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EC Declaration of Conformity

Manufacturer:  European Authorized Representative:

Jiangsu Neucognic Medical Co., Ltd.
Address: Room 308, 309,11 Sihai Road, Changshu
Economic and Technological Development Zone,
215513 Changshu, Jiangsu, China

Prolinx GmbH

Address:Brehmstr.56,40239,Duesseldorf ,Ger

many

We, the manufacturer, herewith declare under our sole responsibility that the products

External Functional  Neuromuscular Stimulators

Model No.NeuGait500，NeuGait501，NeuGait502，NeuGait505

meet the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned to class IIa according to Annex IX of the Directive
93/42/EEC. It bears the mark

0197
Conformity assessment procedure :Directive 93/42/EEC AnnexVII in connection with annexV
Compliance of the designated product with the Directive 93/42/EEC has been assured via
assessment of the quality management system by the Notified Body

TÜV Rheinland LGA Products GmbH
Tillystraße 2, 90431, Nürnberg, Germany

Certificate No.DD601311520001
Issue date:

Expiry date: 2023-6-25

Changshu QA  Manager
2022.3.18

Place, date  Yunyazhou, Function


