CepTudunxaTt aHa/n3a

Canogu C.i.A.

(panee Canodu-Asentuc C.m.A)
Viale Europa, 11

21040 Origgio (VA)

Hranua

Ten. +39 33 9630.1

dakc +33 02 96730535

SANOFI v

3apoa: Origgie

ORI_634982

Maanoxc 8.75 r/+ cycn BT1 PY

Hponykr nns Maanoxkc cycn. NF 250m Poccusa Ne ceprn: XI004
3aKa3YMKa:
Jara 16-Oxt1-2019 00:00:00.00 Cpok rogHocTH: 30-Cen-2022
NpoH3BOICTBA 00:00:00.00
Jara noeropHoro  30-Cen-2022 00:00:00.00 Konuuectno; 28176.000
KOHTPOJA
TexHonoruyeckuit No MeTomuku ORI OR761320A1
3aKa3 KOHTpONSs
Bepcusn 5 Ccpinka AP ORI-AP-000722 c.e.
Ne opurnnana ORI OR761320 Bepcns 9
ceprrukara ceprudukaTa
ananu3a aHanu3a
Iloka3aTenn | Hopma | Peayantar
Onucanue ITocne nepeMelnBanKs CooTBeTcTBYET
JI0IDKHA 00pa3oBRIBaTECA Oenas
TOMOT€HHas CYCIeH3us
[MToanuHHOCTE: aANFOMUHMUIA JlomxkeH oOpa’oBEIBaTECH CooTBercTBYET
Oenplit xxeneobpa3Helil ocamox
IMoanyuHHOCTE: MarHui JomxeH oOpa3oBBEIBATHCA CooTBercTBYET
c/ierKa olaleclipyIOUIHA
OCaZIOK C HOC/IEAYIONIHM
npeobpa3zopanieM B 6eblH
KPHCTA/UIHYECKHH OocafioK
[MoanunHocTh: HoMudena GpomMua JomieH 06pa3oBeIBaTLCS CootBercTBYyeT
CJIETKa ONaleClUpYOIIHi
0CaJIOK C MOCIEAYIOLIBM
npecOpa3cBaHHeM B Oenbii
KPHCTAJUIMYECKHH O0CanoK
pH 7,5-8,5 8,2
Kucnoroneitpanusyrouas >=24.3 mIx8 HCI/10 Mn 26,6

cnocoBbHOCTh

Bogpopona nepokcua

BaskocTh

CenpMMeHTallHOHHAA YCTOHYHBOCTD
HzenexaeMelii 06beM

KonnyecTBeHHOE OIpEACTICHHE

<= 0,022 r/100 Mn
300 — 2000 mIla
He menee 15 MUHYT
He menee 250 M1 4
3,2-3,91/100 Mn
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CepTuduxar ananausa

Canopu C.n.A.

(panee Canogm-Apentuc C.n.A)
Viale Europa, 11

21040 Origgio (VA)

Hranus

Ten. +39 33 9630.1

Paxc +33 02 96730535

SANOFI

3asoa: Origgie

ORI_634982
Maanokc 8.75 r/+ cyen BT1 PY

[Tponykr ana Maanoxc cycn. NF 250mMn Poccus Ne cepuu: X004
3aKa3yMKa:

Jara 16-Oxr-2019 00:00:00.00 Cpok roAHOCTH: 30-Cen-2022
NpOH3BOACTBA 00:00:00.00
Hata nopropHore  30-Cen-2022 00:00:00.00 Konuuectpo: 28176.000
KOHTpOJIA

Texnonoruueckuii Ne METONMKH ORI OR761320A1
3aKa3 KOHTPONS

Bepcus 5 Ccruika AP ORI-AP-000722 c.e.
Ne opurnHana ORI OR761320 Bepcusn 9

cepTHdHKaTa ceptudmkaTa

aHanu3sa aHaiHu3a

IlokazaTtenn I Hopma | PesyabTart
TIOMHHHA THAPOKCHIA

KonnuecTBeHHOE onpeneneHue 3,6 -4,4 /100 Mn 4.0

MarHus rHApOKCHIA

Homudena dGpomun 3,38 — 4,64 mr/100 mn 4,14

O0uiee yncno a3poOHBIX He 6onee 100 KOE/r 0
MukpoopranuzmMos (TAMC)

OO1uee YHCIO APOACKEBBIX H He 6onee 10 KOE/r 0

mnecHessix rpubos (TYMC)

E. coli OT1cyTCcTRYET/T CooTBeTCTBYET
KoHTpoib ynakoBkH CootBercTBYET CootBercrBYET

Jlaunas cepus 6bU1a NpoM3Be/ieHa B COOTBETCTBHH ¢ IelicTByOHMH TpeboBaHuAMY Haanexamei
npou3BoACTBEHHOH npakTHKK (CGMP) M yA0BIETROPAET HOPMAM COOTBETCTBYIOLUETO

PerucTpallHOHHOIO YAOCTOBEPEHHS.

