Merckle GmbH

Teva generics system

Release confirmation

Country:
Customer:
Product:

Batch Finished Prod:
Primary packaging:
Merckle batch no.:
SAP no.:

Dosage form:
Active ingredient:
Storage advise:
Registration no.:
Released quantity:
License no:

GMP certificate:

Russian Fed.
Teva

Metoprolol-Teva tabs 50 mg No.30

W24963A
W24963A
W24963A

268345

Tablets

Metoprolol Tartrate

Do not store above +25°C

P NO11845-01
160.020,000

ratiophaniim

Manuf. date: 10.2020 '

Expiry date: 10.2025
Pack size: 30

Batch size: 4.,800.600

DE_BW_01_MIA_2020_0069/DE_BW_01_Merckle
DE_BW 01_GMP_2017_1060 - valid (Blaubeuren)
DE_BW_01_GMP_2018_0069 - valid (Blaubeuren-Weiler)
DE_BW_01_GMP_2019 0052 - valid (Uim)

Product presentation
Packaging:

Sec. print batch:
Start packaging:
End packaging:
Folding box:
Leaflet:

Bulk manufacturer:

Packager:

QC Site:

30 Tablets / Blister
W24963A
10.11.2020
12.11.2020
§$268352.03-RU
268361.03-RU

MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3

89143-BLAUBEUREN
Germany

MERCKLE GMBH

GRAF-ARCO-STRASSE 3

89079-ULM
Germany

MERCKLE GMBH

GRAF-ARCO-STRASSE 3

89079-ULM
Germany

Merckle GmbH
Graf-Arco-Strafte 3
D-89007 Ulm
QO-RST@teva.de
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Merckle GmbH

Teva generics system : ratiopharm
APl manufacturer: Moehs Catalana SL ES-Rubi

Cesar Martinelli | Brunet 12 A

08191-Rubi

Spain
Final releaser: MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN
Germany |

No major or critical deviation{s) have been registered that may influence the release of the batch.

| hereby certify that the above information is authentic and accurate.
This batch of product has been fabricated/manufactured, including
packaging and quality control in full compliance with the EU-GMP
requirements and with the specifications of the Marketing Authorisation.
The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

This batch is released for marketing.
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Qualified Person

Merckle GmbH
Graf-Arco-Strale 3
D-89007 Uim Page 2 of 2
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ratiopharm
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 Certificate of analysis

Page 112
Russian Fed. Manufacturing date Expiry date Version
10.2020 10.2025 01
Batch customer batch vendor batch
W24963A
Inspection lot
202004042426
Product ID specification
MOD1 MOD1-M-F21
Metoprolol-Teva tabs 50 mg No.30
Tests Specification Resuit
General and special
characteristics
description White, round, biconvex
tablets with a score line
on one side and engraving
"M" on another side complies
uniformity of dosage
units (MV) Ph. Eur. 2.9.40 complies
acceptance value (L1) <=15.0% AV 23%
identification
metoprolol tartrate (HPLC) Retention time corresponds
to reference complies
metoprolol tartrate (UV-Vis) Spectrum corresponds to
reference complies
Test for chemical purity (HPLC)
impurity C, Ph. Eur. <=03% <0,10 %
single unidentified
impurity <=02% <0,10 %
total unidentified
impurities <=0.5% <0,10 %
Content / tablet
metoprolol tartrate (HPLC) 500mg+5%
(47.5 - 52.5 mg) 51,0 mg
in percent 95-105 % 102 %
Dissolution test
metoprolol tartrate (HPLC) Q=75%
after 30 minutes 102 %

Merckle GmbH
Graf-Arco-Stralle 3
D-89079 Uim
QO-RST@teva.de




ratiopharm
e e
Certificate of analysis . pagez2
Manufacturing date Expiry date Version
10.2020 10.2025 01
Balch customer batch vendor batch
W24963A
Inspection lot
202004042426
Product ID specification
MOD1 MOD1-M-F21
Metoprolol-Teva tabs 50 mg No.30
Tests Specification Result
Biological safety test
microbiological purity
Ph.Eur. 2.6.12
Ph.Eur. 2.6.13 Ph. Eur. 5.1.4.

