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Ceprudikar Cepii Bupo6Huka ana
Meaguunux Mpoaykris, wo EKCNOPTYIOThCA

1. Hasea npoayxry.
Cumsacratun-Tesa, Tabnetky, BKpUTi naiekoBoto 060M0HKOI0, NO 20 mr, Ne30

2. "Kpaina-imnoprep.
YkpaiHa

3. Homep peectpauilioro noceigueHHs / Homep npoueaypu
Ne UA/17477/01/01 / OepasHU i

4. Cwna ajfi/AKTUBHICTD.
20 mr cumBacratiHy

5. flikapcbka dopma.
TabneTku, BKPUTI NnisKoeOKO 0b6oA0HKOD

6. Poamip ynakoeku (smict KOHTelHepa) i tun (bnakonu, nAAWKK, Gnictepu).
3 6aict. x 10 Tabnetok B BAicrepax/e xopobui, 3aranpHa KinbKicTb: 71456 Kopo6ok

7. Not/Homep cepii.
2320824

8. [arta BupobHuyTEa.
08.2024

HaTa ynakosku
09.2024

9. TepmiH npugaTtHocTi.
08.2026

10. Hasea, agpeca i Homepy NiyeHsii supobHUKa,
- AT ®apmauestuunmii 3asopn Teea
Binbunua 1: H-2042 Bebpeuen, syn. Naanari 13, YropuwmHa

HU-M-TEVA

BupoBHuyreo %]
Ynakoska 7%
KoHTponab akocri
Bunyck cepii (%}

11. Homepu ceptudiraris BiZnosigHocTi GMP ycix CalTiB, NepepaxoBaHux e nyHKTi 10.
OGYEI/28650-3/2022
NNGYK/GYSZ/15826-7/2024
12, Pe3ynbrati aHaniais.
Hoparotecn,
Homep CA: 919,039

13. KomeHTapi/3aysaskeHHns.

. M BigcyThi BiAXMANEHHsA y npouecax BUPOGHMUTBA, YNaKoBKY Ta TecTryBaHHA
O opep:kani BigXuneHHa 6ynm BuBYeHi Ta BUpPilLEeHi HanexXHUM YynHom
3BiT ID: gDR:

O Npogyxr BUNYLLEeHWIA NOBTOPHO
1 RaHa cepin sanigayiiina
O Npoueaypa ynpasninna aminamu ID:

24

TEBA ®apmacsioricanz Jta, Homep Jinensit: HU-M-TEVA Homep ceprudikary sigmosianocri GMP: OGYEIL/28650-3/2022

Biagin kontponr nxocri .
H-4042 JeGpenen, syn. Iamnari 13 Teo: +36 52515 100 Dakc: +36 52515 119 www. teva.hu

Homemman}pl—mﬁ Kkon: 84017645 C.134

Ba- Qe Meo dp w11 L ﬁ/

NNGYK/GYSZ/15826-7/2024
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B Bupo6uuk A®I

Ha3ea: AT ®apmaueBTHuHKiA 3aBo4 Tesa, nigposain Ad|

Agpeca: [Je6peuen, ByAn. Mannari 13, Yropwmra

Homep niuensii:  OGYEI/25048-2/2018

Homep GMP Eudra a6o ceprnodikaty signosigHocti GMP; OGYEI/23387-6/2018

O Bupo6ruk AdI

Hasga: Apremic Biotex Ingis _
Appeca:  MnorNelis, IHaacrpian Qeeenonment Apea bxkuaimetna, Xanpgapabag 500 055
Homep niuensi: 223/RR/AP{96/B/R

Homep GMP Eudra abo cepTudikaty BignosigHocti GMP: 1. IT/E/API/11/2018

Homepu rpadiyHmx Martepianis:

IHeTpyKLiaA; 20179770 02
EtukeTka: -

Bnicrep: 1030-7-S76-RANDOM
Kopobka: 20179780 01

YmoBwu 36epiraHus rotoeoro NPOAYKTY: Nput TemnepaTtypi He suwe 25°C, B opuriHanbhiit ynakaswy,,
B HepocTynHomy 8NA aiTeid micy.

Aara sunycky: 17.09.2024

Homep TexHiunoi yroau: IC-QTA-17B

14. 3asea npo cepTudikayiio.

