Guangdong Ecan Medical Co., Ltd.
Add.: Building 1, No. 222, Xindu Road, Chengjiao Street, Conghua District, 510920
Guangzhou City, Guangdong Province,

Declaration of Conformity

MANUFACTURER:

Guangdong Ecan Medical Co, Ltd

Address: Building 1, No. 222, Xindu Road, Chengjiao Street, Conghua District, Guangzhou City,
Guangdong Province, 510920, P.R. China

AUTHORIZED REPRESENTATIVE:
Zoustech S.L
Address: Pso.Castellana,141-Planta 19,28046-Madrid,Spain

MEDICAL DEVICE: Table 1. List of CE-labeled Products
Model Name: Table 1. List of CE-labeled Products
Type: Table 1. List of CE-labeled Products

Size: Table 1. List of CE-labeled Products
Classification: Table 1. List of CE-labeled Products
GMDN code: Table 1. List of CE-labeled Products

We herewith declare in our own responsibility that the above-mentioned product(s) meet(s) the provisions
of the Council Directive 93/42/EEC of 14th June 1993 concerning medical devices, amended by Council
Directive 2007/47/EC. All supporting documentation is retained under the premises of the manufacturer.

General applicable directives: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning Medical
devices, amended by Council Directive 2007/47/EC.
We are exclusively responsible for the DOC

Notified Body: TUV SUD Product Service GmbH
Address: Zertifizierstelle, RidlerstralRe 65, 80339 Minchen, Germany
Identification No.: 0123

Certificate Registration No.: G1104589 0002 Rev. 00
Expiry date of the Certificate: 2024-05-26

Person keeping the technical documentation: Han Liuyuan (Management Representative)
Building 1, No. 222, Xindu Road, Chengjiao Street,

Conghua District, Guangzhou City, Guangdong

Province, 510920, P.R. China/ 2019.11.26 = /: “Han Liuyuai /7~

(Place and date of issue of this certificate)* (Sighaitre and title ofaluitiorized person)*

Table 1. List of CE-labeled Products

S/N | Name of Certificate Date of first | Type Classification/ | UMDNS
Product No. CE marking Rule of | Code
Classification
1 Urethral G1 104589 | 2019-11-26 ITa 10762
Catheters | 0002 Latex Urethral Catheters, Annex IX
Rev.00 Rule 5
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