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BioMed-PATHOTROL

Bl AGENDESTIES

REF: (1Via) 5ml
REF: (5 Vials) 5 ml each.
Description:

BioMed-PATHOTROL isalyophilized human-based
control serum.

Storage and stability:

Unopened bottles must be stored at 2-8 °C and are
Stable up to the expiration date printed on the labels.
After reconstitution the serum can be used, stored
At 2 - 8°C and protected from light , in between

5 days.

Bilirubin is stable 1 day, refrigerated.

The frozen serum is stable for at least 30 days
at<-20°C.

War nings and Precautions:

Each individual blood donation used for this serum
was found negative when tested with FDA-approved
methods on HBsAg, anti-HIV 1+2 and anti-HCV.
Neverthel ess the serum should be treated for safety
reasons always as a potentially infectious material.

Preparation:

Reconstitute carefully by adding exactly 5 ml of
Distilled water. Allow the via to stand for

30 minutes, swirling occasionally.

Avoid foaming i.e. do not shake!

For akaline phosphatase the control serum
Should stand for 2 hours at + 25 °C before use.

Procedure:
Refer to the package inserts of the reagent kits

Assay Values and Ranges:

Assay values for analytes for which approved
Reference methods are available were determined
According to Guidelines of the German Federal
Medical Council [Bundesaerztekammer] from 1987
(reference method values) [3].

Ranges of acceptance were calculated as assigned
Value * three times the maximum tolerable deviation
of asingle value according to the Guidelines of the
German Federal Medical Council [4].
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