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S n e r L a b CEPTUDUKAT AHAJIM3A
Katnonopm®, 10 ma
S PHARMASTER
Homep MeTonKn aHaImM3a MAPO002, pen. 03 Kon mpomykra 203
Homep ananmza 26/05/25-123 Howmep cepun S25318
/laTa nmpousBoacTBa 21/05/2025 Hlata ncreuenus cpoxa 05/2028
rOJTHOCTH
PE3YJIBTAT HOPMA

INOKA3ATEJIb
N MHOr01030BbIC KOHTCHHEPHI,
MHOro1030BbIC KOHTCHHEPHI, HATIOJTHCHHBIC
Ornucanue HATIOJTHCHHBIC JKUIKOCTHIO
JKUJIKOCTBIO MOJIOUHO-0EJI0ro 1BeTa
MOJIOUHO-0EJIOT0 [BETa
pH 7.1 6.0-7.5
OCMOJISITBHOCTD 193 MOcm/kr 150-220 MOcm/kr
CpenHuii pazMep Karuim 174 am 120-220 am
MHIeKC TOTUANCIIEPCHOCTH 0.203 <0.220
J[3eTa-noTeHIHaI 19 MB > 15 MmB
CTepWIbHBIH (B COOTBETCTBUH C
TpeOOBaHUSIMH O0LIEH
CTEPUJIBHOCTDH CreprIIbHbII* (hapmaxoneiiHo# cratey 2.6.1
NEHCTBYIOIETO N3TaHUS
EBponeiickoit @apmakonen)
KOMMEHTAPHUHA * AHAITU3bI, BBITTOJHACMBIC KOMIAHUSAMU-CYOIIOIPSITYHKAMU
3AKJIIOYEHUE KOHTPOJIbHOM JIABOPATOPUH
JladopaHTbI 3aBenywmuii JJabopatopuei
COOTBETCTBYET ) Jlagoparyap ®PAPMACTEP )
TPEEOBAHUSIM [ara: 24/06/2025 ®atprc MAHTEJTh [larta: 24/06/2025
HE COOTBETCTBYET Momcs: /Tommics/ KOHTPOJIbHA S IABOPATOPUA Momcs: /Tomics/
TPEFOBAHMSIM OATTHER: FHIOAITHE COOTBETCTBYET TPEFOBAHMSIM | OAHeb: HioAHe
Jlaboparyap ®APMACTEP
/Tlommnuce/
®Dpenepuk Knonuk (Frederic KNOPIK)
Otnen obecniedeHNsI KadyecTBa
®dapmarnieBT
15/04/2025
BAS0621/1/b Hnoexc pedaxyuu: 04 om 07.10.2020
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DOSSIER DE LOT
Batch Record

Cationorm Multi 10 ml (OSD)

CLIENT / customer : SANTEN

CODE PRODUIT 1 Product code 203 C

K 203128

N° DE LOT / Batch number : S25318

PEREMPTION / Expiry:

(Date de fabrication + 3 ans)
(Manufacturing date + 3 years)

0S5 . 7626

Sauf Vente Pakistan:Date de fabrication + 3 ans —1mois
Except Sales Pakistan: manufacturing date + 3 years — 1 month

503,52 L

QUANTITE MISE EN CEUVRE : ;
soit 500 Kg

Batch size volume :

N° DE COMMANDE CLIENT :

Customer order No. :

lboo 4823

NOMBRE THEORIQUE D'UNITES : 49 365

Theoretical batch size (units) :

NOMBRE D'UNITES EXPEDIEES :

Quantity delivered (units) :

Modéle : I »
Version /)(‘% _/820,(/1’4% {/{ é%?
Modele :

Version - i
Modéle :

Version pa e
Echantillons A.Q. client:

Customer Q.A. Samples il
Total : A )
Total (A ég C
Lot soldé le : 7

Batch completed “44/ é’[ / »éf

ACCEPTATION TECHNIQUE PHARMASTER
Technical approval PHARMASTER

LIBERATION SANTEN
SANTEN Release

) 508/ Lo~ 3
Patrizio GIGANTI

Resp. Affaires Réglementaires

Philippe STEIMES

Director, Medical Device Quality EMEA, PRRC
/—Signed by Philippe STEIMES

3 Prdppe STETMES

\— 1857DC5C33984CCFA825634C8E139088

| approve this document
01-07-2025| 1:09:12 PM CE|

BT

OBSERVATIONS / comments :

La production a été réalisée conformément aux exigences de la norme ISO 13485 et au cahier des

charges client (QAM Pharmaster 201610).

The manufacturing was carried out in accordance with the ISO norm 13485 and the customer’s technical file (QAM Pharmaster 201610).

DLMO7_Fab

Indice de révision / Revision index: 08 du/dated 18.09.2023
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CERTIFICATE OF ANALYSIS:
Cationorm® 10 ml

Analysis Method No. MAPO002 rev03 Product code 203
Test No. 26/05/25-123 Batch No. S25318
Manufacturing 21/05/2025 Expiry 05/2028
RESULTS SPECIFICATIONS
CHARACTERS
P Multi-dose containers filled with a milky white  |Multi-dose containers filled
pPeaiance liquid with a milky white liquid
pH 7.1 6.0t07.5
Osmolality 193 mOsm/kg 150 to 220 mOsm/kg
Mean droplets size 174 nm 120 to 220 nm
Pdl 0.203 <0.220
Zeta potential 19 mV >15mV
Sterile (according to current
STERILITY Sterile* European Pharmacopeia
Chapter 2.6.1)
rinf/) a) 5
T Jaf CAQErts
Patrizio GIGANTI
COMMENTS Resp.A: fires Réglementaires *Sub-contracted analysis
umc;yl/,%
CONTROL LABORATORY DECISION
Laboratory technicians Laboratory Manager
PAS‘S) Date: 24/06/2025 e: 24/06/2025
Lab*oratoires PHARMASTER
WS Fabrice MANGEL
FAIL Signature: S LAB DE CONTROLE |signature: l
?f/ CONFORME |
/ __/
BAS0621/1/b Revision index: 04 du 07.10.2020
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