' Aatnm a sateepaxyio, o HasegeHa suwe iHgopmauin e AOCTOBIPHOIO Ta ToYHo. Lia cepin
6yna BuroToBneHa, sxaouaoyy YNaKOBKY i KOHTPOAb AKOCTI HA BMLLE 3a3HaYeHIN BUPOBHMUI
Alnanui (ainankax), 8 NOBHIA BignoBigHoCcTi 3 BUMOramm GMP micuesoro peryaoyoro
OpraHy Ta cneumndikauii Peectpauiitnoro MoceiayeHHsn KpaiHu-imnoprepa. NpoTtokonn
BUPOBHUUTBA, YNnaKoBKY Ta KOHTpoao akocri 6ynu nepernsHyTi i sBusHani TakKumu, Wo
BiANOBiAaOTL BUMOram GMP,

15, Im'aun noamu,iﬂ/nbcaﬂ,a BiANOBIAaNbLHOrO 33 BUMNYCK cepil.
Tamas Ladanyi Pharm D.
YnosHosamena ocoba
Binain koHTponio akocri

16. Nignuc:

17. Nava: 18 Bepecun 2024

REUiAHHA
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TEBA ®apmacsiorikana Jin, ) Homep Jinensii: HU-M-TEV A, Homep ceprudiary wignosigwocri GMP: OGYEL/28650-3/2022

Binain koutrpoesmio gkoeri NNGYK/GYSZ/15826-7/2024
H-4042 MeGpeuen, pyn. Tanmari 13 Ten.: +36 52 515 100 daxc: +36 52 515119  www.teva hu

Homeﬂxna‘rypﬂuﬁ Kkoxn: 84017645 C.234
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Ceptudikar Ananisy
CumsacTarnH-Teea, no 20 wmr, Tabnetkn, ekpuTi nniskosoro obonoHKoio, 30 TabneTok,
' YkpaiHa '
Homep cepfi: 2320824 HomexknatypHuii kog: 84017645
fata supobHuuurea: cepneds - 2024 TepmiH npuaatHocTi: cepneHb - 2026
Hata ananisy: 30 cepnua 2024
Aosigka: SDIR002960/10
Tecr - Cnéumdikaus ; S8 U | PeaynbTat.
onne HOBTYBaTO-KOPUUHEBE, OBANBHOI Bignosigae
$opmu Tabnetka, BKpUTa
NNiBKOBOI 0B0NCHKOW, 3 AiHicio
Po3namy 3 oAHiel CTOPOHK | rnagka
3 iHWOT.
IAEHTUDIKALIA CumsactaTury (BEPX/YEPX) B xoai kinekicHoro Bu3HayeHHs yac Bignoeinae
YTPUMYBAHHA TONOBHOrC MiKy Ha
Xpomatorpami BUNpobyBaHoro
PO3uMHy BigNOBifae Takomy Ha
Xpomartorpami CTaHAApPTHOrO
) PO3UUHY.
IDEHTHUDIKALYIA CumsacTaTuny {BEPX-®AM Yo CeKTp norarkavHa | Bignosipae
AeTextop/ YEPX-0AM AeTeKTop) BHNpoGyBaHoro PO3YMHY NoOKasye
MIHIMYM | MaKCHMYM NOFrNMHA HHS y
TAKMX  CaMMX  MONONEHHAX |
npuBAnUaHO TaKoi camoi dopmm, sk
CNEKTP NOTANMHAHHA CTaHAAPTHOrO
PO3YUHY.
WIEHTHW®RIKALLA BrA (BEPX/YEPX) B xoai kinbkicHoro suzHaueHHs BrA Bignosigae
Hac yTpumMyBaHHA niky BrA na
XpomaTtorpami BUNpobyBaHoro
PO34MHY BiANOBigae Takomy Ma
XpomaTorpami CTaHpapTHOTO
PO3YUHY.,
IAEHTUDIKALIA AcKkopbiHoBOi KUCADTU B xopi KinbkicHoro BuaHaYeHHs Binnosinae
{BEPX/YEPX) ackopbiHosof KWUCAOTH Hac
YTPUMYBAHHA niky ackopbiHosoi
KHUCAOTH Ha XpomaTtorpami
BunpobyeaHoro PO34YMHY
Bignosigae Takomy Ha
’ Xpomartorpami CTaHAapTHOrO
po3uuny.

