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Suzhou Suning Underpad Co.,Ltd.

CE Technical Documentation

Document No.: CE‐ DK‐ S‐03 Edlion: A0 DaQe: 112

Declaration of Conformity Effective Date: 2020-11-30

Manufacturer:

Name: Suzhou Suning Underpad Co.,Ltd.

Add: No. 70. Yong An Road Xuguan, New District,215l5l Suzhou, PEOPLE'S REPUBLIC OF CHINA

Tel: 86-512-66653331

Fax: 86-5 1 2-66651066

European Representative:

CMC MedicalDevices & Drugs S.L

C/Horacio Lengo N' 18

CP 29006, M6laga-Spain

Tel: +3495 1214054

Fax: +34952330100

emaiI - infb(a)cmcnred icaIdevices.c,onr

Product Name: Nonwoven dressing kit

Model/Size:

Intended use: Used for cleaning, absorbing blood and exudates.

Product Picture:

Risk Class of the Device: The medical device has been assigned to class I s, rule 4 according to ANNEX VIII,

Medical Device REGULATION (EU) 2011 1745.

Serial Number Specification Number Remark

1

Sply nonwoven dressing J ^J 1 -6pcs Basic accessories

4p1y nonwoven dressing with Y cut J XJ I -6pcs Basic accessories

Nonwoven plaster 4" x6u 1 -6pcs Select accessories

う
４

6ply nonwoven dressing 2"x2" 1-6pcs Basic accessories

6ply nonwoven dressing with Y cut 2" x2" I -6pcs Basic accessories

Nonwoven plaster 4" x4" I -6pcs Select accessories

Nonwoven plaster 1-1/5:1× 2'1 I -6pcs Select accessories
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Suzhou Suning Underpad Co.,Ltd.

CE Technical Documentation

Document No.: CE― DK― S-03 Edlion: A0 OaQe:212

Declaration of Conformity Effective Date: 2020-11-30

UMDNS code: 11314

Basic UDI-Dl: 697 06427 700008YT

Conformity Assessment Route: Annex IX, Parl A of EU 20171'745

We herewith declare that the above-mentioned products meet the provisions of the following Medical Device

REGULATION (EU) 20171745. All technical documentations are retained under the promises of the rr-ranufacturer.

Suzhou Suning Underpad Co.,Ltd. is exclusively responsible for the declaration of conformity.

DIRECTIVES

General applicable directives:

Medical Device REGULATION (EU) 2017 11 45

Notified Body: TUV SUD Product Service GmbH'Zerlifizierstelle'RidlerstraBe.65'80339 Mtinchen Gerrnany

Identification Number: 0123

cE certificate No.: G2s 063610 0008 Rev.00

Date CE mark was affixed: /

signarure of issue person: A"rrl:l*l,0tL
Position: G.Manager

Date. 2021-06-25

ζヽalid until: 2024-05-26

Name: ZhangJunWu

Place: Suzhou


