Cod M GR11.023
Co pon Documenttype - Module RZ’V. 05

Title  CERTIFICATE OF QUALITY ASSURANCE W008 Date  09/09/2022

Applicability ~ Copan WASP

PRODUCT CODE and
DESCRIPTION: WR090-01-0011 Colibri™ PRIMARY TUBE WITH SALINE
LOT # EXPIRATION DATE QUANTITY
2516761 2026/11/12 28.500,00

Product trasparency verification
e Clear and transparent at Visual Inspection: passed

o Optical Density Response by nephelometer, in acceptable range: passed.

All reported results were obtained at time of Lot release.

COPAN WASP S.r.l. certifies that product quality requirements have been met, information stated above is correct, and that
the Manufacturer Quality Management System is compliant to the standards EN ISO 13485:2016 Medical devices - Quality
management systems — Requirements for regulatory purposes and EN ISO 9001:2015 Quality Management System —
Requirements and following amendments.
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Certificate Date of Issue
(yyyy/mm/dd) \

Chief Quality Officer
COPAN WASP Sr.l.
Via A. Grandi, 32
25125 — Brescia

Italy
Tel. +39 030 2687218 | fax +39 030 5541880 | wasp@copangroup.com

Filing Department: QA

Please consult TeamCenter for the latest revision of the document.
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