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lwD 98/79/EC

NSzev vfrobku: Stat Profile GCX Analyzitory v6etn6
reagentt, kalibritor0 a kontrol

Katalogovi 6isla: viz seznam v piiloze (3 strany)

Klasifikace: nepodl6haji Dodatku lla nejsou prostiedkem pro
sebetestovini

Virobce: Nova Biomedical, Gorp.
200 Prospect Street
Waltham, M402454-9141

Zistupce: Paul MacDonald, hlavni vedouci QA a RA

Evropski
zistupce: Nova Biomedical UK

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

Postup vyhodnoceni
shody: Dodatek lV

Nova Biomedical, Inc, profrla5uje, Ze uveden6 viirobky jsou v souladu s ustanovenimi
Sm6rnice Rady Evropy 98l79lEC pro zdravotnick6 prostiedky in vitro, vdetn6 platnfch
z6kladnich poZadavk& Dodatku l. Ve5ker5 podpftrn6 dokumentace je uchovdna
v sidle vfrobce.

PouZit6 standardy: ISO 13485: 2000
EN41010-1/A2: 1995
EN55011,1991
EN60601-1-2

Podpis:

Datum:

Paul MacDonald, hlavni vedouci QA a RA

9. prosince 2003
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Product  name:

Catalog l lumbers:

Classif ication:

NXanufacturer:

Representative:

European
Representative:

Conformity Assessment
Route:

Signature:

Date:
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Nova Biomedical, Lrc. declares that the products listed are in conformiry rvith the provisions of
the Council Directive 98179lEC for in vitro diagnostic medicai devices, including applicable
essential requirenrents of Annex I. All supporting documentation is retained under the premises
of the manufacturer.

Standards Applied: ISO 13485: 2000
Enl6 l0 l0-1/A2z 1995
EN55011,  1991
EN60601-1-2

:/
I MacDonald, Chief QA and RA Officer
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Declaration of Conformitv
To

IVDD 98I79IEC

Stat Profi le CCX Analyzers including
Reagents, Calibrators and Controls

List Attached (fivo pages)

Not subject to Annex II and are not self-test devices

Nova Biomedica l ,  Corp.
200 Prospect Street
lValtham, I\IA 02454-914 1

Paul MacDonald, Chicf QA and RA Officer

Nova Biomcdical UK
C3-5, Evans Business Cenrre, Deeside Industrial Park
Deeside, Flintshire, VK, CHS zJZ

Annex IV
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Lis t  o icata iog #s covered:

P r o d u c t  N a m e
Linear i l y  S tandard  Set  C Leve l  1
L inear i ty  S iandard  Set  C Levet  2
L inear i ty  S iandard  Ser  C Leve i  3
L inear r ty  S tandard  Set  C Lever  +

L inear i ty  S landard  Set  F  Leve l  1

L inear i l y  S tandard  Set  F  Levet  2
L inear i ty  S tandard  Se i  F  Leve l  3
L inear i ty  S tandard  Set  F  Levet  l

L inear i ty  S tandard  Set  G Leve l  1

L inear i l y  S tandard  Set  G Leve l  2
SfP pHOx and CCX S02 " , ,0  Ca l ib ra to r

tHb Ca l ib ra to r  CO-Ox

STP CCX Ca l iSra tor  Car t r ;dge '1

Ca l ib ra ic r  Car t r idge  1  w i rh  Creat jn ine

STP CCX Ca l ib ra to r  Car t r tdqe 2

STP CCX Calibrator Cartr iCqe 2 with Creatinrne

STP CCX Ca l ib raLcr  Car t r idge  3

STP CCX Ca l ib ra to r  Car t r idge  4

STP CCX Calibrator Cartr idge 4 with Creai inine

CO-Ox Reagent Cartr idge

Blank  Sensor  ISE
Blank Sensor fulelabol i tes
Blank Sensor Na,,pH only

8UN Membrane

BUN Sensor

Calcium Sensor
Chloride Sensor

Creatinine Membrane

Creatinine Sensor
Glucose Membrane

Glucose Sensor
Lactate Membrane

Lactate Sensor
lVlagnesium Sensor
PCO2 Membrane

PCO2 Sensor
pH Sensor

PO2 Membrane

PO2 Sensor
Potass ium Sensor

Reference sensor

S02 Sensor

l C a t a l o g
l N u m b e r

t t + a t

3625 1

E U  G r o u p  N a m e EU Group  Number
Aqueous S landards 1 1  5 0 c 3 0 3 0 0

1 1  5 0 0 3 0 3 0 0
1 1  5 0 0 3 0 3 0 0
1 1  q n n ? n l n ^

1 1  5 0 0 3 0 3 0 0
Aqueous StanCards 1 1 5 0 0 3 0 3 0 0

1 1  5 0 0 3 0 3 0 0
1 1  5 0 0 3 0 3 0 0
1 1  5 0 0 3 0 3 0 0
1 1  5 0 0 3 0 3 0 0
1 1 5 0 0 3 0 3 0 0
1 1  5 0 0 3 0 3 0 0
1 1 5 0 0 3 0 1 0 0

