BGL

EU DECLARATION OF CONFORMITY

According to ANNEX [V of Regulation (EU) 2017/745 on Medical Devices

Manufacturer:

SRN:

Trademark:

Product Name:

Model:

European Representative:

SRN:

EMDN Code:

Intended Purpose:

Basic UDI:

Classification acc. to MDR
Ax. VIII:

Conformity Assessment
Procedure:

CE Certificate No.:

Name and ID of the Notified
Body:

BQ Plus Medical Co., Ltd.

Add.: No. 18, Che Ye Road, Che Dun Town, Songjiang, 201611
Shanghai, P.R. China

CN-MF-000010259

BGL

Extension Sets

Extension Set; Extension Line; IV Extension Line; Secondary
Infusion Set; S-ES-000; S-ES-001; S-ES-002; S-ES-003
Prolinx GmbH

Add.: Brehmstr.56, 40239 Dusseldorf, Germany

DE-AR-000005129

A030201 EXTENSIONS

This device is intended for direct injection, intermittent infusion,
continuous infusion or aspiration.

697262011BQES 1DB: Extension Set, S-ES-002, S-ES-003;
697262011BQES2DD: Extension Line;

697262011BQES3DF: IV Extension Line;
697262011BQES4DH: Secondary Infusion Set;
697262011BQESS5DK: S-ES-000;

697262011BQES6DM: S-ES-001

Is

Annex IX Chapter I, Section 2 and 3, MDR (2017/745)

HZ 2087599-1

Name: TUV Rheinland LGA Products GmbH
Address: Tillystrae 2, 90431, Niirnberg, Germany
(Notified Body number: 0197)

We, the manufacturer, herewith declare under our sole responsibility that the above-mentioned

products meet the provisions of the Regulation (EU) 2017/745 on Medical Devices (MDR). All
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supporting documentations are retained under the premises of the manufacturer.

Place: Shanghai Position:  Management Representative
Name: Steven Zhang Signature;

: 18. 0 6- 03
Date: 2025.06.03
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