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~ | RELIANCE MEDICAL
‘Leadling First Aid”

Reliance Medical(Shanghai)Co.Ltd
Building 94,Lane 328,Hengyong Road,Jiading District,Shanghai,China

EC Declaration of Conformity

We hereby declare that the medical device(s) specified below meet the provision of the Regulation (EU) MDR 2017/745 for
medical devices, and they are classified as a Class | (sterile) medical device under rule no.4.

This declaration of conformity is issued under the sole responsibility of Reliance Medical (Shanghai) Ltd. (EUDAMED SRN
CN-MF-000007382), the Manufacturer, located at Building 94, Lane 328, Hengyong Road, Jiading District, Shanghai,
China.

We have appointed Reliance Medical (Ireland) (EUDAMED SRN IE-AR-000003675), located at Unit 17, Westlink Industrial
Estate, Kylemore Road, Dublin 10, Ireland, as our EU Authorized Representative for these products.

Compliance of the specified devices with the Regulation has been assessed and certified by our Notified Body, TUV
Rheinland LGA Products GmbH (0197), who has issued certificate DZ 1561505-1 using the conformity assessment
described in Annex XI Part A of the Regulation. The certificate is limited to aspects relating to establishing, securing and
maintaining sterile conditions.

This declaration applies to all batches released under the control of the technical file RMSH CE-05-00, version 3A.

Signed:

Person Responsible for Regulatory Compliance

On behalf of Reliance Medical (Shanghai) Ltd Eﬂ} : 7?/“
st

Date: 202‘(/_\ 06 ,5

Place: Shanghai, China
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