SANOFI .7

Ananutryecknii cepTuduKar

Origgio, 24/10/2021

TTPOJTYKT

MAAJIOKC CYCII NF 250MJI POCCHUA

JIOKAJIbHBIN KO/ 634982

CEPHA Ne 11048

JATA 19-CEH-2021
MMPOM3BOACTBA

JATA NCTEYEHUA
CPOKA I'OAHOCTH

31-ABI'-2024

NCIBITAHUA

PE3VJIbTATBI

01. Buemnunii U,

Ilocne NnepeMelInBaHUA JOJDKHA 06pa3OBLIBaTLCH Oeasi TOMOreHHas CyCliCH3Us

CoorTB.

02. ITIOJJIMHHOCTD: antomunwmii
JomxkeH 00pa30oBBIBaThCs OEIIBIN JKeIe00pa3Hblil 0caI0K

CooTB.

03. ITIOJIMHHOCTb: marnui

npeoOpa3oBaHUeM B OBl KPUCTAUIMIECKUN 0CaioK

JlomxeH 00pa30BBIBAaTHCA CIIETKa ONAJIECIUPYIONTHNA 0CATO0K C TTOCIEAYIOMINM

CoorB.

04. ITIOJIMHHOCTD: momudena 6poMu
CooTBeTCTBHE BpeMsl yIepKUBaHus qoMudena Opomuaa

CoorTs.

05. pH
7.5-8.5

8,1

06. KucnoroneiTpanmsyromas criocoOOHOCTb
>=24.3 MOk HCI/10 M

25,9

07. Bomopoaa mepokcu
<=0,022 r/100 mn

0,016

08. BsaskocTtb
300 — 2000 mITa

373 mlla

09. CenumeHTanMOHHAs yCTOMYUBOCTh
He menee 15 Munyt

CooTB.

10. M3BnexaeMblii 00beM
He menee 250 mn

CooTB.

11. KonruecTBEHHOE OMpe/Ie/IEHHE alFOMUHIS THAPOKCH 1A
3,2-3,91/100 M

34

12. KonuyecTBeHHOE Ope/Ie/iCHIe MarHus THAPOKCHIA
3,6 -4,41/100 M

4,1

13. Jomudena 6Gpomun
3,38 — 4,64 mr/100 mu

4,07

14. O6mee gncno adpodHbIXx Mukpooprann3MoB (TAMC)
He 6osree 100 KOE/r

15. Obmee 9ncno ApOXIKEBHIX U TecHEBBIX TprooB (TYMC)
He 6osee 10 KOE/r

16. E. Coli
OTCyTCTBYET/T

CoorTs.

17. KoHTpoJIb yIaKOBKHU
CooTBeTCTBYET

CoorTs.

Jlata pemenns 24/10/2021
Menemxep obecreueHus] KOHTPOIIS KauecTBa &
VI0IHOMOYEHHOE JTUIIO0
Simonetta Rolando
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SANOFI g

MPUJIOXEHUE K CEPTUO®UKATY AHAJIN3A (conpoBoauTeIbHOE MUCHMO)

HanmenoBanwue npoaykTa: MAAJIOKC CYCII NF 250MJI POCCH A
Howmep cepuu: 11048

GMID: 634982

Jlara npousBojacTBa: 19/09/2021

I'onen no: 31/08/2024

Howmep PV, 3apeructpuposannoro B Poccuu: 1 N014986/02

A®U (Ha3zBanue cyOCTaHIIMU, HA3BaHUE U aJIPEC IPOU3BOAUTEIS CyOCTaHIINM):

- AJIIOMUHUA TUAPOKCHU/]] 6, DcllnAit DPAPMA CA, Chemin Du Vallon Du Maire 13240 Septemes-Les
Vallons (FRANCE)

- MATHUA TUAPOKCUI MG12, OclluAit PAPMA CA, Chemin Du Vallon Du Maire 13240 Septemes-Les
Vallons (FRANCE)

51 moaTBeprKAal0, YTO JaHHAas CepHsi IPOTECTUPOBAHA M0 BCEM IapaMeTpaM, NEePEeUYHCIICHHBIM B ClIeIU(UKALIH
HopmaTusHoit JlokyMeHTal1H, 3apericTpUPOBaHHON B HacTosllee BpeMs B Poccuiickoit deneparnuu.

Hacrosmumm nmoarBepkaaeTcs, 4To MapTHsi COOTBETCTBYET TPEOOBAHUAM Pa3/IelioB « YIaKoBKa» U « MapKHpOBKa»
HopMmaTuBHOM nOKyMeHTaIUK, 3aperICTpUPOBaHHON B HacTodAllee BpeMs B Poccuiickoit deneparnuu.

TTonnuce/mara: 24/10/2021

Simonetta Rolando
Memnemxep obecrieueHUs] KOHTPOJIS KayecTBa & YTOJTHOMOYEHHOE JIUIO



SANOFI .5

Stabilimento di Origgio

ANALYTICAL CERTIFICATE

Origgic, 24/10/2021

PRODUCT MAALOX SOSP NF 2501 RUSSIA

LOCAL CODE 634982

BATCH No. 31048

MANUFACTURING DATE 19-8EP-2021

EXPIRY DATE 31-AUG-2024

TESTS

RESULTS

1. Apperararice
Awhite homogeneous suspansion shoukd form after shaking

Conf

02, iDENTIFICATION: alluminium
Awhite gadatinous precipitate should form.

Canf

03. IDENTIFICATION: magnesium
A slightly opalescent precipitate should form, with subsequent transformation to a white
crystaliine precipitate

Conf

04, IDENTIFICATION: domiphen bromide
Retention ime of the domiphen bromide complies

Conf

08, pH
75-85

8.1

06, Acid neutralizing capacity
>= 243 mEqg HCH10 mi

259

97. Hydrogen peroxide
=<=0.022 g/100 m!

0016

08. Viscosity
300 - 2000 mPas

{8, Sedimentation resistance
Not less than 15 minutes

18. Extraciable volume
Mot less than 250 mi

11. Aluminium hydroxide assay
3.2-3.9g/H0 mi

12. Magnesiam hydroxide assay
3.6-4.4 g/10G mi

4.1

13. Donviphen bromide
3.38 - 4.64 mg/100 mil

4.07

14, TAMC
Not mora than 100 CFU/g

15. TYMC
Not mora than 10 CFU/g

16. E. coli
Absentig

17. Packaging control
Complies

Decision date 2411012021

Quality Manager & Qualified Persen
Simonetta Rolanda

Atatiiiments di Urigain
Llatwmear

Purazione IR Sede legake
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SANOF

APPENDIX TO CERTIFICATE OF ANALYSIS {cover letter)

Product Name: MAALOX SOSP NF 250ML RUSSIA
Batch Number: 11048
GMID: 634982
Manufacturing Date: 19/09/2021
Expiry Date; 31/08/2024
Reference number to MA registered in Russia: T N0149856/02
API (name of API, name and address of manufacturing site):
~  ALLUMINIO IDROS.GEL VISCO 6, SP1 PHARMA SA, Chemin Du Vallon Du Maire 13240 Septemes-Les
Vallons (FRANCE)
- MAGNESIO IDROS. PASTA MG12, SPI PHARMA SA, Chemin Du Vallon 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 reguirements of Sections Packaging and Labelling of the Normative
Document spacification currently registered in Russian Federation.

Signature/Date: 24/10/2021
ey o T
Simonetts Rofando

Quality Manager & Qualified Person
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