Ceprudikar Cepii Bupoonuxa nist
Mennunux IIpogyxris, o Excrniopryorscs

1. Hassa DponyKTy.

Oraykonaszon-Tera, kancysu TBepii mo 150 mr, Nel
2. Kpaina-imnoptep.

Yxpaina
3. Howmep peecTpauifiHOro mocei4eHHs

Ne UA/16524/01/03
4. Cuna/AXTHBHICTS.

Dayxonazon 150 mr

5. <dopma nosysanus (Jikapcbka Gpopma).
Kancyau teepai

6. Po3smip nakysauus (BMicT KoHTeHHepy) 1 TH (H-1 (aKoHH, ILIAMIKH, GIicTepH).
1 6aicr. x 1 kancyia B kopodui, 3aransHa kinbkicts: 306 240 kopoGok

7. Jlor/Homep cepii.
2120823

8. Jlara BupoOHHITBA.
08.2023

Hara nakysanus
11.2023

9. TepMmiH IpUAATHOCTI.
08.2026

10. Hasga, agpeca i HoMepa Jiiensii.
AT ®apmanerTnusnii 3asog Tepa
Hinanka 1: H-4042 Jedpeuen, Byn. Hasnari 13, Yropupna

HU-M-Teva

Bupo6uuurso
Iakysanns 21
Koutposs axocri M
Bunycik cepii M

11. Homepa Binnoeignocri GMP reix minsHok, nepepaxosanux B nyHkTi 10,
OGYEV/18953-8/2021
OGYEL/28650-3/2022
12. PesynsTaTy anamiziB.
Jonatorbes,
Howmep 3BiTy: 884,713

13. Komenrapi/3ayBaxeHHS.

M HWogHe BigxunenHa He BigBynoca B npoueci BUpo6HULTBA, NaKyBaHHA a6o TecTyBaHHA
[0 Orpumati BigxunexHa 6yam signosigHo susyeHi i BupiweHi

3gir ID:

O IIpoxykT nepeBHmyneno

I Ue 6yna sanigauiiina cepia

1 Npouenypa ynpasuinasa sminamu ID:

Bupo6nux API

Im’s: Aypobingo ®apma JITH (¥Ouit VIID

Apnpeca: Aypobingo ®apma Jlimiten IOniT VIII, Cpopeii Ne 10 i 13, Al Jdi.Ei. Kasinauwiu,

Kunnapam Manpaan, Canrapenai Hicrpikr, Inpia — 502 319, T'agnanorapam Binapk, Texenrana

ArTtopm3auiiinmit Homep: 38/MD/AP/2001/B/R

Homep GMP Eudra a6o ceprudikary rignogiznocti GMP: 1. 20MPP016HVPTO1
2.76140/TS/2022

TEBA ®apmaceiotikans Jita. Homep Jlinensii: HU-M-Teva Ho»tep Binnosignocri GMP: OGYEI/18953-8/2021
OGYEL/28650-3/2022

Bipnin koutpomo sixocTi

H-4042 JeGpeuen, By [Tannari 13 Tem.: +36 52 515 100 Paxc: +36 52 515119 www.teva.hu

Homenknarypunii kon: 84011465 ) /} /{

79.06 44 %



evd

Homepu rpadiunux marepianis:

IrcTpyxnis: 20175300 01
Etukerka: -

Baicrep: F311-RANDOM
Kopobka: 20172430 01

YmoBu 36epiranns roTosoro NpoxyKTy: 36epiratu mpu temneparypi se sume 30°C.
Jata Bunycky moxymenty: 21/11/2023
Howmep texuiunoi srogu: IC-QTA-17B

14. 3agpa npo cepTHdikarlio.
JilfficuuM # 3aTBEPIKYIO, (0 HaBeAcHA BHIe indopmania € copae:xkuboio i Tounoro. s cepis npoxyxTty
6yJia BHIOTOBJIEHA, BKIIOYAIOYH NAKYBAHHA/MAPKYBaHHA i KOHTPOJL SKOCTI Ha BHIUC BKasaHii mimxsaui
(ainsukax) B nosiiit Bigmosiguocri 1o Bumor GMP, BcTanosaennMu MiclieBHM PeryAATOPHHM Opraiom, i
B Bignmosignocti po cnenudikauiii Toprosoi ainensii kpainm-imnoprepa. IIpoTtoxkean BHpoGHHLTEA,
nakyeaHHd i anaaiziB cepii GyJio posrasnyro i Bu3nano Bianosianicrs BuMoram GMP.

