RAND®X C€ &5

LIQUID PROTEIN CALIBRATORS
(SP CAL (LIQ))

FOR NEAT SAMPLE ASSAYS

CATALOGUE NO. IT 2691

LOT NOS. 2185IT - 2189IT
EXPIRY: 2025-09-28
PRESENTATION: Liquid

SIZE: 5x 1.0ml
GTIN: 05055273204032

INTENDED USE
Liquid Protein Calibrators are an in vitro diagnostic product used for the calibration of ASO, Complement C3,
Complement C4, CRP, Ferritin, Haptoglobin, 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 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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LOT NOS. 2185IT - 2189IT cA
REFERENCE . . . . Calibrator Calibrator
MATERIAL Units | Calibrator | Calibrator 2 | Calibrator 3 4 5
ASO NIBSC 97/662 | IU/ml - - - - 595
Complement ERM@-DA470k/ | mg/dl 27.8 58.7 122.7 261.0 5285
C3 IFCC g/l 0.28 0.59 1.23 2.6l 5.29
c4 IFCC gll 0.09 0.18 0.35 0.70 1.40
- l 13.1 263 525 105.1 210.1
CRP multipoint | ERM>-DA474/ | mg
IFCC gll 0.0131 0.0263 0.0525 0.1051 0.2101
Ferritin NIBSC ng/ml 21.0 49.7 94.3 2022 4359
19/118
. ERM®-DA470k/ | mg/dl 20.0 46.0 91.0 189.0 384
Haptoglobin
IFCC g/l 0.20 0.46 091 1.89 3.84
ERM®-DA470l/ | mg/dl 4.70 9.40 18.80 37.60 75.2
Prealbumin
IFCC gll 0.05 0.09 0.19 0.38 0.75
Rheumatoid NIBSC
Factor 64/003 1U/ml 1.1 252 4738 75.7 93.9
A ERM@-DA470Kk/ | mg/dl 31.1 62.2 124.4 248.7 4974
Transferrin
IFCC g/l 0.31 0.62 1.24 2.49 497

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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