Bupaaxo (kum):

Xaneon KX C.a.p.r.
Pyt ne Jlerpa 2
1260 HIOH
NIBEMIIAPIA
,[[a'ré cepTadikata
01 scontHa 2024 1000463609
Cropiuka 132
Hazga: ITAHANOJI BEBI, cycniensis opanbha, 120 mr/5 mur, 100 ma, Yipaina
Hontep: 60000000136374
Jlixapcrka Gopma:  cycneusiq opanssa Posmip/run ynakosxis: no 100 mn
AKTHBHICTR: 24 mrB 1 Mu
Homep peecTpaniiinoro nocsiguenns: UA/2562/02/01
JlineHsist Ha BHPOGMULTEO! 511514-102709955

3ansa npo ceprudiranito:

Ipoayxr BupoGneno koMnanicio

Xaneon KX C.a.p.n, Pyt ne Jlerpa, 1260 Hion, Lilseiinapia,

Honepesrs Hazpa BupoGuuyo! ginanku Hion ao cepnun 2023 p, I'CK Konceromep Xenckep CAPJI
Homep ceprudixary GMP: GMP-CH-1005266

IXum 3acsinuyio, mo srasaHa Bawe indopMauis € AOCTOBIPHOIO Ta TOUHOIO.

Lum & 3aceinuyto, o Hapeaena puwe indOpMaLis € KOCTOBIPHO T2 TouHoIo. Lo cepiro npoayxuii Gyno
BMPOBIIEHO BKMIOMAIOYH NTAKyBAHHA/MADKYBaHHA T4 NPOBEASHO KOKTPOME 1T AKOCTI Ha BUILeIA3HAeHIH JiTbHULL y
0BHi# BifinoBigHOCTI 3 Bumoramu GMP, BCTAHOBICHMMH MICUSBHM PErYIIATOPHHM OPraHoM, a TAKOK BigrorigHo
xo crienndikauiit, o MiCTATLCA ¥ peecTpanifHOMy ROChE KpaiHu-iMnopTepa. [lporokony BUpOOHHLTEA, NAKYBAHHS
12 aHani3ie Gyne MeperiaHyTo Ta BCTAHOBREHO BiamoriguicTs GMP.

Mln% HepyTHHHUX BUAPOBYBaHs — Pe3yNbTaTH BUAPOBYBaHb He BKA3YIOTHCH B CepTHpIKATI cepii, AK1IO cepia He
nijusIrag surpotyBaunio, Pe3yALTATH BUNPo6yBaHs 3° ABNATCs B cepTudiKati A HactymnHof cepif, momo axoi
Gyxe nposeneno BHOpoGyBanHA. CepTHikar cepil MicTuTh pesynsTaTi BHINPOBYBaHb 1O BYNIH NpoBeaehi
BHPOOHHYOIO NINEFHHIIEIO ANS BHITYCKY cepil.

Crermiranis: 32p51-EN-52061v3

Cepin Na: JD2U Tepmin npugaTHoCTi: cepriens 2027
Hata supodunurea: 17 repecus 2024

Kpaina-imnoprep:

Vxpaina

Onnce Bumorn cneundikanii PesynbTaTH
3oBHiHIK BHMAL, Henposopa cycnensis Bianosigae
Kouip Binuii Bignosinae
pH 5,0-7,0 6,1
TycThna 1.20-1.26 r/mn 1.23
B’azkicrs (23°C) 2000- 4500 cps 3180
OnnopigxicTs MacH 03, o BuTAraloThes | Biamosigae Ph. Bur. 2.9.27 Binnosizae
i3 GaraTolO30BKX KOUTEHiHEPIB
PozyuHenna napanetaMmony >= 385 % uepez 15 xpunuu sianosizac Ph. el A

Eur. 2.9.3 /-.".ib"i({o?ﬁ
Poguunents napaueramony ina.snavensn | Pisens S1: >= 85 % (3uauesun Q + 5 %) /fle A7
3a 15 XBHNHK
Po3unHeHHa napaueramony iHm.suauends | Pisens S1:>= 85 % (sHauenna Q + 5 %) f’ »
38 15 xprmmn %,f;‘,
Poauunenns napauetaMony ina.snasenns | Pisens S1:>= 85 % (3navenns Q+5%) \ %,‘25
33 15 xgunua &@g""'\‘wﬁ.w_ﬁ OO
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Buaano (kmup):

