DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.

Fascinatio Boulevard 522, Unit 1.7,
2909VA Capelle aan den IJssel, The
Netherlands

SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex II+1Il of Regulation (EU) 2017/745

Applicable Standards

EN ISO 14971: 2019

EN 180 .15223«1: 2021 .«
EN ISO 20417:2021 4
EN ISO 10993-1: 2020

EN ISO 10993-5: 2009

EN ISO 10993-10: 2013

Remark

The declaration of conformity is valid in connection :

with the release technical document CE/MDR-
Y060306-01. :

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.

Manufacturer

Name: Ninghai Great Shield Protection Products
Co. lid

Address: No.39 Sangsha west street Sangzhou
District, Ninghai, Ningbo ,Zhejiang, China

SRN: ‘

Product Information

Name: Back Suppoﬁ Belt

3 Model : 68-01 0101, GS-01 0102, GS-010103, GS-

010104, GS- 010105 GS-010105-G GS-010105-0,
GS-010106, GS-010107, GS-010109, GS-010110,
GS-010110-G, GS-010111, GS-010112, GS-010116,
GS-010119, GS-010120, GS-010121 . GS-010125,
GS-010125-B, GS-010126 GS—010127 GS 010128
GS-010130, GS-010132, GS—O10135 .GS-M 0101
EMDN: Y060306 :

Basic UDI-DI: / e

Classification: Q!@§s;:!g, EAcé&rding to Rule 1, Annex
VI, Regulation (EU) 2017/745

Declaration

s

" We herewith declare thét"thé“ayﬁove-mentioned

products meet the requiremenis of Medical Device
Regulataon (EU) 2017/745 and the applicable

Position: GF Place: Ningbo/China




SHANGHAI HARDEN TOOLS CO,, LTD.

#115 xiangjing Rd, Songjiang, Shanghai, 201611, China

Product Picture

Description

Supplier Name

Supplier CODE

Manufacture Name

Manufacture code
in CE certificate

J 140mm Safety Goggle [Shanghai Harden Tools Co.,Ltd 780201 JINHUA SHAUDAID TOOLS CO.,LTD SG-007
140mm Safety Goggle Shanghai Harden Tools Co.,Ltd 780202 JINHUA SHAUDAID TOOLS CO.,LTD SG-006
F

v 130mm Safety Goggle Shanghai Harden Tools Co.,Ltd 780203 JINHUA SHAUDAID TOOLS CO.,LTD SG-010A
e 160mm Safety Goggle | Shanghai Harden Tools Co.,Ltd| 780205  [JINHUA SHAIDA TOOLS CO.LTD SG-002
0 155mm Safety Goggle Shanghai Harden Tools Co.,Ltd 780210 JINUHA KANGMAI TOOLS CO.,LTD HS3001
G Ear Muff Shanghai Harden Tools Co.,Ltd 780312 JINUHA KANGMAI TOOLS CO.,LTD HS2020

”E” 275mm Face Shield Shanghai Harden Tools Co.,Ltd 780502 JINUHA KANGMAI TOOLS CO.,LTD HS3021

. NINGBO KAIXIN PROTECTIVE
GQ 240mm Knee Pad Shanghai Harden Tools Co.,Ltd 780702 PRODUCTS CO., LTD 77-739
. NINGBO KAIXIN PROTECTIVE
Knee Pads Shanghai Harden Tools Co.,Ltd 780703 PRODUCTS CO., LTD 77-758

I Back Support Belt Shanghai Harden Tools Co,Ltd| 78080204 |1\"9"a Great Shield Protection Products | - gg 910128
r”‘?'”w

J| A _ YONGKANG MINGCAI PROTECTION

E $ 3 Green Reflector Vest S n Tools Co.,Ltd| 781001-04 ARTICLE CO., LTD MC-03 (S-6XL)
i /

(= } YONGKANG MINGCAI PROTECTION g g

& Orange Reflector Vest A 781011-14 ARTICLE CO., LTD MC-04(S-6XL)
‘ Safety Footwear \ 781538-46 |Shanghai Langfeng Industrial Co. Ltd M-8027 (#38-#46)