15. Im™s i no3uwtis/nocaxa ocodu, ska CXBaauaa BUIYCK Cepil I [MOCTaBKH.
Tamas Ladanyi Pharm.D.
Ynoenosancena ocoba

Biggin 3a6esncuenns sxocri

16. Timmuc:

17. Jara: 30 nucronaza 2023
WAl \%Btﬁﬂ“"ﬂ"
H,;z’ﬁ??m's?“

TEBA d®apmacsioTikans JITi. Honep Jinensii: HU-M-Teva Homep Bignosignocti GMP: OGYEI/18953-8/2021
OGYE1/28650-3/2022
Bigain kourpoaio sikoeti

H-4042 JNebpeuen, syst. [Tamnari 13 Ten.: +36 52 515 100 daxc: +36 52 515119 www.teva.hu
Homenxnatypruit xon: 84011465



CepTudikar Ananxizis

Dayronaszon-Tepa, kamcynu TBepai o 150 mr, Nel, Yicpaina

Homep cepii: 2120823 Homenxnarypuuii koa: 84011465
Honep cepii 6anxy: 3K12FH
Jara BupoGuunursa: Ceprnens 2023 Tepmin npuaatnocti: Cepniens 2026
Jara ananisis: 07 Bepecus 2023
Josiaka: SDIR002940/9
Onuc Teepai xenaTMHOBI Kancymd, HamoBHeHi 6inuM  aGo | Bignosimae
XKOBTYBATO-01IMM OJTHOPITHUM IIOPOIIKOM.
Kpumeuxa: OaxuTHA, HEIPO30pa
Kopmyc: ONAaKUTHHH, HENpo3opuit
Po3awmip xaneymm: Ne 1
Inentudikauis (Y@) CroexTp HNOTMHAHHA BUNPOGYBAHOTO pPO3YHEY TOKasye | Bimmosimac
MaKCHMYMH IIPH THX CaMHX JOBXHHAX XBmis (2612 M i
267+2), mo i Takui CTaHAAPTHOTO POIYMHY.
Inentndixanis (BEPX) Ilin wac ximekicHOro BH3HaYeHHA 4Yac yTpuMyBaHHA | Bigmosimae
TONIOBHOTO MiKa HA XpOMaTorpami BHIPOGYBAHOTO PO3YHHY
Bi/IIIOBi/Ia€ TAKOMY JUISL CTAHAAPTHOTO PO3YHHY.
InenTubixatis (THTaHy HIOKCHIY) TIoBHHHO 3’ ABNATHCS IOMApaHYEBO-YePBOHE 3abapBnenns. | IIpoBomuThCS
NEPIOAUYHO
Inentudixanis (aiamanrosoro cumeoro FCF) | Tonosna musama Ha Xpomarorpami BUOpoOyBaHOro pozundy | IIpoBoamTscs
BilMOBINA€ 32 [IONIOXEHHAM 1 KOJIBOPOM TaKiil Ha HepiofHYHO
XPOMATOrpaMi CTAHAAPTHOTO PO3YHHY.
OnHOpi/HICTS N030BAHMX OJMHMIB METOOM | Binnosinae noToYHOMy BHAGHHIO €rp. . Binmnosinae
Bapiauii Macu
IpuiinsTre 3sHauenHs He 6inpiue 15.0 3,5
Pozuunenns (3a 45 xsuiun) (BEPX) (8in
3d4BJIEHOT KiBKOCTI)
Cepenue 104 %
Hianazon He menme 80% (Q) Bix 3asBieHoi kinbkocti posuunserses | 102-106 %
3a 45 XBUNHH.
Kpurepii npuiiraTHocTi: noTouse Bunasna €8p. @,
HpoiineHa cragis 1
Homitxw/TIpoxyxru posknany (BEPX)
Howmimka isomepy He 6inbmme 0,3% 0.14 %
Homimxka xerony He 6inbuie 0,2% <0.01 %
Homiuka enoxcuay He 6inbnre 0,2% <0.01 %
Byns-sxa Hesinoma He 6inswe 0,2% 0.09 %
3arajgbaa — KpiM JAOMILIKH i30Mepy He 6inpme 0,5% 0.18%
Kinexicne susnavenns (BEPX) (six 95,0-105,0% 101.1 %
3as1BJICHO] KIJIBKOCTI)
3arajbHa KineKicTh aepoGHUX He Ginpwe 10° KYO/r IIpoBomurses
MIKpOOprauizmis NEPIOANIHO
3araneHa KINBKICTh IpIXIHKOBHX Ta He 6insme 102 KYO/r Ipoeoautses
riceHeBHX rpubis nepiogHaHO
Escherichia coli Bincytas/r IMpoBopuTtses
OepioAHYHO

