OAPMATUC (PHARMATIS)
CEPTUOVIKAT AHAJIU3BA zone Activite Est N1 B.P 20
60190 Estrees Saint Denis FRANCE

[IpOonyKT : OOCOAJIIOT'EJIL 20 CANE IO 16T Crpanuua: 1
RUSSIE Haneuarano: 5/02/26
CraTrbsa Ne: 405755
N cepumn: 628032
Cneundmraluyrs TeCTUPOBAHUS: CQPF 17 685/04 - IaTa OPOM3BOICTBA: 17/01/26
CQOBA 96 524/20
Cneumbmkaums OPOV3BOICTBA : IlaTa McTeueHud 12 2028

CpOKa I'OOHOCTWM:

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

reJjylb, C 3allaxXoM arlleJibCHrHa

[MOOMMHHOCTEL AaJIIOMUHUS CooTBEeTCTBYET CooTBEeTCTBYET
(MeTon GWMPMEL)

[lognmnuHOCTL GocdaTor (EBp. CooTBeTCTBYET CooTBeTCTBYET
dapm. 2.3.1)

[IoOoJIMHHOCTL KaJusa copbara CooTBETCTBYET CooTBETCTBYET
(B2XX)

Macca CcOIepXuMMOTO yrnakoBkuM He menHee 16.0 T 16,2 T

(I'd XIII)

Macca COOEPXMMOTO KaxXIoM CooTBeTCcTBYyeT TpeBOBAaHUIO CooTBEeTCTBYyET

yrnakoBku (I'd XIII)

[InorHocTe (EBp. dapwm.) 1,180-1,220 r/mx 1,206 ©/mMx

pH (EBp. ®apwm.) 5,0 - 17,2 5,9

KonmmuecTBeHHOe onpemeyieHre 1,976 2,184 v/came 16 1 2,117 v/came
anoMmHMa docbaTa

(TuTpUMe TPMSA)

KommnuecTtBenHoe onpepeneHre 0,036 0,044 r/came 16 0,040 r/came
KaJmsa copbarTa (MeTommKa

brpMEL)

KonmmuecTBeHHOE OlpelelieHre 0,028 0,044 r/came 16 T 0,040 r/came

kanmsa copbaTa (BIXKX)



®APMATIUC (PHARMATIS)

CEPTUOVIKAT AHAJIU3BA zone Activite Est N1 B.P 20

60190 Estrees Saint Denis FRANCE

[IpOonyKT : OOCOAJIIOT'EJIL 20 CANE IO 16T CrpaHuua: 2
RUSSIE Haneuarano: 5/02/26
CraTbs Ne: 405755
N cepumn: 628032
Cneundmraluyrs TeCTUPOBAHUS: CQPF 17 685/04 - IaTa OPOM3BOICTBA: 17/01/26

COBA 96 524/20

Cneumbmkaums OPOV3BOICTBA : IlaTa McTeueHud 12 2028

CpOKa I'OOHOCTWM:

[Toxazarenu Hopwma PesysnbTar
TAMC (OGmee KOJUUECTBO He Gojsee 100 KOE/r He Gojee 10 KOE/r
a®pPOBHEIX MUKPOOPTAHU3MOB)
(EBp. ®apwm.)
TYMC (Ofmee KOJUUECTBO He Gojsee 10 KOE/r He Gojee 10 KOE/r
OPOXXEBHEIX U I1JIECHEBEHIX
TrpuboB)
(EBp. ®apwm.)
Escherichia coli OrcyrcrBue / T OTcyTCcTBUE
(EBp. dapwm.)
BakjoueHne: CoOOTBEeTCTByeT crneumpmuraumm IOara mnpoeemeHus 5/02/26
KOHTPOJIS :
OTMeTKM : Nt KOHTPOJISA: 161480
OTMEeTKM : Cepus BHIOyHNEeHa B COOTBETCTBMM C PeIMCTPAlMOHHEIM YIOCTOBEPEHUEM U
TpeboBaHuAMM  GMP  EBpONE  yNOJIHOMOYWEHHBIM  JIMLIOM (72/319/EEc  wum
81/851/EEC)
YIIOJITHOMOUYEHHOEe JIMLIO : YIIOJITHOMOUYEHHOEe JIMLIO :
[omnuce [Noonmce
Sabrina SOUM, Dr. Adrien BIREN,
CneumaamcT 110 CneumaamMcT IO ODOeCcleuyeHM
obecrneueHM KauecTBa kauvecTra JIMIOEH3MA B RPPS

10102066403



PHARMATTIS

zone Activite Est N°1 B.P 20
CERTIFICATE OF ANALYSTIS 60150 Estrees Saint Denis FRANCE
Product Name : PHOSPHALUGEL RUSSIE 20 SACHETS DE 16 GR Page = L
VENTE Printed on : 5/02/26
Article N° ., : 405755
Batch /Lot N°: 628032
Testing Specification : CQ PF 17 685/04 - CQ BA 96 524/20 Date of Manufacture : 17/01/26
Manufacturing Specification : Expiry date : 12 2028
Tests Spécifications Résults
Appearance (organoleptic) White to off-white gel, homogenous after Conform
mixing, with orange odor
Identity of aluminium (in-house) Complies Conform
Identity of phosphates Complies Conform

(Ph. Eur. 2.3.1)

Identity of potassium sorbate (HPLC} Complies Conform

Average weight of the package contents > or = 16,0 g 16,2 g
{Rus. Ph. XIII)

Mass of the contents of each container Conforms to requirement Conform

(Rus. Ph, XIII)

Density (Ph. Eur.) 1,180 to 1,220 g/ml 1,206 g/ml
pH (Ph. Eur.) 9.0 = 7,82 5,9
Assay of aluminium phosphate 1,876 to 2,184 g/sachet 16 g 2,117 g/sachet

(citrimetric)

Assay of potassium sorbate 0,036 to 0,044 g/sachet 16 g 0,040 g/sachet

(Specification in house

Assay of potassium sorbate (HPLC) 0,028 to 0,044 g/sachet 16 g 0,040 g/sachet

{Certificat analyse)



PHARMATTIS
Zone Activite est N°1 B.P 20

CERTIFICATE OF ANALYZSTIS 60190 Estrees Saint Denis
Product Name. : PHOSPHALUGEL RUSSIE 20 SACHETS DE 16 GR Page t 2
VENTE Printed on : 5/02/26
Article N© : 405755
Batch/Lot N° : 628032
Testing Specification : CQ PF 17 685/04 - CQ BA 96 524/20 Date of manufacture : 17/01/26
Manufacturing Specification : Expiry date : 12 2028
Tests Spécifications Résults

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

(Ph. Bur.)

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

(Ph. Eur.,)

Escherichia cocli (Ph. Eur.) None /g None

Evaluation : Complies with specifications Date of analysis : 5/02/26

Remarks : Ne of analysis : 161480

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 81/851/EEC)

Quality Control : i
Signature Signaturle\ drien B]REN
,sur:ﬂnce Qualité & Contrdle Qualite

.*-e;c.ien Responsable Intérimaire
RPPS 10102066403
PHARMATIS
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