DECLARATION of CONFORMITY
to Council Directive (EU)2017/746 IVDR

M Manufacturer:

HBH BIOTECHNOLOGY LTD

Add : No.97 Hou De road,Jinling Town,Zhaoyuan City,Yantai,2
65400,Shandong, PR.China

Tel: +8613810844366

Medical Device:

Vacuum Tube

Include : No additive Tube, ACD Tube ACD&Gel Tube,
Sodium Citrate Tube,Sodium Citrate&Gel Tube
4ml,5ml,8ml,9ml,10ml,11ml,12ml,15ml,20ml,22ml,25ml,
30ml,40ml,50ml,60ml

Basic UDI-ID 6974594967mL2Q. 69745949610mIR5. 69745949613mIRL. 6
9745949615mIRW. 69745949620mIRC. 69745949630mIRK. 6
9745949640mIRS. 69745949650mIRZ. 69745949660mIS8

Brand

4A:PRF 4i:PRF PlasmaLift’

Classification acc. to IVDR
Ax. VIII:

Class Arule 1

Conformity Assessment

Route:

ANNEX 11+l of IVDR

Standards Applied:

EN 1SO13485:2016 EN1SO14971:2012
EN1S015223-1:2016

We, HBH BIOTECHNOLOGY LTD. Here with declare under our sole responsibility that the a
bove-mentioned products meet the provisions of the Regulation(EU)2017/746 on in vitro di

agnostic Medical Devices(IVDR).All supporting documentations are retained under the prem

ises of the manufacturer.

EC | REP

European Representative:

Kingsmead Service B.V.

Zonnehof 36, 2632 BE, Nootdorp, Netherland
SRN: NL-AR-000002066

Contact: Kun Yan

Tel: +31(0)646571005

Email : office@kingsmead-service com

Place, Date of Declaration:

Signature:

Position:Yantai,CN

China, March, 13, 2025
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