Meprne MaBx

MIATBEPMMEHHA BUNYCKY

KpaiHa: YKpaiHa

33MOBHMK: Teba

Ha3Ba npoayKTy: BICOMNPOAOA-TEBA, TabneTku no 5 mr, Na50 {5 Gnier. x 10 Tabn.)
Homep cepii: A68533B JaTta BMpoOHULTEE:
NepBMHHA YNAKOBKA: ABBS33B TepMiH NpUAATHOCTI:
MepHne Homep cepil: A689533B

CAIl Homep: 275605 Po3mip yNaKoBKM: 50
JlikapcbKa dopma: Tabnetku

AKTUBHMI iHrpegieHT: biconponony ¢ymapar

Cwna gii: 5

OgMHKUUA CHAM ail: Mr

Ymoeu 36epiraHHa: He 36epiratu npu Temnepatypi suiLe +25°C

Homep peecTpauiifiHOro NocBiaHeHHs: UA/1728/01/01

Po3mip cepil roToBOIo NPoayKTy: 37 040,000 ynakosoK

Homep niueHsit:

GMP cepTudikar:

NPEIEHTALIA NPOAYKTY
$opma YyNaKoBKM:
BTOpWMHHa YNaKOBKa HOMEP
cepii:

MNo4aToK NaKkyBaHKA:
3aKiHYEHHA NAaKYBaHHA:
Kopo6Ka:

IHCTpyKUiA:

BupoBHuK cepii in bulks:

BupoBHUK aKTUEHOI
pPEYOBUHM:

BignoBigansHWIA 33 BUNYCK:

DE_BW 01 _MIA 2023 0057/ DE_BW_ 01 Merckle Weiler

DE_BW 01 MIA 2023 0056/ DE_BW 01 Merckle Ulm

DE_BW 01 MIA 2022 0088/ DE_BW 01 Merckle Blaubeuren
DE_BW 01 GMP_2023 0108 — piloymii (BnayBoiipeH)

DE_BW 01 GMP_2023 0087 — pjicunid (BnaySoiipeH, paitioH Beilnep)
DE_BW 01 GMP_2023 0086 — Ajl04Mii (Y bm)

DE_BW 01 GMP_2022 0090 —nonepegHili (Yabm)

DE_BW 01 GMP_2022 0022 —nonepegHii (Bnay6oiipeH, paioH Beinep)

DE_BW 01 GMP_2021 0173 —nonepegHii (BnayBoiipeH)
50 TaBneTtok/BaicTep

A63533B
22.09.2023
22.09.2023
5276528.06-UA
276926.04-UA

Mepkae TmbX
Moasir Mepkne Witpacce 3
89143-bnayboiipeH, Hime4uuHa

kS 3
B
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YHikem JSlabopartopis Nimiteg KoHTpiib ﬂﬂ&ﬁ mBX
MaoT Ne 98 MIAC apea rpad- > -uJTpacce 3 /2
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4021 16-MaxapaHJTpa, IHAIA 89079- HIME'-I'-MHa
4 “‘“x 18 \ / 3

Mepkae TmbX
Miwasir Mepkne Witpacce 3
89143-bnayboiipeH, Hime4yuuHa

HMoaHuxK cepAo3HMx aBo KPUTHHHKWX BiAXWAEHD, AKI MOMYTE MaTH BMNJIMB Ha BUNYCK cepii, He Byno 3apeecTpoBaHo.

08.2023
08.2026

LiACHMM A 3aTBepaMY!O, WO HABEAEH]A BMLLe iHDOpMaLIA € CNPaBXHbLOK Ta TOYHOWK. LA cepia npoaykTy byna smpabneHa,

BKAIOHAICHM NaKYBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTI HA BMLLE BKa3aHii AinAHUi {finAHKax) B NojHUARLANOBIOHOCTI 80 BUMOT

MpoOHMUTE2
NaKyBaHHA Ta aHaNI3IE cepil Byn0 po3rnaHyTo Ta BU3HAHO BIANOBIAHICTE 3 GMP.
LA cepif BUNyLWeHa oNA TOPrisJi.

AarafHac: 26.09.2023 / 16:52:48
3atBepaxeHo: Dr. Michael Doelker QA SLS-5D-B, ¥YnosHOBaMeHa ocoba

Liei AOKYMEHT CTEOPEHUIA B feKTPOHHOMY BUIAAAI 3 eAeKTPOHHUM Mianucom.
Mepkne I'mBX

