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1. Intended use

ABX Minocal is a multiparameter blood calibrator designed for use
in the calibration of HORIBA ABX blood cell counters.

. Summary

The WBC, RBC, HGB, HCT, and PLT parameters on instruments re-
quire calibration on a periodic basis. ABX Minocal is a stable
preparation which can be used to calibrate the instruments. Cali-
brator values for ABX Minocal have been obtained from replicate
analyses on instruments which have been whole blood calibrated
to values obtained from reference methods.

. Calibrator

ABX Minocal contains human red blood cells, mammalian white
blood cells, and platelets in a plasma-like fluid.

. Warnings and Precautions

Potentially biohazardous material. For in vitro diagnostic use.

Each donor unit used in the preparation of this material was tested
using FDA approved methods and was found to be non-reactive for
antibody to HIV-1/HIV-2, antibody to hepatitis C, and for the pres-
ence of hepatitis B surface antigen and HIV-1 antigen. Because no
known test method can provide total assurance that products de-
rived from human blood will not transmit infectious diseases,
products containing materials from human sources should be han-
dled as if potentially infectious. Use safe laboratory procedures as
outlined in Biosafety in Microbiological and Biomedical Laborato-
ries (HHS Publica-tion Number [CDC] 84-8395).
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5. Instructions for use

Refer to the instrument User Manual, section «Calibration».

. Storage and stability

Do not freeze. ABX Minocal vials should be tightly capped and
stored at 2 - 8°C when not in use. ABX Minocal is stable for 1 day
after the vial has been opened if it is properly handled and prompt-
ly refrigerated after use?. When stored at 2 - 8°C, unopened vials
of ABX Minocal are stable until the date listed on the label.

. Procedural limitations

1. The components used to simulate white blood cells in ABX Mi-
nocal are not suitable for morphological differential analysis.

2. Incomplete mixing of the vial prior to use invalidates both the
sample that is withdrawn and the remainder of the ABX Minocal in
the vial.

. Expected values

The calibrator values provided for each parameter of ABX Minocal
are specific for the lot indicated on the assay value sheet. Assay
values are based on replicate analyses on whole blood calibrated
instruments using HORIBA ABX hematology reagents.

After completing the calibration procedure, good laboratory prac-
tices recommend that a series of controls be analyzed as a quality
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control check. Failure to obtain the proper range of values in the
assay of control materials may indicate calibrator, control or re-
agent deteriora-tion, instrument malfunction, or procedural errors.
1. Review package insert to verify the lot number and expiration
date of the calibrator and control products. Examine reagents for
indications of contamination and to assure that none have expired.

2. Review the user manual for proper operation and maintenance of
the instrument.

9. Reference methods

1. WBC and RBC: A large-volume, single-step dilution is made with
calibrated glassware. Counts are performed on a single-aperture im-
pedance cell counter and corrected for coincidence at all count
levels.

2. HGB: Hemoglobin value is determined by spectrophotometric
procedure according to NCCLS Standard H15-A2 and is traceable to
ICSH/WHO International Haemiglobincyanide Standard.

3. HCT: Packed cell volume (PCV) is measured by the micro-hemat-
ocrit procedure according to NCCLS Standard H7-A2. No correction
is made for trapped plasma.

4, MCV: MCV is calculated: PCV/RBC x 10.

5. PLT: Samples are diluted in 1 percent ammonium oxalate. Plate-
lets are counted using a hemocytometer and phase contrast
microscopy.

6. MPV: The MPV is calibrated according to the instrument manu-
facturer's instructions.
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