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Kaneon KX Cap.g,
Py e Jlerpa 2,
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Hata cepruchixaTa Homep ceprudi

21 xopTHA 2024 1000464660

Cropinka 132

Omue marepiamny: CHHEKO/I, cupom, 1,5 mrfun o 200 M1, Yxpaina
Honrep aartepiany: 519885

JHixapeska Qopara: Cupon Poapiip/ron yuakonkm: o 200 mn ¥y thmakomni Ne 1
AKTHBIICTE: 1 mat micTuts 1,5 mr Gyrasipary LHTpAaTy

Hontep pecerpauiiinoro noceimuemmms: UA/5260/01/01

Jlinensis na snpofuuntso: 511514-102709955

3agsa npo ceprudikanio:

Ipoayxr BupoGneno xommanicro

Xaneou KX C.a.p.n., Pyr ne Jlerpa, 1260 Hion, Iineituapis.

Ionepenns naspa eupoGuuuol ginsmxy Hion Ao cepuen 2023 p. TCK Konchromep Xenckep CAPJ
Homep ceprudixary GMP: GMP-CH-1005266

Ll 3aceinuyro, mo Bkasana BHIe ingropmalis e mocToBipHOW T2 TOUHOI.

Uum a1 saceimiyo, mo nasegena Bame iadopmanis e NocTOBipHOIO Ta TowRow. L0 cepile npoayxuii Gyno
BHpofneHo BrmouaoTn NAKYBAHHA/MAPKYRAHHA ‘13 MPOBEHEHO KOHTPORS i AKoCTi Ha BHINe3asHAYCHIH AiNbHMI ¥y
NOBHIHA BiNMORITHOCTI 3 BiUMOTAMI GMP, BCTaHOBNEHNMY Micuenum PETYIATOPHMIM OPTaHOM, a TAKOXK BiANOBIAHO
Ao cneudixanii, wo mictarses y peecrpatifinomy nocse Kkpaiku-imnoprepa. [poroxonn supoGuumrea, HAKyBaHHA
Ta aHanisis 6yN0 NEPErnAnyTO TA BCTAHOBIEHD BignoBeiguicTs GMP,

HAns nepyrununx sunpoGysans — Pe3yNbTaTH BHNPODYBANE HE BKAIYIOTECH B ceprulpiari cepii, axmo cepin He
nianarae BHNpoSyrantio, Pe3yAsTATH BHNPOOYRAHE 3 IBNATLET B cepruiikari muA HacTymHOL cepif, woao Akot
Oyne nposesewo BumpoGysamms. Cepradixar cepii mictmTs pesynsiaTi Bunpobysans mo Gymn nponemesi
BHPOGHTH0IO AL RHOeIo 1 BHITYCKY cepii.

Hoxymenr cnemnixaniit: 32p51-EN-38822v2

ITaprin Ne KE4D Tepnin npugaTHoCTI: Bepecens 2027 p.
Hara supoGuinrea: 01 »wonrux 2024

Kpaina-inmmoprep:

Yxpaiua
Onise Busorn crempdrircanii PeayawraTn

3oBHimRii BUrLIL ITposopuit posuna Binnonigae
Konip Gesbapruuii Bianorinae

H 3,9-4,1 3,9
BigHocua winsuicrs 1,15-1,17 1,16
Lnesrrndikanin: Gyramipary nurpar TTosvruBha Bixnosinae
(BEPX)
Irerrudixauin: 6yramipary wurtpar (Y. | Bignoeimae cTaHAapry YO criextpa
CPh ¢ An)
InenTudixanis: 6ensoiina kucnora TlosurneHa
(BEPX)
Crnetmdiuni nponyxru aerpagauit:
2-(herinbyTHpoa KicIoTa < = 3,0% (Monn/mons)
BTC-161 <= 1,0% (Mons/moins)
BTC-162 <= 0,8% (mome/mons)
Hesinomi nponyieru POSKNAAY, KOXKEH <=0,2% (Monp/Mons)
Cyma uponyxTie posxnany <=35,0% (Mome/Mons)
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Bupgano (kup):

