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Electrodes for lL Blood Gas lnstruments

GEM Premier Gartridges
manutacrurer:
Hersleller Fabilcante
Fabricante Prcducent
Fabricant Tiltve*are
Ptoduttorc KdrddKEUdjth.

Instrumentation Laboratory Co
113 Hartwell Avenue
Lexington - MA 02421 U.S.A.

EU Authorized Representative:
Eu-BevoilmAchtigte Reprcsentante Autoizado na UE
Re$esentante Autorizado pot la UE Eu-autofiseret rcptesentant
Mandatake EU Auktoiserad rcpresentant
RaDarcsentante Autorizzato in Eu Etouoto,ornutvo( avilrofu@fio< onv Et

lnstrumentation Laboratory SpA
Viale Monza,338
20128 - Milano, ltaly

Instrumentation Laboratory hereby declares that the product(s) listed below conform to the
European Union directive and standards identified in this declaration.

Instrumentation Laboratory erkleft, dass die aufgefilhrten Prcdum(e) mit den Bestimmungen der angegebenen Eu-Richtlinien und mit
den autgefnhtten normativen Dokumenten in Ubereinslimmung sind.

Instumentation LaboEtW declarc por ta presente que los ptoducto(s) abajo mencionados, est'n confomes con tas dircctivas y
normas Europeas identifrcadas en esta declaraci6n.

lnstrunentation Laborctory declare pat la prasente, que le(s) ptoduil(s) sous-mentionn6(s), est fsont) confome(s) aux dircctives et
normes Euroftennes ldenilftees dans cette declarction.

lns{rumentation Laboratoty dichiara con Ia prcsente che il(i) ptoclotto(i) sottomenzionato(i) e$ono) confomi alla dkettiva e agli standad
speciticali in questa dichiarazione.

lnstrunEntation Laborctory decla@ pelo presente que o(s) ptoduto(s) abaixo mencionado(s) eshlestAo conforme a Directiva e nermas
da comisseo europeia especrilcadas nesta declarcgeo.

lnstrunentation Laboatory eHarer herved, at det (de) nedenfor anfarte produkt(er) er i overcnsstemmelse med de EU4ireffiiver og
standardeL der er anforl i denne eNaring.

lnstrumentation Laboetory be4reftar hemed att produK(er) listade nedan, vara fArcnfig(a) med Europeiska Unionens dkektiv och
standarder identitierade i denna deklarction.

H lnstrumentation Laboratory p€ rc nop6v 6t1\6vet fur ro npoi1vra nou ovoQepowa Kdruttpu ouppopqofiwot p€ mv odnylq il19
Euputraixflg Evuo4g xor ro npdrutq nou tpoodtop\ovrd, ornv napo0oa 64Auoq.

EU Directive:
Eu-Richtlinle Directiva UE Dircctive Eurcpeenne Dkeftiva Europea Dircctiva UE EU4ireliliv EU Oirektiv Odnyis EE

IVD .98/79/EC (27l10l1SSB) - Annex I and lll

Standard{s):
Normen und Rich4inien Estdndar(es) Nozne(s] Narna(e) Padao/Padfies Standard(er) Standad(eo np6tut o

- ISO 13485:1996, Quality systems - Medical Devices
- 21CFR Part 809.10, 812.5, 820.130-820.160(a), 820.30, 820.70
- ISO 14971:2000, Medical Devices - Application of risk management to medical devices
- EN 980:1996 + Al :1998, Graphical symbols for use in the labeling of medical devices
- ISO '15223:2000, Medical Devices - Syrnbols to be used with medical devices, labelling and information to be

supplied
- EN 591:2001, Instructions for use for in vitro diagnostic instruments for professional use
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Wlliam Wood
Qua I ity Assu ra n ce D i rector
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)rodugt(s) ,
)roduffi(e) Produto(s)
Toduclols) Produtd(er)
,rduit(s PtodukT(er)
Todotto(i) flpotdvto.

Beginning ':
ru beginnen von lnicio
q paftirde Galdende fra
)rcmidrc id. From
qpartireda Evap4ry

P/N LOT/ SN
005327 GEM Premier PAK 7 First production lots after

November 15,2003c05328 GEM Premier PAK 8
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DECLARATION OF CONFORMITY

GEM@Premiern 3000 System

Instrumentation Laboratory hereby declares that the product(s) listed below conform to the
European union directive and standards identified in this declaration.
lnstrunentation Labatory eHe4 dass die autgefijhrlen PrduK(e) mit den Bestimmungen der angegebnen E:J-RichtJinien und
mit den aufgefahden notmativen oc,kumenten in ,breinstjmmung sind.

lnst&npntation Labontory declera Wr la presente que los producto(s) abf,jo mencionados, estdn conforme,s con ,as directivas y
normas Europas identiftcadas en esfa declanci6n.

lnstruftEntation bbratory ddclare par la presente, que le(s) produit(s) sous-mentionne(s), est (sont) conforme(s) eux directives et
normes Euro&ennes identlides dans cette decbration.

lnstrunEntation La0E,ratofy dichian con la pG,sfJnte che il(i) prodotto(i) sottomenzionato? i(sono) conformi alta direftiva e agti
standad s@iftcati in questa clichiarazione,

lnstrurtBntation Labratoty declan wlo pEsente gue o(s,) produto(s) abaixo mencionado(s) estd/est5o conforme a Directiva e
normas da Corrisseo Europeia especil?cadas nesta dectangeo.

lnstrunentation Laboatory etklerer heved, at det (de) nedenfor anlorte produkt(er) er i overensslemrnelse med de EtJ4ire!<tivel
q slandader, der er antod i denne erkleing.

lnstrunlentation l-abontory bekrdftar hdrmed att prcd,ukl(e4 tistade nedan, vara f6renlig(a) med Europeiska LJnion-ens direajv och
standarder illentiftende i denna deklaration.

