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ISO 13485:2016
EN 1SO 13485:2016

For P Wiowey srdvien

Design and Manufacture of Reusable Sp02 (Pulse Oxygen Saturation) Sensors,
Disposabie SpO2 (Puise Oxygen Saturation] Sensors,
Manutacture of ECG (Electrocardiogram) Cables

Thes certdficate is valid from 3t January 2018 until 30 January 2022
and remans vald subwect 10 salsfaclory surweiliance audes.

Re certification aulit due befors 17 September 2021

tssue 3 Certfed since 08 November 2011
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£C Cerificate Full Guality Assurance System Certificate CN18:41013
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Shenzhen City Teveik
Technology Co., Ltd.

F B Bid No 21 Bnggang Industnal Road, Shiwei Vilage, Gongming Strost
Guangming hew District, Stenzren City, Guangdeng Province 518108 PR. China

Fan raen asyemsad g canted as Teetrg Do ceguiremerts of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the ooy proiats

Reusable SpO2 (Pulse Oxygen Saturation) Sensor,
Disposable Sp02 (Pulse Oxygen Saturation) Sensor
Wherp the abave scope includes class UB or clase B medical devicels), & vabd EC Type

Exammation Certificate sccording to Annex Bl is a mandatory requirement for each device
in addition to this certificats to place that device on the marhet

Tnis rertificate is valid from 16 December 2019 untl 30 January 2024
and remains valld subject to satisfactcry surveilance audils.

lssue 1, Certified snce 03 June 2018

and first certified by SGS Belgium NV since 16 December 2013

Calibcation i based on 18008 furrtered CSZX 45342
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SGS Belgium NV, Notified Body 1639
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