Kaneou KX C.ap.,
Py ne Jlerpa 2,
[260 HIOH
IIBEHIIAPIA _ __
P T IR AT A Copito, b s
Hata ceprudirara Homep cepradikara
21 xoprus 2024 1000464660
Cropinxa 2 3 2
Byramipary unrpar (BEPX) 95,0-105,0 % pix sasenenol KmKooT 97.3
Benzoiina kucmora (BEPX) 90,0-110,0 % nix sagsruenoi KinmnxocTi 97,0
3aransna KinBKicTs aepoBHIx He Ginbiue 10 2 KYOhun Biamosizae
MiKkpoOpragizMis
3araneya kinsxicTs Apixcaxie Ta He 6impme 10 ' KYOhun Bignorinac
MCHABMX TpHOGiB
Escherichia coli Bincyrricrs B 1 Myt Bianosigac
PiltieHHs mono sukopucTannsg Bunyweno
KimbxicTs Bumymenux ommmns 21 180

YHoBHOBAXEHA 0c06a i3 3abesmeye s AKooTi.

3aTRepixenHs saBesnegyernen CJICKTPOHHHUM MigrcoM.
IM"st ocobu, stxa saTeepara AOKYMCHT, 3a3HaUEHO HIDKYeE,

Hapis Benbmicyxep, 21 xopria 2024 p. 13:29:46
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JEPXKABHA CJIYIKEBA 3 JOKAPCHKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU YV KHIBCELKII OBJIACTI

npos. Ceitnignoi Hazii, 3, M.Kais, 02099, ren/daxc: (044) 363-06-50
~mail: dis.ko@dls.gov.ua, Kog €IPIIOV 37078774

BHUCHOBOK
Npo AKICTH BBe3eHOro B YKpainy JK2apCLKOTo 3ac00y
15.11.2024 Ne 58256/24/10
CHHEKOJ

(maiimenyransn nixapcskoro 3acoby srimio 3 peecrpammiinmn TIOCBIAYCHILIM)
cupom, 1,5 mr/vur; 1o 200 mur ¥ thaaxoni 3 kpakoro Ta MIpHOIO CKIISIAKOTO; 110 1 thaaxony y
KapTOHHIA Kopo6ii

(thopma simrycky, nosysanun, sua maxysants FIKaPEEKOTa 3ac06y)
Honep pecerparifinoro nocsigaenns UA/5260/01/01 cTpoK Aii peccrpauiiinoro noceiguerns 01.01.2099
Cepis nixapeskoro sacoby Ne KE4D KinbxicTs BBe3enoro mikapcrkoro 3acoby 21180

Bupo6ank Xaneon KX C.a,p.x., Hlpefinapisn

{waitmenysanis BupoBica nikapeekoero sacofy, Kpaiia noxo e}

Boescro & Vipainy TOBap_I«_IcTBO 3 0fMekeHoI0 BignosinannuicTio "XAJIEOH
YKPAIHA", igenr, xox: 24588162

(waiivenysanmn 2 xog 32 CHPIOY 1opumano) ocobi abo TIPI3BHNOLE, iM'd, o BaTekoBi
d12HYHOT ocob - mAnpsesua, i mice TIPOAHBAHNA Ta peecTpaiHIi HoMep o6NikoRo!
KapTKH NIATHHKA oAarkie abo cepin ra HOMeEp nacnopra)

IIporoxos sisyansuore konrpomo iz 12.11.2024 X 3477/2.