Kaneou KX C.a.p..
Pyt ge Jlerpa 2
1260 HIOH
IUBEHLIAPLS
Howmep ceprudikara
01 >xortHa 2024 1000463609
Cropinka232
Posunnenns napauetamoy iHA.3Hauenns | Pisens S1:>= 85 % (3uaueHHs Q+5%) 99
3a 15 xsuaun
Posuunenns napaueramony ina3HadeHHs | Pisens S1: >= 85 % (3naueHus Q +5 %) 99
33 15 xpusany
Po3unneHHs napaueramony iMp.3HaueHss | Pimenp S1:>=85% (znauenns Q + 5 %) 99
34 15 xBuaMy
Inenndikanis: mapaveraman {BEPX, Binnoeinae crangapty Bignosinae
YBEPX)
InenTHeikanis: napaueramon (YP) Bianosinae crangapry Binnosigae
Inentudrikanis: metunnapaGen (BEPX, Bianosinae crangapry Binnosinae
YBEPX)
Inewradikanis: nponinmapaGen (BEPX, Binnosizae cranpapry Binnoeinae
YBEPX)
4-apinodeHon <=0.10 % Birnosimae
Hesigomi npoayxrd poanamy <=0.10% <{Q.05
3arankHa KinLKiCTs HpoAyKTIR posnany <=0.20 % <0.05
KinnkicHe BHZHAYEHH: TTapaLeTaMO 95.0-105.0% 98.4
(BEFX, YBEPX)
Kinexicue BusHauenus: metunnapaGed 90.0-110.0 % 98.7
(BEPX, YBEPX)
Kinekicte BusHaueHns; nponinnapaben 90.0-110.0% 99.9
EPX, YBEPX)
3araneHa KinbKICTE aepobHUX He 6inpwe 10 2 KVO/r Bignorigae
MiKpoopratismis
3aranbya KinbKicTh APIMIAKOBUX TA He 6ineme 10 ! KYO/r Biznosigae
usinesux rpubis
Escherichia coli Bincyruictb B 1 T Bignosinae
Pimenus Burynieno
Kinpkicts BUOYIHEHHEX ORMHHLE 46 560

VnosHoBakena ocoba i3 3abesneueyus akocti.

CXBajleHHs HaZaHo i3 3aCTOCYBaHHAM ENEKTPOHHOIO MiAHCY.
In’a ocolu, KA Hagaa CXBANEHHS, 2A3HAUEHO HIDKYE,

Hagia Bensmxyxep, 01 xostra 2024 p. 12:16:26
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AEPKABHA CJIYIKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAME ¥ KUIBCHLKIN OBJIACTI

npos. Csitiranol Hanil, 3, m.Kuie, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.va, Kox €IPIIOY 37078774

BUCHOBOK
PO AKICTL BBE3eHOro B YKpaiHy Jikapchroro 3acoly

24.10.2024 Ne 53208/24/10

IMAHATOJI BEBI

(naitMenysanmns nixapchkoro 3acofy 3ritHG 3 peecTpauiitnuM NoCEi TYeHHMM)
cycnensia opanena, 120 mr/5 mn; mo 100 mu y duraroni; o 1 uraxony Ta mipaomy mpreTpoxo
Y BHIJISIII IINDpHItA B KAPTOHHIH Kopo6ui

{thopma BHOYCKY, N03YBAHHA, BRI MIAKYBAHHA MIKAPCHKOTO 3ac06Y)
Howmep peectpauiiinoro moceiauekns UA/2562/02/01 crpox il peccrpauiitnoro nocsipuenns 01.01,2099
Cepis nixapeskoro sacoby Ne JD2U KinbkicTs BBE3EHOTO NiKapcekoro sacoby 23760

Bupofruk Xaneon KX C.a.p.x., llseiinapis
(naibvenypauns BrpobHIKa Rikapcrkoro 3acofy, KpaiHa noxomIKenys)

Bresero B Vkpainy Tonap;_:cmo 3 oDmexkenoro Bignopigansnicrw "XAJEOH
YKPAIHA", izent. won: 24588162

{nalinenysanns Ta xon 3a €JAPTIOY topuawunoi ocofu abo npianuue, ist's, Mo HaThKobi (izmunol
ocoGu - minnpuemud, T Micte Apoxupanns T4 peecTpauiiinuil HoMep o6NIKOBOT KApTKH MNATHIKA
ROAATKiR aG0 cepis Ta HOMEp nacnopTa)

Mpororoa Bisyansroro xontpomo six 16.10.2024 N 3168/2.

