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

ratiopharm

Cerucal solution for inj 5 mg/ml 2 ml No.10 ampules

WO04241

WO04241

WO04241

264012

Injectable Solution
Metoclopramide Hydrochloride
Do not store above +25°C
P N0O12812-02

20.631,000

Manuf. date: 02.2020
Expiry date: 02.2025
Pack size: 10

Batch size: 206.310

DE BW_01_MIA_2017_0024/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 (Ulm) -

Product presentation
Packaging:

Sec. print batch:
Start packaging:
End packaging:
Label:

Folding box:

Leaflet:

Bulk manufacturer:

Packager:

QC Site:

10 Injectable Solution / Glass Ampoule
wo04241

27.02.2020

28.02.2020

266333.02-RU

S266338.03-RU

281014.02-RU

MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN

Germany

MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN

Germany

MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM

Germany

Merckle GmbH
Graf-Arco-StraRe 3
D-89007 Ulm
QO-RST@teva.de
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Merckle GmbH -
Teva generics system I‘atlopharm

APl manufacturer: ICROM IT-Concorezzo
Via delle Arti 33
20863-Concorezzo, Monza e Brianza
Italy

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.

I 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.

P R

Qualified Person

Moritz Hermann 2 7. 05. 2020
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Russian Fed.

ratiopharm

Certificate of analysis

Manufacturing date
02.2020

Batch customer batch
W04241
Inspection lot
202004006967
Product ID
MOKQ

specification

MOKQ-M-F06

page 1/2

Expiry date Version
02.2025 01

vendor batch

Cerucal solution for inj 5§ mg/ml 2 ml No.10 ampules

Tests Specification Result
General and special
characteristics
description Clear, colourless solution complies
visible particles Should be absent complies
not visible particles
>= 10 um/ box <= 6000 particles 0 particle
not visible particles
>= 25 um/ box <= 600 particles 0 particle
pH-value 4,5-6,5pH 6,1 pH
extractable volume >=2ml 2ml
colouration <= B9 complies
clarity and opalescence <= reference suspension | complies
Identity
metoclopramide hydrochloride-
H20 (HPLC) Retention time corresponds

to reference complies
Sodium (flame colouration) Yellow flame: positive complies
chloride
(precipitation reaction) White precipitate:

Positive complies
Sulphite (precipitation reaction) White precipitate:

Positive complies
Test for chemical purity (HPLC)
Impurity E, Ph. Eur.
N,N-diethylethylenediamine <=05% <0,05%
Impurity C, Ph. Eur.
2-methoxy-4-amino-5- :
chlorobenzoic acid <=0.5% <0,05%
any single unidentified
impurity <=05% <0,056 %
sum of unidentified impurities <=05% <0,05%
sum of all impurities <=1.0% <0,05%

Merckle GmbH
Graf-Arco-Straflle 3
D-89079 Ulm
QO-RST@teva.de




ratiopharm

Certificate of analysis page 2/2
Manufacturing date Expiry date Version
02.2020 02.2025 01
Batch customer batch vendor batch
W04241
Inspection lot
202004006967
Product ID specification
MOKQ MOKQ-M-F06
Cerucal solution for inj 5 mg/ml 2 ml No.10 ampules
Tests Specification Result
Content/ 1 ml of solution
metoclopramide (HPLC) 4.24 - 468 mg 4,50 mg
in percent (95 - 105 % of declared
amount) 101 %
sodium suphite (UV-Vis) <=0.1313mg
(<= 105 % of the
declared amount) 0,1162 mg
Biological safety test
sterility test must comply complies
test for bacterial
endotoxins <=12,50 I.U./ml < 5,00 1.U./ml

The batch was found to comply with the product specification

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

Quality Operations
7—7_ /76(/«\;;\_

Moritz Hermann 2 7 05. 2020




Russian Fed.

ratiopharm

[fara npouasoacTea
02.2020

Cepus

W04241

Homep koHTpons
202004006967
npoaykta ID
MOKQ

Ceptudukar aHanu3sa

Cepus knueHTa

CtpaHuua 1/2

logex go Bepcus
02.2025 02
Cepus nocrasuwuka

Cneuunchukauus

MOKQ-M-F06

Cerucal solution for inj 5§ mg/ml 2 ml No.10 ampules
Llepykan® pacTBOp ANA BHYTPUBEHHOTO U BHYTPUMbILWEYHOro BBeAeHUsA, 5 Mr/mn
(amnyna) 2 mn x 10 (nayka KapToHHas)

