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Actor identification

Actor ID/SRN CN-MF-000056687

Role Manufacturer

Country China

Actor/Organisation name Shenzhen Ruochuang Intelligent Manufacturing Co. Ltd. [EN]

Abbreviated name -
VAT number -
EORI -
National trade register -

Last confirmation date of actor data -
accuracy

Actor address

Street name Room 802, Building 1, Jia'an Science Park, No. 2 Longchang Road, Area 67, Xing
Xin'an Street, Bao'an District

Street number -

Address line 2 -

PO box -
City name Shenzhen City, Guangdong
Postal Code 518101

Country China

Latitude -

Longitude -

Actor contact details

Email certification@strutt.inc

Telephone number -


https://ec.europa.eu/info/index_en
https://ec.europa.eu/info/index_en

Web site -

Person Responsible for Regulatory Compliance

yang john ~
First name john
Last name yang
Email certification@strutt.inc
Telephone number +86 18691878180
Responsible for -
Street name Room 802, Building 1, Jia'an Science Park, No. 2 Longchang Road, Area 67, Xing
Xin'an Street, Bao'an District
Street number -
Address line 2 -
PO box -
City name Shenzhen City, Guangdong
Postal Code 518101
Country China
Latitude -
Longitude -
Authorised Representative(s) mandates
NL-AR-000000247 ~
Actor ID/SRN NL-AR-000000247 (4
Role Authorised Representative
Country Netherlands
Organisation name SUNGO Europe B.V. [NL]
Address Fascinatio Boulevard 522, Unit 1.7, 2909 VA, Capelle aan den IJssel

Telephone number -

Email ec.rep@sungoglobal.com

Mandate validity dates From 2026-06-10 To 2031-06-09
Competent Authority

Name Ministerie van Volksgezondheid, Welzijn en Sport

Address P.0. Box, 20350, The Hague

Country Netherlands



Email medische_hulpmiddelen@minvws.nl

Telephone number +31703407911

Devices

- View Economic Operator devices
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lll Economic Operator devices

The search for Devices and Systems/procedure Packs allows you to search and retrieve all records that contain the search terms you enter. At least one search

criterion is mandatory.

Download public data on Devices and Systems/Procedure Packs (4

@O . .
<=2 Search criteria

Actor ID/SRN: CN-MF-000056687 X Status: On the EU market X

1 records found.

(Master) UDI-DI / . Basic UDI-DI/
Version

EUDAMED ID EUDAMED DI

06980226800018 ! 698022680SEVS7
(Current)

Items per page: | 25 ~

New search
Trade Risk class
name
Class |
1-1o0f1

Manufacturer/Producer (and Auth
orised Representative) name

Shenzhen Ruochuang Intelligent M
anufacturing Co. Ltd.
(SUNGO Europe B.V.)

Page number: 1 v

v
Actor ID/SRN View
detail
CN-MF-
000056687
(O
(NL-AR-
000000247)


https://ec.europa.eu/info/index_en
https://ec.europa.eu/info/index_en
https://developer.datalake.sante.service.ec.europa.eu/api-details#api=94b9e658-d721-4b58-8d96-022c490f7a17
https://developer.datalake.sante.service.ec.europa.eu/api-details#api=94b9e658-d721-4b58-8d96-022c490f7a17
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DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

Name: SUNGO Europe B.V.

Address: Fascinatio Boulevard 522, Unit 1.7,
2909VA Capelle aan den lssel, The
Netherlands

SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure

Annex I+l of Regulation (EU) 2017/745
Applicable Standards

EN 1SO 14971:2019+A11:2021

EN I1SO 15223-1:2021+A1:2025

EN ISO 20417:2026~ EN ISO 10993-1:2025
EN ISO 10993-5:2009+A11:2025

EN ISO 10993-10:2023

EN ISO 10993-23:2021+A1:2025

EN 60601-1-2:2015+A1:2021. EN 12184:2022
ISO 7176-1:2014. 1SO 7176-2:2017

ISO 7176-3:2012. ISO 7176-4:2008

ISO 7176-5:2008. 1SO 7176-6:2018

ISO 7176-7:1998. 1SO 7176-8:2014

ISO 7176-9:2009. 1SO 7176-10:2008

ISO 7176-11:2012. 1SO 7176-13:1989

ISO 7176-14:2022/Amd1:2025

ISO 7176-15:1996. 1SO 7176-21:2025

ISO 7176-22:2014. 1SO 7176-31:2023

ISO 16840-10:2021/Amd1:2024

Remark

The declaration of conformity is valid in connection
with the release technical document MDR-TCF-001
All the supporting documentation is retained at the
premises of the manufacturer.

The Declaration of Conformity is exclusively under
the sole responsibility of the manufacturer,

File No.: MDR-TCF-001-08

Manufacturer

Name: Shenzhen Ruochuang Intelligent Manufacturing
Co.Ltd,

Address: Room 802, Building 1, Jia'an Science Park, No. 2
Longchang Road, Area 67, Xingdong Community, Xin'an
Street, Bao'an District, Shenzhen City, Guangdong, the PRC
SRN:CN-MF-000056687

Product Information

Name: Smart Everyday Vehicle

Model: Strutt ev'c, Strutt ev'e

EMDN: Y1299

Basic UDI-DI: 698022680SEVS7

Classification: Class I, According to Rule 13, Annex VIII,
Regulation (EU) 2017/745

Declaration

We herewith n he above-mentioned products
meet the r wﬁfieﬁ? ical Device Regulation (EU)
2017/74%a ﬂf;he appli dards above



