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Tina-quant® [al RF

o Indicates Roche/Hitachi analyzer(s) on which kit(s) can be used

704 (717 | 736 |747 |747-|902 |904 (911 {914 |917 | MODULAR

Cat. no. Bottle Contents 737 400 912 P D
1552007 1 Buffer, 6 x 16 ml

2 IgG-latex, 6 x 20 ml i bl A
1299832 1 Buffer, 4 x 15 ml

2 IgG-latex, 4 x 18 ml o | e|o 0 0
1489020 1 Buffer, 3 x 70 ml

2 lgG-latex, 3 x 84 ml L e o o
1777866 1 Buffer, 3 x 250 ml ° °
1777882 2 IgG-latex, 3 x 300 ml
1929321 1 Buffer, 6 x 96 ml °

2 IgG-latex, 6 x 118 ml

Some analyzers and kits shown may not be available in all countries. For additional system applications, contact your local Roche representative.

Intended use

Immunoturbidimetric assay for the quantitative in vitro determination
of rheumatoid factors in human serum and plasma on automated
clinical chemistry analyzers. Measurements may be used as an aid
in the diagnosis of rheumatoid arthritis.

Summary'-1°

Rheumatoid factors are a heterogeneous group of autoantibodies
directed against the antigenic determinants on the Fc-region of IgG
molecules. They are important in the diagnosis of rheumatoid arthritis,
but can also be found in other inflammatory-rheumatic diseases and
in various non-rheumatic diseases. They are also found in clinically
healthy persons over 60 years of age. Despite these restrictions, the
detection of rheumatoid factors is a diagnostic criterion of the Amer-
ican College of Rheumatology for classifying rheumatoid arthritis. The
autoantibodies occur in all the immunoglobulin classes, although the
usual analytical methods are limited to the detection of rheumatoid
factors of the IgM type.

The classic procedure for the quantitation of rheumatoid factors is
by agglutination with IgG-sensitized sheep erythrocytes or latex
particles. Particular problems of these semi-quantitative methods are
the poor between-laboratory precision and reproducibility, together
with standardization difficulties. For these reasons, new assay methods
such as nephelometry, turbidimetry, enzyme-immunoassays and
radioimmunoassays have been developed.

The Roche RF assay is based on the immunological agglutination
principle with enhancement of the reaction by latex.

Test principle'

Immunoturbidimetric assay.

e Sample and addition of R1 (buffer)

¢ Addition of R2 (IgG-latex) and start of reaction:
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Latex-bound heat-inactivated IgG (antigen) reacts with the anti RF-
antibodies in the sample to form antigen/antibody complexes which,
following agglutination, are measured turbidimetrically.

Working solution concentration
R1 Buffer
TRIS buffer*: 0.20 mol/l; sodium chloride: 0.37 mol/l; preservative
R2 1gG-latex
Latex particles coated with heat-inactivated human IgG: 0.2%v/v;
glycine: 20 mmol/I
* TRIS = tris(hydroxymethyl)-aminomethane

Precautions and warnings

For in vitro diagnostic use.

Exercise the normal precautions required for handling all laboratory
reagents.

Reagent handling

R1: Ready for use

R2: Ready for use. Mix well before using for the first time and once
weekly thereafter.

Storage and stability

Unopened kit components: Up to the expiration date at 2-8°C
R1: 90 days opened and refrigerated on the analyzer

R2: 90 days opened and refrigerated on the analyzer

Specimen collection and preparation
Collect serum using standard sampling tubes.
EDTA or citrated plasma
Stability': 24 hours at 20-25°C
3 days at 2-8°C
4 weeks at -20°C (freeze only once)
Centrifuge samples containing precipitate before performing the assay.

Testing procedure

Materials provided

¢ Working solutions as described above
Additional materials required

e Calibrators and controls as indicated below
¢ 0.9% NaCl

Assay

Refer to the appropriate operator’s manual and/or the Instrument
Settings section of this package insert for analyzer-specific assay
instructions. The performance of applications not validated by Roche
is not warranted and must be defined by the user.

