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Voluntary Nationwide Recall of 
Valsartan Tablets, USP, and Valsartan and Hydrochlorothiazide Tablets, USP 

Initiated July 16, 2018 
 
 
Dear Valued Consumer: 

 

At Teva Pharmaceuticals our first priority is to our customers and patients. We are committed to ensuring the safe and 

effective use of our products. 

 

On July 16, 2018, Teva Pharmaceuticals initiated a voluntary recall of 29 lots of Valsartan Tablets, USP and 51 lots of 

Valsartan and Hydrochlorothiazide Tablets, USP distributed under the Actavis label in the U.S. due to the detection of trace 

amounts of an unexpected impurity found in an active pharmaceutical ingredient (API) manufactured by Zhejiang Huahai 

Pharmaceutical.  The impurity detected in the API is N-nitrosodimethylamine (NDMA), which is a substance that occurs 

naturally in certain foods, drinking water, air pollution, and industrial processes, and has been classified as a probable human 

carcinogen (a substance that could cause cancer) as per International Agency for Research on Cancer (IARC) classification. 

 

 
This voluntary recall only affects the Valsartan Tablets, USP, and Valsartan and Hydrochlorothiazide Tablets, USP 

manufactured by Teva Pharmaceuticals and no other Valsartan products marketed by Teva Pharmaceuticals in the USA are 

impacted.  As a consumer, your first course of action should be to consult with your pharmacist or physician who can advise 

you about an alternative treatment prior to discontinuation of the medication. If you are taking either Valsartan Tablets, USP, or 

Valsartan and Hydrochlorothiazide Tablets, USP  that are within the subject of these recalls you should continue taking your 

medication, as the immediate risk of harm to your health may be higher if the treatment is stopped immediately without any 

alternative treatment.  The specific lots of the Valsartan products being recalled are listed on the attached tables.    

 

Once your physician has identified an alternative medication to treat your condition, we request that you return any remaining 

product in your possession to your local pharmacy where you obtained the product.  Returning the product via your local 

pharmacy may be the most convenient process for you and you may receive reimbursement.  This process will ensure that the 

product is properly returned to Teva as part of this voluntary recall.  In the event that your pharmacy does not accept the 

product back you may contact Teva’s product recall processor Inmar at 855-706-4413 to receive instructions on how to return 

the product.  Inmar’s hours of operation are 9 am to 5 pm Eastern Time, Monday - Friday.   

 

Sincerely, 

Regulatory Compliance  

Teva Pharmaceuticals USA, Inc. 

http://www.tevausa.com/


 
 

CLASS I RECALL  

UPDATE 

 

 

07/20/2018 

  

 

 

Dear Member, 

  

 

Teva Pharmaceuticals USA Inc. Has voluntarily recalled to the CONSUMER LEVEL All Lots 

Within Expiry of Valsartan and Hydrochlorothiazide Tablets, USP 80 mg/12.5 mg, 160 

mg/12.5 mg, 160 mg/25 mg, 320 mg/12.5 mg, and 320 mg/25 mg that were distributed under the 

Actavis Pharma, Inc. label. 

 

Mutual Drug has received the attached update for pharmacies and patients affected by this recall. 

 

Teva has arranged for their recall processor Inmar to accept recalled product from patients as well 

as your pharmacy. Please instruct patients to contact Inmar at 855-706-4413 between the hours of 

9:00AM-5:00PM Monday-Friday. 

 

 

As additional information becomes available Mutual will make it available immediately. 

 

 

Your patient notifications may be enhanced by posting this information in your pharmacy. 


