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ISO 13485, ISO 9001

Medical Device Regulation (EU) 2017/745 Class I, Personal Protective Equipment Regulation (EU) 2016/425
Category III risks, ASTM D6319, CE 0493, EC 1935/2004, EC 2023/2006, EN 1149-1/2/3, EN 16523-1, EN ISO
374-5:2016 Virus, EN ISO 21420:2020, EN ISO 374-1:2016 Type B KPT, EN 421:2010, EN 455 1-4, FDA21 CFR
177-2600-US Food Contact Approved, EU Food Contact Approved, I1SO 13485, ISO 9001, PMDA
Notification Number: 1383X10307AH0001, UKCA
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