Baoying County Fukang Medical Appliance Co., Ltd.

Documentation no. BYFK/CE-01 - 12.1

Declaration of Conformity MDR

Medical swabs for single use, Non-sterile

Date: 2022-11-25 Rev. A/1

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 69519334 FK33A

Intended purpose

of class:

Baoying County Fukang Medical Appliance Co., Ltd

Guangyang road,Huangcheng town industrial area,

Baoying County, Yangzhou, Jiangsu,225800,China

SRN:CN-MF-000010780

SUNGO Europe B.V.

Fascinatio Boulevard 522,Unit 1.7,2909VA

Capelle aan den lJssel, The Netherlands

SRN:NL-AR-000000247

Medical swabs for single use, Non-sterile

Type/Size:

C. G. P. L. B/8cm 10cm 12cm 15cm 20cm

For mositening and cleaning the patient's skin(e.g. lips)

I, Rule 1

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:

Baoying, 2022-11-25

Place, date

Declare the conformity of the abovementioned products by issuing this
EU Declaration of Conformity after drawing up the technical
documentation set out in Annexes Il and Ill of Regulation (EU 2017/745
according to Article 52(7) of Regulation (EU) 2017/745

NA

NA

Name and functio
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