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Ceprudikar Cepii Bupo6ruka Ana
Meanunmx Mpopyktis, wo EKCMOPTYIOTLCA

1. Hasga npogyxry.
PucnepugoH-Tesa, TabReTky, BKPUTI NNIBKOBOIO 06on0HKOW, no 2 mr, Ne30

2. Kpaina-imnoprep.
YKpaiHa

3. Homep PeecTpaLiiHoro nocsigueHHn / Homep npoueaypu
Ne UA/20419/01/01 / BepRaBHUH

4. Cwna gii/AKTUBHICTD.
2 Mr pucnepuaony

5. Jlikapcbka popma.
TabneTkn, BKpuTi Nhiskosoto obonoukor

6. Po3mip ynakosku (BmicT KOHTeltHepa) i n (dnakoHu, NAAWKY, Onicrepu).

3 Bnict. x 10 Tabnetok B 6nicrepax/e Kopobuj, 3aranbha Kinbkicre: 8110 Kopobok
/. Not/Homep cepii.

2040924

8. larta BupobHuuTsa.
09.2024

faTta ynakosku
11.2024

8. Tepmin npPUaaTHoCTI.
09.2026

10. Hassa, agpeca i HOMepW niLeHsii BupobHuKa.
AT ®apmauesTuuHuii 3aBopg Tesa
Ainbunua 1: H-4042 Aebpeuen, syn. Nannari 13, Yropwmna

HU-M-TEVA

Bupo6HuuTBO %]
Ynakoeka M
KoHTponb sikocri 7%
Bunyck cepii M

11. Homepu ceptudirarie BianosigHocTi GMP yeix CauTiB, NEepepaxoBaHmx B NYHKTI 10.
NNGYK/GYSZ/15826-7/2024
12. Peaynbtaty ananisis,
Hopaotben,
Homep CA: 924,570

13. KomenTapi/saysamerna.
BigcyThi Biaxunenns Y Npouecax BUPOBHMUTBA, YNaKoBKY Ta TecTyBaHHA
O oaeps«ani BiAXUneHHa 6yan BuByeni Ta BUPIlIEH] HANEXHNM YMHOM
3eiT ID: gDR:
O Npopyxr Bunywennii AOBTOPHO
[J Aana cepis Banigauiiina
7% MNpoueaypa ynpasninna 3miHamum ID: 2941130

TEBA ®apuacrrotixans J, Hosep Jimemii: HU-M-TEVA Homep cepradixary sianorinnocri GMP: NNGYK/GYSZ/15826-7/2024
Bigain koatponwo axoeeri

H-4042 Mebpeuer, syn. Tannari 13 Ten.: +36 52515 100 dake: +36 52 515 119 www.teva.hu
HomeHknatypruii koa; 84017645 C.134
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teva
M Bupobruk AdI
Hazea: Ap. Pegaic

Appeca:  HOHIT1 Nno
B.A. Bonnapm, xkuHapam

Naboparopis Nimirepq,
T N2 137,138,145 i 146, Cpi BenkaTtecsapa Ko-Onepeiitie Ina. EcteTens.
Manpan, Canrapeaai Aictpikr, Tenerana Inpia- 502325

Homep ninensii:  28/MD/AP/95/B&F/R

Homep GMP Eudra a6o

cepTudikaty signosigHocti GMP: L.Dis.No. 78475/T5/2022

Homepw rpadiunnx matepianis:

IHeTpyKuinA: 20201510 01
ETukeTKa: -

bnicrep: 1030-R141-RANDOM
KopobKa: .. 20201490 01

Ymoeu 3b6epiraHHa roTosoro NPOAYKTY: Npu TemnepaTypi He BuLle 25°C

Aata Bunycky: 06.11.2024

Homep TexHiuHoi yrogu: IC-QTA-17B

14. 3aA8a npo ceptudikauito.
Aannm a saTepauyio,
6yna Burorosnexa, sxn
AinaHui (ginankax), B

Lo HaseaeHa Buwe iHdopmauin e AOCTOBIPHOIO Ta TouHoW. Lia cepin
HOUalouM YNakosKy i KOHTPO/IL AKOCTI Ha BULLE 3a3HaveHii BUPOBHMUIG
NoBHIiA BignoeigHocti 3 BuMoramu GMP MICLLEBOr0 Perynioyoro

OpraHy Ta cneumndikauii PeectpauiiiHoro MNoceiguenHsn KpaiHu-imnoprepa. MNportokonu
BMPOBHWLUTBA, ynaKoBKM Ta KOHTPpONO AkocTi Byau nepernsnyTi i BuaHaHi TaKMMK, Wo
BianoBigaroTs BUMOram GMP.