OTYeTs! N0 H3rOTOBNEHHUIO, YIIAKOBKE H aHANU3y cepuii OLUIH TIPOBEPEHBI H MPH3IHAHEI

COOTBETCTBYIOLIMMH TpeGoBaHuaM npapun GMP.
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Cepruduxar ananusa

Canogu C.LA.
(panee CaHodu-ABeHTHC C.n.A)
Viale Europa, 11

SANOFI «»

3apoa: Origgie

21040 Origgio (VA)
Hranus
Ten. +39 33 9630.1
®axkc +33 02 96730535
ORI_634982
Maanoke 8.75 r/+ cyen BT1 PY
Iponykt ana Maanokc eycn. NF 250Mn Poccus Ne cepum: X1004
3aKa34HKa:
JHara 16-OkT-2019 00:00:00.00 Cpok romHOCTH: 30-Cen-2022
NPOH3BOACTBA 00:00:00.00
Jlata nostopHoro  30-Cen-2022 00:00:00.00 Konuuectso: 28176.000
KOHTpOJIA
TexHomoruueckuit Ne meTonuku ORI OR761320A1
3aKa3 KOHTpOns
Bepcus 5 Ccrinka AP ORI-AP-000722 c.e.
Ne opurnnana ORI OR761320 Bepeus 9
cepTHdmKaTa cepTH(HKaTa
aHanu3a aHanu3a
JAK/IIOYEHHE O CEPHHA
3axaiouenue: Approvato/YTeepaeHa
Jara: 29-HOAB-2019 21:14:00.00
YnoaHoMo4YeHRHoe JIHIIO: Ponanny Cumonerra (Rolando Simonetta (pykosoauTtesns
otaena obecneyeHus KayecTBa U 3aMECTHTENb
YINOMHOMOYEHHOTO JIMLIA)

CepTudukaT aHaNM3a HMEET IEKTPOHHYIO MOANHCH, MOAYHEHHYIO IPH MOMOLLH
BANMAMPOBaHHOI abopaTopHO# HHOOPMALIMOHHON CHCTEMBI.
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SANOF!

NMPUNTOXKEHUE K CEPTUDUKATY AHAJIU3A

(conpoBoauTennHoe NUCbMO)

Haumenoanue npoaykrta: Maanokc cycnensus NF 250 mn Pocena
Homep cepuu: X1004

GMID: 634982

Hara npouseonctea: 18.10.2019

lonex no: 30.09.2022

Cceputka Ha Homep PY, zapeructpuposantoe B Pocchn: 1 NO14986/02
AQC (naumenoBanne ADC, HANMEHOBAHKE [ aAPEC NPOUIBOAHTENS)
Hanmenosanue ADC:

Amomunua ruapoxena 2cllnAi @apma Chemin du Vallon du Maire, 13240 Septemes, Les Vallons, France
Marnus ruppokeun 3cllnA# ®apma Chemin du Vallon du Maire, 13240 Septemes, Les Vallons, France

HacTosmumm 8 NoATBEPXKAAKO, YTO AGHHAN CEPHA NPOTECTHPOBAHA [0 BCEM [OKA3ATENAM KAuecTRa CRelH(HKALMH
HopmarieHoii aokyMenTauuH, 3aperncTpupopaHHoii B Poccuiickaii denepaunn B HACTOALLEE BPEMA.

Hactoaumum 2 MoATBEp*AAIO, YTO CEPHA COOTBETCTBYET TpeGoBaHNAM pasaenos Vnakoska 1 Mapkuposka
HopmartHeHo# a0okyMeHTauMH, 3apericTpupoBatHoii B Poccniickoii Menepaunn B HacToswee Bpem.
IMonnucy/nara: [29.11.2019]

Hmsa (neuatneimu Gyksamu): Cumonerta Ponanao

HomxHocTs: Menemxep no kauecTBy, Y MOJHOMOYEHHOE NTHUO




Certificate of analysis

SANOFI .»

