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DECLA;RA:TION OF CONFOFTMITY I DECLARATION DE CONFORMITE

Validity declaration of conformity from date  / Date de d6c/a/afi.on de conform7-fe  ..Place/L7.etjd'5mf.ssi.on:Marcyl'Etoile

Date of the issue of the declaration of conformity /
Date d'application de la declaration de conformite..         17-DEC-2020

Name -Title / IVom -Foncfi.on..                                                  J0hn ALBRIGHT -Regulatory Affairs Director
lmmun   logy

sJIf yrvrfuure                                                                      (,/ 4

7i      jij_
Product.ideritifiicahiion I Identification du produit..       I      V

Name-Productcode number/ Nom -Reference :        VIDAS® Cortisol s                (CORS)

Ref. 30 451-30

Identification of the person who has the power of attorney to bind the manufacturer / IVom ef
qual.ife de la personne engageant la Tesponsabilit6 du fabricant :

Name / IVom..                                                                                       Manuela KAUL

Title / Foncfr.on :                                                                                  VP Global clinical & Regulatory Affairs

Identification of the legal entity / /denfjfi.caffon de /'enli.t6 /ega/e :

Manufacturer / Fab#.cant :

Name / IVom :                                                                                        BIOMERIEUX SA

Address / Adresse :                                                                      376 Chemin de l'Orme -69280 Marcy l'Etoile -
FRANCE

Prepared  ft`om  Templa'te  AtJiachmen`c  3  of  Doc  Number  029096  -Rev 04`C
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DECLA:RA;TION OF CONFOFTMITY I DECLARATION DE CONFORIllllTE

« We, the manufacturer declare that the above mentioned products comply with the Directives and their
relevant implementations into all national laws of the member states into which we place the products »
I  « Nous, fabricant, declarons que les produits ment.ionnes c.I-dessus sat.Isfont aux D.Irectives et leurs
transpositions  en  droit  national  clans  les  Etats  Membres  clans  lesquels  les  produits  sont  mis  sur le
marche. »

Conformity assessment procedure used to demonstrate compliance / Procedqre d'eva/qafi.on de
conformit6 choisie ..

Annex / Annexe (s) :  Ill (section 6 excluded / exclue)

Directive (s) : 98/79/CE

Dev.lee class-ifiicaltiion I classification du dispositif ..

Directive 98/79/CE :      I  List(e) A, Annex(e) ll     H List(e) B, Annex(e) ll     EE other/ Aufre          I self-testing /Aufofesf

Pie!)are\i  fiom  Tc-mpiate Attachment 3  of Doc  Number 029096  -P.ev  04  C
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