Calibration

Standardization: The rheumatoid factor method was standardized
using the WHO Standard 64/2.

S1:0.9% NaCl

S2: Precimat RF

Calibration frequency

Two-point calibration is recommended:

¢ after reagent lot change

¢ as required following quality control procedures

Calibration verification: not necessary
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Quality control

For quality control use Precinorm RF, Precipath RF or other suitable
control material. The control intervals and limits must be adapted to
the individual laboratory and country-specific requirements. Values
obtained should fall within established limits. Each laboratory should
establish corrective measures to be taken if values fall outside the
limits.

Calculation
Roche/Hitachi systems automatically calculate the RF concentration
of each sample.

Limitations - interference'> 1?

Criterion: Recovery within + 10% of initial value.

Icterus: No significant interference up to an | index of 60 (approximate
conjugated and unconjugated bilirubin concentration: 60 mg/dl).
Hemolysis: No significant interference up to an H index of 1000
(approximate hemoglobin concentration: 1000 mg/dl).

Lipemia (Intralipid): No significant interference up to an L index of 1000
(approximate triglycerides concentration: 2000 mg/dl). There is poor
correlation between turbidity and triglycerides concentration.

No high-dose hook effect up to RF activities of 6000 1U/ml.

Thirty one commonly used pharmaceuticals were tested in vitro. No
interference with the assay was found.

Measuring/reportable range

Roche/Hitachi 704/902

Measuring range: 7.5-120.0 1U/ml

Manually dilute samples having higher concentrations with 0.9% NaCl
(e.g. 1+ 1). Multiply the result by the appropriate dilution factor (e.g. 2).
Roche/Hitachi 904/911/912

Measuring range: 7.5-120.0 1U/ml

Extended measuring range with rerun: 7.5-180.0 IU/ml
Roche/Hitachi 917/MODULAR

Measuring range: 7.5-120.0 1U/ml

Extended measuring range with rerun: 7.5-320.0 IU/ml
Roche/Hitachi 717/747/914

Measuring range: 7.5-120.0 1U/ml

Extended measuring range with rerun: 7.5-360.0 IU/ml

Expected values™

<14 1U/ml

In serum samples from 202 test subjects, the RF values were below
14 IU/ml (97.5th percentile). Each laboratory should investigate the
transferability of the expected values to its own patient population
and if necessary determine its own reference range. For diagnostic
purposes, the rheumatoid factor results should always be assessed
in conjunction with the patient’s medical history, clinical examinations
and other findings.

Specific performance data
The data determined using a Roche/Hitachi system are given below.
Results obtained in individual laboratories may differ.

Imprecision?
Reproducibility was determined using human samples and controls
in an internal protocol (n = 21). The following results were obtained.

Within run Between day
Sample Mean SD %CV Mean SD %CV
1U/ml 1U/ml 1U/ml 1U/ml
Precinorm RF 39.0 0.6 1.7 35.0 21 6.0
Human serum 1 9.0 5.1 5.1 45.0 1.9 4.2
Human serum 2 65.0 0.4 0.7 82.0 3.3 4.0

Analytical sensitivity (lower detection limit)'2

7.5 1U/ml

The lower detection limit represents the lowest measurable RF con-
centration that can be distinguished from zero. It is calculated as
the concentration lying three standard deviations above that of the
lowest standard (zero standard + 3SD, within run precision, n = 21).
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Method comparison'?

A comparison of the rheumatoid factor determination using Roche
Tina-quant @ RF (y) with a nephelometric RF assay (x) gave the
following correlations (IU/ml):
Passing/Bablok'®16

y =-6.68 + 1.06 x

r=0.822 r=0.822

SD (md 95) = 21.849 Sy.x = 10.759

Number of samples measured: 30

The sample concentrations were between 23 and 118 IU/ml.

Linear regression
y =4.55 + 0.87 x
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Instrument settings

US users

Refer to application sheet for additional operating information.
Roche/Hitachi 914 customers

Refer to application sheet for parameters.

