teva

1. Hasga npoaykry.
MetdopmiH-TeBa, Tabnetku, BKpuTi nniskoBolo o6onoHKoro, no 500 mr, Ne 90

Ceptudikar Cepii BupobHuKka gna
MepgwuuHux Mpoaykrie, Wo EKcnopTtyoTbea

2. KpaiHa-imnoptep.
YKpaiHa

3. Homep peecTpauiiHOro noceigyeHHs
Ne UA/20602/01/01

4, Cuna/AKTMBHICTb.
MetdopmiH rigpoxnopug 500 mr

5. ®dopma pgosyeaHHsA (nikapceka popma).
TabneTku BKpuUTi NNiBKoBO 06010HKOWO

6. Po3mip nakyBaHHA (BMIcT KOHTelHepy) | TN (H-4 dnakoHK, NaawKK, baictepwm).
6 6nict. x 15 TabneTok B Kopobui, 3aranbHa KinbKicTs: 19915 Kopobok

7. Not/Homep cepii.
0153554

8. [arta eupobHuuTea.
04.2025
JaTta nakyBaHHA
06.2025

9. TepMmiH npuAaaTHOCTI.
04.2027

10. Ha3zea, agpecu i Homepa niueHsin.
TEBA Yex Inpactpis c.p.o.
Byn. Octpascka 29/305, Onasa-Komapos., 747 70, YecbKka Pecny6nika
Homep niuensii: 22975/2/INS/98

BUpO6HULITBO 7]
MakyBaHHA O
KoHTponb AKocTi
Bunyck cepii O

AT dapmaueBTUYHMIA 3aB0A4 TeBa
AinbHuua 1: H-4042 fe6peueH, Byn. Nannari 13, YropuwuHa

HU-M-Teva

BupobHUUTBO O
MakysaHHA 7|
KoHTponb akocTi O
Bunyck cepii %]

11. Homepwm BignosigHocTi GMP Bcix AinfHOK, nepepaxosaHmx B NyHKTi 10.
SUKLS424838/2018, SUKLS293205/2018, SUKLS132313/2019, SUKLS270477/2019, SUKLS189852/2020
OGYEI/28650-3/2022
NNGYK/GYSZ/15826-7/2024
12. Pe3ynbTaTti aHanizis.
Hoparotbea,
Homep 3BiTy: 8072/2025
13. KomeHTapi/3ayBa)keHHs.
M YopHe siaxunenHa He Biabynoca B npoueci BMpobHULTBA, NakyBaHHA abo TecTyBaHHA
0 OtpumaHi BiaxuneHHa 6ynu BignoBsigHo BMBYEHI | BUpiLLeHi
3giT ID: HecyTTEBE
O Npoaykt nepesunywexo
[ Ue 6yna sanigauiiina cepis
M Npoueaypa ynpaeniHHa 3miHamu ID: 3261717

TEBA ®apmacsioTakaims Jta. Homep Jlinensii: HU-M-Teva Homep ceprudikary sianosignocti GMP: OGYEI/18953-8/2021
Binain konTpoaio skocTi
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0 Bupo6Huk AdI — MeTdhopMiHy riapoxnopug

Im’n: BeHbepi Nlimitepn,

Appeca: A-15, MIAC IHpacTpian apea, Natanradra, fQict. Paitrapa-410220, MaxapawTpa, IHAjs

ABTOpM3aLLiiiHMIA Homep: -

Homep GMP Eudra abo ceptudikary signosigHocti GMP:
NEW-WHO-GMP/CERT/KD/47691/2016/11/16413

M Bupo6Huk A®I — MeTdopmiHy riapoxnopua,

Iw'a: LWoyryaHr ®ykaHr Papmacesturan Ko. /T4,

Appeca: HopTt-lcT QoHreairyaH Poag, floHryeHr, Kutai
ABTopu3auiiiHuii Homep: LU20160126

Homep GMP Eudra abo ceptudikary BignosigHocti GMP: SD20160514

O Bupo6Huk APl — MeTdopmiHy rigpoxnopug,

Iw'a: FPAHYEC IHAIA NIMITEAQ

Appeca: H.Ne 6-5 i 6-11, Temnne Poap, BoHcananni (V), l'ymmaaigana (M), Canrapepai (ajict.) -
502313, LUtar TeneHrawa, IHAinA

ABTOpU3aLiiiHMii Homep: 214/MD/AP/96/B/R

Homep GMP Eudra abo ceptudikary BianoeigHocti GMP: WC-0116

0 Bupo6Huk AdI — MeThopMiHy riapoxnopug

Im'sa: FPAHYNEC IHAIA MIMITEL,

Appeca: 15/A/1, dasze-lll, I0A, Dxuaimetna, Xiaepabaa-500055, LUtaT TeneHraHa, IHgin
ABTOpu3auiitHmii Homep: 213/HD/AP/96/B/F/R

