
The Board of Pharmacy has received notice of the following product recall. The Board strongly encourages pharmacies to immediately review 
their quality assurance and recall policies and procedures to determine if any corrective action is required. 
 
Zydus Pharmaceuticals (USA) Inc. (“Zydus”), is recalling Bromocriptine Mesylate Capsules USP, 5mg. 
  
This recall has been initiated due to an Out of Specification (OOS) result reported in the below lot numbers for 2- Bromoergine impurity of 
Bromocriptine Mesylate Capsule 5 mg. The potential risk associated with use of the affected product is currently unknown and under active 
investigation. 
 
The product was shipped to customers from February 2024 to October 2025. 
 
  
Product 

NDC 
Number Lot Number Expiry Date   

Count 
Distribution Start 
Date 

Distribution End 
Date 

              
Bromocriptine 
Mesylate Capsules 
USP,5mg 

68382-
110-06 M313934 11/2025 30’s 

Count 02/02/2024 04/03/2024 

              
Bromocriptine 
Mesylate Capsules 
USP,5mg 

68382-
110-06 M313935 11/2025 30’s 

Count 4/2/2024 5/21/2024 

              
Bromocriptine 
Mesylate Capsules 
USP,5mg 

68382-
110-06 M315615 11/2025 30’s 

Count 5/21/2024 7/30/2024 

              
Bromocriptine 
Mesylate Capsules 
USP,5mg 

68382-
110-06 M316809 12/2025 30’s 

Count 7/30/2024 9/24/2024 

              
Bromocriptine 
Mesylate Capsules 
USP,5mg 

68382-
110-06 M405765 04/2026 30’s 

Count 2/4/2025 3/31/2025 

              
Bromocriptine 
Mesylate Capsules 
USP,5mg 

68382-
110-06 M405763 04/2026 30’s 

Count 9/24/2024 11/16/2024 



              
Bromocriptine 
Mesylate Capsules 
USP,5mg 

68382-
110-06 M405764 04/2026 30’s 

Count 11/16/2024 2/5/2025 

              
Bromocriptine 
Mesylate Capsules 
USP,5mg 

68382-
110-06 M414999 10/2026 30’s 

Count 9/25/2025 10/16/2025 

              
Bromocriptine 
Mesylate Capsules 
USP,5mg 

68382-
110-06 M414241 10/2026 30’s 

Count 3/31/2025 5/30/2025 

              
Bromocriptine 
Mesylate Capsules 
USP,5mg 

68382-
110-06 M414307 10/2026 30’s 

Count 7/29/2025 9/25/2025 

              
Bromocriptine 
Mesylate Capsules 
USP,5mg 

68382-
110-06 M414305 10/2026 30’s 

Count 5/30/2025 7/29/2025 
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