I,D,EHTI/I‘PIKALLIFI BAPBHUKA
(Opadry Il 33G27286-Tan)

NozuTuena ans BignoeigHoro

bapsHmKa

MpoBoAUTLCA NepioamyHo

OAHOPIAHICTbL 030BAHUX OAWHKLUL 1-#  pisens: Avsil ana 10 | Bignosigae
PO3PaxyHKOBO-BaroBUM MeTO0M A030BAHUX OANMHMLb
2-i piseHb: AV<L1 1a HOAEH BMiICT,
pospaxoeaHuii i3 30 oguHULL, B
KOXHi it OKpemii A030BaHil
OAMHULI He € meHwuM 2a (1-
L2x0.01)M i He e 6Ginbwum 3a
(1+L2x 0.01)M. {L1=15.0, L2=25.0)
AT bapmaueaTHuHmi 3aBoa TEBA,
H-4042, Vzopwuna, Adebpeyen, syn, Mannaai 13 Crop.334 3aim: 919,039.00 REL_MRP323 From: LIMS_PROD
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Bignoeinae eumoram  YuuHoro
BMAaHHA EBp. ¢. 2.9.40

OAHOPIOHICTb AOQ30BAHMX OAUHKLb
PO3PaxyHKOBO-BaroBUM METOAOM
MNPWAHATHE 3HaYeHHs He Ginbuwe 15.0 ‘ 2.4

KIALKICHE BUIHAYEHHA CumeacraTuny

(BEPX/YEPX) 95.0 - 105.0 % sig 3aneneHol 99.4%
KiNbKOCTI

KI/IbKICHE BUSHAYEHHA BrA (BEPX/YEPX) 75-110 % Bia TeopeTuuHOro
BMmiCTY (TeopeTuaHnid BmicT = 0.04 77 %
Mr/Tab. )

KINLKICHE BU3HAYEHHA ackopbixosoi kucnot | 90~ 110 % Big TEOPETHYHOrO

{BEPX/YEPX) BMICTy (TeopeTuuHuii smicr = 5.0 95 %
Mr/T1a6.)

PO3YUHEHHSA (BEPX)
{npoTarom 30 xsunuH)

- CepeaHe 3HayeHHs He menruie 70 % (Q) sig 3aseneHoi | 98 %
- [Hiana3soH KiNbKOCTI  po3uMnAeTbca 3a 30 96-99%
XBM/IMH
Kputepii  npuiinatHocTi:  uyuHHe
- Dpoiigena crapis BH/AHHA EBp. ¢. (2.9.3) 1
BU3HAYEHHA IOMILWOK | NPOAYKTIB ' ‘
PO3KNALY (BEPX/YEPX) '
CumBacratuny rigpoKCUMKUCTOT] <05% 0.22%
byab-AKka iHwa £0.2% <0.05%
Cyma (BHUKAOUaoUM CUMBACTATUHY £05% <0.05 %

riApPOKCUKMCNOTY)

PO3AINEHHA TABAIETOK (Ha NOAOBUHM)
Poaainenna Tabnerok Bianosifae  Bumoram  yuMHoro MpoBoguThea nepioguyno
BUAAHHS EBp. ¢.

BUMNPOBYBAHHA HA MIKPOBIONOTIYHY

AKICTb
3aranbHuii BMicT aepobHux MiKpoopraHismis | He Ginbwe 103 KYO/r Mposogutbes nepioanuno
3aranbHuil BMICT ApiskAKOBUX | naiceHeBmx He binbwe 102 KYO/r NposoauThea nepioauurio
rpubis
LEscherichia coli BigcyTHicTe/T NpoBoauTsbea nepioauuno
_ ]

NigTeepaxyo, wo HaBegeHa suuwe iHdopmauin nepesipeHa eignosigHo NpuHuunam GMP i signosigae
' BUMOTam peectpauitHoro gocobe.

fot 3aTeepaeno: Mona Aniko

Nocaaa: KepisHuUK rpynu 3 KOHTpOAO AKOCTI
BunyweHo: Tothne Jakab Gyongyi
AcUCTeNT Biaginy 3abe3nedeHns aKocTi
_ maﬂmd!\n;g:;:a
Aara sunycky: 18 sepecHn 2024 08:48:14 : oy 347 P

AloKyMeHT cTeopennit BanigosaHolo E/IEKTPOHHOIO CUCTEMOIO YNpPaBAIHHA IO
AIACHWIA 3 enekTporHUM nignucom.

AT dapmauesTuunmii 380z TEBA,
H-4042, Yeopuwuna, Aebpeuen, aya. Maanazi 13 Crop.434 ’ 3sim: 915,039.00 RFI_MRP323 Fronf_f.' LIMS_PROD




