teva

1. Hasea npoaykry.
Mevdopmin-Tesa, Tabnerku, BKPWT NAIBKORCID 06070HKOW0, no 500 mr, Ne 30

Ceprudixar Cepii BupoSHuka anna
Megauunux MNpoaykris, uio Excnopryiotscs

2. Kpaika-imnoprep.
YKpaina

3. Howmep peectpauiiinoro nocsigveHHn
Ne UA/20602/01/01

4. Cuna/AKTUBHICTD.
Metdopmin rigpoxnopua 500 mr

5. Qopma gosysaHHs (nikapcuka dopma).
TableTKW BRPUTI NNiBKOBOD 060M0OHKOK

6. Posmip nakysamHa (smict KoHTelHepy) i Tun (H-4 GnaxoHu, naswky, Baicrepu).
2 6nicT. x 15 Tabnetok B Kopobui, 3aransHa KinbKicTs: 59520 KopoboK
7. Not/Homep cepii.
0153075
8. [lara Bupobruyrea.
04.2025
LaTa nakyeanHa
05.2025

9. TepmiH npuaaThocti,
04.2027

10. Ha3sa, agpecw i HOMeEpa hiueHsin.
TEBA Yex Inpactpis C.p.o.
Byn. OcTpaecka 259/305, Onara-Komapos., 747 70, Yecbka Pecny6nika
Homep niyenaii; 22975/2/INS/98

BupoBuuureo %]
MaxkysaHHg |
KonTponb sakocri b1
Bunyek cepii L]

AT PapmayesTuy i 3aBop Tesa
AinsHuus 1: H-4042 Bebpeuen, syn. Nannari 13, YropwiuHa

HU-M-Teva

Bupobruurso O
MNaxkysanHsa %]
KoHTpons sikocTi O
Bunyck cepii M

11. Homepu BianosigHocti GMP acix [INAHOK, NepepaxosaHux B AyHKTI 10,

SUKLS424838/2018, SUKL5293205/2018, SUKLS5132313/2019, SUKLS270477/2019, SUKLS 189852/2020

OGYEl/28650-3/2022
NNGYK/GYSZ/15825-7/2024
12. Pesynbratu ananisis.
HopaoTbes,
Homep ssity: 8069/2025
13. Komentapi/zaysamenns,
¥ Mopne BifXWNeHRHA He BigBynocna 8 npoueci BUpobHMLTEE, RaKyBaHHA abo TecTyBaHHA
O Orpumani BigxunenHs ynu BiANOBIAHO BUBYEH] | BUpiweHi
38iT ID: HeeyTTeRE
O Npoaykr nepesunyuexo
O Ue 6yna sanigayjiina cepin
M Mpoueaypa ynpaeainta sminamu iD: 3165744, 3223491

TEBA ®apaxacmioriraas Joy, Hoatep Jlinentii: ITU-M-Teva Hodtep ceprudirary sinnosianacri GMP- OGYEL/18953-8/2021

Biiin kowrpomo sxocri
H-4042 Meopenen, syn. Mansari 13 Ten.: 3652515 100 draxc: +36 32515 119 wWww. teva huy
Honseusnaryphiit xon; 84006945

Pox i my5E
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LI Bupo6Huk AdI — MeTtdopminy rigpoxnopus

Im’a: BenBepi Nimites,

Appeca: A-15, MIZC ingacTpian apea, Martanranra, flict. Palirapa-410220, Maxapawrtpa, [Haia

ABTopu3auiiiuid Homep: -

Homep GMP Eudra abe ceprudikaty BianosigHocti GMVP;
NEW-WHO—GMP/CERT/KD/47691/2016/11/16413

M Bupo6Huk Ad| — MeTdopmiry rigpoxnopus

lw's: Weoyryaur ®ykanr dapmacesturan Ko. nta

Appeca: Hopr-lcr Aonreairyad Poaa, flovrsenr, Kuraii
ABTOpu3auiiHui Homep:  LU20160126

Homep GMP Eudra afo ceprtugikary signosigHocti GMP:  SD20160514

0 Bupo6Huk Ad| — MeTdopminy rigpoxnopus,

Im’a: TPAHYAEC IHOIA AMITEL

Appeca: H.N2 6-5i 6-11, Temnne Poag,
502313, Wrar TeneHrana, lngin

ABTOpU3aLiiHUil Homep: 214/MD/AP/96/B/R

Homep GMP Eudra abo cepthirary sBignosigHocti GMP: WC-0116

bowcananni (V), l'ymmanigana (M), CaHrapegai {ajcr.) -

0] Bupobuuk Al — MeTdopminy rigpoxnopus

Ina’51; FPAHYJIEC IHAIA NIMITER,

Appeca: 15/A/1, baze-llI, [AA, Hwunpimerna, Xinepabay-500055, UltaT Tenenraxa, Ingin
ABTOpU3ayiiitnii Homep: 213/HD/AP/96/B/F/R

