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- €  DECLARATION OF CONFORMITY

Manufacturer:

Hersteller Fabricante Instrumentation Laboratory Co
Fabricante Producent 180 Hartweil Road

Fabiicamnt Tiltlverkare Bedford - MA $1730-2443 LLS.A.
Produftore KaraoKkeuvaarig

EU Authorized Representative:

EU-Bevoliméchtigte Representante Autorizado na UE Instrumentation Laboratory SpA
Representante Autorizado por la UE  Ellautoriseret reprassentant Viale Monza, 338

Mandataire EU Auktoriserad representant .

Rappresentante Auforizzato in Fu Efoumodormuévog gvrmpo‘owrrog omv EE 20128 - Mitano, italy

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

Instrumentation Laboratory erklfdn, dass die aufgefihrten Produki{e) mit den Bestimmungen der
angegebenen EU-Richtlinien und mit den aufgefiihrien normativen Dokumenten in Ubereinstimmung sind.

Instrumentation Laboratory declara por la presente que los produciofs) abajo mencionados, estén
conformes cor las directivas y normas Eurcpeas identificadas en esta declaracion.

Instrumentation Laboratory déclare par la présente, que le(s) produil(s) sous—ment:onne{s) est {soni}
conforme(s) aux directives et normes Européennes identifiées dans cetfe déclaration.

Instrumentation Laboratory dichiara con la presente che il(i) prodotio(i) sottomenzionato{i} é(sono)
conformi alfa diretfiva e agli standard specificati in questa dichiarazione.

Instrumentation Laboratory declara pelo presente que o(s) produto(s) abaixo mencionado(s) esta/estdo
conforme a Directiva e normas da Comissdo Europeia especificadas nesta declaracéo.

Instrumentation Laboratory erklasrer herved, at det (de) nedenfor anferte produkt(er) er i
averensstenmelse med de EU-direktiver og standarder, der er anfert i denne erkisering.

Instrumentation Laboratory bekraftar hirmed att produki(er) listade nedan, vara forenlig(a) med
Europeiska Union-ens direkliv och standarder identifierade i denna dekiaration.
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EU Directive:
EU-Richilinie Directiva UE Directive Européenne Direttiva Europea Directiva UE  EU-direktiv  EU
Direktiv Obnyia EE

VD - $8/79/EC (27/10/1998) ~ Annex | and Il
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Standard{s);

Normen und Richifinien Estandar(es) MNorme(s) Norma(e) Padrdo/Padroes Standardfer)
Standard{=r) Tpdrumyg

IS0 90017 EN 375

1SO 13485 EN 591

180 13612 EN 380

IS0 13641 PrEN ISC 175711

18O 14971 21CFR Part 809, 812, 820
ISO 15223

sty (2 by A6t - O 2%

Signature/Date (YYYY-M-DD}

Barbara A. Way, Director of Quality Assurance

(Name/Title)
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Product(s) Beaginning
Produkt{e) Produto(s) 2z beginnen von  Inicio
Producto(s) Produktier} A partir de Gaeldende fra
Produit(s Praduktier} Premiére id From
Prodottofi} lipotdve A partire da Frapndiy
P/N LOT/SN/CO
0002309 GEM Crit Check Multilevel 159
00003310700 Zeroing Solution N034767%
00003311900 Critical Care Diluent N1134700
06003312250 Multi 4 CO-Oximeter Leve! 4 N0648620
00003313250 Multi 4 CO-Oximeter Level 3 NO733213
00003314250 Multi 4 CO-Oximeter Leve! 2 NO733210
00003315050 CaiDye Reference Standard NOB49764
00003315250 Multi 4 CO-Oximeter Level 1 N0733177
00003316200 Multi 4 CO-Oximeter Control N0733274
00003331350 Standard 140/5/1 N0347184
00003510000 Urine Standard 100 mmol/L. Na" /100 mmol/ii K™ |N0448019
00005133700 abc Artificial Blood Control Multipack NO934501
00005133800 abc Agtificial Blood Control Acidosis N1234754
000651339800 abc Artificial Blood Control Normal N1234755
00005134000 abe Artificial Blood Control Alkalosis N1234758
000084684950 abc Artificial Blood Contre! High pO; N0146523
00009751750 Standard 140/5 NO447729
00008751850 Standard 12012 N0649145
000097519850 Standard 180/8 NO447717
00009752900 Rinse Solution N1242368
00008755500 Etching Solution N0548769
00009756400 Internal Standard 1.5 mmolL Cs N1236108
00009831300 6.840 pH Reference Buffer N0347881
00009831400 Flush Soiution NO146429
00009831600 7.384 pH Reference Buffer NO246983
06009831700 Cleaning Solution N0O246981
000069831800 Cai1 N0146419
00008832000 Flush Solution N1238109
00009832350 Hematocrit Check Low N0G632383
00009832450 Hematocrit Check High NO733211
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Werfe;Group :
Product{s} Beginning
Frodiki(e) Froduto(s) 2u beginnen von  Infcio
Productofs) Produid{er) A partir de Gaeldende fra
Produit(s Produidier) Premiére id From
Prodotiofi) Hipoidvra A partire da Evapdy
PN LOT /SN /CO
00009832550 Hematocrit Calibrator N0733277
00009832650 Balanced Heparin 0104001
00009832700 Critical Care/Hemoslil. Cleaning Agent N1134936
00009833100 Flush N1236112
00009833200 Cal 1 N1236108
00009833300 Cal2 N1236113
00009833400 Critical Care CO-Oximeter Cleaning Agent N1134711
00009833650 Contrll. Spectrum Level Il N0331092
00009833750 Contrll. Spectrum Level | NG331091
00009833850 Contrli. Spectrum Level IH N0O331097
00009833900 CO-Oximeter Cleaning Agent N1236107
00009834200 Cal2 NB548755
00020423700 Contril Plus Level 4 505
0G020450005 Lactate Linearity Check N0B4G246
00024001380-1383jContrlL 7 711
00024001418-1421 |Contril. 9 908
00024001587 CVP (Calibration Validation Product) 800
00024001811 CVP {Calibration Validation Product) Level 1 1801
00024001812 CVP (Caiibration Validation Product) Level 2 2801
00024001813 CVP (Calibration Validation Product) Level 3 3801
00024001814 CVP (Calibration Validation Product) Level 4 4801
00025000145 GEM CVP 5 tBili 5850
00025000101 GEM SYSTEM EVALUATOR LEVEL 1 1500
00025000102 GEM SYSTEM EVALUATOR LEVEL 2 2500
00025000103 GEM SYSTEM EVALUATOR LEVEL 3 3500
0G02500C104 GEM HEMATOCRIT EVALUATOR LEVEL 1 1600
00025060105 GEM MEMATOCRIT EVALUATOR LEVEL 2 2600
00025000106 GEM HEMATOCRIT EVALUATOR LEVEL 3 3800
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