EUROIMMUN i eica ST oo

a PerkinElmer company AG

Urgent Field Safety Notice

Product recall
concerning

Anti-B2-Glycoprotein 1-ELISA (IgAGM), order no.: EA 1632-9601 P, lot: E211205AL

02.03.2022

From:

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31

23560 Lubeck

Germany

WwWw.euroimmun.com

To:
Users, subsidiaries, distributors.

Identification of the medical/lVD products concerned:
Anti-B2-glycoprotein 1-ELISA (IgAGM), order no.: EA 1632-9601 P, lot: E211205AL

Dear customers,

EUROIMMUN has initiated a field corrective action for the product specified above. This notification
contains important information for your immediate attention.

Description of the problem and the determined cause:

In individual cases the positive control of Anti-B2-glycoprotein 1-ELISA (IgAGM), order no.: EA 1632-
9601 P, lot: E211205AL provided in the test kit may yield values outside the acceptable reference
range. The respective incubations are invalid, as indicated in the test instruction, and the test results
must not be used. Due to the repeat tests which are then required final results may be delayed. All
previous, valid results determined with the above-mentioned lot are not affected by this and remain
valid.

Measures to be taken:

Please ensure that any remaining stocks of the above lot are no longer used in your laboratory. To
prove that you have read this safety information, please send the completed form on page 3 until 14th
of March 2022 to the following fax number: +49 451 2032 7079. To retrieve the affected test kits from
your inventory, please contact our colleagues at +49 451 2032 9940 or order@euroimmun.de.
EUROIMMUN will send you a replacement free of charge.

Information to be passed on:
Please pass on this information to all users of the above product.

Thank you for your cooperation! We apologise for any inconvenience this may cause.
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For further information, please do not hesitate to contact any of the following contact persons at
EUROIMMUN.

Contact persons:

Product Management

Dr. Marius Richter

Tel.: +49 (0) 151 1008 7408
Fax: +49 (0) 451 2032 7079
E-Mail: m.richter@euroimmun.de

Dr. Christian Kruger

Safety Officer Area of Inmunobiochemical Tests
Tel.: +49 (0) 151 2261 7145

E-Mail: c.krueger@euroimmun.de

EUROIMMUN Medizinische Labordiagnostika AG

Seekamp 31
23560 Liibeck
Germany

Please send back the customer reply as specified on the document!
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Please complete this form to confirm receipt of recall information

Please send by fax to
+49 451 2032 7079

1. Confirmation of receipt

Anti-B2-glycoprotein 1-ELISA (IgAGM), order no.: EA 1632-9601 P, lot: E211205AL

Customer name:

Address:

City/Postal code:

Customer number:

Date of receipt of recall:

| hereby confirm that | have received and taken note of the recall information regarding the Anti-B2-
glycoprotein 1-ELISA (IgAGM), order no.: EA 1632-9601 P, lot: E211205AL.

My stock containspiease enter numben kits (opened and unopened).

Date, Signature, Stamp:
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