Bupamo:
Xameou KX C.a.p.a,
Pyt ne Jletpa 2,
1260 HIOH
IIBEHITAPISI
CepTudiKar cepii L« o
Hata ceprudrikara Homep cepmd)mata
19 Bepecrs 2024 p. 1000463074

Cropinka 1 32

: Omue marepiany: BOJIBTAPEH ®OPTE, emyiierens Al 30BKIIIHEOTO 3aCToCyRaARA 2,32% mo 100 r Yrpaiua
‘Honep maTepiary: 60000000124495

Jikapceka dopma: I'enn

Posmip/Tun ynaxoskm: [lo 100 rpaM y ty6i Ne 1

AKTHBHICTE: | T eMyNbIelio MicTUTE qUKIobeHaky HTetunaminy 23,2 Mr

Homep peectpaniiinoro moceinuenss: UA/1811/01/02

Jlinensis na sApedHunTEO: 511514-102709955

3aaga npo ceprudiraniio:

[ponyxr BHPOGIEHO KOMITAHIEIO

Xaneon KX C.a.p.r, Pyt ge Jlerpa, 1260 Hion, llzefinapis.

Tlonepeans nassa Bupobuirdol Aiexu Hion 1o cepnusg 2023 p. TCK Koncsiomep Xenckep CAPJI
Homep ceprrdikary GMP: GMP-CH-1005266

Ium 3acsimayro, Mo BKazana BULIE iHGOpMaNis € JMOCTOBIPHOK Ta TOUHOIO.

ITum # 3acBimdyro, Mo HaBe[eHa B iHOPMania € AOCTORIPpHOI0 Ta Toutow. 1o cepiro npoaykuii oyao
BAPOGIEHO BKIIOYAIOYH TIaKyBaHHs/MapKyBaHHS Ta POBEEHO KOHTPORE il SKOCTI Ha BUILE3ATHAUEHIH TiUTLHII y
MOBHIA BiAROBIAHOCTI 3 BUMOTaMH GMP, BCTAHOBIEHHME MICHIEBHM PETYIATOPHUM OPraHoM, & TAK0XK BIATIOBIAHO
Lo cEeUMdIKAIiH, MO MICTATEES Y peecTPaifiHOMY AOCHE KpaiHM-IMITOpTEpa. Hpomxonn BUPOOHMITTRA, TAKYBaHHS
Ta aHAJTiziR OyA0 HeperianyTo Ta BCTAHOBJISHO BimnoRinHicTs GMP.

J1a HepyTHHHHX BHIPOGYBaHE — PE3y/LTATH BIdl'lp06YBaHE- He BKa3yKThCH B cepTidikaTi cepii, axkuio cepia He
iJIrae BUNPOOYBaHHIO, Pe3YLTATH BUTIPOSYBAHE 3'AB/ATECA B cepTHOIKATI s macTynHOT cepii, mono 1Kol
Oyne nporesieno sunpobysanis. Ceprhdikat cepil MicTHTE pesybTaTH BAMpPoByBans mwo Gy nposeseHi
BHPOBHHYOO ALIBHHNECIO A1 BHITYCKY cepii.

HoxymenT, mo MicTuTh crenmdixani: 32p51-EN-42728v1

ITapris Ne: HS6U Tepmin npuaaTHocTi: cepners 2027 p.
Aara BHpOGHBITBA: 05 Bepecun 2024 p. :
Kpaina-imnoprep:
Ykpaina
Onue Coenndikanin Pesyawvar
Onuic M axuit, roMoreHH#ENA, kKpeMonoAIGHUH Binmopimac
Koxip Bin Ginoro no mpaktirdHo 6inoro Bixnosixae
R’ s2iors 25 — 50 nominoK UIKaiTn 32
pH 7,0 -8,0 7.5
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Bnnano:
Xaneon KX C.ap.m,

Pyt ne JleTpa 2,
1260 HIOH
IBEHUIIAPIA _
Leprudixarcepile - . e ane
Hara cepTudixara Homep cepmd)ma'ra
19 repecus 2024 p. 1000463074
Cropinxka 232
—_ 0,
GiP45828 <= 0.2% <0,1
= (.29 )
GPa90oo0 <= 0.2% ‘ <01
— 0,
GP49002 <= 0.2% <0,1
Hf_:cneum’piqm IpOAyKT jerpafanii, | 0,2% <01
KOMER
3aI‘aJILHaEIHBKICTL OPOAYKTIB <= 0,5% <0,1
Inerpapanii
KinbxicHe BU3HAMCHHA NUKIo(eHaK or s . .
ietnnaminy (BEPX a0 CBEPX) 95,0-105,0 % Bix 3asBneHol KinbKoCTi 160,0
KinkkicHe BH3HAMEHEHSA 90 — 110% Big 3asB1eHOT KIIBKOCTI 99.2
GyTunrinpoxcitoayony (BEPX ago
CBEPX)
KinexicHe BU3HAYEHHA ONETIOBOTO 90 — 110% Bix 3aaBASHOI KITBKOCTL 98,8
cnapTy (BEPX ago I'X)
PilIeHHs PO BUKOPHCTAHHA Bunyuieno
Kinbxicrs BHOYLICHHX OXMHUID : 24 984

YnosropaxeHa ocofa 3 THTAHL 3a0e3IeYeHH IKOCTI,

3aTsepmKeHHA 3a0CINCUYETRCS SNEKTPOHHHM i (ITHCOM,
IM’1 ocobu, AKa 3aTBEepANIA JOKYMEHT, 3a3HAYCHO HHMKYE.

Hanis bensmiyxep, 19 sepecua 2024 p, 17:48:39




