CEPTUOMKAT AHAJIM3A

®APMATIUC (PHARMATIS)

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

[IpOonyKT : OOCOAJIIOT'EJIL 20 CANE IO 16T CrpaHuLa :
RUSSIE Haneuarano: 18/12/25
CraTrbsa Ne: 405755
N cepum: 528753
Cneundmkalumsa TEeCTUPOBAHMA: CQPF 17 685/04 - IlaTa OpomM3BOLNCTBA: 2/12/25
CQOBA 96 524/20
Cneumbmkaums OPOV3BOICTBA : IlaTa McTeueHud 11 2028

CpOKa I'OOHOCTWM:

[Toxazarenu Hopwma PesysnbTar
OnucaHme Benpr mnm noutwu OeJibi CoorTeBeTCTBYyET
(opraHoOJIENTUYECKHA) TOMOT'€HHEIM II0CJIe IIepeMellMBaHMUsA

Trejib, C 3alaxoM alleJIbCUHa
[IOOIMHHOCTE AJIIOMUHMSA CooTBeTCTBYyET CooTBeTCTBYyET
(MeTon GWMPMEL)
[lognmnuHOCTL GocdaTor (EBp. CooTBeTCTBYET CooTBeTCTBYET
dapm. 2.3.1)
[looMHHOCTHL KaJJamda copbara CooTBeTCTBYET CooTBeTCTBYET
(B2XX)
Macca CcOIepXuMMOTO yrnakoBkuM He menHee 16.0 T 16,1 rm
(I'd XIII)
Macca COIepXMMOI'O KaxIoM CoorBeTCTBYeT TPeOOBAHUIO CooTBeTCTBYET
yrnakoBku (I'd XIII)
noTHOCTL (EBpP. dapwm.) 1,180-1,220 v/mn 1,201 o/Mmn
pH (EBp. ®apwm.) 5,0 - 17,2 6,0
KonmuecTBeHHOE OlpelelieHre 1,976 — 2,184 r/came 16 T 2,081 r/came

anoMmHMa docbaTa
(TMTPUME TPMS)

KommuecTBeHHOE oONpenesyieHue
KaJmsa copbaTa (MeTommKa
brpMEL)

KonmuecTBeHHOE OlpelelieHue
KaJmsa copbarTa (BIXX)

0,036 0,044 r/came 16

0,028

0,044 r/came 16 r

0,039 r/came

0,039 r/came



SAPMATIC

(PHARMATIS)

CEPTUOVIKAT AHAJIU3BA zone Activite Est N1 B.P 20
60190 Estrees Saint Denis FRANCE

[IpomyKT: OOCOAJIITEJIL 20 CALNIE IO 16T
RUSSIE

Crarpsa N: 405755

N cepum: 528753

Cneuudmuraums TeCTUPOBAHMUA: CQPF 17 685/04 -

COBA 96 524/20

Cneunnbdrxaumsa OPOM3BONCTBA:

CrpaHuua: 2
Hameuarano: 18/12/25

IaTa OPOM3BONCTEA: 2/12/25

IlaTa McTeueHud 11 2028
cpoka TOIHOCTN:

[Toxazarenu Hopwma PesysnbTar

TAMC (Ofumee KOJIMUECTBO He 6ojsee 100 KOE/T He 6Gojee 10 KOE/T

a’pPOBHEIX MUKPOOPTAHU3MOB)

(EBp. dapwm.)

TYMC (OBumee KOJIUYECTBO He 6ojee 10 KOE/r He 6ojee 10 KOE/r

OPOXXEBHEIX U I1JIECHEBEHIX

TrpuboB)

(EBp. dapwm.)

Escherichia coli OrcyrcrBue / T OTcyTCcTBUE

(EBp. ®apwm.)

Bakiouenre: COOTBETCTBYeT cClHeundurKalmm INaTa mnpoeBeneHusa 18/12/25

KOHTPOJIS :

OTMeTKM : Nt KOHTPOJISA: 161059

OTMETKU : Cepus BHIOyNEeHa B COOTBETCTBMM C PeIMCTPAlMOHHEIM YIOCTOBEPEHMEM U
TpeboBaHuAMM  GMP  EBpONE  yHNOJIHOMOWEHHBIM  JIMLIOM (72/319/EEc  wum
81/851/EEC)

YIIOJIHOMOUEHHOE JIMLIO @
[oonmce
Sabrina SOUM,
CneumaamcT M0
obecrneueHMon KadecTBa

YTIOJIHOMOUEHHOE JIMLIO @
[Nomnmce
Dr. Jehanne BELKOUCH,
CneumaamMcT O OoDOecleuyeHM
xauecTBa JIMIEH3VA B RPPS
10101394798



PHARMATTIS

zone Activite Est N°1 B.P 20

CERTIFICATE OF ANALYSZSTIS 60190 Estrees Saint Denis FRANCE
Product Name : PHOSPHALUGEL RUSSIE 20 SACHETS DE 156 GR Page L

VENTE Printed on : 18/12/25
Article N° . : 405755

Batch /Lot N°: 528753

Testing Specification : CQ PF 17 685/04 - CQ BA 96 524/20 Date of Manufacture : 2/12/25
Manufacturing Specification : Expiry date : 11 2028
Tests Spécifications Résults

Appearance (organoleptic} 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. EBur. 2.3.1)

Identity of potassium sorbate (HPLC) Complies Conforms

Average weight of the package contents > or = 16,0 g l6,1 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 1,201 g/ml
pH (Ph. Eur.) 5@ = T2 6,0
Assay of aluminium phosphate 1,976 to 2,184 g/sachet 16 g 2,081 g/sachet

(titrimetric)

Assay of potassium sorbate 0,036 to 0,044 g/sachet 16 g 0,039 g/sachet

(Specification in house)

Assay of potassium sorbate (HPLC) 0,028 to 0,044 g/sachet 16 g 0,039 g/sachet

(Certificat analyse)



PHARMATTIS

Zone Activite est N°1 B.P 20

CERTIFICATE OF ANALYS STIS

Product Name. : PHOSPHALUGEL RUSSIE 20 SACHETS DE 16 GR
VENTE
Article N° 1 405755
Batch/Lot N° 3y BB TEI
Testing Specification : CQ PF 17 685/04 - CQ BA 96 524/20

Manufacturing Specification

60120 Estrees Saint Denis

Page

Printed on

Date of manufacture

Expiry date

2

18/12/25

Tests

TAMC (Total Aerobic Microbkial Count) < or = 100 CFU/g < 10 CFU/g

(Ph. EuUr.)

TYMC (Total Yeasts and Moulds Count) < or = 10 CFU/g < 10 CFU/g

(Ph. Eur.)

Escherichia coli (Ph. Eur.) None /g

Evaluation : Complies with specifications Date of analysis 18/12/25

Remarks 3 N° of analysis : 161059

Remarks : This batch has been released in accordance with the relevant marketing authorisation and

European GMP reguirements by a Qualified Person (72/319/EEc or B1/851/EEC)

Quality Control

Signature

Sabrina SOUM
Adjointe Controle Qualite

Qualified Person

Signature

1CE

o
fe)