3a pesynsraTamu ACPXABHOTO  KOHTPOJIO BCTANOBNEHO, IO nixapeekuil  3aci6 Bmezeno B Yxpainy 3
AOTPUMANHSIM sumor 3AKCHOMABCTBA LONO0 3a663MeYEHNT AKOCTI Nikaperkux 3a¢06iR,

//g- @%/ Bixtop CTEGKIBC KM

-‘é'L—(m.chﬁ_‘ (irtuiany Ta npizeiuce)




Bispanio (krn):

Xaneott KX C.a.p.a,
Pyt ne Jlerpa 2,
1260 HIOH
IBEMLIAPIS

Qe MaTepiaiy:
Hoxrep sarepiany:
Hazgea npoayxry;
Jlikapcrxa dopma: Crpon

319885

Timlly %

;CepTiihixai Ha cepiro =i

G g e K

Hara ceprudirara

10 mororo 2025

Cropinka 132

Homep ceprudikara

1000469696

CHHEKOX, cupomn, 1,5 mr/mn no 200 My, Vipaima

CHUHEKOJ, cupor, 1,5 mr/amit mo 200 ma

Pozarip/Tin ymaxosmi:no 200 mn y diraxoni No |

AKTHBHICTb?
Homep peectpaniiinoro nocingyernms:
Jlinenzin ma supobuuTRO;

3asnpa npo ceprudixanin:

lponykr BipoGcHo KoMIAHIEID

I sx MicTuTs 1,5 MU SyTamiparty umrpary

UA/5260/01/01
511514-102709955

Xaneon KX C.a.p.r., Pyr ae Jletpa, 1260 Hion, lWpeitnapis.
Ionepeans Hazsa Bupobumyol Ainsukyu Hion o cepnus 2023 p. TCK Koneslomep Xencrep CAPJ
Howmep ceprudixary GMP: GMP-CH-1005266

U saceiguyio, mo Bkasana BHme iHGOpPMAalia € HOCTOBIPHOIO T4 TOYHOIO.
Hum s sacsinuylo, mo nasescHa BHINE indopMmanin € KocTomipHoo Ta TouxoO. Llio cepiro mponykuii 6yno
BHPOBACHO BRAIOMAIONH [TAKYBAHHL/MAPKYBAHNA TA NPOBEACHO KOHTPOJNL 11 Ax0CTi Ha BHUIC3a3HaueHiH Minbuuni y
NoBHiiT BignosiAnoCT! 3 BEMOramMun GMP, BCTAHOBNENMMH MiCLCBIHA PECYNATOPHHM OpraHoM, a TaKOX Bifnosiano
Ao eneundikauiif, wo micrarhen y peectpaniiinomy focse kpainu-immoprepa. [lpoTokomu BHPOOHHUITEA, LIAKYBAHHS
TA ANANI3IB OYN0 MCPEerfgHyTO T4 BCTAHORNENO BiANOBIRHicTE GMP,

Ans HepYTHHHUX BHNpPOGYBAHB — pe3ynLTaTH BANpoGYBAHL HE BKA3ylOTHCA B ceprudiikaTi cepii, axmo cepis he
nignsrac BUNpoSyBaHHIO, PEIYHBTATH BHADPOBYRAHb 3°ABIATECK B cepTHikari HACTYHHOI cepii, Moxo sxoi
Gyne nposenero BunpoGypamna. Ceprudixar cepil Micrurs pesymbrati BHIIpoOyBake W0 Gyns TpoBeAcHi

BUPOGHINOI0 NUIEHHIGIO JII BHITYCKY cepil.

Hokyment cnemmbiraniit: 32p51-EN-38822v2

ITapria Ne U97H

Hara pupobunurea:

Kpaiua-introprep:

17 ciuua 2025

Tepmin npuparnocri:

rpyaens 2027 p.

Yxpaina

Oniuc Bintory cneuwmdiranmii PesyanTaTn
3oBHIMNYIA BUTILK ITposopuii posynn Binnosinzae
Koip besbappunii Bignosixae
pH 3,9-4,1 4,0
Bigtocua mineHicTs 1,15-1,17 1,16
Inenrndikauin: Byramipaty muTpar Io3urusna Bianosigac

(BEPX)

Jwpaina 5

Inenrudyixauis: Gytamipaty nutpar (Yd-
Cd c IM)

Binnosigae crangapty Y& cnexrpa

Inentudirauis: Gensoifiza kucnora
(BEPX)

