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Manufacturer:

Jiangsu Brightness Medical Devices Co., Ltd. 
The 3rd floor of Building 3, Building 1 & Building 5-3,
No. 66, Hehuan Road, Zhonglou Economic Development Area
213013  Changzhou, Jiangsu
China

SRN ID.: CN-MF-000019184

DEKRA grants the right to use the EC Notified Body Identification Number illustrated below to accompany the CE 

Marking of Conformity on the products concerned conforming to the required Technical Documentation and meeting 

the provisions of the EU- Regulation which apply to them:

0344
Supplement to certificate: 6129535CN

Authorized Representative: Lepu Medical (Europe) Cooperatief U.A.

Abe Lenstra Boulevard 36, 8448 JB, Heerenveen

The Netherlands  

DEKRA hereby declares that the above mentioned manufacturer fulfils the relevant requirements of EU Regulation 

2017/745, including all subsequent amendments for the above mentioned conformity assessment. The manufacturer/ 

authorized representative is subject to periodic surveillance as required for the applicable conformity assessment in 

accordance to Regulation 2017/745. 
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This certificate covers the following device(s) / groups of device(s): 

LINEAR STAPLERS FOR VIDEOSURGERY (H020301, class IIb)

Device Name:

Disposable Endocutter & Disposable Endocutter Reload Intended Purpose: The Device is intended for use in 

abdominal, thoracic, and gynaecologic surgery for 

resection, transection, and creation of anastomosis.

Conditions for or limitations to the validity of this certificate: 

 N/A

Certificate History

Identification of the Common Specifications and Harmonized Standards complied with are documented within the technical 

documentation and audit assessments carried out. These are traceable through the DEKRA Certification B.V. Certification Notice. 

The Certification Notice also identifies the necessary information related to the quality management system of the manufacturer, 

including facilities. 

Revision Date of Issue certificate Certification Notice 

Reference

Action 

0 23 August 2023 6129535CN02 first issue

1

2
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Jiangsu Brightness Medical Devices Co., Ltd.

The 3rd floor of Building 3, Building 1 & Building 5-3, 

No.66, Hehuan Road, Zhonglou Economic 

Development Area, 

Changzhou, 213013 Jiangsu 

China

Your ref. CA-22-7472936

Our ref. 6129535

Tel. +86 21 6056 7666

Fax +86 21 6056 7555

E-mail Xiaoli.ren@dekra.com

Shanghai, 2023-02-13

Subject: MDR certification status confirmation

To whom it may concern,

We, DEKRA certification BV, herewith confirm that DEKRA has accepted the application for 

Medical Device Regulation (EU 2017/745) (“MDR”) certification of Disposable Endocutter & 

Disposable Endocutter Reload, Disposable Linear Cutter Stapler and Reload, Disposable 

Circular Stapler, Disposable Clip Appliers, Disposable Linear Stapler and Reload, Disposable 

Hemorrhoid Staplers from Jiangsu Brightness Medical Devices Co., Ltd. A Certification 

Agreement for the MDR conformity assessment has been signed between DEKRA and the legal 

manufacturer: 

Jiangsu Brightness Medical Devices Co., Ltd.

The 3rd floor of Building 3, Building 1 & Building 5-3, 

No.66, Hehuan Road, Zhonglou Economic Development Area, 

Changzhou, 213013 Jiangsu 

China

DEKRA is currently performing the Technical Documentation review of the Disposable 

Endocutter & Disposable Endocutter Reload (6129534-TDR01), Disposable Linear Cutter 

Stapler and Reload (6129536-TDR02), Disposable Clip Appliers (6129538-TDR03) for 

certification under the MDR. The review is at the date of this letter not yet completed and 

therefore no decision on the certification can be made yet. 
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DEKRA has performed the Initial MDR certification audit at the legal manufacturer Jiangsu 

Brightness Medical Devices Co., Ltd. premises on: 12-16 December 2022 with the following 

audit scope and criteria:

- Initial audit MDR (EU)2017/745

- Initial audit EN ISO 13485:2016

During the audit 3 nonconformities were raised. The Corrective Action Plan as provided by the 

legal manufacturer following the audit nonconformities are under reviewing by the DEKRA audit 

team.

In addition to the above DEKRA will expressively mention to take art 7.3. of the general terms 

and conditions into consideration: Unless DEKRA Certification has expressly granted the Other 

Party the right to use a certificate, certification mark and/or an attestation of conformity, the 

Other Party shall not in any manner suggest to third parties that there has been certification by 

DEKRA Certification.

On request of the competent authority of the manufacturer (or the competent authority of the 

authorized representative) DEKRA can confirm that: 

- There were no potential safety related shortcomings identified by DEKRA during the last 

audit.

- DEKRA will inform Dutch competent authority about any significant safety-related 

shortcomings which are identified during the on-going conformity assessment.

With kind regards,

s�
Xiaoli Ren

Project Manager DEKRA Certification BV
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