HlificHuM 5 3aTBEpAKYIO, 10 HABE/eHa BULle iHbOopMANis nepesipena B BiANOBIAHOCTI 3 npurwanamMu GMP 1 B BinosigHocTi go

JloT 3aTBepaKeno: Revesz Erika

Ilocapa:

Bunymeno: Racskai Erika

AcCHCTEHT Biminy 3abe3nedeHns AKOCTI

Hara Bunycky:

KepipHEK BinAiny KOHTPOIIO SKOCTI

22 mucronaga 2023 09:40:47

BHMOT PeeCTPalifiHOro 10CheE.

‘ngu't“m‘

NiANHCAHO B €NEKTPOHHOMY BHILAL.

Tesa Dapmaceiomirans Jimimeo,
H-4042, Yzopwuna, [lebpeyen, Ilarnazi cmp. 13

Crop.333

%0

Homep 36imy: 884,713.00 RELEASE From: LIMS_PROD




JTEPKABHA CJYKBA 3 JIKAPCBKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKII OBJIACTI

nipos. CaiTmuynoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BUCHOBOK
PO SIKiCTH BBE3€HOT0 B YKpaiHy JikapchLKoro 3acody

27.12.2023 Ne 65171/23/10

OJIYKOHA3OJI-TEBA

(HaiiMEHYBAHHs TiKapcLKOTO 3ac0by 3TINHO 3 peeCTpaliiiHiM TOCBiIEHHAM)
Kancyau Tepai mo 150 mr: no 1 kancyi y 6ictepi; mo 1 6aicrepy B kopoGui

(dpopma BUIYCKY, NO3YBAHHS, BUI TAKyBaHHs JIIKapCLKOro 3acoly)
Homep peectpaniiiroro nocsiguenns UA/16524/01/03 crpox aii peecrpaniiinoro noceingerns 01.01.2099
Cepis nixapcwxoro 3aco6y Ne 2120823 Kinskicts BBe3eHOro Jikapcskoro 3acoby 306240

Bupobrux AT ®apmauestudauii 3apog Tepa, YropiuHa
(uaiiMeHyBaHHA BUPOBHUKA JKapCHKOTo 3ac00y, KpaiHa IOX0MKeHH )

Bseseno B Yxpainy TosapucTBo 3 06Me:keHoI0 BifnosiganpnicTio "Tesa Ykpaina', ineur.
xon: 34770471
(uatiMenyranns Ta kof 3a €JIPIIOY opuananoi ocoGu abo npiseue, iM'a, o 6aTbKoOBi GisHuHOi
ocoBu - nignpuemus, i Micue MPOXUBAHHA Ta peecTpallifiHuil HoMep 0ONiKOBOT KAPTKH MIIATHHKA
nojarkis a6o cepis Ta HoMep Nacnopra)

IpoToxon BisyaxsHore kourpomo six 25.12.2023 Ne 4147/3.

