UK
CA

DECLARATION OF CONFORMITY
Regarding UK Medical Devices Regulations 2002

Manufacturer: NINGBO SHENYU MEDICAL EQUIPMENT CO., LTD.

Address: No.1318 West of Tanjialing Road. Yuyao City, Ningbo
China

UK Responsible Person: SUNGO Certification Company Limited

Address: 3rd floor, 70 Gracechurch Street, London. EC3V OHR.

Product Name Rollators

Model: See Appendix

Classification: Class |

Rule: Rule 1, Annex IX, Directive 93/42, Part || of the UK MDR
2002

Conformity Assessment

Annex VI of Directive 93/42, Part Il of the UK MDR 2002
Procedure:

We herewith declare that the above-mentioned products meet the requirements of UK

Medical Devices Regulations 2002 and the following standards.

BS EN ISO 14971:2019 BS EN 1041: 2008+A1: 2013
BS EN ISO 15223-1:2016 BS EN ISO 10993-5:2009
BS EN ISO 10993-1: 2009 BS EN ISO 10993-10: 2013

BS EN ISO 11199-2:2005

7 \ED [
Signature?/ Y Date: l??/ ? (/
: -' . . ’ '
Name / Rqﬂpn: Zhigian GM Place: Zhejiang/ China

The declaration of confofffity is valid in connection with the release technical document UKCA-WF-01.
All the supporting qocurnenmtion is retained at the premises of the manufacturer. The Declaration of
Conformity is exclusively under the sole responsibility of the manufacturer.
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See Appendix

4D001, 4D002, 4D003, 4D004, 4D005, 4D006, 4D007, 4D008, 4D009, 4D010,
4D011, 4D012, 4D014, 4D015, 4D016, 4D018, 4D020, 4D021, 4D022, 4D023,
4D024, 4D025, 4D026, 4D027, 4D034, 4D200, 40201 4D202, 4D203, 4D204,
4D205, 4D206, 4D207, 4D208, 40209 4D301 4D302 4D303, R6RD-61,
R6BL-61, R8RD-61, R8BL-61, R7288L-61 R728l3ﬂ
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