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"GAMBRO. Renal Products

EC-Declaration of Conformity

We

Gambro Lundia AB

Monitor Division

Box 10101

SE-220 10 Lund

Sweden Phone: +46 46 169000
Fax: +46 46 169616

being the manufacturer within the European Union of the following dialysis
treatment equipment:

AK200S

declare that the above mentioned device is in conformity with the relevant
provisions of the Council Directive 93/42/EEC of 14 June 1993 concerning
medical devices, Annex I -Essential Requirements-, and our company has been
subjected to the procedures laid down in Annex II -full quality assurance system-
of the above mentioned directive under the supervision of the British Standards
Institution, a Notified Body authorized by the United Kingdom Competent
Authority, and carrying the Notified Body Number 0086.

This device does not incorporate, as an integral part, a substance as referred to in
above mentioned Directive Annex I Section 7.4.

Eay
Lund, Sweden -
2001-06-21 - i”fva/ N

Tony Jénsson
Head of Monitor Division
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(Qvdteny preklad » anglického Jazyka)

Renal Producrs

EC Prohlaseni o shode

My,

Gambro Lundia AR
Monitor Divisiocon

Bax 10101

SE-220 10 Lund

Svédsko Telefon: +46 46 169000
Fax: +46 46 168616

klefl jsme v Evropské unil vyropei nasledujiciho zatlzeni pro

dialyzad&ni lécbu:

AK 200 S

prohlaiujeme, e shora uvedeneé rafizeni je v souladu

s pPfislusSnymi ustanovoenimi Smérnice Rady 93/42/FEEC ze
14.&crvna 1993 tyksijici sc lékafskych zaFizeni, PEiloha
Zakladnl poZadavky -, a Ze naSe spolednost se podrobila
stanovenému v P¥i1loze II - systém zajistujici komplexni
- ke shora uvedend swérnicl, & Lo pod dozorewm Britského
norem, organu jmenovaného kompetenlnim dFadem Spojenégho
kralovstvi, jenZ md &islo jmencvaného organu 0086.
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akaost
sSCavia
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Tolo warlzenl nezahrnujn, jeko integralni soudast, latku
uvedenon ve shora uvedené PFiloze T, Oddilu /.4 Smérnice.

Lund, 3Svédsko (Podpis)
2001-06-21

Tony Jénsson
Vedoucl Monitgrovaci divize

(Kulaté razitka)