TAMC: <= 10° cfulg
TYMC: <= 102 cfu/g
E.coli: absent/g not routinely tested

The batch was found to comply with the product specification

Merckle GmbH (Quality Operations
Graf-Arco-Stralle 3 2 z -
D-89079 Uim & 7, /%/ T =

QO-RST@teva.de




Russian Fed.

fara npouwasoacrea
10.2020

Cepun

W24963A

Homep koHTpONA
202004042426
npoaykra 1D

MOD1

‘CepTucbmukaTt aHanusa

Cepun knueHTa

ratiopharm

loaen ao
10.2025

Cepua nocTasuvka

Crneuvdwukayms

MOD1-M-F21

1
{

. Crtpanwua 1/2

sepcva

02

Metoprolol-Teva tabs 50 mg No.30
MeTtonponon-Tesa rabnetku, 50 mr (6nuctep) 10 x 3 (nayka kKapToHHas)

AHanusbl Cneundukauun Pesynbrar
OBwwue u cneunduyeckue
XapaKTePUCTHKM
OnucaHue benbie Kpyrnsie ABOAKOBLINYKAbIE

TabneTkn ¢ puckon Ha OaHON

CTOPOHE MrpasmpoBKon «M» Ha

Apyrow. COOTBETCTBYET
OaHOPOAHOCTL A03VPOBAHUA Esp.dapm. 2.9.40 cooTeeTCTBYeT
KpuTepuih npuemnemoctu (L1) < =150 % AV 23%
TecT Ha NOANKUHHOCThL
MeTonponona TapTpar (BaMX) Bpema yaepxuBanus cooTeeTCTByET

CTaHAapTy CpaBHeHWA COOTBETCTBYET |
MmeTonponona TaprTpart (Yd) CnekTp cooTseTcTayer

CTaHAapTy CPaBHEeHUA COOTBETCTBYET
PogcreenHbie npumecu (BIXX)
npumeck C, Esp.®apm. <=0,3 % <0,10 %
EAvHNYHas HenaeHTUDUUMPOBEHHaR
npuMecs <=02% < 0,10 %
Cymma HenaeHTUhUUMPOBaHHbIX
npumMecen <=0,5% <0,10%
Copepxanue [ Tabnerka
MeTonponona tapTpat (B3XX) 500mMr+5%

(47 .5-52.5 mr) 51,0 mr
B NpoUeHTax 95-105 % 102 %
PacTBopeHnue
MeTonponona TapTpar Q=75%

yepe3 30 MuHyT 102 %

Merckle GmbH
Graf-Arco-Stralte 3
D-89079 UIm
QO-RST@teva.de



ratiopharm

' Ceptuchukar aHanusa | Crpawma 2i2.

Hara nponasoacrsea loaeH o BEPCUR
10.2020 10.2025 02
Cepus Cepus knueHTa Cepus nocraswmka
W24963A
| Homep koHTpons
202004042426
npoaykra ID Cneuwncurkayws
LMOD1 MOD1-M-F21
Metoprolol-Teva tabs 50 mg No.30
Metonponon-Tesa tabneTtku, 50 mr (6nucTep) 10 x 3 (nayka KapToHHas)
AHanu3abi Cneuundmkaymus Pesynbrar
Mukpobuonorun
Mukpobuonoruyeckas yuctorta
Eep ®apm. 2.6.12
Esp ®apm. 2.6.13 EBp. ®apm.5.1.4;
ANS NPUeMa BHYTPb
TAMC - He 6onee 10° KOE/r
TYMC - He Bonee 10 KOE/r
E.Coli: otcytctayer /1 HE TeCTUPYETCA PYTUHHO

Bbino onpeaenexo, YTo gaHHan cepus COOTBETCTBYET Cneundukaumumu Ha NPOAYKT
HanHbik foKyMeHT Gbin CO3AaH B 3NeKTPOHHOW cucTeme

Merckie GmbH
Graf-Arco-Strafte 3
D-89079 Ulm
QO-RST@teva de
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