Sanofi S.p.A.

[formerly Sanofi-aventis 5.p.A.) Plant : Origgieo
Viale Europa, 11

21040 Origglo (VA)

Italy

Tel, +39 02 9610.1

Fax. +39 02 96730535

ORY 634982
MAAY.OX 8.75G/+ SUSP BTl RU

Customer article : MAALOK S0SP NF 250ML RUSSIA Batch number ; X1004

Manufacturing date 16~0CT-201% 00:00:00.00 Expiry date: 30~SEP-2022 00:00:00,00

Retest date 30~-SEP-2022 00:00:00.00 Quantity : 28176.000

Process Order Control Method n. ORI OR761320Aa1

Version 5 Reference of AP ORI-AP-000722 c.e.

CoA Master n. ORI OR761320 CoA version L

SPECIFICATIONS

TESTS
Appearance A white homogeneous suspension should Cont
form after shaking.
Identification: aluminium A white gelatinous precipitate should Conf
form.
Identification: magnesium A slightly opalescent precipitate should Conf
form, with subsequent transformation to
2 white crystalline precipitate,
Identification: domiphen bromide Retention time of the domiphen bromide Conf
complies.
pH 7.5 ~ 8.5 8.2
Acid neutralizing capacity >= 24.3 mBEq HCL/10 mi 26.6
Hydrogen peroxide <=0,022 g/100 ml 0,013
Viscosity 306 ~ 2000 mpras 547 cps
Sedimentation resistance Not less than 15 minutes Conf
Extractable volume Not leas than 250 nml Conf
Aluminium hydroxide assay 3.2 -~ 3,9 g/l00 mbL 3.6
Magneslum hydroxide assay 3.6 -~ 4.4 g/100 mL 4.0
Domiphen bromide 3.38 - 4.64 mg/100 ml 4.14
TAMC Not more than 100 CFU/g 0
TYMC HNot more than 10 CFl/g 0
E. coli Absent /g Conf
Packeging control Compliea Cent

This batch has been manufectured in compliance with the ceMp requiraments and complies with the specifications of
the relevant Marketing Authorisation.
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Sanofi 8.p.A.

Certificate of analysis

{formerly Sanofi-aventis §.p.A.)

Viale Europa, 11
21040 Origgio (VA)
Italy

Tel. +39 02 9610.1
Fax, +39 02 96730535

SANOFI «p

Plant : Origgic

Customer axrticle :
Manufacturing date
Retest date
Process Ordex
Version

CoA Master n.

ORI_634982

MARLOX 8.756/+ SUSPE BTI RU
MAALOX SOSP WF 250ML RUSSIA
16-0CT-2019 00:00:00.00

30-3EP-2022 00:00:00.00

5
ORI OR761320

Batch number :
Expiry date:
Quantity :
Control Method n.
Reference of AF
Cob wversion

X1004

30-sEP-2022 00:00:00.00
28176.000

ORI OR761320R1
ORI-AP-00Q0722 c.e.

9

RATCH DECISION

Dacision
Decision date
Decision operatox

Released

29-NOV-2018 21:14:00.00

Rolando Simonetta (Quality Manager & Qualified Person)

This Certificate of Anzlysis has been electronically signed from a validated LIMS
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SANOF! 4

APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name; MAALOX SOSP NF 250ML RUSSIA
Batch Number: X1004
GMID: 634982
Manufacturing Date: 16/10/2019
Expiry Date: 30/09/2022
Reference number to MA registered in Russia: T1 NO14986/02
API {name of API, name and address of manufacturing site):
- ALLUMINIO IDROS.GEL VISCO 6, SPT PHARMA SA, Chemin Du Vallon Du Maire 13240 Septemes-Les
Vallons (FRANCE)
- MAGNESIO IDROS. PASTA MG12, 5PE PHARMA SA, Chemin Du Valion Du Maire 13240 Septemes-Les
Vallons (FRANCE)

1 hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification
currently registered in the Russian Federation,

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normaftive
Document specification currently registered in Russian Federation.

Signature/Date: .
SRSt 220N
Simonetta Rolando

Quality Manager & Qualified Person




