M‘ 7 BD Declaration of Conformity

Manufacturer: Becton Dickinson and Company
T Loveton Circle
Sparks, MD 21152, USA
Tel: 410-316-4000
Fax: 410-316-4499

Authorized Becton Dickinson France 5.4A.5.
Representative: 11 rue Artistide Berges
38800 Le Pont de Claix, France
Tel: 04-T6-68-3636
Fax: 04-76-68-3292

Conformity Council Directive 93/42/EEC as amended by 2007/47/EC, Annex VII,
Assessment Procedure:  Section 5 for Class | products

B5i (Notified Body number 2797)
Notified Body: Say Building, John M. Keynesplein 9
1065 EP Amsterdam, Metherlands

220142 BD ProbeTec ET CTNZC Amplified DMA Assay Collection Kit for
Endocervical Specimens

220143 BD ProbeTec ET CTAGC Amplified DA Assay Collection Kit for Male
Urethral Specimens

Product: 440476 BD ProbeTec ET CTAGC Amplified DMA Assay Endocenical

Specimen Collection and Dry Transport Kt

440461 BD ProbeTec ET CTAGC Amplified DMA Assay Male Urethral
Specimen Colizction and Dry Transport it

441358 Male Urethral Specimen Collection Kit for the BD ProbeTec™
Chiammydia frachomatis/Neissena gonomhoeae (CT/GC) Q@ Amplified
OA Aszays

We hereby declare that the above mentioned product(s) manufactured after 2009710121 complies with

the European Medical Devices Directive and its relevant fransposition into national laws of the
member states into which we place the devices,

Signed in Baltimore: 2019/03727

Bradford M. Spring

Name and Authority: Director, Regulatory Affairs

Signature:

il




