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Declaration of Conformity

Manufacturer: Suzhou Medical Appliance Factory

Address: No. 18 Huatuo Rd., SSTT, 215163 Suzhou New District, PR.CHINA
European

Representative: Metrax GmbH

Add: Rheinwaldstr. 22, D-78628 Rottweil, Germany

Name of device: Sterile Acupuncture Needles  (UMDNS code: 12730)
Type No., Mode No.,

Or Reference No.: @ 0.14~0.45mm X L10~150mm
Classification (MDD, Annex IX) MDD Annex IX Rule 6: Class lla

, the undersigned, herewith declarer that the above-mentioned product(s) meet the provisions
of the following EC Council Directives and Standards, All Supporting documentations are
retained under the premises of the manufacturer. We are exclusively responsible for this DOC.

DIRECTIVES

General applicable directives:
EC DIRECTIVE: Medical Devices Directive (MDD, 93/42/EEC)

Notified Body: ~ TUV SUD Product Service GmbH (identification no.: 0123)
Ridlerstrasse 65, D-80339 Munchen, Germany

Certificate No.: G2 027210 0024 Rev.01

Expiry date of the Certificate: 2024-05-26

Date CE mark was affixed: 1998-03-18
Place:__Suzhou, CHINA Signature;__ ("o 0,//"/
Date: __Jan. 27, 2021 Full Name: Cao Yang ~

Position:  Director /z; ™ X,
- 'I‘l

(To be completed and signed by a person responsible for the undertaking named in the declfé;fion. ) >




