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ﬂ”IARA LIAPHEN Fibr(i)n:qog;:

Manufactured By: HYPHEN BioMed Latex Immupoa§say for.th.e quantitative
determination of Fibrinogen on BCS

1. LIAPHEN Fibrinogen (# A120102) reagents

o e T
NAME Reconstitution Stability Stabilization
* 30 mn on
Latex reagent Ready to use Refer insert board  before
any use

(*)Provided any contamination or evaporation is avoided. Stability can be adjusted
according to the exact use conditions.

Stabilization of reagents: (**) It is necessary to let the reagent temperature to stabilize
for at least 30 minutes on the automate board before any use.

Storage of reagents: Take care of putting up the specific caps back on the bottles before
storing them at 2°-8° C, and of strictly respecting the temperature stabilization time of 30
minutes before using the reagents on the automate.

If the reagents are kept on the automate board, take care and use chimneys to limit as
much as possible any evaporation of the reagents.

Homogenize the reagents before each use.
Any reagent of biological origin must be handled with all the required cautions, as

being potentially infectious.

Do not interchange the reagents from different lots.

Reagents required but not provided:

¢ Plasma Calibrator titrated for Fibrinogen (eg: Biophen Plasma Calibrator #A222101)

e Normal and Abnormal quality control plasmas titrated for Fibrinogen (ex: BIOPHEN
Normal Control Plasma -#A223201 and BIOPHEN Abnormal Control Plasma #A223301).

¢ Tris-NaCl-BSA pH 7.50 Buffer (eg: TBSA #AAR005A)

2. Preparation of the calibration curve and controls/samples.

e C(Calibration curve:

-Calibration is performed with a commercially available plasma calibrator, with a known
Fibrinogen Concentration “C” in g/L (eg Biophen Plasma Calibrator #A222101). The
calibrator must be loaded 1:10 manually prediluted in TBSA. The test program for the
calibration integrates dilutions of the calibrator (managed by the BCS) at various
concentrations (to be defined by the user), that correspond approximately to: “C”, 2.5,
2.0, 1.5, 1.0, 0.5, 0.3 g/L Fibrinogen.
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e Tested plasma and controls:

For normal plasmas and controls, plasmas should be loaded prediluted manually 1:10 in
TBSA and then assayed at the 1:20 dilution managed by the BCS (ie the test dilution is
1:200 final).

The control is performed with commercially available control plasmas, titrated for
Fibrinogen. Various control plasmas are available: Biophen Normal Control Plasma
(#A223201), and Biophen Abnormal Control Plasma (#A223301) or Abnormal Fibrinogen
Control Low (#ASC070K).

Nota: For lyophilized calibrators and controls, following reconstitution with distilled water, let the
reagent to stabilize 30 minutes at room temperature. It is recommended to run the calibration
curve with a freshly reconstituted calibrator. It is necessary to let the reagent temperature to
stabilize for at least 30 minutes onto the automate before any use. Take care avoiding any
contamination or evaporation of the reagents. Stability can be adjusted according to the exact use
conditions.

Homogenize before each use.

Do not freeze calibrators and quality control plasmas.

Quality controls must be run regularly, and for each new batch of reagents, after an
important maintenance of the instrument, or if measured values are not in compliance
with the one expected for the method.

3. Results:
e The calibration curve (working range) is of the Akima lin-lin type.

¢ The values obtained for patients and controls are directly calculated from the calibration
curve.

e The results are expressed as g/l of fibrinogen.

The calibration curve is validated when reactivity, as well as measured control values, are in
compliance.

A new calibration curve must be carried out for each new batch of reagents, after each
important maintenance of the instrument, or when measured values for controls are out of the
acceptance range for the method (after checking all other parameters for the system).

Performances may present variations according to the instrument used. Validate the expected
values in the laboratory working conditions. Performances, as well as values for each new lot
of quality controls used, must then be confirmed (and adjusted if necessary) in the laboratory
working conditions.

NOTE:

- The Calibrator, controls and samples are loaded, already manually prediluted 1:10
in TBSA, then a 1:20 (or adequate for calibrator) dilution is performed on BCS-XP.
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PROGRAMMATION OF THE ANALYZER:

Creation of reagents files and diluent:

Definition of test. Reagents without lot data. Create the reagent files (and diluent)

Name: | R1 LX FNG

Abbreviation:

clean when the reagent is modified

[X] New calibration with any new lot of reagents

R1 LX FNG

Intensive

Name: | TBSA buffer
Abbreviation: TBSA
clean when the reagent is modified Normal/Low

[X] New calibration with any new lot of reagents

Authorized lines

Authorized lines

from [ 1 ] to [ 14 ] from [ 1 ] to [ 14 ]
Stability (*) Stability (*)
<15C * > =15C < 15C * > =15C
Mix by jet Mix by jet
Intensity 1 Intensity 1
Frequency No agitation Frequency No agitation
Reference numbers Reference numbers
Number Number
add | remove | replace add | remove | replace

*To be defined by the user, according to the insert instructions and the exact use conditions.

Creation of calibration and controls files

Name: | Cal
Abbreviation: | Cal
clean when the reagent is modified Low

[X] New calibration with any new lot of reagents

Authorized lines
from 1

to 14

3/8

D.750.07/L1/0102/BCS

Stability (*)
< 15C * >=15C
Mix by jet
Intensity 1
Frequency No agitation
Reference numbers
Number
add | remove [ replace
Liaphen Fibrinogen on BCS
HYPHEN-BIOMED - Version 2-  DRAFT 24 August 2010

/[:NIARA

Phone: 513.770.1

7768 Service Center Drive + West Chester OH 45069

991 Toll Free: 866.783.3797

Fax: 513.573.9241

Email: info@aniara.com

www.aniara.com


Dave
Aniara Footer


DRAFT PROTOCOL / NOT VALIDATED

Name: | NormalCont

Name: | LowCont

Abbreviation:

clean when the reagent is modified Low clean when the reagent is modified Low

New calibration with any new lot of reagents

NormalCont Abbreviation:

New calibration with any new lot of reagents

LowCont

Authorized lines

Authorized lines

from [ 1 ] to [ 14 ] from [ 1 ] to [ 14 ]
Stability (*) Stability (*)
<15¢ [ * ] s>=15¢ [ || <15 [ ] s=15¢ [ |
Mix by jet Mix by jet
Intensity 1 Intensity 1
Frequency No agitation Frequency No agitation
Reference numbers Reference numbers
Number Number
add | remove | replace add | remove | replace

(*) To be filled by the user according to the insert instructions and the exact working
conditions. Homogenize before each use.

Creation of the procedure

Once the various reagents, calibration and controls files are created, the procedure file must
be created. Go to the “Definition tests, procedure” and enter the following parameters.
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