Homep GMP Eudra abo ceptudikary BignosigHocti GMP: WC-0028

Homepwu rpadiuHmnx martepianis:

IHCTpYKUif: 20186700 03
ETukeTKa: -

Bnictep: 1030-M283-RANDOM
Kopob6Ka: 20209210 01

Ymosu 36epiraHHA roToBoro npoAykty: He notpebye cneuianbHnx ymos 36epiraHHs
[aTta sunycky aokymentis: 02/07/2025
Homep TexHivHOi yrogm: IC-QTA-17B

14. 3assa npo ceptudikauiio.
JaHum 8 3aTBepAXYIO, WO HaBeaeHa BuLle iHdopmaLia € aocToBipHOIO | TO4HOLO. Lia cepia npoaykTy
6yna BupobseHa, BKIIOYAIOUM NAaKyBaHHA/MapKyBaHHA | KOHTPO/Ib AKOCTI Ha BULLe BKa3aHil ginaHui
(ainaHkax) B noBHilt BignoBigHocTi Ao Bumor GMP, BCTAaHOBAEHMMM MICLEBUM PerynaTopHMMm
opraHom, i B BignosiaHocTi Ao cneuudikauiii Toproeoi niueHsii KpaiHu-imnoprepa. ﬂpoToKonu
BUPOBHMLTBA, NaKyBaHHA i aHani3iB cepii 6yn0 po3rnaHyTo i BUSHAHO BigNOBIgHICTb A0.GM

15. IM’a i no3nuia/nocana ocobu, AKa cxsanmna BUNYCK cepii ANA NOCTaBKW.
Eszter Kerepesi
YnosHoeaxyeHa ocoba
Binain 3abesneyeHHA AKOCTI

16. Nignwuc:

17. Oara penisy: 02.07.2025

TEBA ®apmacsioTakaims Jta. Homep Jlinensii: HU-M-Teva Homep ceprudikary sianosignocti GMP: OGYEI/18953-8/2021
Binain konTpoaio skocTi
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Ceptudikar AHanisy

MeTdopmiH-TeBa, Tabnetkn, BKpuTi naiBkoBoto 060s0HKO10, no 500 mr, Ne 90

Homep cepii:
[ara Bupobuuyrsa:
Jara aHanisis:

0153554
KBiTeHb 2025
14 tpaBHAa 2025

HomeHKknatypHuii Koa:
TepmiH npuaaTHoCTi:

84041945
KBiTeHb 2027

DoBigka: QDP0141698 V1.0
BunpobyBaHHA Cneuundikauin Pesynbratn
onuc bina abo maixe 6ina oBanbHa Tabnetka, BKpuTa | Bianosigae
NNiBKOBOKO OBO0NOHKOW, 3 TUCHEHHAM «93» Ha
O[Hii CTOPOHI Ta «48» Ha iHLWIil CTOPOHI
IAEHTUDIKALLIA (BEPX) B xoA4j KinbKicHOro BM3HauyeHHA 4yac yTpumyBaHHA | Bignosinae
ro/I0BHOro NiKy Ha Xxpomartorpami BunpobysBaHoro
pO34YMHY BiANOBIAAE TaKoOMy Ha XpomaTtorpami
CTaHAAPTHOMo PO34YUHY.
IAEHTUDIKALLIA (BEPX-OMA) B xoai KinbKicHoro Bu3HauyeHHsi Y®-cnekTp | Bianosigae
OCHOBHOrO MiKy BignoBigae Y®-cnekTpy OCHOBHOro
NiKy Ha XpomaTorpami cTaH4apTHOrO PO3YUHY.
PO34YMHEHHA (3a 15 XxBUAUH,
BianosigHo €sp. ®apm.) MNpoTtAarom 15 xBUNUH pO3UMHAETLCA He MmeHLwWwe 80%
MiHimym (Q) Bia 3asBneHOI KinbKocTi. (EBp. ¢. 2.9.3) 94 %
CepepHe 97 %
OAHOPIAHICTb A4O30BAHNX Binnosigae €sp. ¢. (2.9.40) Bignosipae
O4MHULDb PO3PAXYHOKOBO AV £15,0 19
BAroBMM METOAOM
KINbKICHE BU3HAYEHHA (BEPX) 95,0 - 105,0% (Bia 3aAaBNEHOI KiNbKOCTI) 100,2 %
475,0-525,0 mr
OJOMILWKK TA NMPOAYKTU PO3K/TALY
(BEPX)
LliaHoryaHiguH (guuiangiamia) He Binbwe 0,02% <0,01 %
Ko»xHa HeBigoma Aomiluka He 6inble 0,1% <0,05 %
Cyma aomilok He 6inble 0,3% <0,1%
HITPO30 AOMILLKK
NDMA He 6inbwe 0,032 ppm < 0,005 ppm
BMICT BO4W He 6inbwe 3,0 % 1,0%
MIKPOBIONIOTNYHUIN AKICTb
3aranbHa KinbKicTb aepobHux He 6inbwe 10° KYO/r rlpO-BO,EI,HTbCﬂ
MiKpoOpraHismis HERIOANIHD
3arasibHa KinbKicTb ApiKaxKoBux/ He 6inbwe 102 KYO/r rlpO-BO,EI,HTbCﬂ
nniceHesBux rpubis MEpIoANTHO
Escherichia coli BiacyTHicTbB 1T rlpO-BO,EI,HTbCﬂ
nepiogMyHo

