Merckle GmbH

Teva generics system

ratitharm

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:

Certificate of GMP:

Russian Fed.

Teva

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

X25088 Manuf. date: 01.2022
X25088 Expiry date: 01.2027
X25088

264012 Pack size: 10
Injectable Solution Batch size: 180.710

Metoclopramide Hydrochloride

Do not store above +25°C

P N012812-02

18.071,000

DE-BW_01_MIA 2021 0119/DE_BW _01_Merckle Weiler
DE-BW_0O1_MIA 2021 0120/DE_BW_01_Merckle Ulm
DE-BW_01_MIA_2021 0121/DE_BW_01_Merckle Blaubeuren
DE_BW_01_GMP_2021 0173 - valid (Blaubeuren)

DE BW_01_GMP_2021 0174 - valid (Ulm)
DE_BW_01_GMP_2021_0175 - valid (Blaubeuren-Weiler)

Product presentation
Packaging:

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

Folding box:
Leaflet:

Bulk manufacturer:

Packager:

QC Site:

10 Injectable Solution / Glass Ampoule
X25088

07.02.2022

07.02.2022

266333.02-RU

$266338.04-RU

281014.04-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-Stralte 3
D-89007 Ulm
QO-RST@teva.de
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Merckle GmbH

Teva generics system

APl manufacturer: ICROM S.R.L.
Via delle Arti 33
20863-Concorezzo, Monza e Brianza
Italy

Final releaser: MERCKLE GMBH
LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN
Germany

ratioeharm

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.

Date/Time: 16.02.2022 / 13:21:42 CET
Approved by: Moritz Hermann
Qualified Person

This document has been created electronically in the system with electronic signature.

Merckle GmbH
Graf-Arco-StraRe 3
D-89007 Ulm
QO-RST@teva.de
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Russian Fed.

ratiopharm

Manufacturing date

01.2022

X25088

Inspection lot

202204001473

Product ID specification

Batch customer batch

Certificate of analysis
Expiry date

01.2027

vendor batch

MOKQ MOKQ-M-F09

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

Tests Specification Result
General and special
characteristics
description Clear colorless solution complies
visible particles Should be absent complies
subvisible particles
(Ph. Eur. 2.9.19, test B)
> =10 pm/ vial particles with a size

>= 10 ym - NMT 6000/ampoule 0 particle
subvisible particles
(Ph. Eur. 2.9.19, test B)
> =10 ym/ vial particles with a size

>= 25 ym - NMT 600/ampoule 0 particle
pH-value 4.5-6.5pH 5,53 pH
extractable volume NLT 2 ml 21ml
colouration The drug product should be

colourless in comparison with

water or the intensity of

colouration should not exceed

reference B9 complies
clarity and opalescence The drug product should

be clear in comparison

with water or should not

exceed reference | with

respect to opalescence complies

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




ratiopharm

Certificate of analysis =~ pageas

Manufacturing date Expiry date Version
01.2022 01.2027 01
Batch customer batch vendor batch

X25088

Inspection lot

202204001473

Product ID specification

MOKQ MOKQ-M-F09

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

Tests Specification Result

Identification

metoclopramide hydrochloride

monohydrate (HPLC) The retention time of the
main peak in the chromatogram
of the test solution should
correspond to the retention
time of the metoclopramide
peak in the chromatogram of
the standard solution

(the Assay section) complies

sodium (flame colouration) Yellow flame colouration
complies

chlorides
(precipitation reaction) Formation of a white

precipitate in a solution

of silver nitrate with nitric

acid complies
sulphite
(precipitation reaction) Discolouration of potassium

permanganate in a solution

and formation of a white

precipitate or opalescence

with barium chloride complies

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



ratiopharm

Certificate of analysis ~ pagesn

Manufacturing date Expiry date Version
01.2022 01.2027 01
Batch customer batch vendor batch

X25088

Inspection lot

202204001473

Product ID specification

MOKQ MOKQ-M-F09

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

Tests Specification Result

Related impurities (HPLC)

impurity E, Ph. Eur.

