NERL Diagnostics Fecal Occult Blood Control Kit

Summary and Principle

NERL Diagnostics Fecal Hemoglobin Controls are
synthetic mixtures with the consistency and
appearance of normal human feces. They are
intended for use in monitoring quality control of
qualitative fecal hemoglobin tests by the clinical
laboratory.

For in vitro diagnostic usec.
Not for internal use by humans or animals.

Positive Fecal Hemoglobin Control: a synthetic
mixture with the consistency and appearance of
normal human feces and containing sufficient
human hemoglobin to give a positive test in
currently used screening tests for occult blood
feces.

Warning: Human source material. Treat as
potentially infectious. Each donor unit used in
the preparation of this product has been tested by
an FDA-approved method and found non-reactive
for the presence of HbsAg. HCV antibody, and
antibody to human immunodeficiency Virus
(HIV). Because no known test method can offer
complete Assurance that hepatitis B virus, HIV or
other infectious agents are absent, all human
blood-based products should be handled in
accordance with good laboratory practices, using
appropriate precautions. !

Negative Fecal Hemoglobin Control: a synthetic
mixture with the consistency and appearance of
normal feces and of J & S Positive Fecal
Hemoglobin Control.
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Procedure

Test the controls in the same manner as a patient
sample in accordance with the test kit package
insert.

Warning and Precaution
For in-vitro diagnostic use only.

Storage Instructions

Store at 2-8°C. Do not open container until ready
for immediate use. Product will remain stable for
12 months when stored at Room Temperature.

Indications of Instability
Product is unusable if it has dried out.

Performance Characteristics

NERL Diagnostics Positive Fecal Hemoglobin
Control will give a positive result for the
presence of occult blood in human feces.
NERL Diagnostics Negative Fecal Hemoglobin
Control will give a negative result for the
presence of occult blood in human feces.
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Catalogue Number Description

FEC5000-1 Ix1.5 mL each control
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