Roche/Hitachi 904, 911, 912, 917, and MODULAR users

Read in the application parameters from the application diskette or

barcode sheet, as appropriate.

Roche/Hitachi 704
Temperature: 37°C

PROGRAM 2 CHEMISTRY PARAMETERS

TEST [RF]

ASSAY CODE [2(2 POINT)]-[20]-[24]
SAMPLE VOLUME [3]

R1 VOLUME [180]-[20]-[NO]
R2 VOLUME [220]-[20]-[NO]
WAVELENGTH [0]-[700]
CALIB. METHOD [LINEAR]-[0]-[0]
STD. (1) CONC.-POS. [_I-[_]
STD. (2) CONC.-POS. [_1-[_1]
STD. (3) CONC.-POS. [01-[0]

STD. (4) CONC.-POS. [01-[0]

STD. (5) CONC.-POS. [01-[0]

STD. (6) CONC.-POS. [01-[0]

UNIT [_]

SD LIMIT [0.1]
DUPLICATE LIMIT [200]
SENSITIVITY LIMIT [0]

ABS. LIMIT (INC/DEC) [0]-[INCREASE]

PROZONE LIMIT [32 000]-[UPPER]
EXPECTED VALUE [_1-1_1]
INSTRUMENT FACTOR [1.00]

___ Data entered by the operator

Roche/Hitachi 717
Temperature: 37°C

PROGRAM 2 CHEMISTRY PARAMETERS

TEST [RF]

ASSAY CODE [2(2 POINT)]-[32]-[39]
SAMPLE VOLUME [81-[1]

R1 VOLUME [180]-[20]-[NO]
R2 VOLUME [220]-[20]-[NO]
WAVELENGTH [0]-[700]
CALIB. METHOD [LINEAR]-[0]-[0]
STD. (1) CONC.-POS. [_I-[_]
STD. (2) CONC.-POS. [_1-[_1]
STD. (3) CONC.-POS. [01-[0]

STD. (4) CONC.-POS. [01-[0]

STD. (5) CONC.-POS. [01-[0]

STD. (6) CONC.-POS. [01-[0]

SD LIMIT [0.1]
DUPLICATE LIMIT [200]
SENSITIVITY LIMIT [0]

ABS. LIMIT (INC/DEC) [0]- [INCREASE]

PROZONE LIMIT
EXPECTED VALUE [_1-1_1]
PANIC VALUE [_I-[_1]
INSTRUMENT FACTOR [1.00]

[32 000]-[UPPER]

___ Data entered by the operator

0~ 1

Roche/Hitachi 747
Temperature: 37°C

PROGRAM 4.2 CHEMISTRY PARAMETERS

TEST (RF)

ASSAY CODE 2-32-39

WAVELENGTH (nm) 0 (SUB)-700 (MAIN)
SERUM URINE

SAMPLE VOLUME (ul) 3-1 [1-11]

EXPECTED VALUE (IU/ml) 0.0-14.0 [1-11

PANIC VALUE (IU/ml) ... — [1-11

ABS. LIMIT (INC/DEC) 0-1 [1-11

PROZONE LIMIT 32000-2 [1-11
R1 R2

R1/R2 VOLUME (ul) 180 220

R1/R2 DUMMY INTERVAL 0 0

DILUTION VOLUME (ul) 0

CALIB. METHOD 1

POINTS 0

STD 1 CONC RACK POS (NaCl)  0.0-........-1

STD 2 CONC RACK POS valug—........—....

