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Mepkne TmbX
TeBa AXeHepuKk cucrem

MIATBEPAEHHA BUNYCKY CEPI

KpalHa: YKpaiua

3aMOBHUK: Tesa

TPOAYKT: AMBPOKCOI-TEBA, tabnetkn no 30 mr Ne 20 (2 6nictepa no 10 tabn.)
Homep cepii: A532708 [aTa supobHuuTBa: 02.2023
lepBUHHA YNaKoBKa: A532708 TepmiH NpUAATHOCTI: 02.2023
Viepknie Homep cepii: A532708

CAl Homep: 283447 PO3MIp YNaKoBKK: 20
JlikapcbKa popma: Tabnerku

AKTUBHUW IHTpedieHT: AMmOpOKCONY ripoxaopna

Cuna aii: 30 mr

YMmoBu 36epiraHHA: He notpebye cneuianbHUX ymoBs 30epiraHHs

HoMep PeECcTPaLinHOro NocBigueHHA: LIA/1611/01/01

PO3MIP Cepil TOTOBOro NPOAYKTY: 79 290 ynakoBOK

Homep niueHsil: DE A 01T MIEA 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

GMP ceptudikar: DE_BW 01 GMP_2023 0108 — aiwouun (bhaybonpeH)
A 01 GMP_2023_0087 - pitounn (BraybolnpeH, palioH Belinep)
CE W 01 GMP_2023 0086 — aitounn (Yabm)

DE A 01 GMP 2022 0090 — nonepenHin (Yabm)

L i O0_GMP_2022 0022 —nonepenHin (Bhaybonpen, panoH Bennep)

P

[ BwW_01_GMP_2021 0173 —nonepeanin (BhayboipeH)

NPESEHTALIA MPOOYKTY

[laKkyBaHHs: 20 TabneTok /iiriren
Cepin y BTOPUHHIN ynakosui: A53270B

[104aTOK NnaKkyBaHHA: 19.07.2023
3aBepleHHA NakyBaHHA: 20.07.2023

Kopobka: $284709.03-Un
|HCTPYKUWIA: 284712.02-UA
BupobHuk cepii “in bulk”: Mepkne FTmb X

Jiwageir Meprnes 1 ece 3
89143-bnayboiinei, Himoeuyiia

[TaKyBa/IbHUK, KOHTPO/Ib RKOCTI: Mepkne 'mbX

Byn. Mpad-Apr 2,

89079-Ynum, Hiaoimns
BpOBHUK aKTUBHOT pe4oBUHN: Wnnna ®apma Jlaitdicaciic Jlimiten

Aeocryp tHa. Apea [nor 1A T IATP
584170-Paisn, Voronnug, s

Bi4noBigansHMt 3a BUNYCK: Mepkne I'mf X
roasir Mopuan Hinscee 3
89143-brayGoany v Hieaous g

HOAHMX CYTTEBUX YN KPUTUUHUX BIAXUIEHD, A1itE MO TH BNAKMBATH HA BUNYCK cepii He Byno 3apeecTposaHo

AaHum A nigTeepaxylo, Wwo nojgaHa BuLLe iHd: DM ¢ 0CToBIPHa Ta TouHa. [laHa cepis npoayKTy Byaa BUroTOBAEHA, BKAKOYAOUM
YNaKOBKY/MapKyBaHHS, | NMPOBEASHUI KOHTD ™ 1. = © 1i Ha BrA3AHIN BUPOBHUMYIM aAinbHUL Y NOBHIW BianosigHocTi 4o sumor GMP,
BCTaHOBAEHUX €C, a TaKoX y BignosigHocr «n ~ooomdhivanii no PN kpainu-imnopTepa Ha npenapart. MNpoToKoan BUpPoOHUUTBS,
YNaKOBKM | aHanisy cepii 6yau posrasHyTi ?h{&n e

¥ - Ay
[laHa cepia BUNyLLEHa AR npo,u,amy* QO 2o

N, U0 BIATOBINAIOTL ymosam GIVIP.

