SANOF

Stabilimento di Origgic

Origgio, 19/03/2021
ANALYTICAL CERTIFICATE

PRODUCT MAALOX SOSP NF 250ML RUSSIA

LOCAL CODE 534882

BATCH No. 11011

MANUFACTURING DATE 26-FEB-2021

EXPIRY DATE 3-JAN-2024

TESTS RESULTS

§1. Apperarance
A white homogeneous suspension should form after shaking Conf

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

03, IDENTIFICATION: magnesium
A slightly opalescent precipitate should form, with subsequent transformation fo 2 white | Conf
crystalling precipitate

04, IDENTIFICATION: domiphen bromide
Retention time of the domiphen bromide complies Conf

0§, pH
76-85 8.2

06. Acid neutralizing capacity
== 243 mEg HC10 mi 26.3

07. Hydrogen peroxide
<=0.022 g/100 m! 0.013

08. Viscosity
300 - 2000 mPas 716 ¢cps

09, Sedimentation resistance
ot less than 18 minutes Conf

10. Extractable volume
Not less than 250 mi - Conf

11. Aluminium hydroxide assay
3.2-3.8g/M100 ml 3.8

12. Magnesium hydroxide assay
3.6 -4.4 g/100 ml 3.9

13. Domiphen bromide
3.38 - 4.64 mg/100 ml 4.18

14, TAMC
Not more than 100 CFU/g B Y

15. TYMC
Not more than 10 CFU/g Xo]

18. E. coli
Absent/g Conf

17. Packaging contral
Compiies B Conf

Dacision date 19/03/2021

Quality Manager & Qualified Parson APPROVED
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SANOFI .3

Ananutryecknii cepTuduKar

[IPOJIYKT MAAJIOKC CYCII NF 250MJI POCCUSI
JIOKAJIBHBIN KO/ 634982

CEPUSI Ne 11011

JIATA 26-DEB-2021

[TPOU3BOJICTBA
JIATA UCTEUEHHS | 31-SIHB-2024
CPOKA T'OJTHOCTU

NCTIBITAHUA PE3VJIBTATHI
01. BHentHuuii BUI CooTB

[Tocne nmepememmBanus JOKHA 00PAa30BBIBATHCA Oelasi TOMOT€HHAs
CYCIICH3HS

02. IOAJIMHHOCTD: amomunmit CootB
JlomkeH 00pa30BBIBATLCS OEIIbIH JKeIe00pa3Hbli 0CaI0K
03. IIOAJIMHHOCTD: Maruuii CootB
JlomkeH 00pa30BBIBATRCS CIIETKA OMAIECIIUPYIOIIUNA 0CaI0K C
MOCIIEAYIOUTNM MPe00pa3oBaHUEM B OCIIbI KPUCTAIUIMYSCKUH 0CaI0K
04. IIOJIMHHOCTD: nomudena 6pomut CooTtB
Co0TBeTCTBUE BpeMs yICPKUBaHUs ToMH(EeHa OpoMuIa
05.pH 8.2
7.5-8.5
06. KucrmoToHeHTpamm3yroIasi CltoCOOHOCTh 26.3
>=24.3 MmOk HCI/10 mn
07. Bonopona nepokcua 0.013
<= 0,022 r/100 Ma
08. BsizkocTh 716 mlla
300 — 2000 mlIla
09. CenuMeHTalMOHHAS! YyCTOMYUBOCTD CooTB
He menee 15 munyT
10. M3Bnexaemblit 00beM CotB
He menee 250 mn
11. KonndecTBeHHOE ONpPECICHUE aTIOMUHUS THAPOKCHU A 3.6
3,2-3,91/100 mn
12. KonmdecTBeHHOE OTIPECIICHIE MarHus THAPOKCHAA 3.9
3,6 - 4,4 1/100 M
13. Jomudena 6pomun 4.15
3,38 — 4,64 mr/100 ma
14. O6mee uncino a’dpooHBIXx MuKpooprann3mMoB (TAMC) 0
He 6omnee 100 KOE/r
15. O6mee yncno ApOXKEBBIX U MmiiecHeBBIX rpuboB (TYMC) 0
He 6onee 10 KOE/r
16. E. Coli Coots
OTCyTCTBYET/T
17. KoHTpOJIb yIaKOBKH Coots
CooTBeTCTBYET

Hara pemenus 19/03/2021

Menemxep obecTieueHNs KOHTPOJIS KadecTBa &
YoIHOMOYEHHOE JTUII0

Simonetta Rolando
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