REPUBLIQUE FRANCAISE

G CCI PARIS ILE-DE-FRANCE

INTERNATIONAL

Direction Générale Adjointe — CClI International
Département des facilitations du commerce extérieur
Service CLV

Certificat de Libre Vente pour I'exportation vers les pays non membres de I'Union Européenne
Free sale certificate for exportation to the non-EC Member States

Dispositifs médicaux de diagnostic in vitro relevant du reglement UE 2017/746
in vitro diagnostic medical devices covered by Regulation EU 2017/746

PARTIE A COMPLETER PAR LE DEMANDEUR)
Section to be completed by the applicant

Catégorie(s) du (des) dispositif(s) : IMMUNOLOGIE
Device(s) category: IMMUNOLOGY

Nombre de page en annexe : 2 /|  Page in annex :2

IUD-ID de base / Basic UDI-DI : Voir liste attachée / See affached list

Numéro unique de certificat CE (délivré par I'Organisme notifi€) / CE certificate number (notified body): Voir liste
attachée | See attached list

La désignation du (des) dispositif(s) apparait sur la déclaration(s) CE de conformité du fabricant ou du
mandataire

The name of the device(s) appears on the EC declaration(s) of conformity of the manufacturer or the authorized
representative

Classification du (des) dispositif(s) :

Classification of the device(s) :

Classe A/Class A X Classe C/ Class C
[] Classe A stérile/ Class A (sterile)
[X] Classe B/ Class B [ ] Classe D/ Class D

Nom et adresse du fabricant ou du mandataire :

Name and address of the manufacturer or the authorized representative:

BIOMERIEUX SA, 376 Chemin de I'Orme, 69280 Marcy I'Etoile — France

Legal manufacturer/Fabricant légal BIOMERIEUX SA, 376 Chemin de I'Orme, 69280 Marcy I'Etoile — France

Nom et adresse du site de production (facultatif):
Name and address of Production site (optional):

Je soussigné Manuela KAUL, VP Regulatory Affairs, certifie que les informations mentionnées ci-dessus sont
exactes et que les dispositifs médicaux de diagnostic in vitro figurant sur la(les) déclaration(s) de conformité UE
sont marqués CE au titre du réglement UE 2017/746 et répondent aux exigences essentielles de santé de
sécurité et de performance énoncées dans I'annexe | du réglement suscité.

| the undersigned Manuela KAUL, VP Regulatory Affairs, declare that the information above-mentioned is correct and the in
vitro diagnostic medical devices on the EC declaration(s) of conformity are CE marked under my responsibility within the
meaning of the European by Regulation EU 2017/746 and fuif.'l the essenna! requirements of health and safety.

(— DocuSigned

Date : 2023-01-03 v Signer Name: Manusla KAUL Signature -
Signing Reason: | approve this document
IPARTIE RESERVEE A LA CCIR PARIS IDF] Signing Time: 03 January 2023 | 5:04:10 PM CET
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GLOBAL FSC FOR IMMUNOLOGY PRODUCTS IVDR- REVISION 04 - LIST OF PRODUCTS - 03-01-2023

Certificale delivered by the
Notified Body :
G-MED - CE 0459

i Prudu&t name BasipL-pl F;T:::l —lis;i?:izanl?on assciosr;;l::::?oute Maﬂ: lf;ll[:;ﬁﬂg Cslrs'llijﬁg::es N° CertEiflljc.;?e N®
Instrument IMMUNOASSAYS - VIDAS (PC)
410417 [VIDAS® 357302BUDID00294TP |A NIA Annexes |, II, Il 10 N/A NIA
Assoclated accessories
30706 [Quality Control VIDAS® (QCV) 357302BUDID00250T3 |A NIA Annexes |, 11, Ill 1 NIA NIA
Associaled software
423447 [VIDAS PG v4.9 W10 softvzare 357302BUDI000748U9 |A NIA Annexes |, I1, Iil 3 N/A NIA
Instrument IMMUNOASSAYS - miniVIDAS
410416 |mini VIDAS® 357302BUDI000293TM |A NIA Annexes |, I, 11l 10 N/A NIA
Assoclated accessories
30706 |Quali&y Control VIDAS® (QCV) 357302BUDIN00260T3  [A NIA Annexes |, I, 1l 1 NIA NIA
Associated software
423117 [MINI VIDAS FLASH CARD V5.6.1