H lnstrun€ntation La|r,retory pe n nopdv 64kbva 6n n npoi5wo nou owgtpowot xorwrtpw ouppopqo1wot pe qv o1qyio r4g
Eupwnoixflg Evun4E rot m np6runo nou npoo5topi(owot orqv nopoloo 6r1luon.

EU Directive:
Eu'Richtlino Directiva UE Directive Europdenne Direftiva Europea Directiva UE EU4ireaiv Eu Direfuiv O64yio EE

ND - 98n9/EC (27110/1998) - Annex I and ttl

Standard(s):
Normen und Richtlinien Estendar(es) Nor'P'(s) Norme(e) PadaorPadrles Standard(er) Standad(ar) flp6runo

- ISO 13485:1996, Quality systems - Medical Devices
- 2l CFR Part 809.10, 812.5, 820.130-820.160(a), 820.30, 820.70
- EN '1441:1997, Medical Devices - Risk Analvsis
- ISO 14971:2000, Medical Devices - npptcaiion of risk management to medical devices
' EN 6101 S1 :1990 + A_1 :a2: Safety requirements for elecirical equipment for measurement, control, and

laboratory use - Part 1: General requirements
- EN 6132S1 :'1998 Class A, Emission Radiated and Line-conducted, Annex B lmmunity, Etectrical equipment for

measurement, control and laboratory use - EMC requirements
- EN 980:1996 + A1:1998, Graphical symbols for use in the labelling of medical devices
- ISC 15223:2000. Medical Devices - Symbols to be used with medical devices, labelling and information to be

supplied
- EN 375:2000, Information supplied by the manufacturer with in vitro diagnostic reagents for professional use- EN 591:2001, Instructions for use for in vitro diagnostic instruments for professiona-l use

htuZ*rJ,rL

Manufacturer:
Hersteller Fabricante
Fabricante Producent
Fabricent Tillveil<are
Produttore Kowoxtuocrh<

Instrumentation Laboratory Co
113 Hartwoll Avenue
Lexington - ilA 0242'l U.S.A

EU Authorized Representative :
Eu-Bevoilmechtigle Representante Autoindo na IJE
Representante Autorizado pr la UE EU-autoiseret representant
Mandatairc EU Auhoiserad rcprcsentant
Rappresentante Autoria,ato ill Eu E(ouoto6or4lttvog ownp6quno< onv El

lnsbumentation Laboratory SpA
Viale Monza,338
20128 - Milano, ltaly

William Wood
Qua/rly Assu rance Director

Lexington, Septembpr,,fO03 .
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Product(s)
Froduld,(e) Prcduto(s)
Ptduclo(s) Ptdun@r)
Prduit(s Ptdu$(er)
PrfioAoO fleet/nla

Beginning
w ieginnen von lnicio
A paftir de Geldende ln
Prem6re E. Fr o m
A paftire da Evafi4

PN LOT / SN

0057000100 GEM Premier 3000 with NTSC Fiat production lots after
October 1, 2003GEM Premier 3000 Pak for Blood Gas/Hct

0024307504 /5 samole size

002431 5004 150 sample size

00243300M 100 samole size

0024345004 150 samole size

3EM Premier 3000 Pak for Btmd GaslHcvLvt€€

0024307507 75 sample size

0024315007 150 samole size

0024330007 100 samole size

0024345007 150 samole size

0024360007 i00 sample size

3EM Premier 30O0 Pak for Btood Gas/F{et/Lvtes/chr.ns€/l e.Jrte

0024315009'150 samole size

0024330009 300 samole size

0024345009 450 samob size

0024350009 600 samole size

3EM Premier 3000 iOM Pak for Blood Gas/Hct

0024307584 U5 samgle (3 week)

0024407584 75 samplql4 ltek)

0024315084 1150 samole size

0024330084 300 sample size

0024345084 450 samole size

GEM Premier 3000 iOM Pak for Blood Gas/Hct4 vteq

0024307587 75 sample size

0024315087150 samole size

0024330087 300 samole size

0024345087 450 samole size

0024360087 600 samole size

3EM Premier 3000 iQM Pak for Blood GasfttcVlytes/Gtuc./Lact.

0024307589 75 samole size

0024315089 150 samole size

0c24330089 J00 samcle size

0024345089 450 samole size

0024360089 S00 samole size

COc-: L167ii

fr2, r>y'-t*S'/A// |
ATrue copy Attest F/t

CLAIRE E. THEOBALD
NOTARY PUBLIC

My ommision expires Aug. 29, 2008

P.tN 2.1005145 Rev.02
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