Homep GMP Eudra abo ceptudikarty signosigHocti GMP: WC-0028

Homepu rpadiynux marepianis:

IHCTpyKUiA; 20186700 03
ETukeTka: -

Bnictep: 1030-M283-RANDOM
Kopobka: 20186710 02

¥Ymosu 36epiranHa rorosoro fipoAayKTy: He notpebye cneujanbhux yMOB 36epiranHs
daTa sunycky gokymenTin: 03/06/2025
Homep TexHivnoi yrogu: IC-QTA-17B

14. 3assa npo ceprugirayiio,
fAanum s 3atBepakyto, wo HaBepeHa BULLe iHbopmayin e ACCTOBIPHOIO | TOYHOI0. LiA cepin npoAayKry
6yna BupobseHa, BKAKOYAIOYM NaKyBaHHA/MapKRyBaHHS | KOHTPOANbL AKOCTI Ha BUWe BKasaHii ainanuj
{pinsukax) B nosHii BianoBigHocTi 0o Bumor GMP, BcTanoBieHuMM micLeBum peryaaropHum
opraHom, i B BignosigHocti po cneundikauili Toprosol niuenzii KpaiHu-imnoprepa. MpoTokoaw
BUPOBHNLTBA, nakyBanHa | ananizis cepii 6yao posrnaHyTo i BU3HaHO BignoEigHicTs ao GMI

15. Im'n i nosuuin/nocaga ocobu, aKka cxsanuna BUNYCK Cepil ANA NOCTaBKK.
Eszter Kerepesi
YnosHosancena ocofa
Biaain sabeaneuenns axkocTi
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16. Nignwue:

17. Nata penizy: 03.06.2025

TEBA ®apyacniorireais jlo.
Bizuain xonrpoase skocri

H-4042 HeSpeuen, sya. Nanari 13 Ten: +36 52 515100
Hoseurnarypuirii kon: 84006945

Haosep Jivensii: HU-M-Teva

Daxc: +3652515 119 www.teva.hu

Homep ceprundizaTy mianonimrocti GMIP: OGYEL/18953-8/2021

Crop. 234
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Ceprudikar AHanisy

Metdopmin-Tesa, Tabnetin, BKpUTI NNiBKOBOIO 06010HKOMW, no 500 mr, Ne 30

Homep cepii:
Aara supobuuyrea:
Aata ananisis;

0153075
KBiTEeHb 2025
25 KBiTHA 2025

HomeHknatypuuii kog:
TepmiH npuaarHocri:

84022465
KBiTeHb 2027

Aosiaka: QDP0O141698 V1.0
Gnnpoﬁ BaHHA Cneuundikauin Pesynetati
¥

onwnc bina abo malixke 6ina oBanbHa Tabnetka, BkpuTa Bianosigae
NAIBKOBOK 0BONOHKOK, 3 TUCHEHHAM «93» Ha
OAHIW CTOPOHi Ta «48» Ha iHwWI CTOPOHI

ILEHTUDIKALLIA (BEPX) B XOAi KinbKiCHOrO BM3HaYeHWs wac YTpumyBaHHsa | Bignosigac
FONOBHOTO NiKY Ha Xpomatorpami BUNpobysaHoro
PO3YUHY BIANOBIAAE Takomy Ha Xpomarorpami
CTaHOapTHOro PO34MHYy.

IAEHTUDIKALLIA (BEPX-AMA) B xogi kinbkicHoro  BusHauenns Y®-cnektp | Bignosigae

OCHGBHOTO niky mignosigae Y®-cnekTpy ccHoBHOIO
Niky Ha xpomatorpami CTaHOAPTHOIO PO3YUHY.

PO34YUHEHHA (3a 15 XBUAMH,
BiAnosiaro €sp. dapm.)

MpoTarom 15 xBuanH PO3YNHRETLCA He meHute 80%

|

MiHinmym {Q} Big 3asBneHor KinbKocTi. (€Esp. ¢. 2.9.3) 94 %

Cepepne 96 %

OAHOPIOHICTL 1030BAHMX Bianosigae €rp. ¢. {2.9.40) Bianosinae

OLWHULL PO3PAXYHOKOBO AV 15,0 1,8

BATOBMM METO/10M

KISTeKICHE BU3HAYEHHSY {BEPX) 95,0 - 105,0% (8ip 3asBneHO Kinskocri) 98,5 %

475,0-525,0 mr

AOMILLKA TA MPOAYKTH PO3RNALY

{BEPX)
UiaHoryanigma (Anuiangiamia) He 6inbwe 0,02% <0,01 %
KoxHa HeBisoma pomiuika He Binbure 0,1% <0,05 %
Cyma aomiwok He Binbwe 0,3% <0,1%

