIE iH(OPMAILisl € JOCTOBIPHOIO Ta TOUHOIO. 1{f0 cepito mpoxykuii 6yino BUpobieHo
BKJIIOYAIOYH MAKyBaHHS/MapKyBaHHA Ta IIPOBENCHO KOHTPOINb il AKOCTI Ha BUINE3a3HA4eHIH AUIBHUII Y ITOBHIH
BiamoBigHOCTI 3 BuMoraMu GMP, BCTaHOBIEHHMM MICHEBHM PETYJTOPHHAM OPIaHOM, a TaKOX BIANOBIIHO IO
crerudikaiii, mo MiCTATECA y peecTpanifiHoMy T0Cke KpaiHH-iMmopTepa. [IpoTokonu BHpOOHUIITBA, TaKyBaHHS Ta
aHai3iB OyJo MeperIIHyTO Ta BCTAaHOBIEHO BiAmoBigHicTe GMP.

Js HepyTHHHHX BHIpOOYBaHb — pe3yJbTaTH BHUIPOOYBaHB He BKa3yIOThCA B cepTH(IKaTi cepii, AKIIO cepis He
miurirae BUNpoOYBaHHIO, pe3yJibTaTH BUIPOOYBaHb BKAa3YIOThCA B cepTH(ikaTi cepii mumme mid THX cepiif, gki
npoxoxars BunpoOyeaHHsA. Y Ceprudikati cepii BKa3ylOTbCsS pe3yJbTaTH BUIPOOYBaHb, SKi BHKOHYBAJIHCS
BUPOOHHKOM I peli3y cepii.

Cremmdikanis: 32p51-EN-35813v2

Cepin Ne: 6B7F
Jara supobuunrsa: 15 tpasas 2023

Tepmin npuaaTHocTi: kBiTeHb 2025

Kpaina-immoprep:

Vkpaina
Omuc Brumorn cnenudikanii Pe3yabTaTn
30BHIIIHIM BUTIIS OnHOpigHMIA Telb BiJ TIPO30POro JI0 Bignosinae
3]I€TKa ONaJECIIEHTHOTO
Komip BeszbappHuii Binnosigae
pH 6,3-6,7
B’a3kicTh 5500- 9900 mITa.c
Inentudikanis: IUMETUHJIEHY MaJleaT ITo3utHBHA
(BEPX)
InenTndikanis: TMMETHHICHY MajieaT ITozuTHBHA
(TIIX)
InenTudikais : 66H3aIKOHIO [TozuTHBHA
xnopu( BEPX)
2-eTinmipiaiH <=02%
DMT - 121 <=02%




Bupano (kum):

g}?};g}ﬁgﬁl\;ep ReeRp Cabll /moroturn/ «I'CK»
1260 HIOH
INBEUIIAPIA
Jarta ceprudikata Howmep ceprudikata
29 uepBHs 2023 1000443120
Cropinka 232
DMT - 122 <=02% <0.1
Jumerunneny izomep 1 <=1.0% 0.4
JumernHzaeHy izomep 2 <=2.0% 0.8
Cyma muMeTuHzeHy i30MepiB <=3.0% 1.2
Inon Hecrienmdivni npoxykTu Aerpaganii, | <=0.2 % <0.1
KOXKEH
Cyma npozykriB merpaaamii <=3.0% 1.2
KinbkicHe BU3HAYCHHS AUMETHHICHY 07, < .. . 98.8
maear (BEPX) 95.0-105.0% Big 3asgBIEHOI KIILKOCTI
f;ﬁ;ﬁ;?;g;;’;aqwm OEIANEOHIIG 90.0-110.0% Bix 3asBIEHOT KiTBKOCTI 281
Pimenus Bunymeno
KinpKicTh BUNYIIEHHX OOHHHIH 12 440

VnoBHOBaXkeHa 0¢00a i3 3a0e3eueH s IKOCTI.

CxBaneHHs HaJ]aHO 13 3aCTOCYBaHHIM €JIEKTPOHHOTO MiAIKCY.
IM’st 0co0OM, KA HaJaa CXBAJICHHS, 3a3HAYEHO HIDKYE,

Cenin Miwens Jlinian Mapren, 29 gepBas 2023 p. 13:51:22
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