3a pesynpTaTAaM# JIEPXKABHOTO KOHTPONIO BCTAHOBJCHO, IO JHKapchkui 3aci6  BBe3eHO B YKpaiHy 3

JOTPHUMAHHAM BUMOr 3aKOHOAABCTBA [IOJ0 3abe3neueHHa AKOCTI IiKapChKHX 3ac00iB.
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Ceprudirxar Cepii Bupobunxa nns
Memmunnx poayxrie, o Excriopryrorsen

1. Haspa nponyxry.

Prayrconason-Tena, kancymu Teepai no 150 arr, Nel
2. Kpaina-iMnoprep.

Yrpaina

3. Homep peeetpaniiinoro nocesigyenna
Ne UA/16524/01/03

4,  Cuna/AxTHEIICTE,
Quyxounazon 150 mr

5. Qopma mosysauna (Aikapebka (Jopaal.
Kancysan Teepai

6. PoaMip makynais (BmicT xonteiinepy) i Tan (H-A (narouy, WIKIKY, GricTep:).
1 Gurier, ¥ 1 xaneysa & xopobui, 3aranena xinexicrs: 30560 kopoGox

7. Jlor/Tlomep coepii.
2400225

8. Hara supoBrumnrsa.
02.2025

Hata nakysanHs
06.2025

9. Tepamin npugaruocti,
02.2028

10. Hazea, agpeca i nomepa niuensiit,
AT @apatanesririi 3asoa Tesa
HMimsnxa 1: H-4042 MeGpenen, gy, Mammari 13, Yropumaa
HU-M-Teva

Bupobimngrso )
[Iakypamns 7}
Kourpoan sxoeri B
Buntyck cepii K&

t1. Homepa Binnosignocri GMP seix ainsuox, nepepaxosanux s nyaxri 10,

OGYEIL/28650-3/2022

NNGYK/GYSZ/15826-7/2024
12. Peaynwraru ananisis.

Hopalornes,

Honiep 3BiTy: 948,796

13. Komenrapifzaysaxenus,

¥ ¥ogHe BigxnaeHHA He BigBynoca B npoueci BUPOBHULTE], NnakysaHHA abo TecTyBaHHA

[0 Otpumasi BigxuneHsa 6ynm signosiaHo sUBYEH | BupiLIeHi
3piT ID;

O Nponyxt nepeRMayIeno

[ Ue 6yna sanigauiiina cepin

M Npouetypa ynpasminus sainanu ID: 3219293, 3158553

Bupodnur ADI
Int'n1: Adiropin Papma IIITH XOuir-IT

Anpeca: Cropeeii No 10 § 13, At Hi.Eii. Kasinaiann, Megax Qicrpirr, Xinnapas Mangan Inpin —

502319, Tapnanorapast Binamk, Tenenrana
AmnTopmzauiitnuii noaep: 38/MD/AP{2001/B/R
Hosyep GMP Eudra afio ceprirdixaty ignopiguocri GMP:

TEBA @apaacnwrinans S, Hoacp Jivensii: HU-M-Tevn

Bimgin xonrpesmo sxocri
11-4042 Hebpeuen, syn. Tlanaari 13 Ten: +36 52 515 100 Pake: +36 52 515119 www.tevahu

Hoserenarypiui vos: 34011465

1. 20MPPO16HVPTOL
2. L.Dis.No:76140/T5/2022

Huowsep Bignonignoeri GMP: OGYE/28650-3/2022
NNGYK/GYSZ/158206-7/2024
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Howepn rpadiuanx marepianis:

IHcTpyKLis: 20175300 01
Ernkerxa: -

Bnicrep: 1030-F44-RANDOM
Kopobra: 20172430 01

Yaoni 36epiranis roTosore npoayKRTy: 36epirati npu Tesnepartypi He suwe 30°C,
Hara Burnycky Aoxymenty: 05/06/2025
Homep rexuitbol sropu: IC-QTA-17B

