teva.

CEPTU®IKAT BIAMOBIAHOCTI

1 | Hassa npogy«ty GIHAENCAH® 400 PETAPA, TabneTku nponoHrosaHoi aii no
400 mr; TabneTtky no 400 mr Ne50
2 | KpaiHa-imnoprep YKpaiHa
3 | Homep peccrpaniiitHoro ‘UA/9848/01/02
noceipYeHHA
4 | Cuna/ AKTUBHICTb Kapbamazenin 400 mr
5 | Nikapceka dopma Tabnerku NnponoHrosaHoi Aii no 400 mr
6 | Po3mip i TMN ynakosku 10 tabnetok B 1 BnicTepi, 5 HaicTepis
7 | Homep cepii 16073224
8 | JaTta BupoBHuiTEa noTuid 2024
9 | NpuaatHuia o noTHi 2027
10 | Poamip cepit 6719 yn.
11 | BunyweHa KinbKicTe 6 719 yn.
12 | Hassa, appeca i HOMepH NiLteHsii TOB Tesa OnepeliwHs MonaHa, syn. Mornabcoka 80, 31-546
AiNbHWUE BUPOOHALTBA | KOHTpOAK | Kpakis, Mosbiua
AKOCT] BupobHuya niuensia: 138/0018/15
{(nonepeana GIF-IW- 400/0018/01/545/2W215/14}
13 | Ceprudiratu signoeigHocti GMP Homepu ceprudikatis signosigHocTti GMP:
ANA BCIX AiNbHULG BKa3aHwx B rpadi | ISF.405.42.2023.1P.1; WTC/0018_0Q1 01/227
12 abo, 3a HaABHOCTI, NOCKMAAHHA Ha | [nonepeaHilt IWSC.405.13.2021.AIC.1 ; WTC/0018_01_01/55
EudraGMP i IWSC.405.13.2021.AJE.2 ; WTC/0018_01_02/56)
IWSF.405.46.2023.IP.1 ; WTC/0018_01_03/87
{nonepeaHii IWSF.405.50.2020.KK.1 ; WTC/0018_01_03/108)
14 | Pesynbratun ananisis BignosiaHo Ao Ceptudikaty AHanisy
15 | KomeHTapi/zaysaxeHHA -
16 | 3aasa npo cepTUdikaumo:
HificHnm s/ 3atBepmwylo, W0 HaegeHa euule iHdopmallis € AocToBipHOK Ta TodHow. LA cepis
NPOAYKTY Bysa BupobaeHa, BKAIOHAKUM NAKYBAHHA/MaPKYBaHHA Ta KOHTPOAL AKOCTI Ha BMLLE BKA3aHIN
AineHnui  (OinbHMLAX) B NOBHIA  signosigHocTi Ao Bumor GMP, wWo BcTaHoBAEHI MicuesMm
PETYNATOPHUM OpraHom, Ta cneuMdikauiil PecctpauiifHoro nocsigyeHHa KpaiHu-imnoptepa abo
cneuudikauiit focke ANR NPOAYKTY, WO AOCAIAKYETLCA. Mporokonu BUPoBHMLTBA, NakyBaHHA | aHanisy
cepii 6y/10 po3rAsHYTO U BU3HAHO TaKMMMU, IO BiANoBigaoTs GMP.
Cepist 6yna BUNyWwEeHa ANA Npoaaxky.
17 | KopofBka : 70076401
Bnicrep 70075416
IHCTPYKUiA 70076402
18 | NpisenuLe Ta nocaga/zeaHHa Ta Crapuwinin gaxieeub 3 3aGe3nederHA AK
Hianue ocobu, aka signosinae =a YnoBHoBaXeHa ocoba
BUMYCK cepii / aTta nignmcaHHA
Malgorzata Magier-Bugaj 07.03.2024
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CEPTUDIKAT AHANI3Y

Homep ceptudikary:

NpoayKT:

HomeHKnaTypHWMIA Koa:

Homep cepii:

Homep cepii 6anka:
Cneundpikauia/KpaiHa-imnopTtep:
Jata sMpobHuuTea;

CeptudikaTt 40525547

40525547

PIHIENCUH® 400 PETAPA, Tabnetku 400 mr Ne50 VrpaiHa

10009877
16073224
14038224
SDII002241/22 Ykpaina
15 moToro 2024 )

