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Declaration of Conformity

Legal Manufacturer:  Becton, Dickinson and Company
Balliver Industrial Estate, BeliwerWay. Roborough, Plymouth,
PLG 7BP, United Kingdom

Brand Name: BD Vacutainer® Plus Plasma Separator Tube (PST™ i)
Classification: Non Annex I In Vitro Diagnostic Medical Device

Conformity Assessment Route:

We herewith declare that the mentioned products on the attached list meet the provisions of
the Council Directive 98/79/EC for in vitro diagnostic medical devices, This declaration is
based on conformity to Annex Ill {excluding Annex 111.6).

SIGNED FOR AND ON BEHALF OF: Becton, Dickinson and Company

PLACE, DATE OF ISSUE: Plymouth, 04" November 2013

Signature: WM&%

Lorna Darrock

Europe Regulatory Affairs Manager

Document Refarence: VR4310007
Technical File Referance: V34310007
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Device Name Cat # GMDN Code

BD Vacutainer™ LH PST™ || Plus Blood Collection Tubes 365321 46054

BD Vacutainer® LH PST™ (I Plus Blood Collection Tubes 366567 46054

BD Vacutainer® LH PST™ || Plus Blood Collection Tubes 3687373 46054

BD Vacutainer™ LH PST™ || Plus Blood Collaction Tubes 367374 46054

BD Vacutainer® LH PST™ || Plus Blood Collection Tubes 367375 46054

8D Vacutainer® LH PST™ || Plus Blood Colfection Tubes 367377 46054

BD Vacutainer® LH PST™ || Plus Blood Colfection Tubes 368497 46054

gD Vaquiainer‘w LH (Lithium Heparin) PST™ [ Plus Blood 387376 46054
altection Tubes

BD Vacutainer® LH (Lithium Heparin} PST™ |i Plus Blood 367378 46054

Collection Tubes
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