1I5. 1m'anm nosuuis/nocaga BiANOBIAaNbHOrO 3a BUNYCK cepii,

Eszter Kerepesi
Ynoesrosaxcena ocoba

Bigain konTponio akocri

16. Nignuc:

17. Aara: 7 nucronapa 2024

TEBA ®apmackiotikans Ja,
Binzin konTpoaw nkocri
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Homep Jinensii: HU-M-TEV A Homep ceprudirary signosinnocri GMP: NNGYK/GYSZ/15826-7/2024

H-4042 Hebpeuen, sy, [Mannari 13 Ten.: +36 52 515 100 ®ake: +3652515119 www.tevaha

Homenxmarypuuii koa; 84017645

C.234
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Ceptudikar AHanizy

Pucnepuaon-Tesa, no 2 mr, TabneTku, BKpUTI NAiBKOBOIO o6ononkoio, 30 rabneTok, YkpaiHa

Homep cepii:

data supobHuuTBa:
fata ananisy:
fosigka:

2040924
BepeceHb - 2024
13 BepecHa 2024
SDIR003058/3

HomeHxknatypHuii kog:
TepmiH npuaaTtHocri:

84035045
BepeceHk- 2026

Tecr

Crieumdrikauin

PesynbTaTn

onnc

KopwuuHesi, Kkpyrni, 3nerka onykai
Tabnetku giameTpom npubamzno 8
MM | TOBLUMHOK npUBAN3HO 3,5
MM, 3 TUCHeHHAMm RIS 2 | niHicwo
nodiny 3 ogHoro Boky Ta AiHielo
noginy iHworo Goky.

Binnosinae

IAEHTHU®IKALIA Pucnepuaony (BEPX)

Hac yTpUMyBaHHA OCHOBHOMO iKYy
Ha xpomatorpami sunpobysaHoro
PO34MHY cniBnagae 3  yacom
YTRPUMYBaHHA NiKy PUCTEPMAOHY Ha
Xpomartorpami CTaHAAPTHOro
PO3YUHY.

Bianosigae

IAEHTHU@IKALLIA Pucrniepuaony (BEPX-®AM)

YO-CNekTpu BEPWMWHU OCHOBHOTO
miKy Ha Xpomartorpami
BUNPOOYBAHOTrO  PO3UMHY | Ha
Xpomartorpami CTaHZ4apTHOro
PO3HUHY MaKTh MAKCUMyMKU Ha
OAHAKOBIN JOBKUHI XBMAI.

Bignosigae

VIEHTU®IKALIA GapBHukis Mo3uTueHa MposoAUTLCA nepioguuHo
Opadry
OAHOPIOHICTL AO30BAHWX OIMHULb Bianosifae  sumoram  umHHOrO Bignosinae
METoAOoM NPAMOTO BU3HaYeHHn (BEPX) BW/AaHHA EBP. ¢. 2.9.40
OAHOPIAHICTL A030BAMKMX CANHNLb
METOAOM NPAMOrD BUSHaueHHA (BEPX)
MpUitHATHE 3HaYeHHS He Binbwe 15.0 2.2
NoAlN TABNETOK Bianosigae Bumoram  umHHoOrO Bianosiaae
BMAAHHA €Bp. ¢.
PO3YUHEHHA (BEPX) (npoTarom 30 XBU/WH)
- Jfianasox He menwe 75 % (Q) sig 3ansnenoi | 93-99%
KINBKOCTI  posuvHseTsea 33 30
XBUAUH
- [poiipena cragis Kputepii npuAHATHOCTI: YuHRHe 1
- CepeaHe 3HaueHHn BiAaHHA €Bp. b. 97%
KINBKICHE BUSHAYEHHA (BEPX) 95,0 ~ 105,0 % sia saasneHoi
KiNnbKOCTi 98,2 %
AOMILUKN TA MPOAYKTIN PO3KNALY (BEPX)
N-oKcua pucnepuaoHy <03% <0.08 %
byas-aka iHwa Bigoma gomiwka £0.2% <0.08 %
byAb-aka Hesigoma Aomilka <02% <0.08 %
3aranbHa KinbkicTs gomiwox £03% <0.08 %

AT PapmauesTuuHmil 3agog, TEBA,
H-4042, Yzopwura, ebpeven, ayn, Moanazi 13

Crop.334

38im: 924,570.00 REL_MRP323 From: LIMS_PROD
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BUMNPOBYBAHHA HA MIKPOBIONOFIMHY
AKICTb

3aranbHuit BMICT aepoBHux MiKpoopraHiamis
3aranbHWi BMICT APIXKAMKOBUX | MAICEHEBUX
rounbis

Escherichia coli

He 6inbwe 10° KYO/r
He Ginbwe 102 KYO/r

BigcytHicts/r

[TpoBOAUTECA NEepioguuHo
MpoBoANTLCA NEpiDAUYHO

[NpoBoauThes nepioanuHo

N

NiaTBepamylo, W0 HaseaeHa BULLE iHpopmaLin nepesipeHa BiANOBIAHO NPpUHLMNam GMP i Bignosinae
BMMOram peectpauiifHoro gocbe.

floT 3aTBeppeHo:  Zsigo Eva

Mocapa: KepiBHuK rpynu 3 KOHTRON1O AKOCTI

Bunyuienro; Tothne Jakab Gyongyi

AcuvcTeHT Biaainy zabesneyenns akocTi

Lara sunycky: 06 nucTonaaa 2024 13:31:25

DorymenT creopenuit Ba/iA0BaHOIO €/IEKTPOHHOK CUCTEMOIO ynpasniHHa iHpopma
AIACHWIA 3 eneKkTpoHHUM nianucom.

AT dapmauesTuunmit 3asog TEBA,
H-4042, Yeopwuna, AeGpeuen, eyn. Nannazi 13

Crop. 434

i @
rdpirauifne
inex 7704

R, von 34

3eim: $24,570.00 REL_MRP323 From: LIMS_PROD




