
RESPI RON ICS

DECLARATION OF CONFORMITY Reepironica, Inc
1001 Murvy Ridge Lane
Uurryevllle PA 15681-6550
Id: 8004484443

Declares under our sole responsibility that th. product:

Pmdud Name: Circuit Accessodee

Product Part Number 302312 Ptateau Eithalabcn Vatve (PEV), Single
312010 02 Enhchment Attedimant. Box of 10
312710 02 £awldwnei* Altaciwnent. Single
332113 WhisperSwiv&lI
532316 LiglteIglt TiMng. 8 Foot
1006121 Reusable Patient Cäu* wib PR Line
1007800 Hlglt Tempemtw’e ‘riSing, 6 Foot
1032907 Reusable Perfomaice TubIng, 6 Foot

Con— WUat lease Date: Pan P*flers:
ch 19,2003 312010, 312710,532316
November 14,2008 302312, 332113, 1008121. 1007800, 1032907

Device Calkeson arid Rde: Clees lie, Ruie 2

Globat Medical Device
Nomendature Code (GtADN): 44550 BreathIng Circuit Tube

Product Op&nWftoa None

To which this Declaration relates Is In conformity with the provisions of Council
Directive: 931421EEC Medical Devices Directive, as amended up to and inclusive
of Council Directive 20071471EC.

The Manufacturer it ceriMed by the NcASed Body Sd bfl to EN ISO 13485 aid Annex lI-Section 3.2 of the
Medical Device Directive 93/42/EEC. Copies of the Qudty Stem ..fIflab, are availeble upon request.

Notified Body: TUV SOD Product Service GmbH
RIdesWae85
003w Mchen, Gn

Notified Body Identification Number 0 23

Authodzed EU Repreeentattve: Reepironic. DeutactYand
Gewe4teetresee 17
82211 Nenwching, Gewiany
Tot: .496152 93080

Supplementary Information:

The pmduds led above have been tested in a tpic& configuration as described in the Manufacturers
accompanying documentthon. Additionally the products listed above have been desçned. manufactured, tested, and
found to be compatible with the devices and acceseodee described by the manufacturer in the devices accompanying
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RCSPI RON ICS

Sflre: ,/i0’0L Date: 6-ac- toll

Printed Name: Roger Hyde Place of Issue: Monroevile

hUe: Diedm and Reflby
Patient lnbiface
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