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My, Arizant Healthcare Inc. (vfrobce)
10393 West 70th Street
Eden Prairieo Minnesota, USA 55344

prohlaSujeme na svoji qihradni odpov6dnost, Ze ohffvaci jednotka Bair Huggero model 505, kter6
se toto prohl6Seni dk6, sphiuje zfldadni zdravotni a bezpednostni poZadavky aje v souladu s
pifslu5qimi niZe uvedenlfmi smdrnicemiBC zapouZitf piislu5nlfch kapitol nr{sledujicich norern EC a
dal5fch normativnfch dokumentu. Aby znadka CE z&stala v platnosti, musf bft tento qirobek
pouLivinqihradnd s pokrfvkami pro ohiivdni/ochlazovdni Bair Hugger ArizantHealthcare Inc.

Sm6rnice EU pro zdravotnick6 prostiedlry 93/42t&EC
Smdrnice Rady pro zdravotnick6 prosfedky
(vdetnd norem poZadovanych k prok5z6ni shody s hlavnimi poZadavky).

Prostiedek uvedenf v tomto prohl6Seni j e zalazen do tffdy IIb, nebot' je nedilnou soudfstf syst6mu
tiidy IIb. ZaiazenivychfnizpoLadavkilPravidla 9 Piilohy lX Smdrnice pro zdravotnick6 prostiedky.

Ohiivaci jednotka Bair Hugger@ model 505, vdetnd v$ech verzf, splfiuje v5echny poLadavky z
DtleZitych poZadavkri (Pifloha 1) Smdrnice pro zdravotnick6 prostiedky, pokud je pouZiviina v
souladu s pokyny.

Syst6m jakosti Arizant Inc. sphiuje poZadavky ISO 9001:2000 a ISO 13485:2003, jak j" uvedeno v
certifikdtech d. A0001315a-3, A0001315-2, A0000364a-3,A0000364-3, A0001393a-1 a
A0001393-1.
ifslo nC certifik6tu AnzantHealthcare Inc. je EU 0302004.
Syst6m managementu jakosti je registrov6n Orion Registrar Inc., USA.
EC registrace byla provedena NEMKO, Oslo, Norsko.
Znadka CE se pouZfv6 dle pokynri Piilohy II Smdrnice pro zdravotnick6 prosfedky.

Zna(ka CE byla aplikov5na na dan! prosfredek v souladu s dk{nkem l7 Smdrnice pro zdravotnick6
prostiedky 93/42/EEC.

Datum prvniho uplatndni znaiky CE na tento vfrobek: l/96

Opr6vn6nli zhstupce ArizantHealthcare Inc. v Evropsk6m spoledenstvi (definovaqi v dlSnku 14
Smdrnice pro zdravotnickd prostiefu 9y42nEC): Actamed Limited, Calder Island Way, Wakefiled
WF2 7AW Spojen6 kr6lovstvi. Tel. (44) 192420A550 Fax (4a) 1924200518
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EC DECLARATION OF COI\F'ORMITY

We, Arizant llealthcare 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 safoty requirements and is in conformance with the
relevant EC directives listed below using the relevant section of the following EC standards and otler
normative documents. For the CE Mark to remain valid this product must be used exclusively with
Arizarfi Healthcare Inc. Bair Hugger Warming/Cooling Blankets.

EU Medical Device Directive 93l42nEC
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 ofthe Essential Requirements ofthe 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, 40001315-2, A0000364a-3, 40000364-3, A0001393a-l and
A0001393-1
Aizant 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 ofthe Medical Device Directive
93/42/EEC.

Date of initial CE Marking on this product 1/96

ArtzantHealthcare Inc.'s Authorized Representative in the European Community (as defined in Article i4
of the Medical Device Directive: 93/421EEC): Actamed Limited, Calder Island Way, Wakefield WF2
7AW, UnitedKingdom. Tel(44) 1924200550 Fax (,+a) D24200518
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