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Ceprtudikat Cepii BupobHuka ans
Meaununux Mpoaykris, wo EkcnopryioTbhen
1. Hasea npogykry.
TakHi flonr, kancynu nponoHrosaHoi gii no 3 mr, Ne50

2. KpaiHa-imnoprep.
YKpaiva

3. Homep peectpauiiHoro noceigueHHs.
Ne UA/20185/01/03

4. Cuna/AKTMBHICTb.
Takponimycy 3 mr

5. Dopma ao3ysaHHA (Nikapcbka popma).
Kancy/n nposioHrosaHoi gii, Teepai

6. Po3mip ynakoBKu (BmicT KOHTEMHEPY) | THN (H-a GnakoHwW, naawxK, BricTepun).
5 Bnicr. x 10 Kancyn B kopobui, 3aranbHa KinbKicTe: 512 Kopoboxk

7. Not/Homep cepii.
2010324

8. [fara BupobHuursa.
03.2024

daTta nakysaHHA
04.2024, 05.2024

9. TepmiH npuaatHoCTI.
09.2026

10. Hasba, agpeckt i Homepa niLeHsiit.
AT dapmauesTUuHMil 3aB0 Tesa
Ainanka 1: H-4042 Ae6peuen, syn. Nannari 13, YropwmHa

HU-M-TEVA

BupobHuureo %]
MakysaHHA ™
KoHTponb sakocri M
Bunyck cepii %]

11. Homepa BignosigHocti GMP Bcix AinsaHOK, nepepaxoBaHux B NyHKTI 10,
OGYEI/18953-8/2021
OGYEIf28650-3/2022
12. Pesynbratu aHanisis.
JogaroTtbea,
Homep ssity: 906,307

13. KomeHTapi/zayBaskeHHs.

M ¥oaHe sigxnnenna He sigbynoca 8 npoueci BUPOBHULTB], NaKyBaHHA a60 TecTyBaHHA
I Orpumai BiAXuneHHA 6yau BignosigHO BUBYeHi i BUpiLLeHi

3siTiID:

Ll Mpoaykr nepesunywero

[ Ue 6yna sanigayiiina cepin

Mpoueaypa ynpasniHHA 3miHamu: [D:2768335 %., Q[/. /Sﬂj#&
AQ L2
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BupobHuk AdI

Im'a: TEBA Yex Ingactpis c.p.o. (AdI)

Aapeca: Bya. OcTpaecka 29/305, Onasa-Komapos., 747 70, Yecbka Pecny6nika
ABTOpM3aLiiHWA Homep: N/A

Homep GIVIP Eudra abo ceptudixary sianosigHocti GMP: sukis344613/2018

Homepu rpadiuHmx marepianis:

IHCTPYKLiA: 20198020 01
ErvkeTKa: -

Baictep: 1030-194
AMOMiHIEBMIA nMaKeT: TO82
Kopobka: 20198090 01

Ymosu 36epiranHn rotororo npogykTy: He notpebye cneuiansHmnx ymos 36epiraHHs.
Hata sunycky gorymenTis: 08.05.2024
Homep TexHivHoi yroam: IC-QTA-178

14. 3amBa npo ceptudikauio.
AiicHnm A 3aTeepgIKyI0, IO HaBegeHa BULLe iHpOpMaLin € CNPaBKHbOO | TOuHOW. Lia cepis
npoAaykty 6yna eupobneHa, BKAOYAOY M naKyBaHHA/MapKyBaHHA | KOHTPONL AKOCTI Ha BMWe
BKa3aHii ginAHui (ainAHkax) &8 nosHik BignoeigHocti go Bumor GMP, BCTaHOBAEHWMM
MICLLEBMM PEryIsaTOPHUM OPraHom, i B BignosigHocti po cneuudikauin Toprosoi niyeHsii
KpaiHu-imnoprepa. NpoTokonu BUPOBHULTBA, NaKyBaHHA | aHanisis cepii 6yno posrasnyTo i
BM3HAHO BiANOBIAHMMMK Bumoram GMP.

15. Im’a i nosuuis/nocana ocobu, aka cxsanuna BUNYCK cepil 408 NocTaBKMW.
Magdolna Molnar Bojtos Pharm.D.
Ynosuosaxcera Ocoba
Biggin 3abesneuenns axkocri
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16. Miannc: 03347704?1

17. flata: 21.05.2024
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Ceptudirar Ananisy

TakHi JloHr, kancynu nposioHroeaHoi Aii, Teepai, no 3 mr, Ne50, YkpaiHa

Homep cepili:
Aarta sBupobHuyTBa:
Darta ananisie:

2010324
bepeseHb 2024
15 KBiTHA 2024

HomeHnknatypHuii Koa;:
TepmiH npuaaTHoOCTI:

