v v R v LA FaeYV L FLIOLLI4 LLoMEBEDINDNA Wiuo

OGAMBRO.Renal Products i 59

EC-Declaration of Conformity

We

Gambro Lundia AB

Monitor Division

Box 10101

SE-220 10 Lund

Sweden Phone: +46 46 169000
Fax: +4646 169616

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

AK 200 ULTRA S

declare that the above mentioned device is in conformity with the relevant
provisions of the Council Directive 93/42/EEC of 14 June 1993 conceming
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
Authonty, 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.

Lund, Sweden (gm -
2001-06-21 : 2 d/ SYTVIL

Tony Jénsson
Head of Monitor Division
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EC Prohlasenli o shode

My,

Gambro Lundia AB

Monitor Division

Box 10101

SE-220 10 Lund

Svédsko Telefon: +46 46 169000
Fax: +46 46 169616

ktefi jsme v Evropske® unii vyrobci nasledujiciho zarizeni pro
dialyzaZni 1&&hu:

AK 200 ULTRA S

prohladujeme, Ze shora uvaedené zaiizeni je ¢ souladu

s ptisludnymi ustanovenimi Smérnice Rady 33/42/EEC ze
ld.Cervna 1993 tykajici se lékatskych cza¥izeni, PEiloha I -
Zakladnl poZadavky -, & zZe naSe spolelnost se podrobila Fizeni
stanovenému v Priloze 11 - systém zajistujicl komplexnl jakost
— ke shora uvvedené smé&rnici, a to pod dozorem Britského ustavu
norem, crqanu jmencvaného kompeteninim dfadem Spejeného
kralovsivi, jenZ ma Cislo Jmenovaného orginu 0086.

Tolo zafizeni nezahrnuje, jako integralni soudast, latku
uvedenou ve shora uvedenég Priloze [, 0ddilu 7.4 Smérnice.

Lund, Svédsko (Podpis)
2001-06-21

Tony Jonsson
Vedouci Moniltorovaci divize

(Kulaté razitko)
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Supplementary information for Certificate Number: CE 00328

Issued to

GAMBRO LUNDIA AB
MONITOR DIVISION

For the design, developrnent and manufacture of water reatment systems at:

GAMBRO WATER SYSTEMS AB
HOJDRODERGATAN 30

SE-212 39 MALMO

SWEDEN

Conditions of Approval:

Validity of this certificate is conditional on the quelity system being maintained to the
requirements of the Directive.

This approval excludes all products designed and/or manufactured by a third party on
behalf of the company named on this certificate unless specifically referenced.

This approval excludes Class 3 medical devices.
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