72346 - MONOLISA HBs Ag ULTRA 1 PLATE
CERTIFICATE OF ANALYSIS

PRODUCT NUMBER : 72346 NAME : MONOLISA HBs Ag ULTRA LOTN° : 3A0116
1 PLATE
( ¢) conforming
1) PACKAGING CONFORMANCE (nc) not conforming C NC
Control of labels = cucsacumismsmmsmisssssss s C
Expiration date e 2024-05-28 C
Lot nUmMbBEr s C
2) PACKAGE INSERT CONFORMANCE
With Kit reagents oo C
3) KIT CONFORMANCE Qt LOT EXP.DATE
Number of components per kit 11 C
R1 Microtiter plates 1 21.0323 2024-05-28 C
R2 Washing solution* 1 2M0350 2024-12-05 C
R3 Negative control 2 3A0323 2024-07-05 C
R4 Positive control 1 3A0323 2024-07-06 C
R6 Conjugate diluent 1 3A0323 2024-06-27 C
R7 Conjugate 1 2M0323 2024-07-04 C
R8 Substrate buffer/TMB WW#* 1 2M0621 2024-06-16 C
R9 coloured Chromogen (TMB) * 1 2M0832 2024-06-11 C
R10 Stopping solution 1N* 1 210563 2024-11-20 C
Package insert 1 C
* R2, R8, R9 and R10 are generic reagents
o]
Con oW VG
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C NC
4) PHYSICAL PRODUCT CONTROL
* All criteria and parameters (aspect, volumes, pH and conductivity) were checked and found ¢
conforming
5) BACTERIOLOGICAL CONTROL
* Each reagent to be tested was checked and found conforming C
6) MICROBIOLOGICAL CONTROL
R4 : anti HIV I etanti HIV 2 Negative C
anti HCV Negative C
HBs Ag Positive C
7 ACTIVITY CONTROL
Equipment  Pipettes : AD - -
Incubator : / E657 - -
Washer : 1L.8490 - -
Reader : L15254 - -
©G .
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STANDARDS RESULTS NC
8) RESULTS
The following results were obtained with
generic reagents :
R2 : 2M0350 R8 : 2M0621
R9 : 2M0832 R10 : 210563
R3 0,010<OD<0,065 ||PL1:0.015
PL2:0.010
R4 1,2<0D<2,0 PL 1:1.746
PL2:1.620
CO = cut - off OD Mean R3+0,050 PL 1:0.065 _
PL 2 :0.060 _
- Analytical Sensitivity Linear regression
<0.09 ng/ml PL 1:0.07
Panel lot : 05
- Specificity : 100 negative samples No positive No positive
Panel lot : 17
- EFS Panel : 1Linear regression Reviewed by G-
lot : 38.240601 <0.130 Ul/ml med
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NOTIFICATION

T relative a la

EEY VERIFICATION DES PRODUITS FABRIQUES

s Directive 98/79/CE Dispositifs médicaux de diagnostic in vitro
Transposée par 'ordonnance n°2001-198 du 1er Mars 2001

GROUPE LNE
NOTIFICATION
relating to

VERIFICATION OF MANUFACTURED PRODUCTS
Directive 98/79/EC in vitro diagnostic medical devices
(ordonnance n°2001-198 du 1er Mars 2001)

DOSSIER NUMERO / DOSSIER NUMBER : P183714/23-L1 (ER)
IDENTIFICATION DU PRODUIT / PRODUCT IDENTIFICATION

NOM DU PRODUIT / BRAND NAME MONOLISA® HBs Ag ULTRA, 1 plaque (72346)
PARAMETRES | PARAMETERS Hépatite B : Antigéne HBs (détection)

NUMERO DE LOT / BATCH NUMBER 3A0116

TAILLE DU LOT  BATCH SIZE 3006 kits

DATE DE FABRICATION | DATE OF MANUFACTURE 2022-11-30

DATE DE PEREMPTION | EXPIRATION DATE 2024-05-28

IDENTIFICATION DU FABRICANT / MANUFACTURER IDENTIFICATION

NOM [ NAME BIO-RAD
INTERLOCUTEURS / PERSON TO CONTACT : ; ;
Gontact: Cathorine cARON  EVAL Saliennecarn@ilondeon
Contact2 : Sylviane COSSEZ e e | =
ADRESSE / ADDRESS 3 bd Raymond POINCARE - 92430 MARNES-LA-COQUETTE

SPECIFICATIONS DE CONTROLE RETENUES PAR LE FABRICANT / SPECIFICATIONS RESPECTED BY THE MANUFACTURER

DATE DE RECEPTION DU RAPPORT DE CONTROLE DE LOT

RECEPTION OF THE BATCH RELEASE REPORT ON 24 Janvier 2023

PROD VS 094 (VERSION N°23)

SPECIFICATIONS INTERNES / IN-HOUSE SPECIFICATIONS

PVS 72346 01 (VERSION N°11)
SPECIFICATIONS DU PANEL DE REPRODUCTIBILITE / CONTROL PANEL SPECIFICATIONS Panel EFS HBs Ag (DQ1 19) lot 38.240601
SPECIFICATIONS TECHNIQUES COMMUNES / COMMON TECHNICAL SPECIFICATIONS Exigences 3.4

VERIFICATION / VERIFICATION

Sur la base des enregistrements du fabricant relatifs au lot ci-dessus visé, GMED a vérifié que les résultats des contréles transmis

sont :
On the basis of the manufacturer’s records relating to the batch defined here above, GMED has checked that the quality control
results:
[X] CONFORMES / ARE IN CONFORMITY P . . .
aux spécifications ci-dessus mentionnées
with the above-mentioned specifications
] NON CONFORMES / ARE NOT IN CONFORMITY

LIBERATION DE LOT / BATCH RELEASE

paTE/ paTE: 30 JANV 2023 [X] Avis FAVORABLE / ACCEPTED [] AVIS DEFAVORABLE / REJECTED
SIGNATURES / SIGNATURES

VERIFICATION TECHNIQUE SIGNATURE DU REPRESENTANT AUTORISE PAR GMED

TECHNICAL VERIFICATION GMED AUTHORISED REPRESENTATIVE

NOM / NAME: Sandra DESCHIENS Pour le Président,

For the President, .
Sandra DESCHIENS | Guillaume BERGER fw//w”% 5@7@

Chef de Projet Certification DIV
IVD Certification Project Manager

Numéro de fax pour la libération de lot / Fax number for batch release : (+33) 1.30.16.25.74. email : gmed.ivd.batch.release@Ine.fr

GMED - Société par Actions Simplifiée au capital de 300 000 € « RCS Paris 839 022 522 « Organisme notifié n® 0459
Siege social : 1, rue Gaston Boissier - 75015 Paris « Tél. : 01 40 43 37 00 * gmed.fr
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