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TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Carlisle Medical Technologies
(Dongguan) Co., Ltd.

No. 2, Xinhu Industrial Park, Qiaolong Road
Dengwu Village, Qiaotou Town
Dongguan
523533 Guangdong
China

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

Contract Manufacture of Medical Cable Assemblies
and Oximeter Probes

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

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

Effective Date: 2019-05-27
Certificate Registration No.: SX 60137553 0001
An audit was performed. Report No.: 17056632 004

This Certificate is valid until: 2022-05-24

Certification Body

(pats

" Akkreditierungsstelle
D-ZM-14169-01-02

Date 2019-05-27

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://www.tuv.com/safety
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Business Stream Products
Certification Department

TUV Rheinland LGA Products GmbH - 90431 Nirnberg

Carlisle Medical Technologies
(Dongguan) Co., Ltd.

No. 2, Xinhu Industrial Park, Qiaol
Dengwu Village, Qiaotou Town
Dongguan

523533 GUANGDONG

CHINA

Application for : QMS

Certificate No. - SX 60137553 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 60137553 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

Test sample: no, documentation available

TUVRheinland®
LGAIS
Precisely Right.

Contact

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

Date May 27, 2019

TUV Rheinland
LGA Products GmbH

TillystraRe 2
90431 Nirnberg

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 Méahler, Spokesman

Dipl.-Kfm.
Dr. Jorg Schiésser

Chairman of the
Supervisory Board

Dipl.-Ing.
Ralf Scheller

Nuremberg HRB 26013
VAT No.: DE 811835490



