
V1/23092011/01

MULTICALIBRATOR 5 x 3 mL
51610001

INTENDED USE: Multicalibrator is a calibration serum intended for
calibration of clinical chemistry assays (Lipid) suitable for manual procedure
and automated analyzers.
DESCRIPTION
Multicalibrator is a lyophilized calibrator based on human serum. The
concentration and activities of calibrator components have been chosen
so as to ensure optimum calibration of automated analyzers. The chemical
and biological components included in this product were chosen to act in
the serum matrix in a manner similar to the corresponding components
found in human sera.
REAGENT COMPOSITION
Multicalibrator Calibrator  5 x 3 mL
Lyophilized human serum with additives
Bacteriostatic agents and stabilizers.
(The concentration/activities of each calibrator components are Lot Specific.
Please refer to the attached value sheet).
PREPARATION
1.Carefully open one multicalibrator R1 vial.
2.Remove the cap and carefully lift the rubber stopper without removing it
completely, allowing air to enter the vial through the groove of the lower
part of the stopper.
3.Remove the rubber stopper, avoiding any loss of the lyophilized material.
4.Carefully pipette exactly the same amount of  deionized water as
mentioned on the vial label, into the opened vial
5.Replace the rubber stopper carefully.
6.Dissolve the contents completely by occasional gentle swirling (within
30 minutes) (avoiding froth formation).  DO NOT SHAKE
7.Let it stand at room temperature and away from light for 10 minutes.
8.Lyophilizate should be completely dissolved before use.
STORAGE AND STABILITY
Store at 2-8oC, away from light. Unopened vial is stable until expiry date
stated on the vial label.
Store the reconstituted calibrator vial tightly capped and protected from
light when not in use.
The components of the reconstituted calibrator is stable for,

At least 8 hours at 15-250C
At least 2 days at 2-80C
At least 30 days at -20oC.

Aliquot and freeze once only.
Bilirubin in the reconstituted calibrator (when stored in dark) is stable for;

At least 3 hrs at 15-250C
At least 8 hours at 2-80C
At least 14 days at -20oC.

Aliquot and freeze once only.
Acid phosphate in the reconstituted calibrator (when stored in dark) is
stable for;

At least 4 hours 15-250C
At least 1 day at 2-80C

DIRECTIONS FOR USE
Multicalibrator  is to be used in accordance with the directions
accompanying the reagents or kits referring to the same method, and

following the technical data  sheet of the reagent in use. While following
these directions, multicalibrator has to be handled as patient serum.
ASSIGNED VALUES AND TRACEABILITY
The assigned values were determined using the methods mentioned in the
value sheet. Determinations  were performed  under standardized
conditions on automated analyzers using Agappe reagents and Master
Calibrator (SRM/NIST where ever applicable).
The calibrator value specified is the median of all values obtained from
separate participating laboratories in several independent series.
Multicalibrator values are traceable to reference materials (SRM/NIST)
where applicable.
PRECAUTIONS AND WARNING
1.For in vitro diagnostic use only
2.Do not pipett by mouth
3.If the multicalibrator comes in contact with, eye or skin, immediately
wash off with large quantity of water, and seek medical attention
immediately.
4.Do not use containers and other materials in the package for any purpose
other than those described herein.
5.When discarding the reagents dispose of them according to local
regulations
6.Attend to the normal precautions required for handling laboratory
reagents.
7.All human material should be considered potentially infectious. All
products derived from human blood are prepared exclusively from the blood
of donors tested individually and shown to be free from HBsAg and
antibodies to HCV and HIV. The testing  methods applied were FDA-approved
or cleared in compliance with the European Directve  98/79/EC, Annex II,
List A. However, as no testing is absolute, the material should be treated
just as carefully as patient specimen.
8.Do not use multicalibrator over the expiration date/stability period.
9.MSDS is available upon request
10.Use clean and dry micropipette tips and glassware to dispense
multicalibrator.
NOTES
1.Bacterial contamination of the reconstituted multicalibrator will cause
reductions in the stability of many components.(Criterion for the stability
is; recovery within ±5% of initial value)
2.Bilirubin and Acid phosphatase are light sensitive.
3.Creatinine Kinase is sensitive to light and temperature.
4.For alkaline phosphate assay, allow the reconstituted multicalibrator to
stand for one hour at room temperature
5.Inaccurate reconstitution and errors in assay technique can cause
improper calibration.
6.Excessive turbidity may indicate microbial contamination in which case
the vial should not be used.
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