ITosutHBHA

Cremndiuni npogyxTn gerpapauii:
2-(heninGyTHPOBA KHCAQTA

< = 3,0% {(monn/Mons)

BTC-161

<= 1,0% {monn/mone)

BTC-162

<= 0,8% (Moms/Mons)




Bupano (kia):

Kaneon KX C.a.p.n,
PyT nie Jlerpa 2,
1260 HIOH
LIBENLIAPIS
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Jata ceprudirara

10 mrotoro 2025

Cropinka 232

Homep ceprudikata '

1000469696

Hesigoumi npoltykTH posknagny, KomeH <=0,2% (Mmonn/Mons) <0,1
Cyna npoayxris posknajry <=5,0% (MoIB/M0B) <0,1
Byramipary uurpar (BEPX) 95,0-105,0 % Bix 3agenexoi kinbkocTi 994
benaoiina kucnora (BEPX) 90,0-110,0 % six 3asenenol kinmLkocTi 99,0
3aranena KineKicTh aepoGHux He 6inse 10 2 KYO/mn Bignosinae
MIKDOOPIraHIi3MIB

3aransbHa KiBKIiCTh ApixIxkiB Ta He 6imbme 10 ' KYO/mn Bignosigae
niicHasux rpubin

Escherichia coli Bigcytricts 8 1 Ma Bignosigae
PimenHs W0A0 BHKOPHCTAEHA Bunyueno
KinpKiCTE BUOYILEHUX OJHHHIK 2] 180

YroBHORaKEHA ocoba i3 3abe3neueHns JKocTi.

3aTRepMAKEHHA 326E3NICUYEThCA SNEKTPOHHMM 1T ITHCOM.
Ist"st ocoby, sKa 3aTREPAMIA JOKYMEHT, 3a3HAMEHO HIDKYE.

Bpyno AGpian, 10 motoro 2025 p. 15:02:22
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JEPKABHA CJIIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCHKII OBJACTI

upos. Ceitmiranoi Hagif, 3, m.Kuig, 02099, Tei/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
HpO AKICTEL BRE3EHOro B YKpainy likapcbKoro 3acofy

06.03.2025 Ne 9202/25/10

CHHEKOJ

(urafiMenryBanms nixapceskoro 3acofy 3rifiHo 3 peccTpauifitimt MOCBIMUCHELIM)
cupon, 1,5 mr/sn; o 200 aur y daaxoni 3 kprmkoro Ta MipHo10 ckisiKkoro; o 1 gaakony y
KAapTOHHIH KopoOui

((hopsma BHAYCKY, AO3YBAHH, BHI NaKYBAHHS AKADCHKOrO 32c06y)
Howmep peecrpauifinoro nocrinuenns UA/5260/01/01 crpox aii peectpauisinoro nocsinuenns 01.01.2099
Cepis nikapcexoro 3acoby Ne U97H KinskicTs BBe3enoro nikapebkoro 3acoby 21180

Bupobuux Xaneon KX C.a.p.., leeiiuapis

{nafimenypanna BUpOGHIKa NKApebkoro 3acoby, kpaiia HoXomKelHs)

Baeseno » Yipainy Tosapuereo 3 oGmexenoo sianopinansuicrio "XAJEOH
YEKPAIHA", ineur. cox: 24588162

(naume:{ynamm Ta oz 3a EAIPIIOY ropumiunoi ocoty abo npissuine, iv's, no Barskosi izirmo]
ocobH - mizanpuesmuA, T micie NPOXHBAHKA T2 pecc'rpaumaun HOMEp 00AiKoBOT KAPTKY MARTHHEKA
nonarkie 260 cepis Ta HoMep nacnopra)

Iporoxosu Bisyansitero konrponio eig 27.02.2025 N 0590/2.

3a  pesyasTaTaMn AEPKABHOTO KOHTPONIO BCTAHOBNEHO, IO JKAapchLkmil 3aci6  BBezeno s Yxpainy 3

OJOTPHMAHNIM BuMOr 32KOHOAABCTBA WO/C 320C3IeYEHHS AKOCTI fiKapchKux 3acobie.
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