®APMATUC (PHARMATIS)
CEPTUOUKAT AHAJIM3A zone Activite Est M1 B.P 20
60190 Estrees Saint Denis FRANCE

[IpOomyKT : OOCOAJIIOTEJIb 6 CTMKOB II0 16T CrpanHuua: 1
RUSSIE Hanmeuarano: 05/08/25
Crarbsa Ne: 405754
N cepumn: 528449
Crneundmxkalysa TeCTUPOBAHUA: CQPF 17 685/04 - IOaTa MNPpOMBBOICTBA: 17/07/25
CQBA 96 524/20
Crneundmrkalyusa MNPOMBBOICTBA: IaTa mMcTeueHud 06 2028

CpOKa T'OOHOCTHM:

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

reJlb, C 3allaxoM arlieJIbCrHa

NOOMMHHOCTEL AJIIOMMHMA CooTBeTCTBYyeET CooTBEeTCTByET
(MeTon &upMEL)

HomnmuuOCTE dochaTor (EBp. CooTBeTCTBYET CooTBeTCTBYET
dapm. 2.3.1)

[lonMHHOCTE KaJms copbarTa CooTBETCTBYET CooTBETCTBYyET
(B3XX)

Macca comepXxuMMOTo yrnakoBku He MeHee 16.0 1 16,2 T

(I'® XIII)

Macca COmepXMMOI'O KaXIOoM CoorBeTCTBRYyeT TPeOOBAHUIO CooTBETCTBYET

yrnakoeskmu (I'®d XIIT)
norHocTs (EBp. dapwm.) 1,180-1,220 ©/Mn 1,208 r/Mmn

pH (EBp. ®apwm.) 50 - 7,2 5,9

KosmuecTBeHHOe onpenesyiene 1,976 2,184 p/came 16 1 2,066 1/caume
anoMHMa docdarTa

(TUTPUME TPUS)

KommuecTrenHnoe onpeznenenue 0,036
Kajms copbaTa (MeToIMKa
GrpPMBL)

0,044 r/came 16 T 0,040 r©/came

KommuecTBenuoe onpemnesieuve 0,028 0,044 r/came 16 1 0,040 r/came

xaJnusa copbara (BOXX)



®APMATUC (PHARMATIS)
CEPTHOVIKAT AHAJIMBA zone Activite Est N1 B.P 20
60190 Estrees Saint Denis FRANCE

[IpOomyKT : ®OCOAJIIT'EJIb 6 CTMKOB II0 16T CrpaHuua: 2
RUSSIE Hanmeuarano: 05/08/25
Crarbsa Ne: 405754
N cepumn: 528449
Crneundmxkalysa TeCTUPOBAHUA: CQPF 17 685/04 - IOaTa MNPpOMBBOICTBA: 17/07/25
CQBA 96 524/20
Crneundmrkalyusa MNPOMBBOICTBA: IaTa mMcTeueHud 06 2028

CpOKa T'OOHOCTHM:

[loxkazaTenn Hopwma PesynbpTar
TAMC (OfDuee KOJIMUECTBO He 6Gojsiee 100 KOE/r He 6Gosiee 10 KOE/r
ABPOOHEIX MMKPOOPI'aHMU3MOB)
(Erp. dapwm.)
TYMC (OBuee KOJIMUECTBO He 6Gojsee 10 KOE/r He 6Gosiee 10 KOE/r
OPOXKEBHEIX U IIJIECHEBEIX
TprbOB)
(Erp. dapwm.)
Escherichia coli OrcyrcrBUue / T OTcyTCcTBUE
(EBp. %apwm.)
Bakjyouenme: COOTBETCTBYyeT clhelumbmranmm IOaTra mnposemeHusa 5/08/25
KOHTPOJIA
OTMEeTKM : Wt xoHTpOJIA: 159562
OTMEeTKH : Cepmus BHIOylleHA B COOTBETCTBMM C PeTrMCTPAlMOHHEIM YIOOCTOBEPEHUEM U
TpebOoBaHMAMU GMP  EBpONE  YIHNOJIHOMOYEHHBM  JIMILIOM (72/319/EEc  wiu
81/851/EEC)
YIOJIHOMOYEHHOE JIMLIO : YIIOJIHOMOUEHHOE JIMIIO :
[omnmce [lomnmce
Dr. Adrien BIREN, Dr. Jehanne BELKOUCH,