N,N-diethylethylenediamine NMT 0.5 % < 0,05 %
impurity C, Ph. Eur.

4-amino-5-chloro-2-

methoxybenzoic acid NMT 0.5 % < 0,05 %
individual unknown

impurity NMT 0.5 % <0,05%
total unknown impurities NMT 0.5 % < 0,05 %
total impurities NMT 1 % <0,05%

Content / 1 ml solution

metoclopramide (HPLC) From 4.24 to 4.68 mg/ml,
which is equivalent to
4.75 t0 5.25 mg/ml

metoclopramide hydrochloride 4,44 mg
in percent (95 % to 105 % of the

labeled amount) 100 %
sodium suphite (UV-Vis) NLT 0,063 mg/ml

(NLT 50% of the

labeled amount) 0,0890 mg
Biological safety test
sterility test The product should be

sterile complies
test for bacterial
endotoxins NMT 12.5 EU/mI <501LU./ml

The batch was found to comply with the product specification

Date/Time: 16.02.2022713:21:42 CET
Aﬁproved by: Moritz Hermann / Qualified Person
This document has been created electronically in the system with electronic signature.

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



Russian Fed.

TﬁiophaLrp_

' CepTudukar aHanu3a

Crpanvua 1/3
[lata npousBoacTBa loaeH ao BEPCHUA
01.2022 01.2027 02
Cepusi Cepus knuenTa Cepus nocrasLumka
X25088
Homep koHTpons
202204001473
npoaykra ID Cneuudukauyma
MOKQ MOKQ-M-F09

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

Llepykan® pacTBop AnNA BHYTPUBEHHOrO ¥ BHYTPUMbILEYHOTO BBEAECHUS, 5 Mmr/mn

(amnyna) 2 mn x 10 (nayka KapTOHHasA)

AHanu3sbl Cneundukauus Pesynbrar
O6wume u cneuynduyeckue
XapaKTepUCTHKM
OnucaHue Mpo3payHblit 6ecuBeTHbI pacTBop COOTBETCTBYEeT
BUANMbIE YacTULbI [omkHb! OTCYTCTBOBATH coOTBETCTBYET
HeBuaumble YacTuLb! Yactuy pasmepom >= 10 MKM —

He Bonee 6000/mnyna 0 vacTtuy
HeBugumble yacTuupb! Yactuy pasmepom >= 25 Mkm —

He 6onee 600/amnyna 0 vactuy
pH 45-65 5,63 pH
W3Bnekaemblii 06beM He meHee 2 mn 2,1 Mn
LiseTHOCTb Mpenapat fgomnxkeH BbiTb

6ecLBeTHbIM MO CPaBHEHUIO

C BOAOW UNU MHTEHCUBHOCTb

OoKpaluMBaHUs He A0MKHa

npesblWwaTk 31anoH B9 COOTBETCTBYET
Mpo3payHocTe Mpenapat pomkeH ObITb

Npo3payvHbiM NO CPaBHEHVHD

C BOAOW UNU HE OOMKEH

npeBbliWaTh NO onanecueHumm

3TanoH cpaBHeHus | cooTBeTCTBYET
Merckle GmbH
Graf-Arco-Strafle 3
D-89079 Ulm

QO-RST@teva.de




ratitharm

[ara npoussoacrtea

01.2022

X25088
Homep koHTpons
202204001473

npoaykta 1D
MOKQ

Ceprudukar aHanusa

Cepus Cepwus knuexTa

Crpannua 2/3

Foaex go BEPCUA
01.2027 02

Cepus nocrasuymka

Cneuuncukayus
MOKQ-M-F09

Cerucal solution for inj 5 mg/ml 2 ml No.10 ampules
LUepykan® pacTBop ANA BHYTPUBEHHOIO ¥ BHYTPUMBbILIEYHOro BBeAeHUA, 5 Mr/mn
(amnyna) 2 mn x 10 (nayka KApTOHHaA)

