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Precision Associates, Inc. achieves 13485:2016 certification for best practices in medical device production

MINNEAPOLIS—Precision Associates, Inc. (PAI), a provider of high-performance, consistent sealing solutions and precision-molded rubber products, is proud to announce that it has achieved ISO 13485:2016 certification for medical device production. 

The ISO 13485: 2016 is an international standard that details the requirements for a quality management system (QMS) specific to the medical device industry. To become ISO 13485 QMS certified, best practices in each step of a product’s life cycle must be demonstrated through quality management processes, including manufacturing, service and delivery. 

“Earning ISO 13485:2016 certification is a valuable achievement,” says Bridget Hanson, vice president of sales and marketing at PAI. “It is a testament to PAI’s commitment to the highest safety and quality standards for medical device contract manufacturing.”

In addition to the recently expanded 130,000-square foot cleanroom, ISO 13485 certification further supports the growing demand for PAI's rubber parts manufacturing from current and new medical device and other customers. It also supports the company’s liquid silicone rubber (LSR) injection molding capabilities. A popular material selection for medical device components because of its biocompatibility with body tissue, LSR is used to manufacture seals and custom parts for diabetes glucose monitoring, neuro stimulation, respiratory care, infusion therapy, catheters, drug delivery, pacemaker leads, implantable and other devices. 
For more information or to request a quote, call +1.612.333.7464 or 1.800.384.6590 or visit precisionassoc.com/contact-us/. You can also download PAI’s informative process validation white paper at www.precisionassoc.com/validation. 

###
Precision Associates, Inc.
Precision Associates, Inc. (PAI) is a leader in high-performance, consistent sealing solutions and precision-molded rubber products that exceed requirements in diverse industries. Experts in advanced material formulation, PAI has more than 1,000 formulations engineered for your requirements. The company manufactures micro- and miniature rubber O-rings from 0.004" (0.1 mm) to larger, complex components that are 36” (914 mm) in size. In addition to custom seals and rubber products, PAI offers over 3,000 standard seals. Many catalog products are in stock and ready for immediate shipment. PAI provides engineering and manufacturing services for custom seals and parts as well as immediate shipment for in-stock, standard O-rings, lip seals and other seals. 
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