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Certification Department

TUV Rheinland LGA Products GmbH - 90431 Nirnberg

MEAN WELL Enterprises
Co.,Ltd.

No. 28, Wuquan 3rd Rd.
Wugu District

NEW TAIPEI CITY 24891
TAIWAN

Application for : QMS

Certificate No. : SX 60138704 Sheet 0001
Device . Only for QM-System audit

Test requirement : EN ISO 13485:2016

Dear Madame or Sir,

Enclosed please find the new certificate No. SX 60138704 0001 replacing

the previous certificate.

With effective date of the new certificate, the previous certificate
(number see new certificate) becomes invalid.

Kind regards

Certification body

Fuxiu Sheng W‘

Test sample: no, documentation available

TUVRheinland ®
LGAN
Precisely Right.

Contact

Tel. +49 911 655-5225
Mail service@de.tuv.com

Date July 05, 2019

TUV Rheinland
LGA Products GmbH

TillystraRe 2
90431 Nurnberg

Tel. +49 911 655-5225
Fax +49 911 655-5226
Mail service@de.tuv.com

Web www.tuv.com/safety

Board of Management

Dipl.-Ing.
Jorg Mahler, Spokesman

Dipl.-Kfm.
Dr. Jérg Schldsser

Chairman of the
Supervisory Board

Dipl.-Ing.
Ralf Scheller

Nuremberg HRB 26013
VAT No.: DE 811835490
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TUVRheinland

Certificate

. The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

MEAN WELL Enterprises
Co.,Ltd.
No. 28, Wuquan 3rd Rd.
Wugu District
New Taipei City 24891
Taiwan

has established and applies a quality management system for medical devices
for the following scope:

Manufacture and Distribution of
Switching power supplies for medical devices

Proof has been furnished that the requirements specified in

EN I1ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2019-07-05
Certificate Registration No.: SX 60138704 0001
An audit was performed. Report No.: 50072007 003

This Certificate is valid until: 2022-06-21

Certification Body

( DAKKS

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2019-07-05

Fuxiu Sheng
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