OicHUMm A 3aTBepAKY1o, O HaBeAeHa BuLLe iHpopmaLina nepesipeHa B BigNoBiAHOCTI 3 npuHuunamu GMP i B
BiANOBIAHOCTI 4O BUMOT PEECTPALLIMHOIO AOCHE.

Tesa Dapmacvromuxan Jlimimeo,
H-4042, Yeopwuna, [lebpeyen, Hannazi cmp. 13
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Ceptudikar AHanisy
MeTtdopmiH-Tesa, Tabnetku, BKpuTi naiskosoto 060s0HKo10, no 500 mr, Ne 90

Homep cepii: 0153554 HomeHknatypHuii Koa: 84041945
Aara BupobHuursa: KBiTeHb 2025 TepmiH npuaaTHoCcTi: KBiTeHb 2027
[ara aHanisis: 14 tpasHa 2025

Dosiaka: QDP0141698 V1.0

BMpoOHULTBO | KOHTPONb AKOCTI 6anKy NpoBeAeHi Ha AinAHL,:
Tesa Yex IHaacTpi3 c.p.o. OnaBa-Komapos, Yecbka Pecnybnika

[ata penisy: 02 nunua 2025
Balazs Gaal
KepiBHUK nigpo3ainy KoHTponto AKocTi
Bionin 3abesneyeHHn AkocTi

Tesa Dapmacviomuxan Jfimimed,
H-4042, Yeopwuna, [lebpeyen, Hannazi cmp. 13

Crop. 4 34 Homep zaimy: 8072/2025
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JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKOro 3acody

28.07.2025 Ne 35340/25/10

MET®OPMIH-TEBA
(nalfiMenyBaHHA JKapCEKOro 3acoby 3rifHO 3 peecTpalliiHUM MOCBiUEHHM)
Tal/leTKH, BKPHTI IIIBKOBOIO 000/10HK010, 10 500 Mr, o 15 Tabaerok y 6Jicrepi, mo 6
OuicrepiB y kapronHiil kopo6ui
(dhopma BHNyCKY, H03yBaHHA, BAJ| AKYBaHHS JIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsimaenns UA/20602/01/01 ctpok nii peectpauiitnoro nocsinuenns 13.09.2029
Cepis nikapcskoro 3acoby Ne 0153554 Kinekicts BBe3eHOro Jtikapeskoro 3acoby 19915

Bupo6uuk AT ®apmanestnunuit 3aso Tesa, Yropumna
(naliMeHyBaHHA BUpOOHHKA JIiKapchKOro 3aco0y, KpaiHa MOXOKEHHS)

Baeseno B Ykpainy ToBapucTBO 3 00MekeHOI0 BiinoBinaabHicTIO "TeBa Ykpaina'", izent.

xox: 34770471

(naiimenyBanns Ta kof 3a €JIPTIOY ropuananoi ocobu abo npiseuime, im'a, no 6aTekoBi (izuyHOT

ocolH - minpreMId, i Miclie NPOXHMBAHHA Ta peecTpalliHHHI HoMep 00IKOBOT KapTKH MJIATHHKA
nojaTkis abo cepis Ta HOMep IacrnoprTa)

Iporoxoa Bisyansuoro kourposo Bix 25.07.2025 Ne 2277/9.

3a pe3ynbTaTaMH JIepKABHOTO KOHTPONIO BCTaHOBJIEHO, IO JiKapchkwii 3aci®6 BBeseHo B VYkpainy 3
AOTPHMAHHAM BHMOT 3aKOHO/IABCTBA IO/10 3a0€3MEUCHHS AKOCTi JTIIKAPCHKHX 3aC00iB.
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