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CN-2022-07
22 March 2023

URGENT FIELD CORRECTIVE ACTION

Urgent Field Safety Notice — Revohem™ ADP - Ref AP200422- Lot FA1958 -
Inadequate packaging of Revohem™ ADP boxes

Dear Customers, Healthcare Professional,

cc: Chairman Medical Board and relevant Head of Departments

This letter is to inform you concerning the issue of the below mentioned lot of Revohem™
ADP - Ref AP200422- Lot FA1958 - Inadequate packaging of Revohem™ ADP boxes.

Product Name: Revohem™ ADP
Product Identifier.: AP200422
Material Code: ZPS01436
Affected Lot: Lot: FA1958
Basic UDI-DI: 366353700049BK

Intended Use:

For in-vitro diagnostic use
Measurement of platelet aggregation

Product Owner:

HYPHEN BioMed

Product Owner Address:

ZAC Neuville sur Oise — 155 rue d’Eragny — 95000
NEUVILLE SUR OISE (France)

Associated Adverse Event
in Singapore:

Not applicable

Problem Description

Please refer to the attached Urgent Field Safety Notice dated on 20 March 2023 issued by
HYPHEN BioMed for more detailed information.
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Action to be taken

1. Please follow the actions to be taken stated under Urgent Field Safety Notice dated
20 March 2023 issued by HYPHEN BioMed.

2. Please complete and return the SYSMEX CUSTOMER ACKNOWLEDGEMENT
FORM_CN-2022-07.

3. Please disseminate the letter to relevant people within your organization.

Contact Reference

If you have question concerning this information, please contact our local Sysmex

Representative. We would be glad to assist you further.

We deeply apologize for any inconvenience caused, and we thank you for your kind patience

and continued support.
Yours Sincerely

/Kfaﬂir{ Fan—

Manager

Quality Management
Sysmex Asia Pacific