STD 3 CONC RACK POS O=covveem0

STD 4 CONC RACK POS O-covvcem0

STD 5 CONC RACK POS O-covveem0

STD 6 CONC RACK POS O=covveem0

SD LIMIT 0.1

DUPLICATE LIMIT 200

SENSITIVITY LIMIT 0

STD1ABS.LEVEL ... _—

INSTRUMENT FACTOR 1.0

...... Data entered by the operator



Roche/Hitachi 902

No. <Chemistry>

1 Test Name RF

2  Assay Code (Mthd) 2 Point End

3  Assay Code (2. Test) 0

4 Reaction Time 10

5  Assay Point 1 23

6  Assay Point 2 28

7  Assay Point 3 0

8  Assay Point 4 0

9  Wavelength (SUB) 0
10  Wavelength (MAIN) 700
11 Sample Volume 3.0
12 R1 Volume 180
13 RtPos. .
14 R1 Bottle Size Small
15  R2Volume 0
16 R2 Pos. 0
17 R2 Bottle Size Small
18 R3 Volume 220
19 R3POs. .
20 R3 Bottle Size Small
21 Calib. Type (Type) Linear
22  Calib. Type (Wght) 0
23  Calib. Conc. 1 0.0

24  Calib. Pos.t ..
25 Calib. Conc.2 ...

26 Calib. Pos. 2 0

27 Calib. Conc. 3 0

28 Calib. Pos. 3 0

29 Calib. Conc. 4 0

30 Calib. Pos. 4 0

31 Calib. Conc. 5 0

32 Calib. Pos. 5 0

33 Calib. Conc. 6 0

34 Calib. Pos. 6 0

35 S1ABS 0

36 K Factor 10000
37 K2 Factor 10000
38 K3 Factor 10000
39 K4 Factor 10000
40 K5 Factor 10000
41 A Factor 0

42 B Factor 0

43 C Factor 0

44 SD Limit 0.1

45 Duplicate Limit 150
46 Sens. Limit 500
47  S1 ABS. Limit (L) -32000
48  S1 ABS. Limit (H) 32000
49  ABS. Limit 0

50  ABS. Limit (D/1) Increase
51 Prozone Limit 32000
52  Proz Limit (Upp/Low) Upper
53 Prozone (End Point) 35

54  Expect.Value(l) ...

55  Expect.ValueH) ...

56 Instr. Fact. (a) 1.0
57  Instr. Fact. (b) 0.0

58 Key Setting ...

.... Data entered by the operator
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For detailed information, consult the operator manuals for Roche/Hitachi systems, the
respective application sheets and the package inserts for the calibrator and control sera.

Tina-quant, Precimat, Precinorm and Precipath are trademarks of a member of the Roche
Group.

Intralipid is a trademark of KabiPharmacia, Inc.
©1999 Roche Diagnostics

[ ] = additions or changes

Roche Diagnostics GmbH, D-68298 Mannheim, Germany
Roche Diagnostics Corporation, Indianapolis, IN, USA
US Customer Technical Support 1-800-428-2336

December 1999
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Tina-quant® [al RF

Produto registado no INFARMED

@ [ndica o(s) analisador(es) Roche/Hitachi no(s) qual(ais) o(s) kit(s) pode(m) ser utilizados

. 704 | 717 | 736 | 747 |747-| 902 {904 | 911 | 914 (917 | MODULAR

Ref. Frasco Conteudo 737 400 912 P D
1552007 1 Tampao, 6 x 16 ml

2 IgG-latex, 6 x 20 ml o | o | o Il
1299832 1 Tampao, 4 x 15 ml

2 IgG-latex, 4 x 18 m | ¢ o0 0
1489020 1 Tampao, 3 x 70 ml ° ° e | o

2 IgG-latex, 3 x 84 ml
1777866 1 Tampao, 3 x 250 ml ()
1777882 2 IgG-latex, 3 x 300 ml
1929321 1 Tampéao, 6 x 96 ml ®

2 IgG-latex, 6 x 118 ml

Alguns dos analisadores e kits indicados podem néo ser comercializados em todos os paises. Para outras aplicagoes dos sistemas, contacte o seu representante local da Roche.

Funcao

Teste imunoturbidimétrico para determinagao quantitativa in vitro dos
factores reumatoides em soro e plasma humanos utilizando analisa-
dores automaticos de quimica clinica. As medicoes da RF podem ser
utilizadas para o diagnéstico da artrite reumatoide.