MNpuaatHKid go: motni 2027
MoKaszHuk Bumoru Pesynbtatu
3aranbHi BUMOTH bini abo woeTysari, kpyrai, nnacki Taénetkun y dopmi | Bignorinae
INCTa  KOHIOWWHU 3] CKOWEHWMK  Kpasmu,
xpectonogibHeotlo niHielo posnomy 3 06ox cropid, 4
Haciikamu  Ha  BOKOBUX ~ CTOPOHAX, TrAAfKOCIO
NosepxHew, UinbHUMK  KpaamK Ta  OAHAKOBMM
30BHIWHIM BUEARLOM, -
KomeHTap: nepesipeHo M. Kruczek
lapenTudikayia Kapbamaseniny -BEPX Bionosinae crangapry Bignosipae
laenTudikayia Kapbamaseniny - Vo Bignosigae ctaHgapty Bianosipae
CepepnHa maca Tabnetku 588.0 mr—612.0 mr 603.1 mr
(600,0 mr 2%)
OpaHopigHicTb macku TabnetoK He Ginblre, Hix 2 iHaMBIAYanbHI macu BiAXWMAAIOTLCA Bignogipae
BiA cepenHboT mack Biblue HiX Ha 5% i MoaHa 3 HUX
He BIAXUNAETbCA Binble HiX Ha 10%.
KomenTap: 1=592,6; H=611.0
Po3HMHEHHA Ai0Y0T peYoBUHMU
- Yepes 15 XBUAMH 10 - 30 % Big 3aABNeHO KinbKoCTi kKapbamasertiHy
BiANOBifae sumoram €gp. ¢. 2.9.3, Pisenns L1, L2, L3
BiAMNOBIAHO ' Bignoeinac
Komentap: 15;16;14;15;15;12; A=14
PO34YUHEHHA AiY0i peHOBMHMK
- depes 90 XBMAMH 45 - 65 % i, 3aA8NneHOT KiNbKOCTI KapBamaseniny
Bignosigae sumoram €ep. ¢. 2.9.3, PiseHn L1, L2, L3
BignosiagHo Bignoeipae
KomenTap: 55;55;52;54;51:49; A=53
Po3uuHeHns ailovoi peyosuHU
- yepes 210 xBUAMH He meHwe 70% Big 3aAenedol  KinsKoct
Kapbamasenivy Bignosifae sumoram Eep. ¢. 2.9.3,
PiseHsb L1, L2, L3 BignosigHo Bignosinae
HomeHTap: 83;83;80,81;78;78; A=81
XpomarorpadiuHa uucrora (BEPX): )
- Kapbamaseniry enokcug He Ginble 0.2% KomeHTap: He BuasacHo 0.0%
- AKpUACH He Ginvwe 0.2% KomeHTap: He BuABAeHO 0.0%
- AKpyuamH He Ginbwe 0.2% KomeHTap: He BMABAEHO 0.0%
- 9-MeTunakpnamH He 6inbwe 0.2% KomeHTap: He BMABAeHO 0.0%
- ImiHoCTiNbGeH He Binblue 0.2% KomeHTap: He BUABAEHO 0.0%
-~ Byab-AiKa HeBiAOMa ACMiILLKa He Binvwwe 0.2% KomenTap: 0.02 0.0%
- 3aranbHWA BMICT HeBigOMMX gomiok | He Ginblwe 0.5% KomenTap: 0.02 0.0%
- 3ara/ibHUIA BMICT BiQOMWX Ta He Ginblie 0.5% KomeHnTap: 0.02 0.0%
HEeBIA0OMUX A0MILIOK :
KinoKicHe Bu3sHaueHHA kapbamaszeniny 8 | 380.0 - 420.0 mr 404.8 mar
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‘ | Ceptudinar 40525547
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1 rabnetui (BEPX)

KinbKicHe BU3HaueHHA Kapbamaseniny |95.0 — 105.0% 101.2 %
(B % ein 3anBneHOl KinbKoOCTI)

Mikpobionoriuna uncrora: .
MNpoBoaATL BUNPOBYBAHHA AMA KOMHOT KomeHTap: He peryaapHuia Tect -
10-oi cepii abo, Ak MiHiMYyM, 0AMH pa3 Ha

piK He Ginbwe 1000 KYO/r -
- 3aranbHa KinbKicTe agpobHux KomeHTap: He peryaapHuit Tect
MiKpoopraHiamis He 6inbwe 100 KYO/r -
- 3arafbHa KinbKiCTe APIKAMOBMX Ta KomeHTap: He perynapHui TecT
naiceHesnx rpubis Biacytha -
- Escherichiacolis 1r KomewTap: He perynapHuii Tect
BianosigHicTe iIHAKBIAYaABHOT ynakoBku| TabneTku ynakoBaHi 8 BaicTepn, ki 3pobaeHis Bignoeigae

6inoro, Henpozoporo NBX/MNBAX/ NepramenTHoi/Al
donbri, 10 Tabnervok B KomHoMY Baictepii 5
Bnictepis (50 oAMHWUb) yNaKkoBaHi B KaPTOHHY
Kopobky 3 IHCTpYKL e,

KomeHTap: Tepmin npugaTtHocti 02.2027
nigTeepaero A, Szalajko

BianosigHicTb iHAUBIAYaNbHOT ynakosxu| HasenicTb KOHTPO/IKO NEpWoro sigkpntTa — kopobka | Bianosinae
3aKMeeHa.

AIACHUM A 3aTBEPAXKYIO, WO HaBeAeHa BULLE iHbopmaLia e AOCTOBIPHOIO Ta TOUHOW. KOHTPONL AKOCTI
A ufel cepiil 6yno nposeaeHo B NoBHIl BiANOBigHOCTI Ao BMmor GMP, Ulo BCTaHOBAEHI MicLEeBUM
PETYAATOPHUM OPraHoOM, Ta 3apeccTpOBaHUX cneumndikanii KpaiHu-imnopTepa. Pesynbtaty TectysaHb
6YN0 PO3rNAHYTO Y BU3HAHO TAKMMMH, LD Bi4NOBIAAOTL 3apeccTpoBaHUm cneludikaLlism.

3aTeepaseHo:  Agnieszka Samsonowska Craplumii daxieeub 3 3a6esnevyeHHn akocT
Kpakis: 06.03.2024, 13:17:19 Renata Ferlejko
07.03.2024

Lie# foKyMeHT 6yB 3aTBepAMEHWA B @NCKTPOHHOMY BUIIAA|, BAaCHOPYY
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