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EC Ce「t冒ficate - Fu= Qua看雪ty Assu「ance System
Directive 93/42/EEC on MedicaI Devices, Amex II excluding Section 4
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Issued lt):

C格0宣7之書

Respironics Novametrix LLC

5 TechnoIogy Drive

Wallingford
Connecticut

O649之

USA

Inrespectof:

The design, deve○○pment and manufacture of oxygen generators, monitors for cardiac output,

respiratory mechanics, CO2, and pu音se oximetry; including the associated sensors, maSks,

nasal camulas, airway adapters and CPAP valves used with these medical devices,

Those aspects of Annex II relating to metrology in the design and manufacture of oxygen

anaIyzers。

On the basjs of our examination of the quaIity assurance system under the requirements of Council Directive

93/421EEC, Annex II excluding section 4, The quality assurance system meets the requirements of the directive. For

the pIa⊂ing on the market of cIass IⅡ products an Amex II section 4 ce巾ficate is required,

For and on behalf of BSI, a No輔ed Body for the above Directive (No軸ed Body Number OO86):

/ル　存命_細
Stewart Brain, Head of Compliance & Risk -

Medical Devices

First Issued: 1997-09-15　　　　　　　Date: 2017-06“28　　　　　　　Expiry Date: 2022-O7-18
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Va"drty o白hlS Cer師cate lS COnd)t)Onal on the quallty SyStem bemg malnta)ned to the requlrement5 Of the Dllect)Ve aS demonst「ated t「lrOUgh the 「equlred

sIJrve冊nce ∂CtlVltleS Of the No師ed Bodv. Th)S apP「OVal exc山des訓pr。ducts deslgned anc]/Or manUfactured by a tlllrCI p∂rty Oi「 behalf o白he companY

named on帥S Ce面flCate, Unless spec(flCally agreed with BSI.

Th【S Cer暗lCate WaS ISSUeCl electron(C訓y and lS boしInd bv the condit10nS Of the contract.

Inform∂(10n anCI Contact: BSI, Kitema「k Cou申Davv Ave…e′ Knowl剛,剛ton KeyI「eS MK5 8PP鴫l + 44 345 080 9000

BSI Assurance UK Umlted, 「eglStered ln Engl∂nd under number 780与321 at 389 Ch)SW!Ck Hlgh Ro∂d, London W4 4A」′ UK.

A iTlenlber of BSI Groし岬Of Compa印eS.