3a  pesyabTaTAMH HEPIKABHOTO KOHTPOJIO BCTAHOBNEHO, IHO JIiKapchkmil 3aci6 BBE3eHO B Yxpaluy 3
AOTPHMAHHAM BUMOr 3aKOHOAARCTR II0A0 3a6e31IeUEHHS SKOCTI AiKAPChKUX 3ac0biB,
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MEPIKABHA CIYKBA 3 IIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIU OBJIACTI

npos. Ceitnnyroi Hagii, 3, m.Kuis, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog CAPIIOY 37078774

BUCHOBOK
HPO AKICTH BBE3EHOT0 B YKpaiHy JiKapchbKoro 3acoby
25.10.2024 Ne 53556/24/1011
IHAHATOJI BEBI

(uaftMenysanHs nikapeLkoro 3acoby 3riguo 3 peccTpanifitmm TIOCEi TYCHHAM)
cycrensist opanbHa, 120 mr/5 mi; mo 100 v y daaxoni; no 1 duakony Ta MipHOMY NpHCTpOIO
Y BHIJIA/I IMOPHIA B KAPTOHMIH Kopo6ui
((opwma BunyCKY, AO3YBAHHA, BIL TAKYBAHHA KAPCHKOIO 3acoby)

Homep peecrpanitinoro nocsiauenns UA/2562/02/01 crpox aii peecrpauiiinoro nocsinuenns 01.01.2099
Cepis nikapcekoro sacoty Ne JD2U Kinekicrs BBe3eHoro mikapeskoro sacoby 22800

BupoGHEk Xaneon KX C.a.p.., [Isefinapin
{Haiivenypanus nupoGuuxa mikapesxoro 3acoby, KpaiHa MOXO/KERHE)

Baeseno s Ykpainy Topapucreo 3 o6mexxkenor rignosinaneuicrio "XAJEOH
YKPAIHA", inenT. icon: 24588162
(natiMerysania 1a xkog 3a €JIPIIOY opunsunoi ocobu aGo npizsuire, in's, 70 GaTeXOD (isuunocy

ocob - mianpuenus, i Micie NpoxuBanus Ta peecTpatiiinmii Homep 06aikoBOT KapTKH NAaTHHKA
nomarkiz ado cepis Ta HoMep nacnopra)

IIporoxon Bizyanwuare xoutposme sig 17.10.2024 N 3193/1.

3a pesynbTaTaM¥  JEPXKABHOTO KOHTPOMIO BCTAHOBNEHO, IHO JIKADCBKMil 3aci6  BPe3cHO B YKkpainy 3
JOTPHMAHHSIM BHMOr 3aKOHOLABECTBA [OAC 320e3IeYeHH I AKOCTI nikapcbKux 3acobis.
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Buaauo (xuar):

Xaneon KX C.a.p.n.
Pyr ne Jlerpa 2
1260 HIOH
LUBEHLIAPIH F T Ty ST 4 ak) B0 B 17 R T P e =
e T RN A CeP IO e T3 er
Hata ceprudixara Homep ceprudirara
02 rpymun 2024 1000466943
Cropinka 132
Haszgpa: ITAHAJOJI BEB], cycrenzin opaahua, 24 me/mi, 1 da no 100 s, Yiepaiua
Honep: 60000000136374
Hasza npoayiery: ITAHAJIOJI BEBI, cycrensisa opankHa, 120 Mr/5 Mn 1o 100 Mn

Jlirapceica hopma: CYCIIEH3is Opanmsia
Poaniip/Tun ymaxeskm: no 100 v

AKTHBHiCTD; 24 Mre 1 mn
Homep peecrpauiitioro noceiguens: UA/2562/02/01
Jlinensia na supoGHNITRO: 511514-102709955

3anasa npo cepripianio:

Hpopykr supo6ieno komnarieo

Xaneon KX C.ap.n, Pyr ne Jlerpa, 1260 Hion, Isefinapis,

IMonepeans nassa BupoBHIYOT minguxu Hion Ho cepnant 2023 p. I'CK Koncniomep Xencxep CAPJT
Homep ceprudixary GMP: GMP-CH-1005266

LumM 3acsinayio, mo srasana sume indopmanix e nocroripHor T4 TOYHOIO.

