Ceprudukar anaansa SANOFI Y

3aBox: Origgio
Canodu C.p.1.
under change as Opella Healthcare Italy S.r.1
Viale Europa, 11
21040 Origgio (VA)
Ten. +39 02 96.10.1
Dakc +39 02 96.73.05.35

ORI 807500

Maagoxkce cycn. NF 250ma Poccus
APTHKYJT 3aKa39HKa: Maanokc cycm. NF 250mt Poccust Ne cepum: 21012
JlaTa mpou3BoOJICTBA: 4- ATTP- 2022 00:00:00.00 CpOK TOAHOCTH: 31-MAP-2025 00:00:00.00
JlaTa MOBTOPHOTO KOHTPOJIS: 31-MAP-2025 00:00:00.00 Kommaectso: 38424.000
TexXHOTOTHYECKHI 3aKa3: Ne METOIMKH KOHTPOJIS ORI 807500A1
Bepcus: 1 Ccputika AP ORI-AP-000722 c.e.
Ne ceprudukara ananmsa: ORI 807500 Bepcust ceprudukara 1

aHanmm3a:
IloxazaTenu | Hopma | PesyabTat
Onucanne [Toce nmepemenMBaHus J0JIKHA 00pPa30BBIBATHCS Oeast CootBercTBYyET
TOMOT'€HHas! CyCIICH3HS

IToanmuHHOCTD: aTIOMUHUN JlomkeH 00pa30BBIBATHCS OCITBIN JKeJIC00pa3HBIN 0CaIOK CootBercTByeT
IloanmuHHOCTE: Maruui JlomkeH 00pa30BbIBATHCS CIIETKA OTAIECIIMPYOIIUH CooTBeTcTBYET

0CaJIOK C MOCIEAYIOLIMM MPe0Opa3oBaHueM B Oeblii
KPHUCTAJUTHYECKHIA 0CaI0K

TToamuaHOCTE: MoMHpeHa OpoMu Bpewmst yuep:xuBanus muka nomudeHa Opomuaa Ha CootBeTcTByeT
XpOMAaTorpaMMe HCIBITYEMOr0 PacTBOPA HE JOJKHO
OTKJIOHSTBCS OT BPEMCHH YICPKUBAHUS TIHKA JOMUpEHA
OpoMHIa Ha XpPOMATOrpaMMe CTaHIAPTHOTO PAcTBOPa
6oxee uem Ha =10 %.

pH 7,5-8,5 8,1
Kucnortoneirpanuzyomas >=24.3 MOkB HCI/10 mn 26,4
CHOCOOHOCTH

Bonopona nepokcug <= 0,022 r/100 v 0,015
Bsaszkocts 300 — 2000 mITa-c 720 cI1
CenmMeHTalMOHHAS YCTOWYHBOCTD He menee 15 MunyT CooTBeTCTBYET
W3Bnexaemblit 00beM He menee 250 M CootBeTcTByeT
KonuuectBeHHoe onpeneseHue 3,2-3,91/100 mx 3,6

AITIOMHUHHAA THAPOKCHU A

KomngectsenHoe onpezencaune Mmaruust 3,6 - 4,4 /100 vur 39
THIPOKCHIA

Homudena 6pomu 3,38 — 4,64 mr/100 M 4,01

O011ee yrcio a3poOHBIX He 6omee 100 KOE/r 0
mukpoopraan3mMoB (TAMC)

OO611Iee 9rucio IPOAOKEBBIX H He 6osee 10 KOE/r 0

rutecHeBbIX rpuboB (TYMC)

E. coli OtcyTcTBYeT/T CooTBeTCTBYET
KoHTpoIh yIIakoBKH CooTBeTCTBYET CooTBeTCTBYET

HpOI/I3BOILCTB€HHOI71 OPpaKTUKHN

3amnucu 1o pou3BOJICTBY, YIIAKOBKE U aHAU3Y CEpHUil ObLIM IPOBEPEHBI L JOL MY TpEOOBAHUSIM IIPABHIT
GMP.
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Ceprudukar aHaan3a SANOFI v g

