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Lots of Baclofen API Recalled Due to Potential Contamination, FDA Warns Drug Compounders
Certain lots of baclofen active pharmaceutical ingredient (API) manufactured by Taizhou Xinyou Pharmaceutical & Chemical Co, from the city of Taizhou in the Zhejiang Province of China, are recalled because of possible contamination with particulate matter. Taizhou manufactures APIs for repackagers and distributors, some of which sell these products to compounding facilities in the United States. Because of the risk for contamination with particulates, the baclofen API is not suitable for use in injectable drugs and should not be used to compound sterile injectable drugs, indicates the Food and Drug Administration (FDA) Safety Alert. Use of baclofen API contaminated with particulate matter can result in serious injury if injected directly into the spinal column, and may also clog pumps used to administer the medication. 

As noted in the FDA Safety Alert, there is also a potential risk that the baclofen API may be contaminated by endotoxins or microorganisms. FDA recommends that baclofen API from Taizhou should not be used to manufacture or compound any injectable drugs. Health care providers are advised to report adverse events to FDA’s MedWatch Safety Information and Adverse Event Reporting Program
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