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NORMAL CDT CONTROL 
IMPORTANT : The CDT Controls Diluent, SEBIA (1 vial, 5 mL), is necessary for the reconstitution of the Normal
CDT Control.

Composition
The Normal CDT Control is obtained from a pool of normal human sera.
The Normal CDT Control is in a stabilized lyophilised form.
The CDT Controls Diluent, necessary for the reconstitution of the Normal CDT Control, is ready to use. It
contains : additives, nonhazardous at concentrations used, necessary for optimum performance.

For In Vitro Diagnostic Use.

Intended use
The Normal CDT Control is designed for the normalization of capillaries of the CAPILLARYS and MINICAP
capillary electrophoresis systems and for the quality control of quantification of human transferrin isoforms with
CAPILLARYS and MINICAP CDT * electrophoresis procedures.
The values obtained must fall within the range provided with each batch of CDT Control.
NOTE : The CDT Control values do not depend on the batch of Controls Diluent used to reconstitute the vial.

Procedure
Reconstitute each Normal CDT Control vial with 1 mL of CDT Controls Diluent. Allow to stand for 30 minutes and
mix gently (avoid formation of foam).
NOTE : The precision of the reconstitution volume to be maintained is ± 1.0 %.
The reconstituted Normal CDT Control should be used as a normal human serum.
NOTE : When the reconstituted Control becomes cloudy or a precipitate is observed, centrifuge the tube at
5000 rpm for 10 minutes, collect the supernatant and use it as a normal human serum.
See the package inserts of CAPILLARYS / MINICAP CDT kits.
For optimal use with the CAPILLARYS / MINICAP system, it is recommended to split the Control into 250 µL
aliquots in microtubes before freezing (see next paragraph).
IMPORTANT : For optimal use of the Normal CDT Control, it is necessary to use the bar code labels intended
to identify hemolysing tubes used as holders for microtubes which contain CDT Control aliquots (cut the cap of
the microtube before using it).
It is recommended to include the Normal CDT Control into each run of CAPILLARYS / MINICAP CDT
procedures.

Storage, stability and signs of deterioration
Store the lyophilised Normal CDT Control refrigerated (2 to 8 °C). It is stable until the expiration date indicated
on the box or vial labels.
Store the CDT Controls Diluent refrigerated (2 to 8 °C) or at room temperature (15 to 30 °C). It is stable until the
expiration date indicated on the box or CDT Controls Diluent vial label. Diluent must be free of precipitate.
Discard the Diluent if it changes its appearance, e.g., becomes cloudy due to microbial contamination.
After each use, store the reconstituted Normal CDT Control at - 18 / - 22 °C due to the risk of microbial
contamination and denaturation (Note : for optimal use with the CAPILLARYS / MINICAP system, it is
recommended to divide the Control into 250 µL aliquots before freezing). The thawed Control should be used
immediately and stored again at - 18 / - 22 °C. Do not freeze and thaw the Control more than 3 times. 
The reconstituted Normal CDT Control may be stored at - 18 / - 22 °C for 6 months maximum.
WARNING : Do not store the reconstituted Normal CDT Control at 2 - 8 °C.

NOTE : During transportation, the Normal CDT Control can be kept without refrigeration (15 to 30 °C) for 15 days
without any adverse effects on performance.
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SEBIA INSTRUCTIONS - English



WARNING : No test method can provide an absolute assurance of the absence of HIV, hepatitis B and C or other
infectious agents. Therefore, handle the Normal CDT Control as a hazardous biological material.
This lot of control serum was found negative on assays approved by FDA or EU equivalent regulatory agency :
- against hepatitis B surface antigen ;
- for antibody to HCV ;
- for antibody to HIV1 and HIV2.

NOTE : The different transferrin isoforms appear on the pattern in the following order: disialotransferrin,
trisialotransferrin and tetrasialotransferrin associated to pentasialotransferrin.

NOTE : The expected values are indicated in the package insert provided with the control vials.

(*) SEBIA
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