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A Circular of Recall S OAAS)

%

Recall all Batches

of the Product: Andexxa

Andexxa : ysa>iuws (o

Product Information

Product name
Generic Name
Manufacturer
Registration No.

Recall Information

The potential risks of using the product
outweigh the expected benefits, as
scientific evidence indicates an increased

Reason . . . .
risk of thrombotic events associated with
the use of the product compared to the
available treatment alternatives
Defective
All batches
batches

Recommendations

= Stop dispensing all batches immediately and
return affected batches to the supplier according
to the applicable procedures.

= Contact the company responsible for the recall or
with the SFDA if there are any inquiries.

To report adverse drug [E]5p=[=]
reaction and quality defect =

Contact Information

Andexxa 200 mg powder for solution for infusion
Andexanet alfa
Baxter pharmaceutical solutions LLC

2902245008

Telephone: 011 880 6000 , Call Center 19999
Email: PQ.Drug@sfda.gov.sa , NPC.Drug@sfda.gov.sa
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This document for regulatory procedures should not be used it for media publication.
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