SANOFI «,

Ananutryecknii cepTuduKar

MMPOAYKT MAAJIOKC CYCII NF 250MJI POCCHUA

JIOKAJIbHBIN KOJI 634982

CEPHA Ne 11046

JATA 15-CEHT-2021
[MPOU3BOJCTBA

JATA UCTEYEHUA 31-ABI'-2024
CPOKA I'OAHOCTH

NCIBITAHUA

PE3VJIbTATBI

01. Buemnunii U,
[ocne mepeMeIMBaHus T0HKHA 00pa30BBIBATHCSI Oeliasi TOMOT€HHAsI CYCIICH3HUs

CooTB.

02. ITIOJIMHHOCTD: antomunwmii
JlomxkeH 00pa3oBhIBaThHCS OEIbIN KeJIe00pa3HbIi 0CAIOK

CoorB.

03. ITIOJJIMHHOCTD: maruuii
JomxkeH 00pa3oBbIBATHCS CIIETKa ONANECIUPYIOIIUIA 0CAI0K € TOCIEIYIOIINM
npeoOpa3oBaHUeM B OENbIH KPUCTAJUIMIECKHAN 0CalOK

Coors.

04. ITIOAJIMHHOCTD: momudena 6poMu
CooTBeTCTBHE BpeMsl yIepKuBaHus qoMudena opomuaa

Coors.

05. pH
7.5-8.5

8,2

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

26,0

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

0,016

08. BsaskocTtb
300 — 2000 mITa

314 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 OMpeieieHre Maruusi THAPOKCHUIA
3,6 -4,4 /100 mn

4,0

13. Tomudena 6pomu
3,38 — 4,64 mr/100 mu

4,13

14. O6mee uncno adpooHbIXx Mukpooprann3Mos (TAMC)
He 6osree 100 KOE/r

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

16. E. Coli
OTCyTCTBYET/T

17. KoHTpoJIb yIaKOBKHU
CooTBeTCTBYET

Jlata pemenns 14/10/2021
Menemxep obecrieueHusI KOHTPOIIS KadecTBa &
VI0IHOMOYEHHOE JTUIIO0
Simonetta Rolando
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Stabilimento di Origgio

Origgio, 14/1072021

ANALYTICAL CERTIFICATE

PRODUCT MAALOX SOSP NF 250ML RUSSIA

LOCAL CODE - - | 834982

BATCGH No, 11046

MANUFACTURING DATE T 5. 8ER-2021

EXPIRY DATE 31-AUG-2024

TESTS ‘ RESULTS

01. Apperarance
A white homogeneous suspension should form after shaking Conf

02, IDENTIFICATION: alluminium
Awhite gelatinous precipitate should form. 7 : Conf

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

04. IDENTIFICATION: domiphen bromide

Retention time of the domiphen bromide complies Conf

085, pH
75-85 ' 8.2

06. Acid neutralizing capacity
»= 243 mEg HCI10 mi » 26.0

07. Hydrogen peroxida ) :
<=0.022 g/100 ml : 0.016

(8. Viscosity
300 - 2000 mPas 314 cps

09. Sedimentation resistance
Not less than 15 minutes o Conf

10. Extractable volume
Nat less than 250 mi Conf

11. Aluminium hydroxide assay
3.2-3.9gM00 mt 3.4

12. Magnesium hydroxide assay _
3.6-4.4gM00mi 4.0

13. Domiphen bromide - :
3.38 - 4.64 mg/100 ml 413

14. TAMC
Not more than 100 CFU/g : 0

15. TYMC
Not more than 10 CFU/g 0

18. E. coli

Ahsent/y Conf

17. Packaging control
Complies

Conf

Decision date 14!1(2/2021
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Quality Manager & Qualified Person APPROVEDR
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