
   

 

  

 
                  Established under the National Medicines Regulatory Authority Act no 5 of 2015 and came into operation by gazette bearing no. 1920/28 dated 25.06.2015 

 
          

                

 

 

 

 

 

 

Recall of Batch Due to a Quality Defect 

 

 

With reference to NMQAL report on failing samples No. NDL/C/DU/B17/17 dated 6
th
 March 2020, 

NMRA notifies the withdrawal from use of the following batch: 

 

Product:  Bisoprolol Fumarate Tablets USP 5mg (BRISOTOL 5)  

 

Manufacturer: Fredun Pharmaceuticals Ltd, 14, 15, 16, Zorabian Industrial Complex, Vevoor,  

                          Palgar (E) – 401 401, India 

 

Batch No: FG9016 

 

Date of Manufacture: 07/2019 

 

Date of Expiry: 06/2022 

 

 

Failure/Defect:   1) Some boxes/sealed packs contain less number of tablets than stated on the label of 

the outer carton 

              

 

All those having stocks of the above batch in their possession are advised to withdraw the batch from use 

and keep such stocks in a demarcated and secured place until formally disposed of. Also take necessary 

steps to inform the consignment details of any other batches pertaining to above product in stock to 

Director, National Medicines Quality Assurance Laboratory, in order to facilitate further sampling 

 

 

 

Dr. Kamal Jayasinghe 

Chief Executive Officer 

National Medicines Regulatory Authority 
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