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California Drug Recall Information Sheet

Food and Drug Branch — Drug Recalls

Amneal Pharmaceutical LLC Issues a Nationwide Recall of Sulfamethoxazole /
Trimethoprim Tablets, USP, 400 mg/80 mg Only, Due to Microbial Contamination

Recall Date Product Description Recalling Firm Recall Reason

06/02/2025 |Sulfamethoxazole/Trimethoprim | Amneal Microbial

Tablets, USP, 400 mg/80 mg lots | Pharmaceutical LLC |contamination.

Oral products
contaminated with
Aspergillus may result
in serious and life-
threatening infections
The product is
indicated for the
treatment of Urinary
tract. The use of the
defective product in
patients with
underlying
immunosuppressive
conditions increases
the concern for
serious infections. To
date, Amneal
Pharmaceuticals has
received no reports of
adverse events,
illnesses or injuries
related to this recall.
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Recall Class

Product Identification

Distribution

Affected Dates

N/A

1) 100 count tablets

Lot Number:
AM241019

NDC Number:
65162-271-10
Expiration date 06/2027

2) 500 count tablets

Lot Number:
AM241019A

NDC Number:

65162- 271-10
Expiration date 06/2027

3) 100 count tablets

Lot Number:
AM241020

NDC Number:
65162-271-10
Expiration date 06/2027

Nationwide

Distribution
dates between
12/4/2024 to
05/15/2025

For additional information, please visit the FDA Website.
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