CneumaamMcT 0O obecrnedeHUo
kauectTBa JIMIEH3MSA B RPPS
10102066403

CrneuranmcT 10 oDecCredeHU’Io
kauecTBa JIMIEH3MA B RPPS
10101394798



NMPUJTOXXEHUE K CEPTUDUKATY AHAJIU3A
HaumenoBanue npoaykra: ®ocdaintorens, reis s IpHeMa BHYTPb, 6 CTUKOB 10 16 T B KApTOHHOM KOpOoOKe
GMID: 864631
Howmep cepuu: 528449
[Hara npouzsoxctea: 17/07/2025
Tlomen mo: 06/2028
Howmep PV, 3aperucrpupoannoro B Poccun: JITI-Ne(007925)-(PT-RU)
Homep H/I: JITT-Ne(007925)-(PI'-RU)-031224
VYcnosus xpanenus: Ilpu remmeparype He Boite 25 °C
Cpok roguoctu: 3 roga
Crpana HazHaueHus: Poccus
[IpousBoacreennas nuuensus: 2022 061 1
Ceptudurxar GMP EAEU: GMP/EAEU/RU/01181-2024
HaumenoBanne ADOU: Anromunns pocdar
IIpousBogutens ADU: Amodapm
Anpec npoussoautens ADOU: 8 Rue Jacques de Vaucanson, 60200 Compiegne, France
Howmep cepun ADOU: 25M4042

Iloka3zaresn Hopmsi PesyabTar

YnakoBka

ITo 16 r unm 20 r rens B TepMOCBapuBaeMbIe [To 16 T B TepmocBapuBaeMble

MHOTOCJTIOWHBIE TTAKETHKH (calle) u3
JAMHUHHUPOBAHHOM OyMaru, almfOMHUHHEBOM

(1)0J'ILFI/I " IIOJIMOTHUIICHA BBICOKOT'O JaBJICHUA

MHOTOCJIOWHBIE TAKETUKHU (CTUKH)
W3 JAMUHUPOBAHHOW TUIEHKH B T. 4.

TTOJTHACTEP/TOINA THIICH/HATTBIIICHIE

(BHYTpEHHUH CIIOH). ATFOMHHNEM/TTOJTUATHIICH

ITo 16 r B TepMOCBapuBaeMble MHOTOCIIOIHBIE | (BHYTPEHHUI CIION).

MAKETUKH (CTUKH) U3 IAMUHUPOBAHHOH TICHKH o 6 crukoB (came) BMecTe C
WHCTPYKIMEN [0 MEIUIMHCKOM

B T. 4. ITOJINACTEP/TIONUITUIICH/HAITBLIICHUE PYKIL A Y
MIPUMEHEHUIO B KAPTOHHOM MauKe.

ATFOMHHAEM/TIONMATHIICH (BHYTPEHHHIA CIIOH).

Ilo 6 makernkoB (cTHKOB) MU 20 IMaKETHUKOB

(came) BMecTe ¢ HHCTPYKIMEH 1O

MEIMLIMHCKOMY TPUMEHEHHIO TIOMEIIAloT B

KapTOHHYIO MAUKY.

MapxkupoBka B cootBerctBUM ¢ paznmenom 1.3.2. momyns 1 CootgercTByer pasaeny 1.3.2.

PETUCTPALIMOHHOTO JIOChEe

MOLYJIA 1 PErucCTpalluOHHOrO0 JOCHC

Hacrosmum st monTBepKaar0, 4To MpUBEACHHAS BhIIIe HH()OpMAITUs SBISETCS TOCTOBEPHOI U TOUHOU. JTa
cepus TPOAYKIIMM TIPOW3BEICHAa (BKJIIOYAs YIMAKOBKYy (MapKHpPOBKY) ¥ KOHTpPOJIb KadecTBa) Ha
BBIIIIEYKa3aHHOW TPOU3BOJCTBEHHON IUIONMAIKe (TUIOIIAKAX) B MIOJITHOM COOTBETCTBHH C TPEOOBAaHUSIMHU
[IpaBun Hamrexamell TPOWU3BOACTBEHHOW TMPAKTHKK EBpa3wiickoro SKOHOMHUYECKOTO COI03a U
TpeOOBaHUSIMH KOHTPOJISI KadecTBa JIEKAPCTBEHHBIX CPEACTB, a TakKe€ B COOTBETCTBHH CO
CHeHI/I(bI/IKaHI/ISIMI/I, COACPKAIIUMUCA B PErUCTPAlMOHHOM OOCBE CTpPaHbI-UMIIOpTEPA. 3anucu 1o
MIPOU3BOJICTBY, YIIAKOBKE U aHAIM3Y MPOBEPEHBI, M YCTAHOBJICHO WX COOTBETCTBUE TpeOoBaHusaM [IpaBmi
HaJJIexKallel Mpou3BOICTBEHHON NPaKTUKU EBpasuilckoro 3KOHOMUYECKOT0 COr03a

Dr. Jehanne BELKOUCH,
CrenuanmcT 1Mo 00ecTICYeHUIO
kauectBa JIMIIEH3M A B RPPS
10101394798

[Moamucw/nata: 28 Aprycra 2025
Nwms (mewataeiMu OykBamu): Jehanne BELKOUCH
JIOMKHOCTE: YIIOJTHOMOUYECHHOE JIUIIO0



PHARMAT

CERTIFICATE OF ANALYSTIS

zone Activite Est N°1 B.P 20
60190 Estrees Saint Denis FRANCE
Page i A1

Product Name : PHOSPHALUGEL RUSSIE 6 STICKS DE 16 GR

Article N°® . : 405754
Batch /Lot N°: 528449
Testing Specification

Manufacturing Specification

Appearance (organcleptic)

Identity of aluminium {(in-house)

Identity of phosphates
(Ph. Bur. 2.3.1)

Identity of potassium sorbate (HPLC)

Average weight of the package contents

{Rus. Ph. XIII)

Mass of the contents of each container

(Rus. Ph, XIII)

Density (Ph. Eur.)}

pH {(Ph. Eur.)