AHanusbl Cneuudomkaumsn PesynbTrar
O6ume u cneunduyeckue
XapaKTepuCcTUKu
Onucaxue MpospayHas, GecuseTHas XUAKOCTb COOTBETCTBYET
BUAOWMbBIE YacTuULbI HeT COOTBETCTBYET
HEBMAUMbIE YacTULb!
>= 10 MKM / kKopobka <= 6000 vacTtuy 0 vacTuy
HEBUAUMbIE YacTuubl
>= 25 mkm / kopoBka <= 600 vacTuy, 0 vactuy
pH 4,5-6,5pH 6,1 pH
nssnekaembiii obvem >=2 Mn 2 mn
LUBETHOCTb <=B9 COOTBETCTBYET
NPO3pa4yHOCTL U OnanecueHuns He Bonee cycneHsuu cpasHeHUs | COOTBETCTBYET
TecT Ha noanNUHHOCTL
MeTokonpamuaa ruLpoxnopua
MoHorugpar (B3XX) Bpems yaepxusanus COOTBETCTBYET

CTaH4apTy cpaBHeHus COOTBETCTBYET
HaTpuit (OkpaluMBaHvie Nnamenu) Mnams ropenku okpalumBaeTcs B

XKENTLIA LUBET: NONOXUTENbHbIA COOTBETCTBYET
xnopua
(peakuus ocaxaeHus) benbiit ocagok: nonoxutensHo COOTBETCTBYET
Cynb®UTbI (PEaKUMSA OCaXAEHUR) Benbiit ocapgok: nonoxuTtensHo cooTBeTCcTBYET
MocToponHue npumecu (BIXKX)
Mpumecs E, EBp. dapm.
N,N-anatunstunenanammn <=0,5% < 0,05 %
Mpumecs C, Ep. ®apm.
2-MeTOKCH-4-amnHo-5-
xnopBeHsoliHas kucnoTa <=0,5% < 0,05 %
€ANHUYHas HeNAEHTUDULMPOBaHHAS
npumecs <=0,5% < 0,05 %
CYMMa HenaeHTUMPULMPOBaHHLIX NpuMecel <=0,5% < 0,05 %
Cymma npumecein <=1.0% <0,05 %

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




ratiopharm

02.2020
Cepus
W04241

Howmep koHTpons

npoaykra ID
MOKQ

Ceptudomukar aHanusa
[ara npoussogcrea

Cepws knueHTa

202004006967

Ctpanuua 2/2
loseHx po Bepcus
02.2025 02

Cepus nocrtasLiuka

Cneuudukauus
MOKQ-M-F06

Cerucal solution for inj 5 mg/ml 2 ml No.10 ampules
Llepykan® pacteop Ans BHYTPUBEHHOTO U BHYTPUMbILLEYHOTO BBeaeHus, 5 mrimn
(amnyna) 2 mn x 10 (nayka KapToHHas)

AHanu3bl Cneuudukauun PesynbTar
KonuuyectBeHHOe onpeaenexue /
1 mn pacTtBOpa
MeToknonpamug (BOXX) 4.24 - 468 mr 4,50 mr
B npoueHTax 101 %
HaTpua cynbdar (cnektpomeTpusi B YO  <=0.1313 mr

(<= 105 % ot 3asBneHHoro

KonuyecTea) 0,1162 mr
MukpoGuonorus
TECT Ha CTePUNbHOCTb AOMKHO COOTBETCTBOBATL COOTBETCTBYET
TecT Ha BakTepuanbHble
3HAOTOKCUHBI <= 12,50 EQ/mn < 5,00 E3/mn

Bbino onpeaenexo, 4To JaHHas cepus COOTBETCTBYET cneundukauum Ha NpoayKT
HAaHHbii fOKYMEHT Bbin Co3AaH B 3NEKTPOHHOMN CUCTEMe

Merckle GmbH
Graf-Arco-Strake 3
D-89079 Ulm
QO-RST@teva.de






