Nazev vyrobku:

Katalogova cisla:

Klasifikace:

Vyrobce:

Zastupce:

Evropsky
zastupce:

Postup vyhodnoceni
shody:

Nova Biomedical, Inc,

nova

biomedical

Prohlaseni o shodé
s
IVVD 98/79/EC

Stat Profile CCX Analyzatory véetné
reagentt, kalibratort a kontrol

viz seznam v pfiloze (3 strany)

nepodléhaji Dodatku Il a nejsou prostiedkem pro
sebetestovani

Nova Biomedical, Corp.

200 Prospect Street

Waltham, MA 02454-9141

Paul MacDonald, hlavni vedouci QA a RA
Nova Biomedical UK

C3-5, Evans Business Centre, Deeside Industrial Park
Deeside, Flintshire, UK, CH5 2JZ

Dodatek IV

prohlasuje, Ze uvedené vyrobky jsou v souladu s ustanovenimi

Smérnice Rady Evropy 98/79/EC pro zdravotnické prostiedky in vitro, véetné platnych

zakladnich pozadavki
v sidle vyrobce.

Pouzité standardy:

Podpis:

Datum:
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Dodatku I. VeSkera podptirna dokumentace je uchovana

1ISO 13485: 2000
EN41010-1/A2: 1995
EN55011, 1991
EN60601-1-2

Paul MacDonald, hlavni vedouci QA a RA

9. prosince 2003

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

www.novabiomedical.com



riovd

biomedical

Declaration of Conformity
To
IVDD 98/79/EC

Product name: Stat Profile CCX Analyzers including
Reagents, Calibrators and Controls

Catalog Numbers: List Attached (two pages)
Classification: Not subject to Annex IT and are not self-test devices
Manufacturer: Nova Biomedical, Corp.

200 Prospect Street
Waltham, MA 02454-9141

Representative: Paul MacDonald, Chief QA and RA Officer
European
Representative: Nova Biomedical UK

C3-5, Evans Business Centre, Deeside Industrial Park
Deeside, Flintshire, UK, CH5 2JZ

Conformity Assessment
Route: Annex IV

Nova Biomedical, Inc. declares that the products listed are in conformity with the provisions of
the Council Directive 98/79/EC for in vitro diagnostic medical devices, including applicable
essential requirements of Annex I. All supporting documentation is retained under the premises
of the manufacturer.

Standards Applied: ISO 13485: 2000
EN61010-1/A2: 1995
ENS5011, 1991
EN60601-1-2

Signature: / 2}/4/?& /-"‘f//ét,{/@zzwé:/ 7

Piul MacDonald, Chief QA and RA Officer
i ” 0 3
Date: ? fec LE0 8
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Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-3141 U.S.A. Tel: 781-894-0800
www.novabiomedical.com




List of catalog #s covered:

Catalog | i
Product Name Number | EU Group Name EU Group Number J
Linearity Standard Set C Lavel 1 13513 Agquecus Standards 1150030300
Linearity Standard Set C Level 2 13520 Agquecus Standards 1150030300
Linearity Standard Set C Level 3 13521 Agqueous Standards 1150 03 03 00
Linearity Standard Set C Level 4 13522 Aqueous Standards 1150 0303 Q0 i
Linearity Standard Set F Level 1 17481 Aqueous Standards 1150030300 |
Linearity Standard Set F Level 2 17482 Agueous Standards 1150030300 |
Linearity Standard Set F Level 3 17433 Agueous Standards 1150030300 ;
Linearity Standard Set F Level 4 17464 Aqueous Standards 1150030300 |
Linearity Standard Set G Level 1 24877 Aqueocus Standards 1150030300
Linearity Standard Set G Level 2 24878 Agueous Standards 1150 0303 OO*T
STP pHOx and CCX SO2 % Calibrator 22771 Agueous Standards 1150030300 {
tHb Calibrator CO-Ox 18100 Agqueous Standards 1150030300 |
STP CCX Calibrator Cartridge 1 36253 Calibrators and Standards CC 1150030100 |
Multicomponent !
STP CCX Calibrator Cartridge 1 with Creatinine 36254 Calibrators and Standards CC 1150030100 i
Multicomponent |
STP CCX Calibrator Cartridge 2 36251 Calibrators and Standards CC 1150030100 |
Multicomponent ’
STP CCX Calibrator Cartridge 2 with Creatinine 36252 Calibrators and Standards CC 1180030100 |
Muiticomponent
STP CCX Calibrater Cartridge 3 36640 Calibrators and Standards CC 1150030100
Multicomponent
STP CCX Calibrator Cartridge 4 37164 Calibrators and Standards CC 1150030100
Multicomponent
STP CCX Calibrator Cartridge 4 with Creatinine 37168 Calibrators and Standards CC 1150 03 0100
' Multicomponent
STP CCX CO-Ox Reagent Cartridge 35150 Calibrators and Standards CC 1150030100
Multicomponent
Blank Sensor ISE 37267 Electrode
Blank Sensor Metabolites 22507 Electrode
Blank Sensor Na/pH only 37270 Electrode ‘
BUN Membrane 35239 Electrode j,
BUN Sensor 34966 Electrode 1104030500 |
Calcium Sensor 37272 Electrode 1104 010200 f
Chloride Sensor 37274 Electrode 1104010300 |
Creatinine Membrane 35238 Electrode
Creatinine Sensor 36223 Electrode 1104 03 0100
Glucose Membrane 35236 Electrode
Glucose Sensor 35222 Electrode 1104030200 |
Lactate Membrane 35237 Electrode
Lactate Sensor 35221 Electrode 1104 03 04 00
Magnesium Sensor 37271 Electrode 1104010500 |
PCO2 Membrane 35283 Electrode 7,
PCO2 Sensor 35286 Electrode 1104 02 0100
pH Sensor 37268 Electrode 1104 02 02 00
PO2 Membrane 35284 Electrode
PO2 Sensor 35285 Electrode 1104 02 03 00
Potassium Sensor 37273 Electrode 1104 010600 |
Reference sensor 37269 Electrode |
SO2 Sensor 21512 Electrode 1104020300 |
Sodium Sensor 37264 Electrode 1104010700 |
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Catalog ] !
Product Name Number EU Group Name EU Group Number
CCX 1 35942 Medium Automated CC Analyzer 210142
CCX 1 (15 tests) 36788 Medium Automated CC Analyzer | 2101 42
CCX 1+ 37413 Medium Automated CC Analyzer 210142
CCX 1+ (with CO-0OX) 36730 Medium Automated CC Analyzer + 210142
CCX 2 (12 tests) 36787 Medium Automated CC Analyzer 210142
CCX 2+ 36791 Medium Automated CC Analyzer 210142
CCX 3 (3 tests) 363963 Medium Automated CC Analyzer 210142
CCX 3+ 36792 Medium Automated CC Analyzer 210142
CCX 4 (10 tests) 36961 Medium Automated CC Analyzer 210142
CCX 4+ 37677 Medium Automated CC Analyzer 210142
Nova Cleaning Soiution 11272 Other Clinical Chemistry (Reagents) 1190 01
Neva CO-Oximeter Deproteinizing Soluticn 180398 Other Clinical Chemistry (Reagents) 118001 i
Nova Glu/Lac Sensor Scaking Solution 13409 Other Clinical Chemistry (Reagents) 11 .90 01 f
PCO2/TCO2 Conditioning Solution 06857 Other Clinical Chemistry (Reagents) 1190 01 i
Preheater Deproteinizing Solution 12704 Other Clinical Chemistry (Reagents) 118001 |
Performance Check Solution 17457 Other Controls Clinical Chemistry 1150 90 90 00O ,
STP CCX Blood Gas Auto-Cartridge 3/day 36625 Other Controls Clinical Chemistry 1150909000 |
STP CCX Blood Gas Auto-Cartridge 6/day 36626 Other Contrals Clinical Chemistry 1150809000 |
STP CCX Bleed Gas Auto-Cartridge 9/day 36627 Other Controls Clinical Chemistry 1150909000 |
STP CCX Chemistry Auto-Cartridge 2/day 36628 Other Conrals Clinical Chemistry 11 50 90 S0 00 3
STP CCX Chemistry Auto-Cartridge 4/day 36629 Other Controls Clinical Chemistry 11 50 90 80 00 !
STP CCX Chemistry Auto-Cartridge 6/day 36630 Other Controls Clinical Chemistry 11 50 90 8000 [
STP CCX Chemistry Auto-Cartridge with Creatinine 2/day 37161 Other Controls Clinical Chemistry 1150909000 |
STP CCX Chemistry Auto-Cartridge with Creatinine 4/day 37162 Other Controls Clinical Chemistry 1150809000 |
STP CCX Chemistry Auto-Cariridge with Creatinine 6/day 37163 Other Controls Clinical Chemistry 1150908000 |
STP CCX Controls 123 35638 Other Controls Clinical Chemistry 1150909000 |
STP CCX Controls 4 5 35644 Other Controls Clinical Chemistry 1150 90 8000
STP CCX CO-Ox Auto-Cartridge 3/day 35618 Other Caontrols Clinical Chemistry 1150 90 9000
STP CCX CO-Ox Auto-Cartridge 6/day 37609 Other Controls Clinical Chemistry 1150309000
STP CCX CO-Ox Auto-Cartridge 9/day 37598 Other Controls Clinical Chemistry 1150909000
STP CCX CO-Ox Controls 7889 18099 Other Controls Clinical Chemistry 1150 90 8000
Back Up Power Supply 220/240V 331698
Bar Code Scanner 23591
Stat Cart: Cart Only 37223
Stat Cart: Complete 240V 37800
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