Caracteristicas'"°

Os factores reumatoides s@o um grupo heterogéneo de auto-anticorpos
dirigidos contra os determinantes antigénicos na regiao-Fc das
moléculas de IgG. Sao importantes no diagndstico da artrite reumatdide,
mas podem também ser encontrados noutras doencas inflamatorias-
reumaticas e em diversas doencgas nao reumaticas. Encontram-se
também em individuos clinicamente saudaveis com mais de 60 anos
de idade. Apesar destas restricdes, a detecgcdo dos factores
reumatodides constitui um critério de diagnéstico do American Col-
lege of Rheumatology (Colégio Americano de Reumatologia) para
classificagé@o da artrite reumatéide. Os auto-anticorpos ocorrem em
todas as classes de imunoglobulinas, embora os métodos analiticos
habituais se limitem a detecc¢do dos factores reumatoides do tipo
IgM.

O método classico de quantificagao dos factores reumatoides
consiste na aglutinagdo com eritrcitos de carneiro sensibilizados
para a IgG ou com particulas de latex. Os problemas especificos
destes métodos semi-quantitativos incluem a fraca precisdo e
reprodutibilidade entre laboratérios, bem como dificuldades de
padronizag&o. Foram, por isso, desenvolvidos novos métodos de
ensaio, como a nefelometria, a turbidimetria, os imunoensaios-
enzimaticos e os radio-imunoensaios.

O doseamento de RF da Roche, que pode ser automatizado, baseia-
se no principio de aglutinagédo imunolégica, com intensificagdo da
reacgao por latex.

Principio do teste!

Ensaio imunoturbidimétrico.

e Amostra e adigdo do R1 (tamp&o)
o Adicao do R2 (IgG-latex) e inicio da reaccdo:

*k,k*

X ¥
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+ 4 q — >
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Leitura
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A IgG fixada ao latex inactivada por calor (antigénio) reage com os
anticorpos na amostra e forma um complexo antigénio/anticorpo.
Apds a aglutinacao, a determinacao é feita por turbidimetria.

Concentracao da solucao de trabalho
R1 Tampao
Tampéao TRIS*: 0,20 mmol/l; cloreto de sédio: 0,37 mol/l; conservante
R2 IgG-latex
Particulas de latex revestidas com IgG humana inactivada por
calor: 0,2% (v/v); glicina: 20 mmol/I
*TRIS = Cloridrato de tris(hidroximetilo)-aminometano

Precaucodes e adverténcias

Para utilizacdo em diagnéstico in vitro.

Respeite as precaugdes normais de manuseamento de reagentes
laboratoriais.

Preparacgao dos reagentes

R1: Pronto a ser utilizado.

R2: Pronto a ser utilizado. Misture bem antes de utilizar pela
primeira vez e depois misture uma vez por semana.

Conservacao e estabilidade

Componentes no kit fechado: até ao fim do prazo de validade
indicado quando conservado a 2-8°C

R1:90 dias aberto e refrigerado no analisador

R2:90 dias aberto e refrigerado no analisador

Colheita e preparacao das amostras
O soro é recolhido em tubos de amostra standard.
Plasma com EDTA ou citrato.
Estabilidade': 24 horas a 20-25°C
3 dias a 2-8°C
4 semanas a -20°C (congele apenas uma vez)
As amostras que contém precipitado tém de ser centrifugadas antes
da realizagédo do ensaio.

Componentes do teste

Material fornecido

® Solugoes de trabalho conforme descritas acima
Outros materiais necessarios

e Calibradores e controlos conforme indicado abaixo
e NaCl a 0,9%

Realizacao do ensaio

Consulte o manual do operador apropriado e/ou a secgao relativa as
definicdes do analisador nesta bula para obter instrugdes mais especi-
ficas sobre o analisador. Quando se executam ensaios nado validados
pela Roche, esta ndo garante os resultados, pelo que esses ensaios
devem ser definidos pelo utilizador.

