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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. 

Dr. Reddy's Laboratories is recalling the product below as a precautionary measure due to out-
of-specification results observed in assay in sapropterin dihydrochloride powder 100mg during 
3rd month long term stability testing conditions. The lot of the product to be recalled is: 

Product Name Batch# Expiry Date NDC 
Sapropterin Dihydrochloride Powder for 
oral solution, 100mg/packet, 30 packets 
/carton 

T2100891 02/2024 
Packet - 43598-477-
11; Carton - 43598-
477-30 

The Product Distribution Dates: April 6, 2021 - October 12, 2021. 
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