Mepwne MTmbX
pad-Apko-Lrpacce 3
D-85079 Ynbm

Ctop.134

cepin/Homep A53270B/283447



Bepcia 02 3amiHioe sepcito 01 Big 25.07.2023
[TpUYMHE 3aMIHN: KOperyBaHHA Homepy GMIP comriahivapy

Nata/ Yac: 25.07.2023 / 14:06:38

3aTBepaeHo: Dr.Martin Hoeynck, (niannc)
YnoBHOBaXeHa ocoba

[LOKYMEHT CTBOPEHO B @NEKTPOHHOMY BUIANT 3 CACKTROH KA NH1NTUCOM.

Mepkne TmbX
pad-Apko-tUrpacce 3
D-89079 Vabm
QO-RST@teva.de

Crop.234



YKpaiHa

AMBPOKCO/I-TEBA, Tabnetku no 30 mr No20 (2 6nictepa ro 10 tabn.)

Tecru

| 202304005239

Cneyvichikawia

3aranbHi i cneunPiuHi XapaKTepPUCTUKH
e QOnuc

e [liameTp
e (CepeaHsa maca
e CTiMKicTb 40 PO343aBAIOBAHHA

e

ineHTUdiKauin
e Ambpokcony rinpoxnopua (BEPX)
e Ambpokcony rigpoxnopua (YP-Bua,)
e Xnopuan (Peakuis ocafgyKeHHn)

Yucrora (BEPX)
e JlomiwkKa D, €sp. Papm.
Linc-ambpokcony rigpoxnopua
e JlomiwKa B, €sp. Papm.

TpaHc-4-(6,8-aubpom-1,4-gurigpoxitazoniy-

3{2H)-in)umknorekcaHona rigpoxnopua
¢ byab-AKa IHWa AOMILLKa
e Cyma IHWKMX AOMILLIOK

Bmicr/rabnerka
AmbBpoKcony rigpoxnopug (YP-Biun )
Y BiACOTKaX

OpHOpiaHICTL A030BaAHUX OAUHULLD (Oij
ambpokcony rigpoxnopuna (YP-Bua)
NPUNHATHE 3HaA4YeHHA (L1)

PO3UnHeHHA
e Ambpokcony rigpoxnopua (YO -Busa)

BunpobysaHHAa Ha 6ionoriuHy 6e3neky
e MikpobionoriyHa ynucrora (Esp. M.
2.6.12/2.6.13)

Mepkne MmbX
pad-Apko-llitpacce 3
D-8S078 Yabm
QO-RST@teva.de

CEPTU®IKAT AHANIZIB

Harta snpobHuiiTBa TepmiH npUaaTHOCT

02,2023 02.2028
Cepla Cepis 3aMOBHUKA
A532708

KourponsHa napris
Cneuundikallis

D npoayrry A026 AD26-M-F29

Bepcis
01
Cepia npoaasusd

a0 aaea ot ) ,2 MM
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Pesynbratn
il vl npoonykA TAHAETKNU 3 NIHIEK Bianosigae
NANOMY HA OHIM I3 CTOPIH
9,1 mm

239,7 mr (100%)
81 H

HNc viotieaySadHa 8iANoBinac CTaHaapTy Bianosinae
Uty PUANOBHIAE CTaM a1y Bianosinae
T O NO3UTUBHA Bianosinae
Tk <0,10%

e <0.r 10%
L (.0 % <0,10%
ey <0,10%

e p "o FIF r\} r}r:} 29,85 MT

ey 100%
Dennno BianosinaTm csp.dPapm. 2.9.40
A0 Bignosinae
] 3,2%
S (O yepes 30 xs. Oinka BianosBiaHO
B 5 B o 58 87 %
- Bignosigae

Crop.334




Cepia byna sBu3HaHa AK Taka, WO Bignoeinae cneumdikayi’ nro vy

Nata/ Yac: 25.07.2023 / 14:06:38
3aTBEpakeHo: Dr. Martin Hoeynck, P

YnosHoBa)keHa ocoba o
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Mepkne T'mbX
pad-Apko-WTpacce 3
D-89079 Yabm
QO-RST@teva.de
Ctop. 434