Calibracao

Padronizagao: A actividade do factor reumatoide foi calibrada contra

o Standard 64/2 da OMS.

S1: Cloreto de sédio (0,9%)

S2: Precimat RF

Recomenda-se a realizagdo uma calibragéo de dois pontos:

® apds a mudanga do lote

e conforme necessario de acordo com os procedimentos de controlo
de qualidade.

Verificagdo da calibrac&o: ndo é necesséria.



Controlo de qualidade

Para o controlo de qualidade, utilize o Precinorm RF, o Precipath RF
ou outros materiais de controlo adequados. Os intervalos e os limi-
tes de controlo deverdo ser adaptados as exigéncias especificas de
cada laboratério e aos requisitos especificos de cada pais. Os valores
obtidos devem situar-se dentro dos limites estabelecidos. Cada labo-
ratério devera estabelecer as suas préprias normas no que diz respeito
as medidas correctivas a tomar no caso de os valores se situarem fora
dos limites.

Calculo
Os analisadores Roche/Hitachi calculam automaticamente a concen-
tragdo de RF de cada amostra.

Limitacdes - interferéncias'>'®

Critério: recuperagao dentro de + 10% do valor inicial.

Ictericia: Nenhuma interferéncia significativa até a um indice | de 60
(concentragao aprox. de bilirrubina conjugada e nao-conjugada: 60
mg/dl).

Hemdlise: Nenhuma interferéncia significativa até a um indice H de
1000 (concentragao aprox. de hemoglobina: 1000 mg/dl).

Lipemia (Intralipid): Nenhuma interferéncia significativa até a um indice
L de 1000 (concentragédo aprox. de trigliceridos: 2000 mg/dl). Existe
uma correlacio fraca entre a turbidez e a concentragéo de trigliceridos.
Sim efeito de “high-dose hook” com actividades dos RF até 6000 Ul/ml.
Foram efectuados testes in vitro com 31 farmacos frequentemente
utilizados, ndo tendo sido observada qualquer interferéncia desses
farmacos com o doseamento.

Intervalo de medicao

Roche/Hitachi 704/902

Intervalo de medi¢&o: 7,5-120,0 Ul/ml

Dilua manualmente as amostras com concentragdes superiores com
uma solugao de NaCl a 0,9% (p. ex., 1 + 1). Multiplique o resultado
pelo factor de diluicdo adequado (p. ex., 2).

Roche/Hitachi 904/911/912

Intervalo de medig&o: 7,5-120,0 Ul/ml

Int. de medicdo alargado com nova andlise: 7,5-180,0 Ul/ml
Roche/Hitachi 917/MODULAR

Intervalo de medi¢&o: 7,5-120,0 Ul/ml

Int. de medicdo alargado com nova andlise: 7,5-320,0 Ul/ml
Roche/Hitachi 717/747/914

Intervalo de medig&o: 7,5-120,0 Ul/ml

Int. de medicédo alargado com nova andlise: 7,5-360,0 Ul/ml

Valores teéricos™

<14 Ul/ml

Em amostras séricas de 202 individuos analisados, os valores de RF
foram inferiores a 14 Ul/ml (percentil de 97,5). Cada laboratério deve
verificar se os valores tedricos podem ser aplicados a sua propria po-
pulagéo de doentes e, se necessario, determinar os seus proprios valo-
res de referéncia. Quando o objectivo é o diagndstico, os resultados
do factor reumatéide devem ser sempre interpretados em conjunto
com a anamnese do doente, o exame clinico e outros resultados.

Dados especificos sobre o desempenho do teste

Sao apresentados a seguir dados representativos do desempenho
utilizando um analisador Roche/Hitachi. Os resultados podem diferir
de laboratério para laboratério.

Imprecisao'?

