NAPTT Control-1

Ref. 5D-44206A

For Research Only. Not for Use in Diagnostic Procedures.

For in vitro use only

Intended Use:

NAPTT Control-1 is a lyophilized preparation
supplemented with activated Factor IX for use in
NAPTT and other assays where a Factor IXacontrol is
needed.

Contents:

NAPTT Control-1, 1 mL 6 vials
Lyophilized preparation with Factor 1Xa, stabilizers and
preservatives. Factor |Xa concentration about 10
mIU/mL (exact value according to the attached CoA).

Reconstitution:

Reconstitute each vial with 1.0 mL of distilled water and
incubate at room temperature for 15 minutes while
shaking the vial from time to time.

Storage:

Unopened reagents must be stored at 2-8°C inoriginal
packaging box. They are then stable until the expiration
date printed on the box. Do not freeze.

Stability after reconstitution:

- 8 hours at room temperature
- 24 hours at 2-8°C

Applications:
NAPTT Control-1 can be used as a control for NAPTT
(ref.no. 5D-51426) or Factor IXa assays.

Each lot must be qualified for its compliance with the
method used.

The results obtained should be for research use only
and not for patient diagnosis or treatment.

Specification:

NAPTT Control-1 is calibrated against an internal
standard which was calibrated against the 1st
International Standard for Factor IXa (NIBSC 97/562).

Cautions:

Each donor unit used for the preparation of this control
was tested and found negative by FDA accepted
methods for Anti-HIV 1/2, Anti-HTLV | & 1l, HBsAg, Anti-
HCV, Syphilis, HBC Ab, HIV-1 p24 Ag or HIV-1 RNA,
HCV RNA and HBV RNA. However, no
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test can completely exclude the presence of infectious
agents therefore any product of human origin must be
considered as being potentially infectious and must be
handled with all required cautions.
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