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DECLARATION OF CONFORMITY Respironics, inc

1001 Murry Ridge Lane
Murrysville, PA 15668-8580
Tol: B00-345-8443

Declares under our sole responsibility that the product:
Product Name:  Circult Acoessorles

Product Part Number: 302312  Plateau Exhalation Vaive (PEV), Single
312010 02 Enrichment Attachment, Box of 10
312710 02 Enrichment Altachment, Singlo
332113  Whisper Swivel I}
632316 Lightweight Tubing, 6 Foot
1000121 Reusabio Pationt Circuft with PR Line
1007800 High Temperature Tubing, 8 Foot
1032607 Reusable Performance Tubing, 6 Foot

March 18, 2003 312010, 312710, 632316
Novemnber 14,2008 302312, 332113, 1008121, 1007800, 1032007

Devico Classificalion and Rule:  Class lla, Rule 2

Global Medical Device
Nomenciature Code (GMDN) 44550 Breathing Circult Tube

Product Options/Accessories: None

To which this Declaration relates is In conformity with the provisions of Councll
Directive: 93/42/EEC Medical Devices Directive, as amended up to and Inclusive
of Councll Directive 2007/47/EC.

The Manufacturer Is certified by the Notified Body listed below to EN ISO 13485 and Annex I-Section 3.2 of the
Medical Device Directive 6/42/EEC. Coples of the Quaity System certificates are avallable upon request.

80339 Manchen, Germany

Noiifiod Body Identification Number: 0123

Authorized EU Representative: Respironics Deutschiand
Gewerbestrases 17
82211
Tek +40 8152 83060

Supplementary Information:
The products listed above have been tested In a typical configuration as described in the Manufacturer's

accompanying documentation. Additionally the products listed above have been designed, manufactured, tested, and
found to be compatible with the devices and accessories describad by the manufacturer in the devices accompanying
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Signature: }ﬂ/,éf &é Dat: (>-20-2012
Printed Name: Roger Hyde Piace of issue: Monroeville
Title: Director, Quality and Regulatory
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