EU DECLARATION OF CONFORMITY

Name and address of the manufacturer:

Name and address of the European Authorized
Representative

We declare under our sole responsibility that
the medical device:

Product code
Basic UDI-DI

Intended purpose

of class:

Jiangxi Kemei Medical Apparatus & Instruments Group Co., Ltd.
No. 316, National Road, Xinju, Changshan Town, Jinxian County,
Nanchang City, 331724 Jiangxi, P.R. China

CMC Medical Devices & Drugs, S.L.
C/Horacio Lengo No 18, CP 29006, Malaga, Spain

Latex Examination Gloves for Single Use

Basic UDI-DI Type/Model

Powder-free textured

697226728008KX XS.S.M.LXL

Latex examination gloves is intended for use in medical examinations to
protect patient and user from cross-contamination.

according to Annex VIII of Regulation (EU) 2017/745

meets the provisions of the Regulation (EU) 2017/745 which apply to it. The declaration of conformity is valid in connection with
the batch-related “final inspection report” of the device.

Conformity assessment procedure:

Certificate:

Notified Body:

Jiangxi, 2022-11-08

Place, date (3tb3it/H )

EU Declaration of Conformity referred to in MDR Article 19
NA

NA

s

Che Xuemei Management representative

Name and function (#:4%4/81%5)
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