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CRP ,, XL’ Wide Range

-immunturbidimetria 340nm
-0,8-300 mg/1

-Norm.< 8 mg/1
-hasznalatra kész

-2x60 ml,1x15 ml

-310 mérés/doboz,

-Sajat kalibrator




KALIBRACIO

§ C Reactive Protein (CRP) Calibrators KIT

v BREFERENCE.

5 calibrators KIT | CPREK-000 | 5x1 ml | 2-8°C

Hurman CRP in synthetic biclogical fluid standardised from the reference
CRM 470, sadium azide (= 1gil}

Lot # D4H17

Expiry date D&/2005

Contrel date 19/08/04

Quality control report # DGM-QAC-RER-042E0
Cocument prepared and signed by Anne-Sophie Roos

SAMPLES AND REFERENCE VAL UES.
See the corresponding reagents technical shest

COMPOSITION.

CRP calibrators are synthetic biclogical fluids containing human CRP at fixed
value diluted in HEPES pH 7.4 buffer containing stabilisers and sodium azide
(=1g/l) as preservative.

PRINCIPLE OF TEST.

The human CRP reacts upon a specific antibody for human CRP and the
turizidity induced by the formation of immune complexes iz recorded at 340 nm.
The turbidity measured is direcily proportional to the CRP concentration of the
calibrators which can be used for the guantitative determination of CRP in
immunoturbidimetry.

PRECAUTIONS.

For in vitro single diagnostic use. To be handled by entitled Personnel.
Products from human source were tested and found free from HBEsAg and
antibodies to HCV and HIW but this material should be treated just as carefully
as potentially infective.

Products containing sodium azide have o be handled with care; avoid ingsstion
and contact with skin and mucous membranes. Sodium azide may react with
lead or copper glumkbing to form highly explosive metal azides.

ANALYTICAL PERFORMANCES.
See the comesponding reagents technical sheet.

PREPARATION AND REAGENTS STABILITY.

The calibrators are ready for use; once opened, they are stable unfil expiry date
f stored stoppered in appropriate temperature conditions and without any
contaminafion {avoid pipetting and decantation).

METHOD OF ANAL ¥SIS AND CALCUL ATION,
See the corresponding reagents technical shast.

QUALITY CONTROL,

Accuracy and reproducikility: analytical performances can be checked with the
niernal guality contrel ssrum of the laboratory or with the Liquichek“’ {BIO-
RAD) Control sera (ses the values range cbtained with DlAgaM reagents and
ndicated on the accompanying BIO-RAD sheet).

Calibration: calibration curve and stability of calibration curve can be validated
with the DlagaM calibration control (CPCON-002).

In caze of analytical performances modification, calibrate the method again and
contact the manufacturer if modifications are subsisting.

BIBLIOGRAPHY.
Johnson, AM.: A new international preparation for proteins in human semum,
Arch. Patheol. Lab. Med. 117 (1893) 29-31.
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CRP gl mafl

mgll migil mgil

6.25 25.00

50.00 100.00 200.00

Values assigned from the reference CRM 470 (Reference preparation for the human seric proteins certified conjointly by the Collegs of the American Pathologists, the
Communal office of Refersence and the infernational Federafion of Clinical Chemistry (IFCC).
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] EComment (1 Excluded M Comment and Excluded |
Mot Control S. Type LotNo. Data Unit Date Time N Mean SD CV(%)
(1) ®pcct SerilPl 168662 mg/L
' {2) Mpcc2 SeriPl 158662 40,68 mgl. 111111608:13 1 40680
7 (3) ®CRP PN SerfPl 156647 mg/L
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SD=0,29 SD=0,77 sy




CRP kontrollok

CRP kontrollok

PCCC1 hs PCCC2 Sajat kont
(5,48-6,44-7,40 ) (25,9-32,2-38,5) (16-20-24)

PreciControl ClinChem Multi 1 és 2
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ANALYTICAL PERFORMANCES

specificity

single precipitation arc in presence of tofa
numan zerum in immunodiffusion or
electrophoresis

repeatability n=10

= 2.5%

reproducikility n=10

= 4 0%

detection limit

0.55 mal

hook effect

= 2750 mg/

analytical range

0,80 mgd to 200 mg/l

calibration stakbility

depending on the equipment
= 4 weeks on analyser

interference :

triglycernides

< 10% or 2 D% until 226 mmolef

hemogiobin

=< 10% or 2 DS until 120 pmole/|

Bilirubin

< 10% or 2 DS until 375 pmole|

heparin

=< 10% or 2 DS until 0.5 gl

sodium fluoride

=< 10% or 2 DS until 4 g/l

EDTA

< 10% or 2 DS until 5 g/l

sodium citrate

= 10% or 2 DS until 5 g/l




TRANSZFERRIN FERRITIN RF
High Calibrator Cal Kit High Calibrator
Norm:

Ujszulott:1,3-2,75¢/1 | Ujszil6tt:25-200ug/1 | < 20 kIU/1

3ho-16€v:2,03-3,6

1-5h6:  50-600

Felnott: 2,00-4,00

6ho-15év: 7-140

Ffi.: 20-240

No: 10-120

Meresi tartomany:

0,06-8,00 /1

5-1000 ug/1

1,2-120 KIU/1




TRANSZFERRIN

TRANSZFERRIN

B Kont.kozép
0 1.nap
0 2.nap

W 3.nap
B4 B5 PCCC PCCC2  Sajat
1(1,62-  (2,73- kont. (2,4-
1,98- 3,33-  3,0,-3,6)
2,34) 3,93)