14, 3asma npo ceprudikaxtio.
Hiftcinnt a1 3aTnepaacy1o, wo naseaena siue indopaanis € copasscnboro i Toxnoro. Xa cepis upopyxry
fyJsia BHIOTORJCHA, BKAIOMAIOMH HaKyBals/Maprysais i kourpons sxoeti 1a snue srasauiit ginnuui
(ninsmicax) o monuiit pignosipgmocri go sumor GMP, BeTANOBICHIMH MICHCBHM PEIYISTOPHHM OPIAiIoM, i
B signosignocri xo cmenndixaniii Toprosoi sinensii kpaiun-isroprepa. Ilpororonn mupoGunnrsna,
narysamus i anmamisis cepii 6ysno poarnanyto i Buznano sigmosignicTs BmAtoran GMP,

15. Is’st i mosmuis/nocana ocolm, KA CXBANHAA BHIYCK CCPIT LU TOCTARKSL
Tamas Ladanyi Pharm.D.
Yuoenogaacene ocoda
Binaia zabezneucuna axocri

I6. Tliamnc:

17. Hata: 05 wepsua 2025

TEBA (apmacuioticnns JIta. Hosep Jigenzii: 11U-M-Teva Hoatep Binnesianoeri GMP: OGYEI/18953-8/2021
OGYLI28650-3/2022
Binptin ronTposig stkocTi

H-4042 Jie6penen, syi, Tannari 13 Ten: +36 52 515 100 hake: 36 52515 119 www.tevahy
Haseusnatypunii xkon: 84011465




Teye

Ceprudixar Anamisis

(Duyxonason-Tena, kancynu Teepai no 150 ar, Nel, ¥iepaiua

Hoatep cepii: 2400225 HomenkiaTypumit com: 84011465
Hoarep cepii Ganky: SB40FH
Jara sapodimnrea: mortnit 2025 Tepnia mpugaTuHocti: sroTuit 2028
Hara ananisin; 10 Bepesus 2025
Houimen: SDIR002940/10
Tect Crretnnizxauis. : ‘ PesynbTaTi
Qmne Teepai xenarMuoni kancyin, wuanosneni 6imiv  abo | Bipnosipac
MOBTYBATO-61M1M OAHODIHIM NOPOLIEKOM,
Kpnmeuxa: GnaxuTHA, HENPO3OPa
Kopmye: OnaxuTHHH, HENpO3OpH
Poamip xarcynn: Nel
Lenreikatis (YD) Cnextp norammanusd sunpobysaHoro posumiy noxazye | Bimnosinae
MaKCHMYMH PN THX CAMHX BOBMKHHAX XBHAL (261£2 uM i
26742), mo i Takui CTAaHAAPTHOTO POZUMHY.
Inentudirauis (BEPX) Ilin wac kinekicHoro Bu3nawenHs wac yrpuMysauds | Bianosinae
TOJIOBHOTO MiKa Ha XpOMAaTorpaMi BHIIpoGYyBaHOTO PO3YHHY
BIAMOBIHAE TAKOMY JUI CTAHAAPTHOIO POSUHHY.
Inentudikanis (Turany niokckay) Tlosnuko 3’ sBNATHCS TOMapaRycBo-uepBOHe 3abapenenns, | ITposoauThed
nepiofiNyHO
Ipenrudikanis {aiamanrosoro cunporo FCF) | Tomorna misma 1a XxpoMarorpanti surpobysanoro posuntty | IIposomurnes
RiATORIOAE 32 MOMOKEHHAM 1 KONBOPOM Takiil Ha mepioaHTHO
XpoMaTOrpaMi CTAHRAPTHOIO POSTHHY.
ORHOPIHICTL AO30BAHHX OARKHHLE MerojoM | Binnoeiaae morounomy BHaanaio €sp. . Binnosipae
Bapianii MacH
TIpuitHATHE 3HAYCHHS He 6insure 15.0 3,1
Posumncnns (3a 45 xpnnnn) (BEPX) (sin
3aABACHOT KITBKOCT])
Cepenuc 102 %
Hianason He menme 80% (Q) Bin sassnenol xinbkocri posunnaerses | 99-102 %
3a 45 XBHATIH.
KpuTepii npuiigaruocti: norovde supanus €ep. d.
[poiigena craia 1
Homimei/Tponyxru posimany (BEPX)
Howmimeka izomepy He Ginswe 0,3% 0.14%
Iomiuka xerony He Ginpwe 0,2% <0.01 %
Iomimxa enoxenay He Ginbwe 0,2% <0.01 %
Byns-sxa Herigoma He oinswe 0,2% 0.06 %
JaraneHa — XpiM AOMINIKH i30Mepy He 6inbine 0,5% 0.06 %
Kinskiche pisuavenus (BEPX) (sin 95,0- 105,0% 99.6 %
3afBReHOl KiNBKOCTL)
3araneia KibkicTb aepobimx He inbwe 10° KYO/r IposojuTLCa
Mmikpoopratismis nepioiHTHO
3aransna KineKicTs ApLKIMKOBHX TA He 6inpue 102 KYO/r Ilposomurses
THHCEHERMX Tpubin TIepioHMHO
Escherichia coli BigcyTHa/T Ipononvrses
nepionuyHo