Huy 5 3acsinuyio, mo nasenena suue indopmania € ocrosipHoIo Ta ToumOKO. Lo cepito npoayxuit Gyno
BHPODJCHO BKMOUAIOUI NaKyBaHI/MAPKYBAHHS Ta NPOBCACHO KOUTPONS Ii AkoCTi HA BHINC3aZHAYCHIH RinpuMN] y
1noBAil Eianosignoct 3 BuMoramu GMP, BCTAHOBNCHEMY MiCIIEBHM PETryIATOPHHM OPIaHOM, 2 TAKOK BiATOBi a0
ho crienmdikanii, mo MictaTeca y PeecTpauiinoMy gocke Kpainy-iMmoprepa. Iporokony BHPOOHHITBA, NAaKYBAHHA
Ta aHani3iB 6y NeperiaHyTo Ta BCTaRoBICHO BinmorigHicts GMP.

Ana HepyTHHHMIX BHIPOOYBAHE — PesyNETATH BHIPOBYRAHE He BKA3YIOTECH B cepradixari cepii, sxio cepia ne
niaATae BUNpobysanHio, pesyneTaTi BHNpofyBans 3’ apssThCa B cepruikari i HacrynHol cepii, wono axoi
Byne nposeeHo BHOpOByBanus. Ceprudikar cepii MicTiTs pesynsTaTH BHNpobysank wo Gynm nposexexi
BHPOOHUYOIO AiMLHHIGIO Aux BHITYCKY cepii.

Cremndiranis: 32p51-EN-52061v3

Cepin MNe: MY9T Tepamin npraaTiocti: Bepecens 2027
Hara BupoGrnursa: 30 scopTHs 2024

Kpatua-imnoprep:

Vrpaiua
Onnc Bumory enenndiranii PesyanTaTn
SoHimniH BurIay Henpozopa cycmensig Bignosinae
Konip Binuii Binnosigac
| pH 5,0-7,0 6,1
T'yvernma 1.20-1.26 r/vn
B’askicTs (23°C) 2000- 4500 cps
Onuopianicts Macu nos, mo BuTATaIOTEET Bixnoizgae Ph. Fur. 2.9.27 y
i3 GaraTomo30BHx KoHTeliHEpiE RS
Pozunuenna mapaueramony >=85 % uepes 15 xsummn pignorinac Ph, ;;\?'
Eur. 2.9.3 r
Posunnenus napaueramolly inm.3uavenns | Piseus S1: >= 85 % (3Hanenns Q + 5 %) \\EE -
32 15 XpHIME BB
Posuunerms napaneramony innspavenns | Pisens S1: >= 85 % (smauenus Q + 5 %) \Q\""@% 100 "-*'i”
3, e)
3a 15 xsrnue ,&OUI":;'%“& Ly
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Bugano (xcma):

Xaneon KX Caa.p.
Pyt pe JIerpa 2
1260 HIOH
LIBEALIAPIS
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Hata ceprudixara Howmep ceprn
02 rpynun 2024 1000466943

Cropiuka 232

thixata

Posunnenns napanetamony inpnsuavenns | Pisens S1: 5= 85 % (sauenns Q + 5 %) 99

3a 15 xBunHy
Pozunuenns napaneramony ina snavemm | Pisens 81:>=85 % (3uauenna Q + 5 %) 99

33 15 XBHIHY
Posunnenns napaueramony ing.2uavuenns | Pigems S1: o= 85 % (snawvemnn Q + 5 %) 99

3a 15 xBnmuu
Posuurenss napaneramolry inf.nauenss | Pisensn S81: >= 85 % (suavenun Q + 5 %) 100

