Ceprudukar anaansa

Canodu C.p.1.

under change as Opella Healthcare Italy S.r.1

Viale Europa, 11

21040 Origgio (VA)

Uranns

Ten. +39 02 96.10.1
Daxc +39 02 96.73.05.35

SANOFI .7

3aBox: Origgio

ApTHUKYJT 3aKa34yrKa:

Jlata mpou3Bo/icTBA:

JlaTa mOBTOPHOTO KOHTPOJISL:
TexHomoruyeckuii 3axas:

ORI 634982

Maagoxkce cycn. NF 250ma Poccus
Maanokc cycm. NF 250mt Poccust
27 STHB 2022 00:00:00,00

31 JEK 2024 00:00:00,00

CpOK TOAHOCTH:
KomnuectBo:
Ne MeTOIKY KOHTPOJIS

21003
31 JIEK 2024
27203.000

ORI OR761320A1

Bepcusi: 6 ORI-AP-000722 c.e.
Ne ceprudukara aHanmza: ORI OR761320 Bepcus ceprudukara aHamusa; 11
IMoka3zarean | Hopma | Pe3yabTar
[Tocite mepeMenmmBaHus T0JKHA 00pa30BBIBATHCS Oemast COOTBETCTBYET
Omnmcanne TOMOTEHHAS CYCIICH3HS
[MommMHHOCTE: aTIOMIHAN JlomkeH 00pa30BBIBATHCS OCIBIN jKeIe00pa3HBIN 0CaIOK CoOTBETCTBYET
IMognuHHOCTH: MarHuit JloimkeH 00pa30BBIBATHCS CIIETKA OIAJIeCIIHP Y FOITHIA COOTBETCTBYET
0CaJIOK C TIOCIIETYIONTUM MPeoOpa3oBaHUEM B OEIbIH
KPUCTAIITMYECKUMN 0CaI0K
[MoamuaHOCTE: OMHU(DEHA OPOMUT Bpewms ynepxuBanus nomudera OpoMuaa J0IKHBI COOTBETCTBYET
COOTBETCTBOBAThH
pH 7,5-8,5 8,1
Kucnoroneitrpanuzyromas >=24.3 mDxB HCI/10 ma 25,7
CIocoOHOCTh
Bopopona nepokcu <= 0,022 r/100 v LB Ty o 0,015
B )
Bsaszkocth 300 — 2000 mIla-c 362 cll
CennMMeHTaIlMOHHAS yCTOWIHBOCTD He menee 15 munyt CoOTBETCTBYET
W3pnekaemblii 00beM He menee 250 M CoOTBETCTBYET
KonmuecTBeHHOE OnpeieieHne 3,2-3,91/100 M 3,5
ATFOMHHUS THAPOKCHIA
KonunuectBenHnoe onpenenenue 3,6 -4,41/100 M 3,9
MAarHusi THAPOKCHIA
Jlomudena 6pomu 3,38 — 4,64 mr/100 M 3,97
Ob1ee 9rceio a3poOHBIX He 6oitee 100 KOE/r 0
mukpooprannzmoB (TAMC)
OO61Iee 9uciio TPONKIKEBBIX U He 6oiiee 10 KOE/r 0
miecHeBbIX rprboB (TYMC)
E. coli OtcyTcTBYeT/T CoOTBETCTBYET
KoHTposb ymakoBku CoOTBETCTBYET CoOTBETCTBYET

Jannas cepusi ObLIa IPOU3BEICHA B COOTBETCTBHH C JICHCTBYIOIIMMY TpeOoBaHusAMHU Ha yiexariei npou3BoICTBEHHOM
npaktuku (cCGMP) u cooTBeTCTBYeT crieliu(UKaNUIM COOTBETCTBYIOIIECTO PEruCTPaIMOHHOTO YIOCTOBEPCHUSI.