357302BUDI0020048Y |A N/A Annexes |, I, Ill 3 N/A NIA
Instrument IMMUNOASSAYS - VIDAS 3
412590  [VIDAS®3 357302BUDI000299TZ |A N/A Annexes |, II, 11| 10 N/A NIA
Associated accessories |
412500  |VIDAS® 3 Assay dilution cup 3573028UDIN0029BTT |A NJA Annexes |, I, Il 15 NIA N/A
412501 |VIDAS® 3 Sample tips 357302BUDI000297TV |A NIA Annexes |, II, 1l1 14 N/A NIA
Associated software
423694  |VIDAS 3 V1.4 Saftware 3573028UDI000892UH |A N/A Annexes |, 11, Ill 3 NIA NIA
423630 [VIDAS V3 1.3.2 Patch 357302BUDIN02005T2 |A N/A Annexes |, 11, If] 3 N/A NiA
Instrument IMMUNOASSAYS - VIDAS KUBE CLINIGAL
423912 [VIDAS KUBE CLINICAL 357302BUDI0020005Q [A N/A Annexes |, II, Il 10 NIA NIA
Associated software
424350 IVIDAS KUBE V1.0 SOFTWARE CLINIC 3573028BUDI002032T5 |A N/A Annexes |, II, Il 3 N/A NIA
Reagents IMMUNOASSAYS - VIDAS
30115 VIDAS® Protein C (PC) 357302BUDI000072T3 [B N/A Annexes I, Il T &1X |1 38813 N/A
30118 VIDAS® . difficllc Toxin A & B (CDAB) |3573026UDI000567U9 |B NIA Annexes |, I, IN&1X |1 38815 NIA
30125 VIDAS® C. difficile GDH (GDH) 357302BUDI000568UB |B NIA Annexes |, I, & X |1 38815 NIA
30204 VIDAS® CMV lgG (CMVG) 357302BUDI000590TW |C NIA Annexes ), IL I &IX |1 38814 NIA
30214  [VIDAS® RUB IgM (REM) 357302BUDI000076TE |C WA hanexsel, /BT )1 5814 /A
30319 VIDAS® Lyme Ighd (LYM)_ 357302BUDI0000BATA (B NiA Anmnexes I, Il 1 &1X (1 38815 NIA
30320  |VIDAS® Lyme IgG (LYG) 357302BUDION00BSTC |B NIA Annexes LI, I &1X 1 38815 N/A
30402 VIDAS® FT3 (FT3) 357302BUD|D000BETE |B N/A Annexes [, Il N &IX [1 38813 NIA
30406 VIDAS® LH (LH) 357302BUDI000609TS |B NIA Annexes I, I, Il &1X |1 38820 NIA
30408 VIDAS® Progeslerone (PRG) 357302BUDI0D000BSS |B N/A Annexes LIL I &IX |1 38820 NIA
30410 |VIDAS® Prolactin (PRL) 357302BUDI000009SU |B NiA Annexes | L IT&IX (1 38820 NIA
30431 VIDAS® Estradiol Il (E2Il) 357302BUD|0D0010SD |B N/A Annexes |, II, I1&1X |1 38820 N/A
30450 VIDAS® B.R.AH.M.S PCT (PCT) 357302BUDI0000T1SF |C NIA Annexes |, ILIN&IX |1 38820 N/A
30450-30 |VIDAS® B,R.A.H.M.S PCT (PCT) 357302BUDI000011SF [C N/A Annexes | I, T&IX |1 38820 N/A
30450-86 |VIDAS® B.RAH.M.SPCT (PCT) 357302BUDI0D0033SR [C N/A Annexes 1, I IT&1X |1 38820 N/A
30451-30 |VIDAS® Corlisol S (CORS) 357302BUDI000248TG |C NIA Annexes |, 1, 1 &1X |1 38813 N/A
30459 VIDAS®@ FT4 (FT4N) 357302BUDI0D00G92TS |B N/A Annexes |, I, 1 &1X |1 38813 NfA
30462 VIDAS® Anli-Tg (ATG) 357302BUDIN00094TD |B N/A Annexes |, Il N &IX |1 38813 NIA
66581 SERUM FREE 357302BUDI000500T3 |A N/A Annexes |, IL & IX |1 NIA N/A
417011 [VIDAS® Anti-Mallerian Hormone (AMH) [357302BUDID00173TA |B NIA Annexes |, I, 1 &1X |1 38820 N/A
418115 VIDAS Anti-HEV IGM (HEVM 3573U2BUDIoVDBSLLB |C {HA Annexes I, I & IX |1 38815 NIA
418118 VIDAS Anti-HEV IgG (HEVG) 3473n)p|;;ug|0q035b[|9 B RN Annexes I, I & X |1 aesis NIA
423077 [VIDAS® DENGUE NS1 Ag (NEAG) 357392BU'DI0N0B5"L'S [C N/A Annexes |, IL & IX |1 38815 N/A
423078 [VIDAS® Anli-DENGUE IgM (DENM) 357302BUDI000G26TS |B NIA Annexes [, 1l 1 &1X |1 38815 N/A
423079 [VIDAS® Anli-DENGUE IgG (DENG? 357302PUDICD0627TU |B NiA Annexes |, I, N &IX |1 38815 N/A
414320 |VIDAS® Tesloslerone |l (TES2! — ~ |357302KUDIC00T67T5 B [Nin Annexes |, Il IT&IX |1 38820 N/A
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GLOBAL FSC FOR IMMUNOLOGY PRODUCTS IVDR- REVISION 04 - LIST OF
PRODUCTS - 03-01-2023