3a 15 xBummy
InenTuikauis: napanetanton (BEPX, Binnosinae cranmapry Bianosizae
YBEPX)
InenTudikanis: napanetamon (Yd) Binnosinae eranpapry Binnosifae
Inenrudiraria: Merunmapabes (BEPX, Bimmoninae cranpapry Bianorinac
YBEPX)
Izenrudixauis: nponinnapaben (BEFX, Binnosinae crangapry Binmonisgae
YBEPX)
4-aminodenon <=0.10 % Bipnosinac
Hesigomi nponyicra poznamy <=0.10 % <0.05
3aranpua xinbkicTs HPOAYKTIE posnaay <=0.20 % <0.05
Kinsxicue ensnaves: liapaueraMon 95.0-105.0% 99.6
(BEPX, YBEPX)
Kinbkicue susnavenus; MetTuinnapaben 50.0-110.0% 100.0
{(BEPX, YBEPX)
Kinpxicre BusnavcuHs: npominnapaten 50.0-110.0% 101.8
(BEPX, YBEPX)
3aramsua xinbxicrs aepoGix He Gimpiue 10 2 KYO/r Binnorigae
MiKpoopramiamis
3aranbua KinbKICTE APLKAKOBHX Ta He 6inpre 10 ¥ KYO/r Binnosinae
LBinesnx rpubis
Escherichia eoli Biacyrnicte B 1 1 Bianosigae
Pimreyus Bunymcho
KinbkicTe Buiryinenux OOUHHID 46 500

Ynosuosaxena ocoba i3 3a0e3MeueHNs TKOCTI.

Cxpanenns nagano iz 3aCTOCYBAHIAM EICKTPOHHOTO Migmicy.
Int’s ocobu, axa nagana CXBRJICHH, 3A3HAYCHO HIKYE,

Hapin Benbacyxep, 02 rpynms 2024 p. 13:56:01
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HEPIKABHA CIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥V KUIBCBHKIT OBJIACTIY

mpoB. CeiTmranoi Haii, 3, m.Kuis, 02099, ren/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €PIIOY 37078774

BHUCHOBOK
PO AKICTHL BBE3eHOro B YKpainy JiKapeLKoro 3acofy

28.01.2025 Ne 1863/25/10

ITAHAJIOJI BEBI

(HafiMenyBanna nixapeskoro 3acoBy arijmo 3 peceTpaniimm TOCBUTICHHAM)
Cycnensist opanbna, 120 mr/5 mvorg o 100 mu Y thnaxoni; mo 1 durakony ta MipHOMY npucrpolo
Y BHEIANI HIDMIIA B KAPTOHHIH KopooIi

{(bopma sunycky, J03YBaHIIA, BHA NaKyBaHHA AiKapCRKOro 3acoly)
Howmep peectpauiiinoro nocsiguenns UA/2562/02/01 CTPOK Ali peectpauiitnoro noceinuewa 01.01.2099
Cepin nixapepxoro saco6y Ne MY9T Kinpxicrs BBe3e1Oro MiKapesKkoro jacoby 46500

BupoGuux Xaneon KX C.a.p.., IIseiapis

{naitmenyramis supofunxa nixapeskoro sacoby, kpaina HOXOMKESHHA)

Brescno B Yipainy ToBapucTio 3 06mescenoro BixnosinamLuicTIo "XAJIEOH
YKPAIHA" inenr. xox: 24588162

(uatimerrynanus Ta kog 3a CAPTIOY IoprnHio] ocobi abo npissre, in's, 1o 6aTbrOBI distraof
ocofu - mignpuens, T Micue HPOXHUBAHHA T2 pedcTpauiiinnii Homep oBnixono] KapTKH DAGTHHKA
nenatkin aGo cepia a Homep HacHopTa)

Iporoxen sisyansnoro xonrposmo i 21.01.2025 ¥ 0111/2.

3a  pesymbratamu  jepiasHOro KOHTPOIIO  BCTANOBICHO, INO JiKapchkuit  3aci6 BEC3EHO B YKpaigy 3
DOTPHMAHMSIM eumor 3aKOHO/AABCTRA LI0NO 3a0e3NeTeNHa AKOCTI nixapcrrux 3acabis,

Omsra EPBOMEHKO

jKoHTpOMO) (nianuc) (ininianu Ta ApisBHUIC)
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Bugamo (kin):

Xaneon KX Caa.p.a.

