RAND®X C€

LIQUID PROTEIN CALIBRATORS
(SP CAL (LIQ))

FOR NEAT SAMPLE ASSAYS

CATALOGUE NO. IT 2691

LOT NOS. 1562IT - 1566IT
EXPIRY: 2017-04
PRESENTATION: Liquid

SIZE: 5x1.0ml

INTENDED USE
Liquid Protein Calibrators are an in vitro diagnostic product used for the calibration of ASO, Complement C3,
Complement C4, Ceruloplasmin, CRP, Ferritin, Haptoglobin, IgA, 1gG, IgM, Prealbumin, RF and Transferrin assays.

CHARACTERISTICS
The calibration material is derived from normal serum obtained from volunteer donors.

Assignment of IT2691 has been performed at Randox by immunoturbidimetry, with reference to material standardised
against appropriate International Reference Preparations. The assigned values for the batch are listed below.

PREPARATION
These Calibrators are supplied ready for use.

STABILITY
The material is stable to expiry when stored at +2°C to +8°C in the original capped containers. Open vials are stable for

30 days in the absence of bacterial contamination. Only the required amount of product should be removed. After use,
any residual product should NOT BE RETURNED to the original vial.

SAFETY PRECAUTIONS AND WARNINGS

Human source material, from which this product has been derived, has been tested at donor level for the Human
Immunodeficiency Virus (HIV |, HIV 2) antibody, Hepatitis B Surface Antigen (HbsAg), and Hepatitis C Virus (HCV)
antibody and found to be NON-REACTIVE. FDA approved methods have been used to conduct these tests.
However, since no method can offer complete assurance as to the absence of infectious agents, this material and all
patient samples should be handled as though capable of transmitting infectious diseases and disposed of accordingly.

For IN VITRO diagnostic use only.

MATERIALS REQUIRED BUT NOT PROVIDED
Randox Saline Diluent, (Cat. No. SA 3854).
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RAND®X

LOT NOS. 1562IT - 1566IT

C€

REFERENCE

MATERIAL Units | Calibrator | Calibrator 2 | Calibrator 3 Calibrator 4 | Calibrator 5
ASO glz.sg 1U/ml - - - - 710
Complement ERM®-DA470k/ | mg/dl 35.2 70.3 140.6 281.2 562.4
C3 IFCC gll 0.35 0.70 1.41 2.81 5.62
Complement | ERMe-DA470k/ | mg/dl 9.5 189 37.8 75.7 1513
c4 IFCC gll 0.10 0.19 0.38 0.76 1.51
ERM®.DA470k/ | mgl/dl 39 7.8 15.6 312 62.4
Ceruloplasmin
IFCC gll 0.04 0.08 0.16 0.31 0.62
®. /l 13.7 274 54.8 109.6 219.2
CRP multipoint | ERM®-DA474/ | mg
IFCC gll 0.0137 0.0274 0.0548 0.1096 0.2192
Ferritin ':‘:Iis;;' ng/ml 26.9 543 1123 2185 4759
ERM®.DA470k/ | mg/dl 25.8 51.7 103.3 206.7 4133
Haptoglobin
IFCC g/l 0.26 0.52 1.03 2.07 4.13
Ig A single point ERM®-DA470k/ | me/dl ) ’ ) ) o4
g glep IFCC gll ) ; ; - 6.14
I1gG single point ERM®-DA470l/ | me/dl ) ’ ) ) 364
IFCC g/l - - - - 36.49
IgM single point ERMe-DA470k/ | mg/dl ) ’ ) i 37
grisingiep IFCC gl : . : : 391
. ERME.DA470k/ | mg/dl 384 76.8 153.5 307 614
IgA multipoint
IFCC g/l 0.38 0.77 1.54 3.07 6.14
ERM®.DA470k/ | mg/dl 228 456 912 1825 3649
IgG multipoint
IFCC g/l 228 4.56 9.12 18.25 36.49
ERM®-DA470k/ | mg/dl 244 48.9 97.8 196 391
IgM multipoint
IFCC g/l 0.24 0.49 0.98 1.96 391
ERM®-DA470k/ | mg/dl 52 10.1 204 41.7 75.11
Prealbumin
IFCC gll 0.05 0.101 0.204 0.417 0.751
Rheumatoid NIBSC
Factor 64/002 1U/ml 10.8 21.9 387 - 85.3
. ERM®-DA470k/ | mg/dl 31.95 63.9 127.8 255.5 511
Transferrin
IFCC gll 0.32 0.64 1.28 2.56 5.11
CALIBRATOR VALUES FOR RX SUZUKA
R:;I.EI.';EI‘I:LE Units | Calibrator | | Calibrator 2 | Calibrator 3 Calibrator 4 | Calibrator 5
IgA ERM®-DA470lk/ | mg/dl 1.8 3.7 7.3 14.6 29.2
IFCC gll 0.018 0.037 0.073 0.146 0.292
e ERM®-DA470k/ | mg/di 10.9 21.7 434 86.9 173.8
IFCC gll 0.11 0.22 0.43 0.87 1.74
1M ERM®-DA470k/ | mg/di I.16 2.33 4.65 9.31 18.62
IFCC g/l 0.012 0.023 0.047 0.093 0.186

Please note that 0.9% NacCl is required as the zero calibrator for ALL assays. We recommend Randox Saline Diluent,

(Cat. No. SA 3854).
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