AHanu3abl

Cneundukauun

Pesynbrar

MognuHHOCTL
MeToknonpamuga rugpoxnopuaa
MoHoruapat (BOXKX)

HaTpun (KauectBeHHas peakuus)

Xnopuapl (KauecTBeHHasn peakuus)

CynbtuTsl (KauecTBeHHan
peakuus)

Bpems yaepxuBaHus OCHOBHOrO
nuKka Ha xpomatorpamme
UCNbITYEMOro pacTeopa AOMKHO
COOTBETCTBOBATbL BPEMEHU
YAEPKVBaHUS NuKa
MeToknonpamuga Ha
Xpomarorpamme

CTaHAapTHOro pacTeopa
(paspen «KonuyectseHHoe
onpegenexue»)

OkpalunBaHne nnameHmn B XenTbIi
user

O6pasosaHue ocagka 6enoro
uBeTa B a30THOKUCNoM cepebpa
HUTpaTa pacTeope

Ob6ecuseuuBaHne kanus
nepmaHraKara B pacTeope u
obpasoBaHue ocaaka benoro
LBeTa Unu onanecueHums ¢
6apus xnopuaom

COOTBETCTBYET

COOTBETCTBYET

CoOoTBETCTBYET

cooTBeTCTBYET

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




ratioE’ harm

[Oarta npousBoacTtsa
01.2022

Cepusa

X25088

Homep koHTpONnSA
202204001473
npoaykra ID
MOKQ

CeptudmkaT aHanu3a

Cepus knueHTa

FoaeH ao
01.2027

Cneyudukauyms
MOKQ-M-F09

Crpanuua 3/3

Bepcus

02

Cepus nocrasuyuka

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

Llepykan® pacteop ANnsi BHYTPMBEHHOrO ¥ BHYTPUMbIWEYHOro BBeAEHUS, 5 Mr/Mn
(amnyna) 2 mn x 10 (nayka KapTOHHasnA)

AHanusbi Cneuunduxauun Pesynbrar
PoacreenHbie npumecu (BAXKX)
N,N-guatunatuneHanamuH He 6onee 0,5% <0,05%
4-aMUHO-5-X510p-2-METOKCH-
BeH3omHas kucnota He 6onee 0,5% <0,05 %
eNHNYHan HemaeHTUdMUMpOoBaHHanA
npuMech He 6onee 0,5% <0,05%
CyMMa HenaeHTUULMPOBAHHbIX
npumecen He 6onee 0,5% <0,05%
CYyMMa BCex npumeceit He 6onee 1 % <0,05 %
KonuuyectBeHHoe onpeaenenue /
1 Mn pacrtBopa
meToknonpamug (BaXKX) Ot 4,24 po 4,68 mr/mn

METOKIIONpamuaa, YTo

3KBMBaNEHTHO OT

4,75 no 5,25 mr/mn

MeToKnonpamuaa rugpoxnopuaa 4,44 wr
B NMpoLueHTax (o1 95 % no 105 % ot

© 3afBMEHHOro Konu4ecTea) 100 %

HaTpua cynboar (cnektpomeTpusi B YO He menee 0,063 mr/mn

(He meHee 50 % ot

3aABNEHHOro Konu4ecTea)

(<= 105 % oT 3asBneHHoro '

KonuyecTea) 0,0890 mr
MukpoGuonoruuyeckan 4yucrora
TECT Ha CTEPUNbHOCTb NPOAYKT AOMKEH ObiTb

CTEPUNbHbIM COOTBETCTBYET
TecT Ha BakTepuanbHble
3HAOTOKCHHbI He 6onee 12,5 E3/Mn <5,0E3/Mn

Bbino onpeaenexo, YTo AaHHas CEPUA COOTBETCTBYET cneuudyKaumum Ha NPoayKT
OanHbif fokyMeHT 6bin co3AaH B 3NEKTPOHHOM CUCTeMe

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




