DOC. TITLE: Declaration of Conformity MDR Webcol Alcohol Prep Pads CAH
DOCUMENT NO: | RE00204051 REVISION: | 1

DECLARATION OF CONFORMITY

= s MDR: We, Cardinal Health 200 LLC, declare that the products covered in this EU
Declaration of Conformity meet the provision of the Medical Device Regulation (EU)

CardinalHealth *"'""™*"
Declaration of Conformity Number RE00204051
Technical Documentation Number RE00167952
Manufacturer’s Name Cardinal Health 200, LLC
Manufacturer’s Address 3651 Birchwood Drive Waukegan, IL 60085 USA
Single Registration Number US-MF-000006765

Authorized Representative’s Name and | Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Address Technology Park R35 H903, Tullamore, County Offaly, Ireland

BSI Group The Netherlands B.V.

Notified body’s Name and Identification | Say Building, John M. Keynesplein 9, 1066 EP

Number Amsterdam
Identification Number: 2797
CE Certificate Number MDR 798506
Product Category Various devices Not Included in Other Classes - Other
Basic UDI-DI Refer to Attachment 1
EMDN Refer to Attachment 1
Produ.ct .Code, Trade Name and Refer to Attachment 1
Description
Intended Purpose The Webcol™ Alcohol Prep Pad is intended for cleansing of intact skin.
Classification and Rule Refer to Attachment 1
Common Specifications Not Applicable
Where appropriate, add applicable .
Union legislation Not Applicable (N/A)
Conformity Assessment Annex XI Part A

SIGNATURE SECTION

This EU Declaration of Conformity is issued for and on behalf of and under the sole responsibility of the Legal
Manufacturer identified above.
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DOCUMENT NO: | RE00204051 REVISION: | 1
Place of Issue Waukegan, IL 60085 USA
El ically signed by: Deborah S. Ki
Signature/ Date Mh R:acggfaliapgrg%n; ve menora o
. . Date: May 20, 2024 11:25 CDT
. Deb Kipp
Name and Function Regulatory Affairs

ATTACHMENT 1

Product Code List

Product Trade Name and Description Basic UDI-DI EMDN Classification
Code and Rule
6818-1 Webcol™ Alcohol Prep Pad 0630140000000000000013266 | V9099 | Slassification:Is
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