Declaration of Conformity Page 1 of 1

Digitally signed by Bolea Petru
Dater 2020.12.03 1672344 EET <) (|
Reason: MoldSign Signature =’i/\

& B Declaration of Conformity

Manufacturer: Becton, Dickinson and Company
BD Biosciences
2350 Qume Drive
San Jose, CA 95131, USA
Tel: 877.232.8995 / Fax: 408.954.2347

Authorized Benex Limited
Representative: Pottery Road, Dun Laoghaire
Co. Dublin, Ireland
Tel: +353.1.202.5222 / Fax: +353.1.202.5388

Conformity Annex lIl of the IVD Directive 98/79/EC.
assessment

procedure:

Product: 656504 - BD CS&T Beads (50 tests)

656505 - BD CS&T Beads (150 tests)

We hereby declare that the above mentioned product(s) manufactured after
2017/10/01 complies with the above listed Directive(s) and its relevant
transposition into national laws of the member states into which we place the
devices.

Signed In San Jose:| 2017/10/01

Name and _
Authority: Paul Arrendell, WW VP Quality Management

Signature: —IQ‘/W

Technical File Number: 656504ER

http://archemedes.md.bdx.com/calliope/calliope.nsf/DOC?OpenForm&ean=656504&... 29/11/2017
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