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GB/T19000-2015/ISO9000:2015 Quality management system—

Fundamentals and vocabulary

GB/T19001-2015/ISO9001:2015 Quality management system—

Requirements

YY/T 0287-2016 /ISO13485:2016 Medical devices—Quality

management systems —Requirements for regulatory purposes

GB/T18280.2-2015/ISO11137.2:2006 Sterilization of health care
products —Radiation—Part 2: Establishing the sterilization dose

GB 19082-2009 Technical requirements for single-use protective

clothing for medical use
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