Hificany 5 3aTBepluxyio, 1Mo HaBeeHa BHIe iHdopMain nepesipena B BignosianocTi 3 npunuunamu GMP i B sinnosimiocti ge

JloT 3aToepiseio: Baracsine Csapo Katalin
Hocaja: Kepisuux Bigainy KoHTpomo sxocti
Bunyeno: Totlne Jakab Gyongyi

AcHcTenT Bignimy 3abe3neuenss skocTi

Hara Brmyexy:

Ockinbkit ueil JokyMenT copMmoBano y 3aTsepmxeHiil cuctemi ynpasninmg 1a60paTopROIO IHHOPMALIERD

05 uepein 2025 14:28:40

BHMOT pCECTPaLiftHOro JOCEE,

DHETIHCAHO B CHCKTPOHHOMY BEIILLL,

Tega chapyacsiomivans JTisimed,
I-4042, Yeopupuna, HeGpeen, Harna2i coy. 13

Crop.313

waninni
704871 ,

Hoatep zaimy: 948,796.00 RELEASE From: LIMS_PROD




JEPHABHA CIYXBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA Y KUIBCHKIA OBJACTI

nipoB. Ceitanuanof Hagil, 3, M. Kuis, 02099, rey/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO SAKICTH BBE3eH0ro B YKpainy gikapchkoro 3acoby

26.06.2025 | Ne 30177/25/10

DIYKOHA3ZOJIN-TEBA

(mafisenysamnus Aikapeskoro sacoBy srinmo 3 peecrpauiiinus noceigycnaM)
xancynu TBepi no 150 mr: mo 1 xancyni y 6micrepi; mo 1 6xicrepy & xopo6ui

(thopaa BrRYCRY, AO3YBANNA, BHI NAKYBaHHS NiKAPCEKOTO 3acoby)
Howmep peccrpaniiioro nocsinsenns UA/16524/01/03 crpox aii peecrpauiiinoro mocsizsenns 01.01.2099
Cepin nixapeskoro sacoby MNe 2400225 KinekicTs Bee3eroro jikapeskoro 3aceby 30560

Bupo6uux AT Dapmaueeruynuii sason Tepa, Yropuwna

(ajiMennysaitia BHpoGHIKS HiKapcokoro 3acoBy, Kpaiila ROXOmKerIs)

Brescro B Yipainy Tosapucrso 3 06Mexenolo BigmorinannuicTo "Tesa Yrpaina", ineur,
ron: 34770471

{(naitmenypanns ra kog, 3a €JIPTIOY 10prauumnoi ocobn abo npisnunte, iM's, 10 Garskosi piznunol
ocobu - mianpresus, Ti Micte mpoxuBarKA TA peecTpauiiiunii nomep o6aikorof kapTKH MAATHIKA
nogaTkie abo cepia Ta woMep macnopTa)

Iporexon vizyanmuore konrpoeo rix 25.06.2025 Ne 1955/5.

3a  pesymbTaTaMH  AEPKABHOTO KOHTPONIO BCTAHORNEHO, INO JIKApPChXuil 3aci6 BBeseno B Yipainy 3
JOTPHMANIAM BHMOT 3aKOHORABCTRA IMOAO 3a6E3Nee s AKOCT] NiKApChKHX 3acobiB.
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