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EC Representative: SUNGO Europe B.V.
e Address: Olympisch Stadion 24, 1076  Amsterdam, Netherlands
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We herewith declare that the abdve-mentioned products meet the requirements of
Medical Device Regulation (EU) 2017/745 and the following harmonized standards.

EN ISO 14871:2012 EN ISO 15223-1:2016

EN 1041:2008+A1:2013 ISO 10993-1:2018

EN ISO 10993-5:2008 . EN ISO 109983-10:2013
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EC Certificate TOVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60133273 0001
Report No.: 15085900 005

Manufacturer: Xiantao Xingrong Protective
Products Co., Ltd.
No. 46, East of Pengchang Road,
433018 Xiantao, Hubei
China

Products: Aspects of manufacture concerned with securing and
maintaining sterile conditions of Face Masks, Surgical
Gowns, Non-woven Caps, Non-woven Shoe Covers,
Plastic Shoe Covers, Coveralls
Replaces Approval, Registration No.: DD 60104282 0001
Expiry Date: 2023-12-05

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class lll devices covered by this
certificate an EC type-examination certificate according to Annex Ill is required.

Effective Date: 2018-12-06

Date: 2018-12-06
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10/020d 0408 ®  TOV, TUEV snd TUV are registered rademarks, Utlisation and spplication requires prior approval.




EC Certificate TOVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60133273 0001

Report No.: 15085900 005

Manufacturer: Xiantao Xingrong Protective
Products Co., Ltd.
No. 46, East of Pengchang Road,
433018 Xiantao, Hubei
China

Products: Aspects of manufacture concerned with securing and
maintaining sterile conditions of Face Masks, Surgical
Gowns, Non-woven Caps, Non-woven Shoe Covers,
Plastic Shoe Covers, Coveralls
Replaces Approval, Registration No.: DD 60104282 0001
Expiry Date: 2023-12-05

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class ilb and class Il! devices covered by this
certificate an EC type-examination certificate according to Annex Ill is required.

Effective Date: 2018-12-06

Date: 2018-12-06
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