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EU- Compliance Review Certificate

Regulation (EU) 2017/745 on Medical Devices (MDR), Article 19

Class | non-sterile, without measuring function and not reusable surgical instruments

No. G2 A0OO1 64 Rev. 01

Manufacturer: Henan Robestain Medical Products Co., Ltd.

No0.590, Zhangnan Industry Zone, Zhangsanzhai Town,
453400 Changyuan County, Henan Province, China

Product See Appendix A

Category(ies):

This is to certify that, MedPath GmbH has verified the aforementioned manufacturer declares to
conform with all applicable requirements set in the Medical Device Regulation (EU) 2017/745
for the product category(ies) listed in Appendix A. The manufacturer has provided MedPath
GmbH with the appropriate Declaration(s) of Conformity confirming that the medical device(s)
fulfills/fulfill the applicable requirements of the aforementioned Regulation.

When the manufacturer affixes CE mark to the product category(ies) listed above, it remains the
manufacturer’s responsibility to ensure continuous compliance with all applicable requirements

of the aforementioned Regulation.
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Appendix A: Product Category(ies)
Name
Medical Disposable Mask
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