
EC DECLARATION OF CONFORMITY

Name and address of the manufacturer: Hospital & Homecare Medical Device Co., Ltd. China.
No. 12 Plant, Phase II, Standard Plant, Gaochun Economic
Development Zone,Nanjing

EC Authorized Representative: CMC Medical Devices & Drugs S.L
C/Horacio Lengo Nº 18
CP 29006, Málaga-Spain

We declare under our sole responsibility that

the medical device: Disposable Medical Face Mask (Non Sterile)
Model: ear loop type, tie on type
Specification(cm): 17.5x9.5cm

UMDNS code: 12447
Standard EN 14683: 2019+AC: 2019(E)
Product photograph:

ear loop type

tie on type

Intended use: It is applicable to the health care of the wearer in the ordinary
medical environment without the risk of body fluid and splashing.

Basic UDI-DI: /
Trade name: /
of class: Class I

according to annex VIII of Regulation EU 2017/745(MDR)

Meets the provisions of the Regulation EU 2017/745(MDR). The declaration is valid in connection with the “final inspection
report” of the device.

Conformity assessment procedure: Annex II, Annex III of EU 2017/745

Declaration of Conformity is valid until: / 2021-04-30
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