3aBox: Origgio
Canodu C.p.o.
under change as Opella Healthcare Italy S.r.1
Viale Europa, 11
21040 Origgio (VA)
Texn. +39 02 96.10.1
dakc +39 02 96.73.05.35

ORI 807500

Maagoxke cycn. NF 250ma Poccust
APTHKYJT 3aKa39HKa: Maanokc cycm. NF 250mt Poccust Ne cepum: 21012
JlaTa mpou3BoOJICTBA: 4- ATTP- 2022 00:00:00.00 CpOK TOAHOCTH: 31-MAP-2025 00:00:00.00
JlaTa MOBTOPHOTO KOHTPOJIS: 31-MAP-2025 00:00:00.00 Kommaectso: 38424.000
TexXHOTOTHYECKHI 3aKa3: Ne METOIMKH KOHTPOJIS ORI 807500A1
Bepcus: 1 Ccputika AP ORI-AP-000722 c.e.
Ne ceprudukara ananmsa: ORI 807500 Bepcust ceprudukara 1

aHanmm3a:

3akaoueHue: Brrmymeno
Jlara: 22-ATIP-2022 18:40:31.00
JIuuo, yTBepauBIIee pelieHne: Milano Walter (Menemxep 1Mo KaueCTBY M YIIOJIHOMOYEHHOE JIUIIO)

310T cepTrdUKAT aHATIM3A IONUCAH 3JIEKTPOHHOM NOANKMCHIO IPH OMOLIH BaJIHANPOBAHHON J1a00paTOpHOH
WH(POPMAIMOHHOHN CHCTEMBI.
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Sanofi S.r«l.

Certificate of analysis

under change as Opella Healthcare Italy S.r.1l

Viale Europa 11

21040 Origgio (VA)
Tel. +39 02.96.10.1
Fax +39 02.96.73.05.35

SANOFI

Plant : Origgio

ORI 807500

MAAT.OX SOSP NF 250ML CHC RUSSIA
Customer article : MAALOX SOSP NF 250ML CHC RUSSIA Batch number
Manufacturing date 4-APR-2022 00:00:00.00 Expiry date:
Retest date 31-MAR-2025 00:00:00.00 Quantity :

Process Order

Control Method n.

21012
31-MAR-2025 00:00:00.00
38424.000

ORI 807500A1

Version 1 Reference of AP ORI-AP-000722 c.e.
CoA Master n. ORI 807500 CoA version 1
TESTS SPECIFICATIONS RESULTS
Description A white homogeneous suspension should Conf

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

Identification: magnesium

Identification: domiphen bromide

pH
Acid neutralizing capacity

Hydrogen peroxide content

Viscosity

Sedimentation stability
Extractable volume
Aluminium hydroxide assay
Magnesium hydroxide assay

Domiphen bromide

TAMC
TYMC
E. coli

Packaging control

form

A slightly opalescent precipitate should
form, with subsequent transformation to
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
hydrochloric 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

720 cps
Conf
Conf
3.6
3.9
4.01

0
0
Conf
Conf

This batch has been manufactured in compliance with the cGMP requirements and complies wi
the relevant Marketing Authorisation.

The batch processing, packaging and analysis records were reviewed to be in compliance
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Sanofi S.r.l.

Certificate of analysis

SANOFI .7

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

Decision date

Decision operator

ORI 807500

MAALOX SOSP NF 250ML CHC RUSSIA
Customer article MAALOX SOSP NF 250ML CHC RUSSIABatch number : 21012
Manufacturing date 4-APR-2022 00:00:00.00 Expiry date: 31-MAR-2025 00:00:00.00
Retest date 31-MAR-2025 00:00:00.00 Quantity : 38424.000
Process Order Control Method n. ORI 807500A1
Version 1 Reference of AP ORI-AP-000722 c.e.
CoA Master n. ORI 807500 CoA version i
(

BATCH DECISION

Decision Released

22-APR-2022 18:40:31.00

Milano Walter (QA Manager & Deputy Qualified Person)

=

This Certificate of Analysis has been electronically sijﬁii\iif a validated LIMS
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