WU'S

Tach

UK Declaration of Conformity

-

The following description for the medical device,

Device information

Description

Registered trade name and address

WU'S Tech (Vietnam) Co., Ltd.

No. 31, VSIP II, Road 6, Thu Dau Mot City, Binh Duong
Province, Vietnam
+84-650-3628201

UK Responsible Person

UK Aplan Corporation Ltd
Wandle House Associates,47, Wandle House, Wandle Road,
Croydon, Surrey, CR0O 1DF, UK

Common device name

Electrical Scooters

GMDN code 45684 Assistive scooter, electric-motor-driven
MHRA Reference Number 19339

Basic UDI-DI 471987290WT3800M3

Model WT-T4 (WT-T4KC, WI-T4KD, WT-T4KD2, WT-T4SD2

, WI-T4SD, WT-T4J2, WI-T4L, WI-T4SC, WI-T4SC9)

Risk class of the device

Class I as defined by rule 12 of Annex IX of EU directive
93/42/EEC-as defined by UK regulations SI 2002, No..618 part
2, regulation 7)

Intended purpose
(GMDN definition)

A battery-powered, electric-motor-driven mobility device
designed to be operated by a person with a disability and
consisting of a seat over two rear wheels, a platform for the
feet, and handlebars in front to turn one or two steerable front
wheels connected via a steering-column. The device is used to
enhance the user's ability for self-transportation in the local
environment and/or to promote the user's physical/recreational

activities.

We herewith declare that the above-mentioned product meets the previsions of the
Medical Device Regulations 2002(SI 2002, No. 618) as amended by the Medical Device
(Amendment etc.) (EU Exit) Regulations (SI 2020, No. 1478)

The following conformity assessment standards are applied:

- BSENISO 13485:2016 Medical devices - Quality management systems -
Requirements for regulatory purposes
- BSENISO 14971:2019 Medical devices —Application of Risk Management
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- BSENISO 15223-1:2021 Medical device — Symbols to be used with information to
be supplied by the manufacturer — Part 1: General requirements
- BSISO 7176 series Requirements and test methods for Wheelchairs and Scooters
- In compliance with additional regulations:

The Restriction of the Use of Certain Hazardous Substances in Electrical and
Electronic Equipment Regulations 2012(SI 2012,NO.3032)

The following person is exclusively responsible for the compliance of declaration:

WU'S Tech (Vietnam) Co., Ltd.
No. 31, VSIP II, Road 6, Thu Dau Mot City Binh Duong Province, Vietnam

(Manufacturer’s name/ Registered address)

TZ AL
Tim Kao / Vice President May 3, 2022

(Name/Function) (Legal Signature) (Date of issue)
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