pad-Apro-lUTpacce 3

D-85079-Ynbm

QO-RST@teva.de

Crop. 131
Mepkne cepia/Homep A68933B/275605



YKpaiHa

CEPTU®IKAT AHANI3IB
Aara eupobHuUTEa TepMiH NnpuAATHOCTI Bepcia
08.2023 08.2026 01
Cepin Cepis 3amoBHMKa  Cepifa Nnpogaeua
ABE933B
KoHTponbHa napTia
202304030790
ID npoaykTy Cneuundrikania
BOC2 BOC2-M-F27
BICONPOJION-TEBA, Tabnetkn no 5 mr, Ne50 {5 Gaicr. x 10 Tabn.}
Tecn Cneywdirkanin Pesynstam
3aranbHi 1a cneyndiuHi xapaKTepucTUKM
& Onuc BAigo-}OBTi i3 BKpanAeHHAMM, KPYTAi, ABoONyKAi Tabnetkyn, | Bianoeiaae
3 TUCHEHHAM «5» Ta AiHi€0 po3NoMy Ha OAHIA CTOpoHI.
s (CepejHA Maca 180,0 mr £ 5% 181,9 mr
B BiACOTHax 95 - 105% 101 %
s  CridKiCTL A0 pO3A3BAOBaHHA 35-115N 79N
s  CTHMpaHicTb <1% 0,0%
laeHTMpikaLlin
s Biconponony remidymapary {BEPX} Yac yTpuMyBaHHA BiANOBiA3E CTaHAAPTY Bianosigae
e  Biconponony remidymapaty {YO-Buanma CnekTp BigNoBifae cTaHAAPTY Bianosigae
o6nacTb}
laeHMikauia GapaHuKiB
s BapBHWKH 3aAi3a oKkcuaW (Konboposa p-uia} | YepsoHe 3abapBneHHA: NO3NTHBHA HeperynapHe
BunpobyBaHHA
BunpoSysaHHA Ha uMcToTy {BEPX)
s foMilIKa A; EBp. ®apm. (BeH3IUNOBUIA £0,3% <0,05 %
cnupT}
& pomiwka M, Pharmeuropa {{eHon) £0,2% <0,05 %
s aomiwka L; Eep. Papm {Anbgernal £0,2% <0,05 %
s aomiwka P, Pharmeuropa (Biconponon- £0,2% <0,05 %
KucnoTa}
s  aomiwka H, Pharmeuropa <0,2% <0,05 %
{fiapokcHeTnosuii edip)
s pomiwka K, €ep. Papm.(Edip) /’F m’(? B; <0,05 %
® Byab-AKa iHWA AOMILLKA '/O , 2% 51 <0,05 %
& 3arasbHi AOMILLKM 5’ @i 9ttt IR 2 <0,05 %
Bmict/Tabnetka é L] E J'-"l M " " U‘ a
s Biconponony remidymapary {BEPX} "-_';G 4 00 mr £ 5% ® 12/ 5,046 mr
¥ BiACOTHax V* 95-105% 3"/’* 101 %
OpaHopigHicTL fozoBaHMX oaMHMLUL (DB) \ i q: 183 =~ o /
e  Biconponony remigymapaty M{ommm €Bp. ¢. 2.9.40 Bianoeigae BEPX
AnbTepHaTtuBHO BEPX abo PamaHieceka L1£15,0% AV

cneKTpocKonia
NpPWIAHATHE 3HauYeHHA {L1)

L2 MakcumanbHC A0NYCTUMMIA gianasoH 25,0 %
AVS150%

59%

MepHne TMbBX
pad-Apko-LUtpacce 3
D-89075 Ynbm
QO-RST@teva.de




YKpaiHa

CEPTU®IKAT AHANI3IB

Aara eupobHuUTEa TepMiH NpUAATHOCTI Bepcia
08.2023 08.2026 01
Cepin Cepis 3amoBHMKa  Cepia Nnpoaaeua

ABB933B

KoHTpoabHa napTia

202304030790

ID npoaykTy Cneuundrikania

BOC2 BOC2-M-F27

BICONPOJION-TEBA, Tabnetkn no 5 mr, Ne50 {5 Gaicr. x 10 Tabn.}

e  Biconponony remidpymapaty MoewHHa BiagnoeigaTh €sp. ¢. 2.9.40 HeperynapHe
(BEPX) L1£15,0% AV BUNpoDYBaHHA
L2 MmakcMmanbHO AONYCTUMMIA gianasoH 25,0 % HeperyaapHe
NPUAHATHE 3Ha4YeHHA {L1) AV <s150% BunpobyBaHHA

BunpoSyBaHHA Ha pO3UMHEHHA
& Biconponony remidgpymapary (BEPX} Q.= 70% (Q) 4epe3 30 x8nAMH, 97 %
OujiHKa 3rigHo €sp.Papm. 2.9.3

BunpobyBaHHA Ha Gionoriuny Seanexy

* Mikpobionori4Ha H4cToTa Eep.Papm.5.1.4
Eap.apm.2.6.12 TAMC: < 10% kyo/r
Eep.®apm. 2.6.13 TYMC: < 10? kyo/r HeperyaapHe
E.Coli: BiacyTHa/r BunpobyBaHHA

Cepis Byna BU3HaHA AK TaKa, WO BifNoBiAae cneumdik

fAarafMac: 26.09.2023 / 16:52:48
3aTeepaxkeHo: Dr. Michael Doelker / QA SLS-SD-B, ¥n
Liel AOKYMEHT CTBOPEHUIA B NeKTPOHHOMY BHIAAL 3 €
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Mepne TMbX
pad-Apko-LUtpacce 3
D-89079 Yabm
QO-RST@teva.de
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