A reprodutibilidade foi determinada utilizando amostras e controlos
humanos de acordo com um protocolo interno (n = 21). Obtiveram-se
os seguintes resultados:

Dentro da série Entre dias
Amostra Média SD %CV Média SD %CV
ul/ml ul/ml ul/ml ul/ml
Precinorm RF 39,0 0,6 1,7 35,0 21 6,0
Soro humano 1 9,0 5,1 5,1 45,0 1,9 4,2
Soro humano 2 65,0 0,4 0,7 82,0 3,3 4,0

SD = desvio-padréo (Standard Deviation)
CV = coeficiente de variacdo

Sensibilidade analitica (limite de deteccao inferior)'?

Limite de deteccéo: 7,5 Ul/ml

O limite de detecgéo inferior representa a concentragédo de RF mais
baixa passivel de ser distinguida de zero. E calculado como trés
desvios-padrao de 21 repeticées do padrdao mais baixo.
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Comparacao dos métodos??

Uma comparagéo da determinagao do factor reumatdide utilizando o
ensaio Tina-quant[@ RF (y) com um ensaio RF nefelométrico (x), teve
como resultado as seguintes correlagdes (Ul/ml):

Passing/Bablok' 16
y =-6,68 + 1,06 x
r=0,822 r=0,822

SD (dm 95) = 21,849 Sy.x = 10,759

Numero de amostras medidas: 30

As concentragdes das amostras variaram entre aprox. 23 e 118 Ul/ml.

Regressao linear
y =4,55 + 0,87 x
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Definicdes do analisador

Utilizadores dos EUA

Para mais informagdes sobre o funcionamento, consulte a folha da

aplicacdo.
Clientes do Roche/Hitachi 914

Para mais informagbes sobre parédmetros, consulte a folha da

aplicacdo.
Utilizadores do Roche/Hitachi 904, 911, 912, 917 e MODULAR

Introduza os parametros da aplicagéo a partir da disquete ou da folha

com o codigo de barras, conforme adequado.

Roche/Hitachi 704
Temperatura: 37°C

PROGRAM 2 CHEMISTRY PARAMETERS

TEST [RF]

ASSAY CODE [2(2 POINT)]-[20]-[24]
SAMPLE VOLUME [3]

R1 VOLUME [180]-[20]-[NQ]
R2 VOLUME [220]-[20]-[NQ]
WAVELENGTH [0]-[700]
CALIB. METHOD [LINEAR]-[0]-[0]
STD. (1) CONC.-POS. L 1-01
STD. (2) CONC.-POS. L 1-01
STD. (3) CONC.-POS. [0]-[0]

STD. (4) CONC.-POS. [0]-[0]

STD. (5) CONC.-POS. [01-[0]

STD. (6) CONC.-POS. [0]-[0]

UNIT ]

SD LIMIT [0.1]
DUPLICATE LIMIT [200]
SENSITIVITY LIMIT [0]

ABS. LIMIT (INC/DEC) [0]-[INCREASE]
PROZONE LIMIT [32 000]- [UPPER]
EXPECTED VALUE L 1-[]
INSTRUMENT FACTOR [1.00]

— Dados introduzidos pelo operador

Roche/Hitachi 717
Temperatura: 37°C

PROGRAM 2 CHEMISTRY PARAMETERS

TEST [RF]

ASSAY CODE [2(2 POINT)]-[32]-[39]
SAMPLE VOLUME [8]-[1]

R1 VOLUME [180]-[20]-[NQ]
R2 VOLUME [220]-[20]-[NQ]
WAVELENGTH [0]-[700]
CALIB. METHOD [LINEAR]-[0]-[0]
STD. (1) CONC.-POS. L 1-01
STD. (2) CONC.-POS. L 1-01
STD. (3) CONC.-POS. [0]-[0]

STD. (4) CONC.-POS. [0]-[0]

STD. (5) CONC.-POS. [0]-[0]

STD. (6) CONC.-POS. [0]-[0]

SD LIMIT [0.1]
DUPLICATE LIMIT [200]
SENSITIVITY LIMIT [0]