84032985
BepeceHs 2026

Aosiaka: SDIR005680/6

BunpobysaHHa Cneundikauin PesynbTats

onuc TBepai  skenaTHOBi  kancynu  posmipom 1, Bignosigae
HanoBHEHI nopolwkom Big Binoro oo manxe Ginoro
KOALOPY. Kopnyc:  cBitno-nomapaHuesuit 3
papianbHUM Hanucom «3 Mg» YOPHOTO KONbOPY.
Kpuweyka: ceitno-nomapaHyeBa 3 pagianbHUM
Hanucom «TR» 4OpPHOTO KONbLOpY.

lneHTndiKaLia akTUBHOT

PEUCBUHM

-YEPX Yac  yTpumyBaHHA niky  Takponimycy  Ha | Bignosigae
XpomaTorpami BUNpobyBaHOro po3urHy, oTRUMaHOI
B XO4j KiNIbKICHOTO BU3HaYeHHs, CNiBNasac 3 yacom
YTPUMYBaHHA rOA0BHOTO MiKy Ha Xpomartorpami
CTaHAAPTHOrO PO3UYMHY.

- THUX OcHoBHA NAAMa Ha xpomarorpami BUNpobyBaHoro Binnosigae
PO34YMHY 32 KONbOPOM, PO3MIPOM | 3HAUEHHAM Rf
BIANOBIZAE NAAMI HA XPOMATOrpami CraH4apTHOIO
PO3YMHY.

OfaHopigHicTL A030BaHMX

OAVHWLE METOAOM Npamoro | Bigrosifae noTouHomy BUgaHHIO €ap. . Bignosinae

BU3HAUEHHH

OpHopiaHicTb A030BaHNMX

OA4MHULb METOLOM MPAMOro

BU3HaUYEHHH

MPUAHATHE 3HaueHH:A [AV] MpruimansbHe Yucno He Ginbwe 15,0 4,2

Po3uuHeHHs (BEPX) (3a 45 He Binbwe 25% Big 3ansneHol KinbKOCTi

XB) PO3YMHAETLCA NPOTArOM 45 XBUAMH B cepenoBuuti | 18-19%
QC1.
KpuTtepil npuiiHATHOCTI: UMHHE BUgaHHA €8p. .

Po3unHenHa (BEPX) (sa 6 35-60% 3aABNEHOT KiNLKOCTI PO3UUHAETLCA

rog) npoTarom 6 roguH B cepegormuli QCIL. 52-55%
Kputepii npuiHaTHOCTI: YnHHE BugaHHsa €8p. .

PosunHeHHs (BEPX) (sa 4 He meHwwe 80% 3aABNEHOT KINLKOCTE PO3YMHAETLCA

roga) npotarom 4 roant 8 cepenosuLli QC2. 96-98%
Kpurepii tpuitHATHOCTI: unHHE BuaaHHs EBp. b.

KinoKicHe susHayeHHs YEPX | 95,0 — 105,0% Bif, 32aABNEHOT Ki1bKOCTI 102%

TEBA dapmacbiotikans f1a.

Homep Niyensii: HU-M-Teva

Homep Bignosighocri GMP: OGYEI/18953-8/2021
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Aomiwku/Tipoayktu
po3xknagaHHa YEPX
21-eni-Takponimyc He Ginbwe 0,5% 0,13 %
fomiwka C He Ginbwe 0,5% <0,1%
byab-Aka HeBigoma He 6inbuie 0,2% <0,1%
AOMiLlIKa
Cyma He Binbwe 1,2% 0,13 %
MIKPOBIONOMNYHA
HUCTOTA
3aranbHa KinbKicTb
aepobHux He binbuwe 10° KYO/r <100 KYO/r
MIKPOOPTraHi3amis
3arafibHa KinbKicTb He 6inbwe 10% KYQ/r < 100 KYO/r
APDRAMKOBUX | LUBiNEBUX
rpubis
Escherichia coli BigcytHag 1r BiacyrHa

AiicHum 51 3aTBEpAKYIO, WO HaBeaeHa Bulle iHpOpMaLia nepesipena B BiaNoBigHOCT 3 npurumMnamm GMP
i B BIANOBIAHOCTI 40 BUMOT PEECTPALIMHOIO AOCLE.

Cepin 3aTBepaeHa: Sukei Eszter Annamaria
MNocaga: KepiBHUK Biaainy KOHTPOAIS AKOCTI
BunyweHo: Tothne Jakab Gyongyi

AcucTeHT Bigainy 3abesnedeHHn akocT

Aara Bunyciky: 21.05.2024 13:58:08

Tak AK AaHuit AOKYMEHT Bye cTBOpeHMid y Banigosanii cuctemi yNpaanivHA inpopmaviero naboparopii, To ik 6yB nianucammuii
ENEKTROHHWUM NiANKUConm.
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38im: 906,307,00 REL MRP 3 LIMS PROD

TEBA ®apmaceioTikans fltg. Homep Niuexsii: HU-M-Teva Homep BignosigHocti GMP: QGYEI/18953-8/2021




