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CE Technical Documentation Declaration of Conformity Effective Date：2021-02-01

EC Declaration of Conformity
Manufacturer:
Name: Anji Yuandong Medical Products Co.,Ltd

Add: Baofu Industrial Zone 313300 Anji, Zhejiang, China

Tel: 0086-572-5245111

Fax: 0086-572-5245677

European Representative:

Name: Caretechion GmbH
Address: Niederrheinstr 71, 40474 Duesseldorf, Germany
Tel: +49 211 3003 6618
Fax: +49 211 3003 6619
Dimdi Code: DE/0000048026
Email: info@caretechion.de

Product Name：Medical Bandage
Model:
1. gauze bandages types;
2. Tubular and net bandage type
3. Crepe bandage types;
4. Cotton, elastic types.
Size:
Width of product is 2-15 cm, length of product is defined by customer.
Intended use:
It is mainly used for bandaging of limb neuralgia, soft tissue injury, joint swelling and pain, and for fixation of limb
fracture in splint and auxiliary positioning of other drugs.

Risk Class of the Device: The medical device has been assigned to class Ⅰ, rule 4 according to ANNEX VIII,
Medical Device REGULATION (EU) 2017/745.
UMDNS code：10274

UDI-DI:

The product meets the provisions of Medical Device REGULATION (EU) 2017/745 which apply to
them.
The medical device has been assigned to class I according to ANNEX VIII, Medical Device
REGULATION (EU) 2017/745. It bears the mark

The product concerned has been designed and manufactured under a quality management system according to
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ANNEX IX of Medical Device REGULATION (EU) 2017/745.

Following the procedure relating to the EC Declaration of Conformity set out in ANNEX IX of Medical Device

REGULATION (EU) 2017/745.

This Declaration of conformity is valid in connection with the release document for the respective batch of

produced devices.

The above mention declaration of conformity is exclusively under the responsibility of

Company: Anji Yuandong Medical Products Co.,Ltd.

Address: Baofu Industrial Zone 313300 Anji, Zhejiang, China

ANJI 1ST FEB 2021

Place, date Legally binding signature, Function


