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Vo

Mepkne TmbX

NIATBEPAMEHHA BUNYCKY

KpaiHa: YkpaiHa

3aMOBHUK. Tesa N |

MpoaykT: KOPUHDAP® YHO 40, Tabnerku np'onoHr'aBa'H'd'l'".q'i"i‘hd'dﬂ_'Mf,-NQ'lUﬂ"(10 6nict. x 10 vabn.) -

Homep cepii: 2343A003 Aata supobuidutea:  10.2023

Mepkne Homep cepil: . ... 2023005370 C e e TepmiH-NpUAaTHOCTE — 302026
 CAll Homep: " 356934 Poamip ynakosku: 100

flikapcobKa dopma: TabneTku nponoHrosanol fif

AKTUBHUWIA iHrpeaicHT: Hicdbeaunin

Cuna Ajil: 40

Oannumus cunum aii: M

YmoBu 36epiraHHs:. He notpebye cneufansHux ymos 36epiraiing

‘Homep peecTpauiiHoro nocsiaterEa; UA/9902/01/01

Posmip cepii 3anakosaHoro npogykTy: '10.152,000 ynakosox

‘Po3mip cepii rotooro npoayxry: 10.152,000 ynakoBox

Homep niuewsit: DE_BW_01_MIA_2023_0057/ DE_BW _01_Merckle Weiler

DE_BW_01_MIA_2023. 0056/ DE_BW_01_Merckle Uim
DE_BW_01_MIA_2022_ 0088/ DE_BW_01_Merckle Blaubéiren

GMP ceprudikar: DE_BW_01_GMP_2023_0108 — aitoumii (BnayboiipeH)
DE_BW_01_GMP_2023_0087 - xjlouuii.(Enay6oiipen; palioH Bettsiep)
DE_BW_01_GMP_2023.0086 — ajtouuii (Yabm)
DE_BW_01_GMP_2022_0090 ~ nonepeaHin (Ynom)
DE_BW_01_GMP_2022_0022 — nonepeaHii (BnayboiipeH, paiion Bein ep)
DE_BW_01_GMP_2021_0173 — nonepeaHiit (Brayboitpen)

MPESEHTALUA MPOAYKTY

DopPMa YNaKOBKK: 100 TabneTok-nponoHroBaHol bji /BricTep
BTropuHHa ynakoska Homep cepiit . 2343A003
NepeuHHa ynakoska Homep cepil:  2343A003

ETMKeTKa: AAAM3126

HopobKa: AAAM3125

IHCTRYKUiA: 4136700820

Bupo6HUK cepii «in bulks, 3irdpua Massta fitg,
‘MaKkyBanbHUK, HHFO70 Xan ®ap lnpactpien Ecredit
'KOHTpOAb AKOCTI: BBG3000-Xan dap, Gipsebyria, MansTa
BMPOBHUK aKTUBHOT pevoBirHM: 3irgpna A1a. Kr-Uodinren

YHTepe Bpronbwtpacce 4

4800- UodinreH, WeeiiLapis
BignosigansHuii 3a sunyck: Mepkre FTmbX

Mopagir Mepxne Wrpacce 3

89143-bnayboiipeH, Himeyunns

HofHWX cepioaHmx 260 KPUTHYHIX BIZXWAEHL, AKI MOMYTh MaTH BNAUB Ha BUMYCK ¢epii, He Byno 3apeecTpoBaNo,

Navum A 3aTBEPAKYIO, LIO HABRAEHA BULLE iHPOPMALLS € CNPABKHBLOIO T3 TOYHOIO, Us cepia npoaykTy Byna supobraena; BKAKYIGY
NaKysaHHA/MapKYBAHHA Ta KOWTPOAL AKOCTI Ha BUlle. BKasalin ainAHui (ginAHKax) B8 NOBHiil BignosiaHocTi Ao sumor GMP,
BCTaHOBAEHUX €C, Ta B.BIANOBIAHOCTI A0 cneundikauin Toproeoi niyensii kpaiHn-imnopTtepa. MpoToKkoAn BUPOGHWLTBA NaKyBaHHA Ta
aHanisis cepii 6yno posraaHyTO Ta BU3HAHO BignosigHicTe 3 GMP,

LA cepia sunyweHa ana Toprissii,

" ¢
) w2
Mepkne Tm6X. G Nt I ? _-
pag-Apko-LLitpacce 3 L Rk ' % S o Crop. 134

'D-89007-Ynom
-QO-RST@teva.de

A

g cepin/riomep 2023005370/356934




YKpaiHa

Hara/ Yac:19.12.2023 / 13:55:15 CET
3aTBepameHo: Manfred Tritscher
YnosHosaeHa ocoba