HITPO30 ACMILLKK

NDMA He Binbwe 0,032 ppm < 0,005 ppm

BMICT BOOM He Binbwe 3,0 % 1,0%

MIKPOBIONOTIYHWIA AKICTD

3aransHa KifbKicTb aepobHux He 6inbwe 10° KYO/r ﬂpqsogmrbcs

MiKpoopraHizmie MEPIoAnIHO
3araneHa KinbKicTo APIXANKOBUX/ He 6inbwe 102 KYO/r ﬂpo_so,qmbcn
nraiceHesux rpubis RePRAkInG
Escherichia colf BigcytHictb B 1T npO_BO,EL!/ITbCH

nepiosiruHo

Aifcium A sataepaxyio, L0 Hage/leHa Bule indopmalia nepesipera B BiANOBIAHOCTI 3 NRUHLM

BiANOBIAHOCTI A0 BUMOT peectpauiiiHoro gocoe,

Tesa Papsiaceiomuxan Hinimeo,
H-4042, Yeopugune, Hedpeyen, Hangazi cmp. |3

Crop. 334

namuv GVIP i

fostep sainy: 8069/2025
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Ceptnoikar AHanisy
Merdopmin-Tesa, tabnetku, BKpuTi NNiBKOBOIO 060n0HKOI, No 500 mr, Ne 30

Homep cepil: 0153075 HomeHknatypuumii ko 84022465
Aata supobuuyrsa: KBiTeHb 2025 TepmiH npupartHocTi: KBiTEeHb 2027
AaTa aHanizis: 25 kaiTHAa 2025

Aosigka: QDP0141698 V1.0

BupobruuTBO | KOHTPOAL sAIKOCTI banky nposeneHi Ha AinaHui:
Tesa Yex lngactpiz C.p.o. Onasa-Komapos, Yecbka Pecnybnixka

flata penizy: 03 yepsHa 2025
Balazs Gaal
KepisHuk nigposginy KOHTPOJTHO AKocTi 1
Binain 3abesnevenns axocti

AT LU o
\pauTMiiRa 71 £&
o 3477048 &
sonl ,-'f;?

Tesa @apyviacwiomuran Hiv imeo,
14042, Veopyuna, Hedpeyen, Harnazi cmp. 13

Crop. 434 Homep saimy: 80692025
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HEPHKABHA CJIVIKBA 3 JHKAPCBKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMM Y KHTiBCBHKII OBJIACTI

ripoB. Ceitnuanoi Hapi, 3, M.Kuis, 02099, ren/dake: (044) 576-40-41
E-maii: dls.ko@dls.gov.ua, Kox CJIPTIOY 37078774

BHCHOBOK
Npo SIKiCTL BBE3¢HOIO B YKpainy Jdixapcbkoro 3acoly

26.06.2025 Ne 30173/25/10

MET®OPMIH-TEBA

(Haitymenynanns MKapCEKOTO 3aco6y IrinHo 3 PeecTpaniitiny mocsigaennam)
TalIeTRY, BKPHTI NIiBKROBOIO obosronkoro, no 500 MT, 1o 15 Tabnerox y Gaicrepi, no 2
Oricrepu y kapronuniii Kopoiui
{(thopma Bunycry, AOIYBAILIA, BUM [AKYBAHHS TiKAPCRKOro 3acody)

Howep peecrpanifinora neceimvens UA/20602/01/01 CTpOK Ail peecTpauiiinoro nocimuers 13.09.2029

Cepist nikapeskoro sacofy Ne 0153075 KimekicTs Bre3eHOrO0 Nikapeskoro sacoby 59520
BupoBiux AT DapmanerTounmi 3aBoA Tera, Vropurina
(maitvenysanng »upoGuuka aikapeskoro 3acoby, Kpailid NOXOJKCHHN)
Bresero B Yipaiiy Torapuerso 3 06mexenoro BIANORIAaNBLHICcTIO "Tena ¥Yrpaina", inenr.
xox: 34770471
(rmaiimenypauns 12 kog 3a CAPIIOY wopuanuiod ocobu abo UpiaBuIe, iv's, o Gatekos dizieao]

0CofH - mianpuemus, i micie IPOXURAHIS TA PECCTPALT HHUH HOMED 06AIKOROT KapTky 11arTimka
HOAATKID 250 cepis Ta HOMEp MacHopTa)

[Tpotowcon nisyantioro konrpomo pix 25.06.2025 x: 1955/1.

3a  pesyanraramu ACPIKABHOTO  KOHTPOMIO  BCTRHOBNEHO, 1110 nKapeeKHH  3aci6  mmeseno & Ykpainy 3

AOTPUHMAHHSIM Bimor 3aKOHOAABCTRA 1100 3abe3neuenun gKocTi TKAPCLKUX 3ac06ia,
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