PyT ne Jlerpa 2

1260 HIOH

IHBEMIIAPIA
Ceprupirar na cepiro g
Hara ceprudikara Howmep ceprudixara
29 ciung 2025 1000469171
Cropinka 132

Onne matepiany: TTAHAHOJ BEEI, cyencnais 0panbya, 24 mr/mi, I da no 100 s, ¥Yxpaiua

Hoatep matepiany; 60000000136374

Hazaa upogyrery: TTAHAJICJI BEBI, cycnensia opansHa, 120 Mr/5 Ma  no 100 mn

Jlikapeska dopaa: Cycriensis opaneua
Posmip/rin ynarcopkn: no 100 mi

AKTHERICTE: 24 mre ]l ma
Hoxtep peecrpaniiinoro moesinyemnns: UA/2562/02/01
Jlinensis ua supoGunureo: 511514-102709955

3ansa npo ceprudirauiio:

MponykT BUpoBieHo KoMmamicio

Naneon KX C.a.p.r., Pyt ge Jlerpa, 1260 Hion, Wireiiuapis.

[onepenns nassa BupoBHMuOT KinamH Hion no cepnnsg 2023 p. I'CK Koucriomep Xenckep CAPJI
Howep ceprudixaty GMP: GMP-CH-1005266

Lluat 3acsinayro, wo prasana Buwe inopmauis ¢ JOCTOBIpHOIO Ta ToOUHOIO,
et 1 sacBinuyio, wo napenena BHIUE iHdopmatis e AOCTOBIPHOIO T2 ToYHO10. Lo cepito npoaykuii Gyno
BHpOGACHO BEIONAIOYH NAKYBAHHA/MADKYBAHHA Ta NPOREAEHO KOHTPOML 1T AKOCTI Ha BHIe3asnayenil AinbHuui Y

Jina HepyTHHHUX BHTIPOBYBaHE — peayssTaTy BHNPOSYRaHb He BKAYIOTLCS B cepTHhikaTi cepil, axwo cepis He
nipssrae BunpoBysanmio, Pe3yNLTaTH BHNPOOYBaHs 3* ABASTLEY B cepribinari mas macrynmoi cepil, wono axol
Gyne tposenexo BunpoBysans, Ceptudiikar cepii MicTuts PE3YTILTATH BUNPOBYBaHs Wo Sy nposeneni
BHPOBHMYOIO AlNbHILEK AN BHIYCKY cepif.

Cneundrikauis: 32p51-EN-52061v3

Cepin Ne: T48A Tepmin npuaaTnocri: rpyneHs 2027
Hata BupoGanurea: 09 ciung 2025

Kpaina-ismoprep:

VYkpaiua

Ormne Buatorn enemndyicang PesyanTaTn
30BHILINI BUrAa Herpozopa eycenewsis Bignosizac
Konip Binuii Bignosinae
pH 5.0-7.0 6.1
Tycruna 1.20-1.26 r/sn 1.23
B’askiers (23°C) 2000- 4500 cps
Onnopinwicrs macu 103, 1o suTraloThes Bianosizae Ph. Eur, 2.9.27
i3 BaraTofozoBmx KOHTeliHepin
Posuunenna napaueramony >= 85 % uepes 15 xsunuu signosizae Ph. /

Eur.2.9.3

Posunnenns napaueramony inm.znavenng Pinens SI: >= 85 % (3nayenus Q+5%) |
3a 15 xBuiug

Posuunenns napaueTaMony inp.3uavenns | Pipews Si: >= 85 % (shauenna Q + 5 %) \ % %
3a 15 XBHIUH \

24 0027 g
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Bujiano (xna);

Xaneon KX C.a.p..

