Arizant CE 0470
skvélé napady, které funguji

EC PROHLASENI O SHODE

My, Arizant Healthcare Inc. (vyrobce)
10393 West 70™ Street
Eden Prairie, Minnesota, USA 55344

prohlasujeme na svoji vyhradni odpovédnost, ze oh¥ivaci jednotka Bair Hugger® model 505, které
se toto prohlaseni tyka, spliiuje zakladni zdravotni a bezpeénostni pozadavky a je v souladu s
prislusnymi nize uvedenymi smérnicemi EC za pouziti pfislusnych kapitol nasledujicich norem EC a
dalSich normativnich dokumenti. Aby znacka CE zuistala v platnosti, musi byt tento vyrobek
pouzivan vyhradn¢ s pokryvkami pro ohfivani/ochlazovani Bair Hugger Arizant Healthcare Inc.

Smérnice EU pro zdravotnické prostiedky 93/42/EEC
Smérnice Rady pro zdravotnické prostiedky
(v€etné norem pozadovanych k prokazani shody s hlavnimi pozadavky).

Prostiredek uvedeny v tomto prohlaSeni je zarazen do tfidy IIb, nebot je nedilnou soucasti systému
tiidy IIb. Zarazeni vychazi z pozadavki Pravidla 9 Prilohy IX Smérnice pro zdravotnické prostiedky.

Ohfivaci jednotka Bair Hugger® model 505, véetné viech verzi, spliiuje viechny pozadavky z
Dulezitych pozadavki (Pfiloha 1) Smérnice pro zdravotnické prostiedky, pokud je pouzivana v
souladu s pokyny.

Systém jakosti Arizant Inc. spliiuje pozadavky ISO 9001:2000 a ISO 13485:2003, jak je uvedeno v
certifikatech ¢. A0001315a-3, A0001315-2, A0000364a-3, A0000364-3, A0001393a-1 a
A0001393-1.

Cislo EC certifikatu Arizant Healthcare Inc. je EU 0302004.

Systém managementu jakosti je registrovan Orion Registrar Inc., USA.

EC registrace byla provedena NEMKO, Oslo, Norsko.

Znacka CE se pouziva dle pokynii Ptilohy II Smérnice pro zdravotnické prostredky.

Znacka CE byla aplikovana na dany prostiedek v souladu s ¢lankem 17 Smérnice pro zdravotnické
prostiedky 93/42/EEC.

Datum prvniho uplatnéni zna¢ky CE na tento vyrobek: 1/96
Opravnény zastupce Arizant Healthcare Inc. v Evropském spolecenstvi (definovany v ¢lanku 14

Smérnice pro zdravotnické prostiedky 93/42/EEC): Actamed Limited, Calder Island Way, Wakefiled
WF2 7AW, Spojené kralovstvi. Tel. (44) 1924 200550 Fax (44) 1924 200518
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EC DECLARATION OF CONFORMITY

We, Arizant Healthcare Inc. (Manufacturer)
10393 West 70th Street
Eden Prairie, Minnesota, 55344 USA

declare under sole responsibility that the Bair Hugger® Model 505 Warming Unit to which this
declaration relates meets the essential health and safety requirements and is in conformance with the
relevant EC directives listed below using the relevant section of the following EC standards and other
normative documents. For the CE Mark to remain valid, this product must be used exclusively with
Arizant Healthcare Inc. Bair Hugger Warming/Cooling Blankets.

EU Medical Device Directive 93/42/EEC
Council Directive concerning medical devices...
(including those standards required to prove compliance to the Essential Requirements)

The device named in this Declaration is classified as IIb as it is an integral part of a Class IIb system.
The classification is based on the requirements of Rule 9 of Annex IX of the Medical Device Directive.

The Bair Hugger® Model 505 Warming Unit, including all revisions, complies with all of the
requirements of the Essential Requirements of the Medical Device Directive, when used as directed.

Arizant Inc.’s Quality System meets the requirements of ISO 9001:2000 and ISO 13485:2003 as indicated
on certificate numbers A0001315a-3, A0001315-2, A0000364a-3, A0000364-3, A0001393a-1 and
A0001393-1

Arizant Healthcare Inc.’s EC Certificate number is EU 0302004.

The Quality Management System registration is granted by Orion Registrar Inc., USA.

The EC registration has been granted by NEMKO, Oslo, Norway.

The CE Mark is applied under the guidelines of Annex II of the Medical Device Directive.

The CE marking has been affixed on the device according to Article 17 of the Medical Device Directive
93/42/EEC.

Date of initial CE Marking on this product: 1/96

Arizant Healthcare Inc.’s Authorized Representative in the European Community (as defined in Article 14
of the Medical Device Directive: 93/42/EEC): Actamed Limited, Calder Island Way, Wakefield WF2
7AW, United Kingdom. Tel (44) 1924 200550 Fax (44) 1924 200518
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