3amwcu mo OPOU3BOACTBY, YIIAKOBKC U aHAJIU3Y cepnﬁ ObLIN MPOBEPCHBI U IPU3HAHBI COOTBECTCTBYIOIIUMU Tpe60BaHI/IHM npaBuil

GMP.
3akJoueHnue: Brimymeno
Jara: 8-MAP-2022 12:50:59.00

Jluno, yrBepAuBIlIee penieHue:

Milano Walter (MeHemkep 1Mo Ka4eCcTBY M YIIOJTHOMOYESHHOE JIUTIO)

OtoT cepTHdUKAT aHATM3A ITOAMNCAH HIEKTPOHHOH IMOAMUCHIO IPH TOMOIIY BAIUANPOBAHHOHN JJaOOpaTOPHOH
MH(OPMAIIMOHHON CUCTEMBI.
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Sanofi S.r.l.

Certificate of analysis

under change as Opella Healthcare Italy S.r.l

Viale Europa 11
21040 Origgio (VA)
Tel. +39 02.96.10.1

Pax +39 02.96.73.05.35

SANOFI « g

Plant : Origgio

Customer article
Manufacturing date
Retest date
Process Order

ORI 634982

MAALOX SOSP NF 250ML RUSSIA
MAALOX SOSP NF 250ML RUSSIA
27-JAN-2022 00:00:00.00
31-DEC-2024 00:00:00.00

Batch number
Expiry date:
Quantity

Control Method n.

21003

31-DEC-2024 00:00:00.00
27203.000

ORI OR761320A1

Version 6 Reference of AP ORI-AP-000722 c.e.
CoA Master n. ORI OR761320 CoA version 11
TESTS SPECIFICATIONS RESULTS
Appearance A white homogeneous suspension should Conf

form after shaking
Identification: aluminium A white gelatinous precipitate should Conf

Identification: magnesium

form

form, with subsequent transformation to

A slightly opalescent precipitate should

Identification: domiphen bromide

PH

Acid neutralizing capacity

Hydrogen peroxide

Viscosity

Sedimentation stability
Extractable volume
Aluminium hydroxide assay
Magnesium hydroxide assay

Domiphen bromide

TAMC
TYMC
E. coli

Packaging control

a white crystalline precipitate
The retention time of the domiphen

bromide peak in the chromatogram

obtained with the test solution should

not deviate from the retention time of

the domiphen bromide peak in the

chromatogram obtained with the standard

sample solution by more than % 10 %

7.5 - 8.5
Not less than 24.3 meq of 1 N

hydroéhloric acid solution per 10 mL of

the drug product

The content of hydrogen peroxide should

be not more than 0.022 g per 100 mL of

the drug product

300 - 2000 mPa*s

Not less than 15 minutes
Not less than 250 ml

3.2 - 3.9 g/100 ml of the drug product
3.6 - 4.4 g/100 ml of the drug product

3.38 - 4.64 mg/100 ml of the drug
product

Not more than 100 CFU/g

Not more than 10 CFU/g

Absent/g

Complies

Conf

Conf

0.015

362 cps
Conf
Conf
3.5
3.%
3.9

0
0
Conf
Conf

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of

the relevant Marketing Authorisation.

The batch processing, packaging and analysis records were reviewed to be in compliance with cGMP.
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Certificate of analysis

| SANOFI| g

under change as Opella Healthcare Italy S.r.l Plant : Origgio
Viale Europa 11

21040 Origgio (VA)

Tel. +39 02.96.10.1

Fax +39 02.96.73.05.35

ORI 634982
MAALOX SOSP NF 250ML RUSSIA
Customer article : MAALOX SOSP NF 250ML RUSSIA Batch number : 21003
Manufacturing date 27-JAN-2022 00:00:00.00 Expiry date: 31-DEC-2024 00:00:00.00
Retest date 31-DEC-2024 00:00:00.00 Quantity : 27203.000
Process Order Control Method n. ORI OR761320A1
Version 6 Reference of AP ORI-AP-000722 c.e.
CoA Master n. ORI OR761320 CoA version 11
(
BATCH DECISION
Decision Released
Decision date 8-MAR=2022 12:50:59.00
Decision operator Milano Walter (QA Manager & Deputy Qualified Person)

This Certificate of Analysis has been electronically signed from a validated LIMS

\,\ R \ -’-\)
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