SANOFI .3

Ananutryecknii cepTuduKar

He 6oinee 10 KOE/r

MMPOAYKT MAAJIOKC CYCII NF 250MJI POCCHU A
JIOKAJIBHBIN KO/ 634982

CEPUA Ne 11026

JIIATA 26-MAM-2021

IMPON3BOJICTBA

JATA UCTEUEHUA 30-AI1P-2024

CPOKA 'OJHOCTHU

NCIIBITAHUSA PE3VYJIBTATHI
01. Buemnuii Buj CootB
[Mocne nepemMemMBaHus TOKHA 00PA30BBIBATHCS Oeias TOMOTEeHHAS

CYCIICH3HS

02. IOAJIMHHOCTD: amomunmit CootB
JlomkeH 00pa30BBIBATLCS OEIIbIH JKeIe00pa3Hbli 0CaI0K

03. IIOAJIMHHOCTD: Maruuii CootB
JlomkeH 00pa30BBIBATRCS CIIETKA OMAJIECIIUPYIOIIUNA 0CaI0K C

MOCIIEAYIOUTNM MPe00pa3oBaHUEM B OCIIbI KPUCTAIUIMYSCKUH 0CaI0K

04. IIOJIMHHOCTD: nomudena 6pomut CooTtB
Co0TBeTCTBUE BpeMs yICPKUBaHUs ToMH(EeHa OpoMuIa

05. pH 8,2
75-8.5

06. KucnoTtoneliTpanusyoias criocOOHOCTh 26,2

> =24.3 MmOk HCI/10 mn

07. Bomopona nepokcun 0,012
<= 0,022 r/100 Ma

08. Bsi3kocTh 474 mlla
300 — 2000 mlla

09. CenumMeHTaIMOHHAS YCTOWYHBOCTh CooTB
He menee 15 munyT

10. M3BnekaeMblii 00beM CootB
He menee 250 mn

11. KonnuecTBEHHOE OTIPE/ICIICHUE ATFOMUHUS THAPOKCHU A 34
3,2-3,91/100 M

12. KonuuecTBEHHOE OIPEACSIICHUE MarHUs THAPOKCH 1A 3,9
3,6 - 4,4 /100 M

13. Jomudena 6pomun 4,27
3,38 — 4,64 mr/100 M

14. O6mree ncio adpoOHEIX MuKpoopranu3MoB (TAMC) 0

He 6omnee 100 KOE/r

15. O01ee umncio ApoxoKeBIX U MecHeBbIX rpuooB (TYMC) 0

16. E. Coli
OTCyTCTBYET/T

17. KoHTpoIb yIIaKOBKH
CooTBeTCTBYET

Hara pemenns 22/07/2021
Menemxep obecTieueHus KOHTPOJIS KauecTBa &
YoIHOMOYEHHOE JTUII0
Walter Milano
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NMPUNOXXEHUE K CEPTU®UKATY AHAJIN3A (conpoBoauTenbHoe

NUCbMO)
HaumenoBanue nponykra: MAAJIOKC CYCII NF 250MJI POCCHA
Howmep cepuu: 11026
GMID: 634982
Jlata mpou3BOJACTBA: 26/05/2021
TI'ogen no: 30/04/2024
Howmep PV, 3apeructpupoBantoro B Poccun: IT N014986/02

A®U (nazBanue cyOCTaHIIMY, HA3BAHUE U APEC MPOU3BOUTENS CYOCTAHIINN):

- ATIOMUHUS TUIPOKCU]T 6, DcllnAit DAPMA CA, Chemin Du Vallon Du Maire 13240
Septemes-Les Vallons (FRANCE)
- MATHUA TUIPOKCU MG12, OclluAit DPAPMA CA, Chemin Du Vallon Du Maire 13240
Septemes-Les Vallons (FRANCE)

Sl monTBepxAAr0, UTO NaHHAS CEPUSl MPOTECTUPOBAHA MO BCEM MapaMeTpaM, NepEeUNCICHHBIM B
crienuukaruu HopmatusHo# JlokyMeHTaITnH, 3aperucTpUPOBAHHON B HacTosAIIee BpeMs B Poccuiickoit
®denepanuu.

Hacrosium moaTBepkaeTest, YTO MapTHsl COOTBETCTBYET TPEOOBAHUSAM Pa3/IEoB « Y TAaKOBKa» H

«MapxkupoBka» HopmaTuBHON JOKyMEHTALMH, 3apErUCTPUPOBAHHON B HacTosulee BpeMs B Poccuiickoit
denepanuu.

Tlonnuce/nara: 22/07/2021

Walter Milano
Menemxep obecrieueHrs KOHTPOJIS KadecTBa & YITOITHOMOYSHHOE JTUII0




SANOFI

Stabilimento di Origgio

ANALYTICAL CERTIFICATE |

Origgio, 22/07/2021

PRODUCT  TMAALOX SOSP NF 250ML RUSSIA

LOCAL CODE 634882

BATCH No. 11026

MANUFACTURING DATE 26-MAY-2021

EXPIRY DATE 30-APR-2024

TESTS

RESULYS

01. Apperarance
A white homogeneous suspension should form after shaking

Conf

02, IDENTIFICATION: alluminium
A white gelatinous precipitate should form.

Conf

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

Conf

04, IDENTIFICATION: domiphen bromide
Retention time of the domiphen bromide compliss

Conf

05. pH
75-85

8.2

08. Acid neutralizing capacity
»>= 24 .3 mEq HCI10 ml

26.2

§7. Hydrogen peroxide
<=0.022 g/100 ml

0.012

08. Viscosity
300 - 2060 mPas

474 cps

09, Sedimentation resistance
Not fess than 15 minutes

Conf

18. Extractable volume
Not fess than 250 ml

Conf

1. Aluminium hydroxide assay
3.2-3.9g/100 mi

3.4

12. Magnesium hydroxide assay
3.6 - 4.4 gM0C mi

13. Domiphen bromide
3.38 - 4.64 mg/100 mi

14. TAMC
Not more than 100 CFU/g

15. TYMC
Not mere than 10 CFU/g

1€. E. coil
Absentip

17. Packaging control
Camplies

Decision date 22/07/2021

Gualitly Mahiager & Deputy Qualified Parson
i
Walf?r Mr)a@gh o
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SANOF! 3

APPENDIX TO CERTIFICATE OF ANALYSIS {cover letter)

Product Name: MAALOX SOSP NF 250ML RUSSIA
Batch Number: 11026
GMID: 634982
Manufacturing Date: 26/05/2021
Expiry Date: 30/04/2024
Reference number to MA registered in Russia: 1 NO14986/02
API (name of API, name and address of manufacturing site):
- ALLUMINID IDROS.GEL VISCO 6, SPT 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-lLes
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.

1t is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation.

Signature/Date: 22/07/2021

Waiter Milang,

; }
Quaiityf Ma@%r & Deputy Qualified Person
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