Ued AoxkymenT 6yno craopeto 8 eneKTpoHHIi cHCTeMI Ta NiATMcaHG ENEKTPOHHUM NigNUcAoy

Bepcia 02 3amiHioe sepciio 01 Big 19.12.2023

(nignuc}  Manfred Tritscher, 11.01.2024
'YnoBHoBaMeHa ocoba

Mepmermﬁx P P

[pad-Apko-Uitpacce 3
D-89079 Viem

QO-RST@teva.de




YKpaiHa

lpad-Apko-Lirpacce 3
0-89079 Ynom

QO-RST@teva.de

CEPTU®DIKAT AHANI3IB
aTta smpobHulTea Tepmin Bepcin
10.2023 MPUAATHOCTI 01
10.2026
Cepin Cepis samoBHMKa Cepia npopasus’
2343A003 2343A003
KoHTponbHa napris
202304040537
ID npogykTy Cneuueikayis
NGM9
KOPUHDAP® YHO 40, TabieTii nponoHrosatio Aii no 40 mr, N2100 (10 6nicr. x.10 Taban.)
Bunpo6ysanus Cneuundikauin - _ PesyabTary
Onuc YepBOHO-KopuyHesi, Kpyrai, ABOONYKAI | Bianosigae
Tabnetkn giamerpom 7 MM, BKPUTI NNiBKOBOIO
060N0HKOIO
3anax bes 3anaxy Bianoeipae
‘OaHopigHicTs macu (Eap. Dapm. 2.5.5) Bignosigae €ap. ¢. Bignosigae
CepenHa maca | 148 -162 mr 139 mr
1 PO3YUHEHHH
¢ 4epes.3 roguHu > - 25.% Hipeguniny & LLUIC; NPOTOYHUN meToa | 9%
¢ yepes 4 roamHn 10 - 30 % Hideaunivy 8 WLLC; npoTouHui 12 %
meTop
¢ yepes 6 roauH 18 - 45 % Hideaunivy & LLULLC; npoToynuii 20 %
MeTon,
¢ uepes 8 roaun 25 - 55 % Hibdeguniny - LHUIC; npoToyunis 27 %
MeTon
*  Yepes 6 TOAMH He MeHwe 75 % Hideanniny y LWIC/1% HAC, 101 %

o | ) | meToa 3 Aonarmmo |
laeHTHdiKauia Hibeauniny (BEPX) [To3nTUBHA Bianosipae
laeHTHikaLia 3aniza OKCUay [To3nTNBHA HeperynapHe

BUNpobyBaHHA
laeHTndikauin TUTaHy aiokcuay Mo3uTUBHA HeperyaspHe
BUNPOBYBaHHA
BmicT 38,0 - 42,0 mr Hipeguniny/TabneTKa 39,2 mr
Cynposigri 4omitku
* Hideauniny HiTpodeHinnipuanHosoro He Ginbie 0,08 mr (0,2 %) <0,1%
aHanory/rabnerka
*  Hideaunity HitpozodeninnipuamuHosoro | He Ginbuwe 0,08 mr{0,2 %) <01%
aHanory/rTabnerka
¢ KOXHOI HeBigOMOI Aomiutki/TabneTka | He 6inblwe 0,08 mr (0,2 %) <0,1%
% 3aranbHux gomiwok/TabneTka He binbwe 0,40 mr, (i ST N [<01%
MIHDDﬁIOJ‘IOFNHa YUCTOTa Bi,n,noal,qae E c’ﬁ ﬁ:&ﬁﬂ“‘ ?%*?" N\ Heperynsphe
(Eep. ¢:) : | ﬁﬁ%?g_ BUNPOOYBaHHS
“®epkne TmBX ta | 7

Crop.334




YKpaiHa

CEPTUDIKAT AHANI3IB

Hara TepmiH Bepcin
supobruuTea npuaaTHocTi 0l
10.2023 10.2026 _

Cepis Cepis Cepia npogasus
2343A003 3aMOBHWKaE 2343A003

KoHTponbra

naptis

202304040537 Cneundbikauis

ID npoaykTy

NOM9

KOPMHOAP® YHO 40, TabineTkm nposoKrosakoi i no 40 mr, Ne100 (10 6icr. x 10 7a6n.)

Bunpobysanua Cneundikayin . B Pesynbraty
AHaNITUYHI pe3yALTaTM HaaaHi 30BHIWHbOIO [loBMHHI BignosiaaTw Bianoginae
naboparopieto

Cepin 6yna ensHaHa ak Taka, wo Bignosinae cneundikauyii,
20.12.2023
(nianwnc) Manfred Tritscher, 20.12.2023

¥YnosHoBaxeHa ocoba

Mepl{nermﬁ}( ——

Mpag-Apro-lUrpacce 3
0-89073 Yaem:

QO-RST@teva.de Crop.434




