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Correlation data

Excellent correlation with direct ELISA and LC-MS/MS results.
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Correlation Immundiagnostik 25(OH)-Vitamin D direct

ELISA vs. LC-MS/MS (mass spectrometry)
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12. PRECAUTIONS

= For in vitro diagnostic use only.
= The quality control guidelines should be observed.

= Human material used in the kit components was tested and found to be negative for
HIV, Hepatitis B and Hepatitis C. However, for safety reasons, all kit components should
be treated as potentially infectious.
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Reagents of the kit package contain sodium azide and thimerosal as bactericides.
Sodium azide and thimerosal are toxic. The substrates for the enzymatic color
reactions are described to be also toxic and carcinogenic. Contact with skin or mucous
membranes has to be avoided.

Stop solution consists of sulfuric acid, a strong acid. Although diluted, it still must
be handled with care. It can cause burns and should be handled with gloves, eye
protection, and appropriate protective clothing. Any spill should be wiped out
immediately with copious quantities of water.

13. TECHNICAL HINTS

14.
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Do not interchange different lot numbers of any kit component within the same assay.
Reagents should not be used beyond the expiration date shown on the kit label.
Substrate solution should remain colourless until use.

To ensure accurate results, proper adhesion of plate sealers during incubation steps is
necessary.

Avoid foaming when mixing reagents.
The assay should always be performed according the enclosed manual.

Incubation time, incubation temperature and pipetting volumes of the components
are defined by the producer. Any variation of the test procedure, which is not coordina-
ted with the producer, may influence the results of the test. Immundiagnostik AG can
therefore not be held responsible for any damage resulting from wrong use.

GENERAL NOTES ON THE TEST AND TEST PROCEDURE

This assay was produced and put on the market according to the IVD guidelines of
98/79/EC.

All reagents in the kit package are for in vitro diagnostic use only.

The guidelines for medical laboratories should be observed.

Incubation time, incubation temperature and pipetting volumes of the components
are defined by the producer. Any variation of the test procedure, which is not coordina-
ted with the producer, may influence the results of the test. Imnmundiagnostik AG can
therefore not be held responsible for any damage resulting from wrong use.
Warranty claims and complaints in respect of deficiencies must be lodged within 14
days of receipt of the product. The product shall be send to Immundiagnostik AG to-
gether with the complaint in writing.
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Used symbols:
/H/ Temperature limitation Catalogue Number
IVD In Vitro Diagnostic Medical Device W Contains sufficient for <n> tests
“ Manufacturer 8 Use by
Lot number
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