C 6 EU Declaration of Conformity C 6

according to MDR Regulation (EU) 2017/745

for Class I Ued:cm' Device (non-sierile. withowt measwring function, nﬂn-rfmahfw

Manufacturer DongguanQuandingMedicalSuppliesCo. L td

3YongfaEastRoad,QishiTown,DongguanCity,
Guangdong,China

+86-769-86004236
SRN in EUDAMED: CN-MF-000030836

Manufacturer's authorised representative (EC Rep):
Wellkang Ltd (www.CE-marking. eu)

Enterprise Hub, NW Business Complex,

1 Beraghmore Rd., Derry, BT48 8SE, Northern Ireland.
(EC Rep's SRN in EUDAMED: XI-AR-000001836)

Address:

We, the manufacturer, declare under the sole responsibility of the manufacturer that

' —
Product Name Adhesive Electrodes (TENS Electrodes)

TE-A20. TE-A21. TE-A22., TE-A23. TE-A24;
TE-B20. TE-B21. TE-B22., TE-B23. TE-B24,
TEL20. TEC21. TEC22. TE-C23. TE-C24,
TE-D20. TE-D21. TE-D22, TE-D23. TE-D24;

the medical

device(s) Model/code/Ref, (for
identification/traceability)

TE-£20, TE-E21. TE-E22. TE-E23. TE-E24.

(non-sterile, without measuring function, reusable)

covered by the present declaration is/are in conformity with the MDR- Regulation (EU)
2017/745 of the European Parliament and of the Council of § April 2017 on medical devices
and, if applicable, with any other relevant Union legislation.

Notified Body (name & NOT applicable ; |
number), conformity
assessment procedure,

Risk class | Class | Medical Device l

& Certificate no.
Basic UDLDI NOT available at present
Common specification (CS) | NOT applicable

Name of authorized signatory: Xiaoting Zigd

Position held in the company: GeneralMz




