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CERTIFICATE OF ANALYGSTIS 60190 Estrees Saint Denis FRANCE
Product Name : PHOSPHALUGEL 20 SACHETS DE 16 GR Page : 1

VENTE Printed on : 10/01/25
Article N° , : 405594
Batch /Lot N°: 428661
Testing Specification : CQ PF 17 685/03 - CQ BA 96 524/20 Date of Manufacture : 6/12/24
Manufacturing Specification : Expiry date 11 2027
Tests Spécifications Résgults
Appearance (organocleptic) White to off-white gel, homogenous after Conforms

mixing, with orange odor

Identity of aluminium (in-house) Complies Conforms

Identity of phosphates Complies Conforms
(Ph. Eur. 2.3.1)

Identity of potassium sorbate (HPLC) Complies Conforms

Average weight of the package contents Not less than 16,0 g 16,1 g
(Rus. Ph. XIII)

Mass of the contents of each container Conforms to requirement Conforms

{(Rus. Ph. XIII)

Density (Ph. Eur.) 1,180 to 1,220 g/ml 1,207 g/ml

pH (Ph. Eur.) 5,0 - 7,2 5,9

Assay of aluminium phosphate 1,976 to 2,184 g/sachet 16 g 2,096 g/sachet
(titrimetric)

Assay of potassium sorbate 0,036 to 0,044 g/sachet 16 g 0,041 g/sachet

(Specification in house)

Assay of potassium sorbate (HPLC) 0,028 to 0,044 g/sachet 16 g 0,041 g/sachet

(Certificat analyse)
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CERTIFICATE OF ANALYSTIS 60190 Estrees Saint Denis
Product Name. : PHOSPHALUGEL 20 SACHETS DE 16 GR Page : 2

VENTE Printed on : 10/01/25
Article N° : 405594
Batch/Lot N° : 428661
Tegting Specification : CQ PF 17 685/03 - CQ BA 96 524/20 Date of manufacture : 6/12/24
Manufacturing Specification : Expiry date ;11 2027

Spécifications Résults
TAMC (Total Aerobic Microbial Count) Not more than 100 CFU/g < 10 CFU/g
(Ph. Eur.)
TYMC (Total Yeasts and Moulds Count) Not more than 10 CFU/g < 10 CFU/g
(Ph. Eur.)
Escherichia coli (Ph. Eur.) None /g None
Evaluation : Complies with specifications Date of analysis : 10/01/25
Remarks : N° of analysis : 156953
Remarks : This batch has been released in accordance with the relevant marketing authorisation and
European GMP requirements by a Qualified Person (72/319/EEc or 81/851/EEC)
Quality Control Qualified Person
Signature . Signature
Camille DAVRO"L,
. 2 aire
Adjointe Controle QU Dr Jzhanne Br
1A Ne I‘ I{()[ICHI

. Quality Assutance




CEPTUOUKAT AHAJIM3A

®APMATUC (PHARMATIS)

zone Activite Est N1 B.P 20
60190 Estrees Saint Denis FRANCE

[IpOnyKT : ®OCOAJIIOTEJIb 20 CANIE IO 16T CrpaHuua :
RUSSIE Haneuarano: 10/01/25
CraTbsa Ne: 405594
N cepumn: 428661
Cnenmndpmkalsga TeCTUPOBAHMA: CQPF 17 685/03 - IaTa Npom3BOICTEA: 6/12/24
CQBA 96 524/20
Cneundmralysa MNPOM3BOICTBA : IaTa mMcTeyeHud 11 2027

CpoOKa T'OOHOCTHM:

[lokaszaTenu Hopwma PesynbTar
OnucaHue Benemt unu nouTu OeJIBM CooTBEeTCTBRYET
(opraHoOJIENTUYECKIM) TOMOTEHHEI I[IOCJIEe NepeMellMBaHUI

rejib, C 3alaxoM allejibCUHAa
[IOOJIVMHHOCTH aJIIOMUHM S CooTBETCTBYET CooTBETCTBYET
(MeTOon GuMpMEL)
[lognmuHHOCTBL GocdhaTor (EBp. CooTBeTCTBYyET CooTBEeTCTBRYET
dapm. 2.3.1)
[IooJIMHHOCTBL KaJauda copbara CooTBeTCTBYyET CooTBEeTCTBRYET
(BIXX)
Macca COOepXMMOIO yNaKOBKMU He menee 16.0 T 16,1 o
(I'd XIII)
Macca COomepXyMOTO KaXIOoM CoorBeTCTBYyeT TPeOOBAHUIO CooTBEeTCTBYET
ynakopku (I'd¢ XIII)
[InmoTHocTe (EBp. dapM.) 1,180-1,220 r/Mn 1,207 v/mn
pH (Erp. dapwm.) 5,0 - 17,2 5,9

KommuecTBeHHOE oONpenejieHue
ajioMrHMsa dochaTa
(TMTPUMETPU)

KonmmuecTBeHHOE oONpenesieHre
kalmsa copbara (MeTomoMKa
brpMBL)

KommuecTBeHHOE oNnpenesieHue
xajusa copbarta (BIXX)

1,976 — 2,184 r/came 16

0,036

0,044 r/came 16 r

0,028

0,044 r/came 16 T

2,096 r/came

0,041 rm/came

0,041 r/came



CEPTUOUKAT AHAJIM3A

[pomykT:

CraTrbsa Ne:

N cepum:

CHeHM@MKaHMH TECTUPOBaAHMA D

SAPMATHUC

(PHARMATIS)

zone Activite Est N1 B.P 20
60190 Estrees Saint Denis FRANCE

OOCOAJINTEJIE 20 CALIE IIO 16T
RUSSIE

405594
428661

CQPF 17 685/03 -
CQOBA 96 524/20

Cneumdpmralumsa NOPOMBBOICTBA:

I[loxkazaTenu

Hopwma

HameuaTaHo:

IaTa NpoOM3BOLNCTBA:

IJaTa mcTeueHUs
Cpoka TOIOHOCTM:

CrpaHuua: 2

10/01/25

6/12/24

11 2027

PesymneTatr

TAMC (Ofbmee KOJIUUECTBO

He 6ojsee 100 KOE/r

a®pPOOHEIX MMKPOOPTAHUBMOB)

(Erp. dapwm.)

TYMC (Ofmee KOJIUUECTBO

He 6Gojee 10 KOE/r

OPOXXEBEIX UM IIJIECHEBEIX

He 6ojsiee 10 KOE/r

He 6Gojsiee 10 KOE/rT

TpubOoB)

(Erp. dapwm.)

Escherichia coli OrcyTcTBMe / T OTcyTcTBMUE

(Erp. dapm.)

BakioueHre: COOTBETCTBYET CHeUrOMUKAaLUMI IDaTa mnposemenus 10/01/25
KOHTPOJIA:

OTMeTKHN : KOHTPOJIA X 156953

OTMeTKM : CepMH BHIITYyIIEeHa B COOTBETCTBUMA C PePMCTpaHMOHHHM YOOCTOBEPEHMEM )Z8

TpeboBaHuaAMM  GMP

EBpornm

81/851/EEC)

YIIOJIHOMOYEHHBIM

JIML,OM (72/319/EEc  wnu

YIOJIHOMOYWEHHOE JIMIIO @

I[Tognmuce
Camille Davron

3amMecTuUTEeNb IO KOHTPOJII

KaduecTBa

YIOJIHOMOUEHHOE JIMILIO :
I[Toonuce
Dr. Jehanne BELKOUCH,
CrneumranmucT O ODeClIedeHUIo
kauecTBa JIMOEH3MA B RPPS
10101394798