1 1 5 0 0 3 0 i 0 0

Calibrators and Standards CC 1 1 5 0 0 3 0 1 0 0

1 1 5 0 0 3 0 1 0 0

1 1 0 4 0 3 0 5 0 0
1 1 0 4 0 1 0 2 0 0

1 1 0 4 0 3 0 4 0 0
1 1 0 4 0 1 0 5 0 0

1 1 0 4 0 2 0 1 0 0
11  04  02  02  00

1 1 0 4 0 1 0 6 0 0

1 1 0 4 0 2 0 3 0 0

J J J  I Y

Aquecus Standards
13521  I  nqueous  S [anda rds

Aqueous Standards

Aqueous S tandards

Aqueous S randards
Aqueous StandarCs

2J877 I nquecus Standardi
Aqueous Standards

22771 Aqueous StandarCs
1 8 1 0 0  |  n q u e o u s  S t a n d a r d l

Ca l ib ra lo rs  and Standards  CC

alors and Standards CC 1 1 5 0 0 3 0 1 0 0

Cal ib ra lo rs  and Standards  CC 1 1 5 0 0 3 0 1 0 0

Cal ib ra to rs  and Standard t  C
M r-rtticompcn e n t

Calibrators and Standarcls CC 1 1 5 0 0 3 0 1 c 0

Calibrators and Standards CC 1 1 5 0 0 3 0 1 0 0

Cal ib ra to rs  and Standards  CC

37270 Electrode

37272 ElectroCe
3727 4 1 1 0 4 0 1 0 3 0 0

1 1 0 4 0 3 0 1 0 0

1 1 0 4 0 3 0 2 0 0

1 1 0 4 0 2 0 3 0 0

21512
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Sodium Sensor 1 1  0 4  0 1  0 7



Product  Name
CCX 1

CCX 1  (15  tes i s )
CCX ,I +

CCX t+  (w i th  CO-OX)

CCX 2 (12 tests)

CCX 3 (3 tests)
C C X  3 +

CCX 4  (10  tes t s )
CCX 4+

Nova Solu t ion
Ncva CO-Ox imeler  Depro te ;n iz ing  So lu t i cn

Nova Glu/Lac Sensor Soaking Solut ion
PCO2I  I  COZ Cond i t ion inq  So lu t ron
Preheater  Depro te in iz ing  So lu t ion

Performance Check Solut ion
STP CCX Elood Gas Auto-Cartridoe 3/dav
STP CCX Blood Gas Auto-Cartr idqe 6idav
STP CCX Blcod Gas Auto-Cartr idqe 9/dav
STP CCX Chemistry Auto-Cartr idge 2/day
STP CCX Chemistry Auto-Cartridge 4/day
STP CCX Chemistry Auto-Cartr idge 6/day

STP CCX Chemistry Auto-Cartridge with Creatinine Zday
STP CCX Chemistry Auto-Cartridge win Creatinrne aruay
STP CCX Chemistry Auto-Carir idge with Creatinine 6/day

STP CCX Controls 1 2 3
STP CCX Controls 4 5

STP CCX CO-Ox Auto-Cartr idge 3/day
STP CCX CO-Ox Auto-Cartr idqe 6/dav
STP CCX CO-Ox Auto-Cartr idge giday

sTP CCX CO trols 7 B I
Eack Up Power Suppty 220/24AV

Code Scanner
Stat Cart: Cart Only

Stat Cart:  ComDlete 240V

C a t a l o g
N u m b e r E U Grou N a m e I  . ,  ororo * .0*

3 7 . 1 1 3

J O i Y I

I  J O y O J

1 1 2 7 2

1 BO98

2 1  0 1  4 2
2 1  C l . 1 1

L  I  V  |  + Z

2 1  0 1  4 2
2 1  0 1  4 2

2 1  Q 1  4 2

2 1  0 1  4 2

2 1  0 1  4 2
2 1  0 1  4 2

2 1  A 1  4 2
1 1  9 0 0 1

1 1  9 0 0 1

1 1  9 0 0 1

1 1  9 0 0 1
1 1  9 0 0 1

1 1 5 0 9 0 9 0 0 0
1 1  5 0 9 0 9 0 0 0
1 1 5 0 9 0 9 0 0 0
1 1  5 0 9 0 9 0 0 0
1 1  5 0 9 0 9 0 0 0
1 1  5 0 9 0 9 0 0 0

1 1 5 0 9 0 9 0 0 0
1 1 5 0 9 0 9 0 0 0
1 1 5 0 9 0 9 0 0 0
1 1  5 0 9 0 9 0 0 0
1 1  5 0 9 0 9 0 0 0
1 1  5 0 9 0 9 0 0 0

359a2 
I Ntedium Automated CC AnaDlE?

l v led ium Automated CC Ana lvzer
iVledium Automated CC Analyzer
fu led ium Automated CC Anaryzer

36787 I lvledium Automated Ca Analyzer
i l l ed ium Automated CC Ana lvzer
tuledium Automated CC Analyzer
tuledium Automaled CC Analyzer
tuledium Automated CC Anatviir

37677 | It ledium Automated CeTiJli lJ
Other Ctinicai Cnemiltrylneagerds)
Other  Cl in icat  Cnemist ry-  lReagEn$

13{0e I  OrherCrinicaiCnemis[rylnEi lEn$
Other Clinical Chemistry ineage.,ts)
Other Clinical Chemistry lneagentt

17 457 Other Controls Clinical Chemislrv
Other Controls Ctiniiai Chemistrv
Other  Contro ls  Ct in ica l  ChemE
Other Controls Clinical Chemrstrv
Other Controls Clinicai Chemistrv
Other Controls Ctinrcat Cnemistrv
Other Controls Clinicat CnemisW 1 1  5 0 9 0 9 0 0 0
Oiher Controls Clinical

ther Conkols Ctinical Chemis rv
Other Controis Clinical ChemisW-
Other Controls Clinical Chemrsrry
Other Conkots Ciinical dFem,strv
Other Controls Ctinicai CnemlsW
Other Conkols Clinicat Cnemll irv 1 1 5 0 9 0 9 0 0 0
Orher  Con i ro ls  C l in ica l  Chemrsuy 1 1 5 0 9 0 9 0 0 0
Other  Cont ro ls  Ct in ica t  Chemis t ry 1 1 5 0 9 0 9 0 0 0


