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Declaration of Conformity
Manufacturer: Allmed Medical Products Co.,Ltd

Address: No.18 Qi Xing Road, Majiadian Town, 443200Zhijiang City, Hubei province,
PEOPLE'S REPUBLIC OF CHINA

SRN: CN-MF-000007970
European Representative: Shanghai International Holding Corp. GmbH(Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Product Category: Non-Woven Gauzes
Product Code: please refer to the MDR product list
Product Name/Product Classification/Rule/CND Code /Basic UDI-DI

CND Code Product Name Basic UDI-DI Rule Classification
Non Woven Balls 69415580nonwov 1 |
enball7Z
Mo2R2 == 69415580n0NWoV
) Non Woven Swabs answebDH 1 | l

Conformity Assessment Route: Annex Il and lll of Regulation (EU) 2017/745

We herewith declare in our own responsibility that the above mentioned products meet the
Regulation (EU) 2017/745 and, if applicable, with any other relevant Union legislation that
provides for the issuing of an EU declaration of conformity. All supporting documentations are
retained under the premises of the manufacturer. We are exclusively responsible for the

declaration of conformity.
Regulation and standard

Medical Device Regulation: The object of the declaration described above is in conformity with
Regulation (EU) 2017/745
Common specifications: Not Applicable

Standard Applied: all applicable harmonised standard (published in the official journal of the

RA Manager
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STATEMENT
Herewith Allmed Medical Products Co.Ltd.,declares ,
The DOC for non-sterile non woven swabs we provide to Systagenix Wound

Management Limited can cover the following product code,and the model
number can be included into List of CE-labeled Products.
FPS Specification Doc#.FPS-TOPPER-NON-STERILE(Rev1)

Brand Name Product Name Sterilization Product Code Specification
Topper non woven swabs non sterile M53605N 5x5¢cm-6P
Topper non woven swabs non sterile M50607 7.5x7.5cm-6P
Topper non woven swabs non sterile M53607N 7.5x7.5cm-6P
Topper non woven swabs non sterile M50610 10x10cm-6P
Topper non woven swabs non sterile M53610N 10x10cm-6P
Topper non woven swabs non sterile M53620N 10x20cm-6P
Topper non woven swabs non sterile M50405 5x5cm-4P
Topper non woven swabs non sterile M53405N 5x5cm-4P
Topper non woven swabs non sterile M50407N 7.5x7.5cm-4P
Topper non woven swabs non sterile M53407N 7.5x7.5cm-4P
Topper non woven swabs non sterile M50410 10x10cm-4P
Topper non woven swabs non sterile M53410 10x10cm-4P
Topper non woven swabs non sterile M53420 10x20cm-4P
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