ABS. LIMIT (INC/DEC) [0]-[INCREASE]
PROZONE GRENZE [32 000]- [UPPER]
EXPECTED VALUE L 1-[]
PANIC VALUE I
INSTRUMENT FACTOR [1.00]

— Dados introduzidos pelo operador

4N7

Roche/Hitachi 747
Temperatura: 37°C

PROGRAM 4.2 CHEMISTRY PARAMETERS
TESTNAME .. (RF)
ASSAY CODE (2 POINT) 2-32-39
WAVELENGTH (nm) 0 (SUB)-700 (MAIN)
SERUM
SAMPLE VOLUME (ul) 3-1
EXPECTED VALUE (IU/ml) 0.0-14.0
PANIC VALUE (U/ml) ... —
ABS. LIMIT (INC/DEC) 0-1
PROZONE LIMIT 32000-2
R1 R2
R1/R2 VOLUME (ul) 180 220
R1/R2 DUMMY INTERVAL 0 0
DILUTION VOLUME (ul) 0
CALIB. METHOD 1
POINTS 0
STD 1 CONC RACK POS (NaCl)  0.0-.........-1
STD 2 CONC RACK POS valug —........—....
STD 3 CONC RACK POS O-evvem0
STD 4 CONC RACK POS O-evvem0
STD 5 CONC RACK POS O-evvem0
STD 6 CONC RACK POS O-evvem0
SD LIMIT 0.1
DUPLICATE LIMIT 200
SENSITIVITY LIMIT 0
STD1ABS.LEVEL ... _—
INSTRUMENT FACTOR 1.0

c
]

— e
— e

...... Dados introduzidos pelo operador




Roche/Hitachi 902

No. <Chemistry>
Test Name
Assay Code (Mthd)
Assay Code (2. Test)
Reaction Time
Assay Point 1
Assay Point 2
Assay Point 3
Assay Point 4
9  Wavelength (SUB)
10  Wavelength (MAIN)
11 Sample Volume
12 R1 Volume
13  R1 Pos.
14 R1 Bottle Size
15 R2 Volume
16 R2 Pos.
17  R2 Bottle Size
18 R3 Volume
19 R3 Pos.
20 R3 Bottle Size
21 Calib. Type (Type)
22 Calib. Type (Wght)
23 Calib. Conc. 1
24 Calib. Pos. 1
25 Calib. Conc. 2
26 Calib. Pos. 2
27 Calib. Conc. 3
28 Calib. Pos. 3
29 Calib. Conc. 4
30 Calib. Pos. 4
31 Calib. Conc. 5
32 Calib. Pos. 5
33 Calib. Conc. 6
34 Calib. Pos. 6
35 S1ABS
36 K Factor
37 K2 Factor
38 K3 Factor
39 K4 Factor
40 K5 Factor

O~NOO O~ WN =

41 A Factor
42 B Factor
43 C Factor
44 SD Limit

45  Duplicate Limit

46  Sens. Limit

47  S1 ABS. Limit (L)
48  S1 ABS. Limit (H)
49  ABS. Limit

50  ABS. Limit (D/I)

51 Prozone Limit

52 Proz Limit Upp/Low
53  Prozone (End Point)
54 Expect. Value (L)
55 Expect. Value (H)
56 Instr. Fact. (a)

57 Instr. Fact. (b)

58  Key Setting

RF

2 Point End
0

10

23

28

[eNeNoNoNelolNolNolNoel

o

10000
10000
10000
10000
10000
0

0

0

0.1
150
500
-32000
32000
0
Increase
32000
Upper
35

.... Dados introduzidos pelo operador

2001900001 08 04

Para mais informagdes, consulte o manual do operador dos sistemas Roche/Hitachi,
as folhas da aplicag&o respectiva e as bulas dos calibradores e dos soros de controlo.

[ = acrescentos ou alteragdes

Fabricado por:
Roche Diagnostics GmbH, D-68298 Mannheim, Alemanha

Distribuidor em Portugal:
Roche Farmacéutica Quimica, Lda, 2700 Amadora

Dezembro 1999

Roche)