Production Si Name

~ Address

: Cou nt’

1 BIOMERIEUX S.A. 376 Chemin de 'Orme - 69280 Marcy IEtoile ~ France

2 BIOMERIEUX S.A. 5 rue des Aqueducs - 69290 CRAPONNE France

3 BIOMERIEUX S.A. 3 route de Port Michaud - 38390 LA BALME LES France
GROTTES

4 BIOMERIEUX S.A, Centre Christophe Mérieux - 5 rue des Berges - 38024 France

- GRENOBLE CEDEX 01

5 BIOMERIEUX S.A. 138 rue Louis Pasteur, Parc Technologique Delta Sud - France
09340 VERNIOLLE

6 BIOMERIEUX S.A. Route de Dol - 35270 COMBOURG France

7 bioMérieux, Inc. 100 Raodolphe Street, Durham, North Carolina 27712  USA

8 BioMérieux, Inc, 595 Anglum Road, Hazelwood, Missouri 63042 USA

9 BIOMERIEUX ESPANA S.A. Cllsaac Newton n® 6 - Parque Técnologico de Madrid Spain
Tres Cantos 28760

10 BIOMERIEUX ltalia S.p.A. Via di Campigliano, 58 - Ponte a Ema, 50012 Bagno a ltaly
Ripali (Firenze)

11 bioMerieux  (Shanghal)  Compagny No.4633, Pusan Road, Pudong District, SHANGHAI, China

Limited CHINA, 201315

12 ELITechGroup Inc. 370 West 1700 South - Logan, Utah 84321 usa

13 Kratos Analytical Ltd Wharf Side, Trafford Wharf Road, Manchester, M17 United-
1GP Kingdom

14 Eppendorf AG Barkhausenweg 1, 22339 Hamburg - Germany Germany

15 PLASTIBELL PHARM 150 Z.|. La Plaine, B.P. 16, 01580 |zernore - France  France

16 Sanmina-SC| AB Svedjevégen 12, SE-891 23 Ornskaldsvik Sweden

17 Hach Gompany 100 Dayton Avenue, Ames, IA 50010 USA

18 Qnostics Ltd 2 Block 4.01, Kelvin Campus, West Scotland Science United-
Park, Glasgow G20 0SP Kingdom

19 STRATEC Gonsumables GmbH Sonystrabe 20, 5081 Anif Austria
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