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We

Gambro Lundia AB
Monitor Divisiou
Box 10101
SE-220 10 Lund
Sweden Phone: +4646 169000

Fax: +46 46 !69616

bei-ng the manufacfurer within rhe European Union of the following diďysis
Eeatment equipment:

AK 2AO ULTRA S

declare that the above mentioned device is in confonnity with the relevant
provisions of the Council Directive 93/42IEEC of 14 June 1993 concerning
medicď devices, Annex I -Essenriď Requirements-, and our comPany has been
subjected to the procedures laid down in Annex II -full quďiry assurance system.
of the above mentioned directive under the supervision of the British Standards
rrtstitution, a Norified Body authorizedby the United Kingdom Competerrt
Auttrority, ild carrying the Notífied Body Number 0086.

This device does not incorporate, as an iniegrď Párt, a substauce as referred to in
above mentioned Directive Annex I Section 7.4.

Ec-Declaration of Conformity

fuh-.*
Lund, Sweden
200r-46-21

Tony Jónsson
Head of Monitor Division
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Ec Prořr1ášení o strodě

Mv.

Gannbro Lundia Ag
Monitor Division
Box 101O1
SE-22O 10 Lund
šwéd.sko Te].efon: +46 46 169000

E'ax: +46 46 169616

kteři jsrne v E..,'ropskr! unii výrobci nástectutiicího r.ařizení pro
cÍÍa Lyzačn i. ] óČt:u:

AK 200 ULURA ,S

prrL}rlašu jeme:, t,e shora uverjtlrré z.aří zeni je v stlujadu
s r.lřís}ušnými trstartoveními slš!..''g= Ra:ly 93/a?/EEc Zc
} 4 - červn.r 1993 týkaj Í ci se lt1kařských .aři zerti , Př í.Ioha I _

ZákladrrÍ poŽarÍavky _. a Že riaše spo-leč.nc.lsL se p<.ldrobi]a řízeuj
st-atlclvenému v Fřlloze i t systént zaj i i:ťt.tj icl kontpJ exnl j akosr.

ke shora uvedené smčrnÍci. a to pod dozorem Br:itského tistavrr
l.iorcm' orqáirtr jrncnc;vallÓhr..l koni:etcn!:nim úřadem Spc;r:ného
k-rálovslvi, j enŽ m.á č1 -sir-: jnrenovanČhr: clrgánu 008 6.

ToLo z.ařizenÍ nezařrrnuj o, j ako intagrálrlí součást., tátku
uvedenou ve =.hora uvedené Pří.loze I., oddllu 7-4 Směrnice.

vlu4

Ltrrrd, švédsko
2001 -06-21

( PodPÍs )

}orty ilÓnsson
Vedouci. Monitorovaci clivize

(KulaLé razj tko)
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Continuation Sheet

fcrr Certificate Number: CE 00328

Issued to I

GAMBRO LIJNDIA AB
MOMTOR DTVISION

For (he design, development and manuťacture of water treatrIlent systems at;

GAMBRO WATER SYSTEMS At]
HoJDRoDERG.dTÁN 30
sE-212 39 MALMO
SWEDEN

Conditions of Approval:

Validity oÍŮis certjficatc is conditional on Úrc queliý syncm bcrng maintaincd to thc
rcquiremen$ of Úre Di.rective.

T}ris approva| cxcludcs alI producs desi5ncd anďorrnanufacfured by athird paÍo/ on
bchalf of thc company namcd on úis ccniÍicatc urrlcss spcciÍiel|y rcícrcnced.

This approval cxcludcs Class 3 mcdical dcvices-

l)ate:

Issut::

First Issrrt:<l:

l6 Árrgtr:;t l!)1)!)
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25 Novcnrbcr 1994

Pugc 2 ol' l
tstitislr Standarrls Instinrtiorr, ll{9 Chiswick iligh t{ontJ, Lorlrlrrn, W4 4At,
Thc Brirish StnnÚzu'ds tnstitutlon is incorp<lrrtc<l by Royn| Chnrtcr
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