Pyt e Jlerpa 2
1260 HIOH
UIBEHLIAPLS
Ceprudirar ua cepiro
Hara ceprudikara Howmep ceprudikara
29 ciung 2025 1000469171
Cropinka 232
Pozuntenns NApaueTaMoty iHp.3HaueHns | Pisenn S1: >= 85 % (3nauenns Q + 5 %) 98
3a 15 xpunun
Posuunenns NAPAUETAMONTY iHA.3HAYeHHs | Piseir, S1: >= 85 ¥ (snavenns Q + 5 %) 98
3a 15 xpunun
Posynnenna lapaneramosy inn.suavekns | Pisens S1: >= 85 % (3Hauenns Q + 5§ %) 99
3a 15 xsunun
Pozuunenns TNapaueTaMony iHf.3HaueHHs | Pisenp S1: >= 85 % (3uavenus Q + 5§ %) 100
3a 15 xeunun
Inewrudixanis: napaueramon (BEPX, Bianosigae cranpapry Binmosinae
Y¥BEPX)
Lnentudikauis: napaueramon (V) Bingnorinae CTAHAAPTY Binnozinae
Inenrudiranis: Merunnapabed (BEPX, Binnosisae CTangapTy Binnosinae
YBEPX)
InerTudikanis: nponinnapa6en (BEPX, Binnosinae cranmapry Bianosinae
YBEPX)
4-aminodenon <=0.10% Bianosinae
Herinomi npoayxru posnagy <=0.10% <0.05
3aransua kinskicrs NPOAYKTIB posnany <={0.20 % <0.05
Kinoxicue susnavenus: napateTaMon 95.0-105.0% 99.7
BEPX, YBEPX)
Kinskicite nusnauens: MeTunnapabex 90.0-110.0% 100.1
BEPX, YBEPX)
Kinbxicue susnavenns: nponinnapaben 90.0-110.0% 101.8
BEPX, YBEPX)
SaransHa KinbxicTs aepobuux He dinvme 10 2 KvO/r Binnosigae
MiKpoopradisumis
3aranbua KinskicTs APLEIKOBHX T4 He Sinvwre 10 ! KVO/r Bianosinae
UBLIEBHX rpHBis
Escherichia coli BincytHicrs B 1 1 Binnogigae
Pitrenns Bunywmero
KinskicTs sunyenux OIHHHUL 45 390

¥YnorHopaxeHa ocoba i3 3abe3neueHHT aKocTi,

Cxpanenns nagano is 3aCTOCYBAHHAM CNEKTPOHHOTO NiAnuCy.
Iv’a ocobu, axa nagana CXBAlIEHHS, 3A3HAYEHO HIKYE,

Hanis Benbmxyxep, 29 cigug 2025 p- 11:05:03
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HAEPXKABHA CJIVKEBA 3 .JIIKAPCBKI_/}X 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHUKAMH ¥ KMIBCHKIN OBJIACTI

npos. Ceitnuunof Hapnii, 3, m.Kuis, 02099, Ten/axe: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox COPTIOV 37078774

BHUCHOBOK
Npo sIKiCTH BBe3eHOro B YKpaiHy JKAPCLKOro 3acoby

26.02.2025 Ne 7141/25/10

HNAHAJOJI BEB]

(natimenypanns nikaperroro 3acoBy 3rigHo 3 peecTpaniiinum NOCBIAYMCHHM)
cycnensist opanbHa, 120 Mr/5 mi; mo 100 wv Y duraxoni; mo 1 haaxony Ta mipuonmy NPHUCTPOI0
Y BUIISAI LINPpHIA B KAPTOHHI Kopobui

((bopma sHnycxky, NO3YBanHS, BHA NAKYBAHHSA NIKAPCHLEOIO 3acofy)
Howep peectpauiiinoro nocsinuenns UA/2562/02/0] CTpoK Aif peectpauiiinoro nocsiztenns 01.01.2099
Cepis nixapeskoro 3aco6y Ne TASA Kinbkicrs Baesenoro nikapesioro saco6y 45390

Bupo6uuk Xaneon KX C.ap.n., Izeiinapis

{nafimenynans supoGithka aikapeskoro 3acoBy, kpaita noXoJKenns)

Boeseno s Yipainy ToBapuceTro 3 ofmerrenoro BignorinaNLuicTIo "XAJEQOH
YKPAITHA", izens. won: 24588162

(nafivetiyanns ta koj 3a CIPTIOY ropuawiol ocobn a6o npizuue, iM's, 0o Garsxosi hiznunoi
ocobu - mignpuenns, i aicie HpowHBalHA Ta peecTpatiifinmi hoMep 0BnikoBOT KapTR naTHKKA
noparkin abo cepis Ta nomep nacnopra)

Mporexon aisyansrore xonrposmo six 19.02.2025 Ne 047772,

3a  pesynsraramu ACPMABHOTO  KOHTPOMIO BCTAHOBNEHO, o nixapchkui  3acif  Bsezeno & Vrpaiuy 3
AOTPUMAHHAM pumor 3AKOHONABCTBA WOA0 3a0E3NeYCHHA AKOCT] TiKapcLKMX 3aco6ip,
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