CEPTUOUKAT AHAJIM3A

®APMATUC (PHARMATIS)

zone Activite Est M1 B.P 20
60190 Estrees Saint Denis FRANCE

[IpOomyKT : OOCOAJIIOT'EJIL 20 CANIE IO 16T CrpaHuua :
RUSSIE Hanmeuarano: 12/12/25
CraTrbsa Ne: 405755
N cepumn: 528752
Cneumndpmralmsa TEeCTUPOBAHMA : CQPF 17 685/04 - IaTa NpomM3BONCTEBA: 1/12/25
CQBA 96 524/20
Cneumndpmralmsa NPOM3BOLCTBA : IDaTa mcTedyeHUs 11 2028

CpOKa T'OOHOCTHM:

[loxkazaTenn Hopwma PesynbpTar
OnucaHue Benpt mam nouTu OeJisi CooTeBeTCTBYyET
(opraHoJIeNITUYECKM) TOMOTE€HHEI I[IOCJIE IepeMellMBaHUI

resylb, C 3alaxoM allejibCUHa
[IOONIVMHHOCTEL aJIIOMMHMS CooTBETCTBYET CooTBETCTBYET
(MeTon &upMEL)
HomnmuuOCTE dochaTor (EBp. CooTBeTCTBYET CooTBeTCTBYET
dapm. 2.3.1)
[IooIMHHOCTBL KaJamusa copbarTa CoOoTBETCTBYET CooTBEeTCTBYET
(B3XX)
Macca comepXxuMMOTo yrnakoBku He MeHee 16.0 1 16,3 rm
(I'® XIII)
Macca COmepXMMOI'O KaXIOoM CoorBeTCTBRYyeT TPeOOBAHUIO CooTBETCTBYET
yrnakoeskmu (I'®d XIIT)
norHocTs (EBp. dapwm.) 1,180-1,220 ©/Mn 1,204 ©/Mmn
pH (EBp. ®apwm.) 50 - 7,2 5,8
KosmuecTBeHHOe onpenesyieuve 1,976 — 2,184 r/came 16 T 2,079 r/caume

anoMHMa docdarTa
(TUTPUME TPUS)

KommuecTBeHHOE oNnpenesieHure
Kanma copbaTa (MeToIMKa
GrpPMBL)

KommuecTBeHHOE oNnpenesieHre
xaJnusa copbara (BOXX)

0,036 0,044 v/came 16 T

0,028 0,044 r/came 16 1

0,041 r/came

0,041 r/came



SAPMATHUC

(PHARMATIS)

CEPTUOVIKAT AHAJIM3A zone Activite Est N1 B.P 20
60190 Estrees Saint Denis FRANCE

[IpomyKT: OOCOAJIIOI'EJIE 20 CALIE IIO 16T
RUSSIE

CraTbsa N: 405755

N cepumn: 528752

Crneuudmralums TeCTUPOBAHUA: CQPF 17 685/04 -

COBA 96 524/20

Crneumdmkalums NPOM3BOLACTBA :

CrpaHuua: 2
Haneuarano: 12/12/25

JaTa OpPOM3BOICTEA: 1/12/25

IDaTa mcTedyeHUs 11 2028
Cpoka T'OOHOCTMU:

[loxkazaTenn Hopwma PesynbpTar

TAMC (OfDuee KOJIMUECTBO He 6Gojsiee 100 KOE/r He 6Gosiee 10 KOE/r

ABPOOHEIX MMKPOOPI'aHMU3MOB)

(Erp. dapwm.)

TYMC (Ofumee KOJIUUYECTBO He 6Gojsee 10 KOE/r He 6Gosiee 10 KOE/r

OPOXKEBHEIX U IIJIECHEBEIX

TprbOB)

(Erp. dapwm.)

Escherichia coli OrcyrcrBUue / T OTcyTCcTBUE

(EBp. %apwm.)

BakJjwoueHre: COOTBETCTBYET CHeUndUKalmm IDaTa npoBemeHua 12/12/25

KOHTPOJIS :

OTMEeTKM : Wt xoHTpOJIA: 160987

OTMEeTKH : Cepmus BHIOylleHA B COOTBETCTBMM C PeTrMCTPAlMOHHEIM YIOOCTOBEPEHUEM U
TpebOoBaHMAMU GMP  EBpONE  YIHNOJIHOMOYEHHBM  JIMILIOM (72/319/EEc  wiu
81/851/EEC)

YIOJIHOMOUEHHOE JIMIIO :
Iloonmce
Sabrina SOUM,
CneumaamMcT M0
obecrneueHurn KadecTBa

YIOJIHOMOUEHHOE JIMLIO :
I[loomnmco
Dr. Jehanne BELKOUCH,
CrneuranmcT 10 oOecredyeHU o
kauecTBa JIMIEH3MA B RPPS
10101394798



PHARMATTIS

zone Activite Est N°1l B.P 20

CERTIFICATE OF ANALYSTIS 60190 Estrees Saint Denis FRANCE
Product Name : PHOSPHALUGEL RUSSIE 20 SACHETS DE 16 GR Page S

VENTE Printed on : 12/12/25
Article N° . : 405755

Batch /Lot N°: 528752

Testing Specification : CQ PF 17 685/04 - CQ BA 96 524/20 Date of Manufacture : 1/12/25
Manufacturing Specification : Expiry date : 11 2028
Tests Spécifications Résults
Appearance (organcleptic) 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. Bur. 2.3.1)

Identity of potassium sorbate (HPLC) Complies Conforms

Average weight of the package contents > or = 16,0 g 16,3 g
(Rus. Ph. XTIITI)

Mass of the contents of each container Conforms to requirement Conforms

(Rus. Ph. XIIT)

Density (Ph. Eur.) 1,180 to 1,220 g/ml 1,204 g/ml
pH (Ph. Eur.) Byl = T2 5B
Assay of aluminium phosphate 1,976 to 2,184 g/sachet 16 g 2,079 g/sachet

(citrimetric)

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)



PHARMATTIS

Zone Activite est N°1 B.P 20

CERTIFICATE CF ANALTYZ STIS 60190 Estrees Saint Denis
Product Name, ;: PHOSPHALUGEL RUSSIE 20 SACHETS DE 16 GR Page : 2
VENTE Printed on : 12/12/25
Article N°© : 405755
Batch/Lot Ne© : 528752
Testing Specification : CQ PF 17 685/04 - CQ BA 96 524/20 Date of manufacture : 1/12/25
Manufacturing Specification : Expiry date ;11 2028
Tests Spécifications Résults
TAMC (Total Aerobic Microbial Count) < or = 100 CFU/g < 10 CFU/g
(Ph. Eur.)
TYMC (Total Yeasts and Mcoulds Count) < or = 10 CFU/g < 10 CFU/g
(Ph. Eur.)
Escherichia coli (Ph. Eur.) None /g None
Evaluation : Complies with specifications Date of analysis : 12/12/25
Remarks : Ne of analysis : 160987
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
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