Assay of aluminium phosphate

(titrimetric)

Assay of potassium sorbate

{Specification in house)

Assay of potassium sorbate {HPLC)

(Certificat analyse)

CQ PF 17 685/04 = CQ BA 96 524/20

Spécifications

Printed on : 5/08/25

Date ¢f Manufacture : 17/07/25
Expiry date : 06 2028
Résults

White to off-white gel, homogenous after Conforms

mixing, with orange odor

Complies

Complies

Complies

> or = 16,0 g

Conforms to requirement

1,180 to 1,220 g/ml

1,976 to 2,184 g/sachet 16 g

0,036 to 0,044 g/sachet 16 g

0,028 to 0,044 g/sachet 16 g

Conforms

Conforms

Conforms

16,2 g

Conforms

1,208 g/ml

2,066 g/sachet

0,040 g/sachet

0,040 g/sachet



PHARMATTIS

Zone Activite est N°1 B.P 20

CERTIFICATE OF ANALTYZSTIS 60180 Estrees Saint Denis
Product Name. : PHOSPHALUGEL RUSSIE 6 STICKS DE 16 GR Page v 2
Printed on : 5/08/25
Article N©° : 405754
Batch/Lot N° : 528449
Testing Specification : CQ PF 17 685/04 - CQ BA 96 524/20 Date of manufacture : 17/07/25
Manufacturing Specification : Expiry date : 06 2028
Tests Spécifications Résults
TAMC (Total Aerobic Microbial Count) < or = 100 CFU/g < 10 CFU/g
(Ph. Eur.)
TYMC (Total Yeasts and Moulds Count) < or = 10 CFU/g < 10 CFU/g
{Ph. Eur.)
Escherichia coli (Ph. Eur.) None /g None
Evaluation : Complies with specifications Date of analysis : 5/08/25
Remarks ; N°e of analysis : 159562
Remarks : This batch has been released in accordance with the relevant marketing authorisation and

Eurcopean GMP reguirements by a Qualified Person (72/319/EEc or 81/851/EEC)

--------------------------- Br-Adtish BIREN oo s s sasmesssopsmpsassases

Quality Control : Responsable Assurance Qualite Qualified Person
& Controle Qualité Signature
armacien Responsable Intérimaire
RPPS : 10102066403 Dr Jéhanne BERKOUCH
PHARMATIS o
Qualit

Signature




Internal

APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product name: Phosphalugel, gel for oral administration, 16 g, 6 sticks in a carton box
GMID: 864631

Batch number: 528449

Manufacturing date: 17/07/2025

Expiry date: 06/2028

MA number registered in Russia: JIM-N2(007925)-(Pr-RU)
ND number: JIN-N2(007925)-(Pr-RU)-031224

Storage condition: At temperature below 25°C

Shelf-life: 3 years

Importing country: Russia

Site Manufacturing license: 2022_061_1

EAEU GMP Certificate: GMP/EAEU/RU/01181-2024

API name: Aluminium phosphate

API manufacturer: Alupharm

API manufacturer ‘s address: 8 Rue Jacques de Vaucanson, 60200 Compiegne, France
API batch number: 25M4042

Test Specification Result

Packaging: | For sachets in 16 g or 20 g of gel is packaged into heat- | For sticks 16 g of gel is packaged
sealable multi-layer sachets made of laminated paper, | into heat-sealable multi-layer
aluminum foil and high-density polyethylene (internal | sachets made of laminated film,
layer). including
For sticks 16 g of gel is packaged into heat-sealable multi- | polyether/polyethylene/aluminum
layer sachets made of Ilaminated film, including | spray coating/ polyethylene
polyether/polyethylene/aluminum spray coating/ | (internal layer).
polyethylene (internal layer). 6 sticks and cne patient information
6 sticks or 20 sachets and one patient information leaflet | leaflet are introduced in a carton
are introduced in a carton folding box. folding box.

Labelling: In accordance with section 1.3.2 of module 1 of the | In accordance with section 1.3.2 of
registration dossier of the medicinal product. module 1 of the registration dossier

of the medicinal product.

I hereby certify that the above information is true and accurate. This batch of product has been manufactured
(including packaging (labelling) and quality control) at the above mentioned site(s) in full compliance with the
requirements of the Eurasian Economic Union Good Manufacturing Practice and with the requirements of quality
control of medicinal products, and in accordance with the specifications, contained in the importing country
registration dossier. The manufacturing, packaging and analysis records have been reviewed and found to be in

compliance with the Eurasian Economic Union Good Manufacturing Practices Regulations.

Signature:
Date: 28™ August 2025

Printed name: Jehanne BELKOUCH

Title: Qualified Person




