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For the determination of Activated Partial Thromboplastin Time

APTT 
ellagic

SUMMARY
The Activated Partial Thromboplastin Time (APTT) is a test 
sensitive to disorders in the coagulation intrinsic and ordinary 
pathway.  This is a widely used test to detect deficiencies in 
factors II, V, VIII, IX, X, XI and XII. It may also be used for 
Lupus anticoagulant detection and heparin anticoagulant 
therapy monitoring. 

PRINCIPLE
When the patient's plasma is incubated in the presence of 
phospholipids and soluble activator (ellagic) activation of 
the intrinsic pathway factors is produced in the presence of 
added calcium, which triggers the coagulation process. This 
may be chronometrically registered.

PROVIDED REAGENTS
A. Reagent A: stable aqueous phospholipid suspension with 
ellagic acid as activator.
B. Reagent B: 25 mmol/l calcium chloride solution.

REQUIRED MATERIAL (non-provided)
- Distilled water
- Wiener lab.'s Coagulation Control N & Coagulation Control P.

INSTRUCTIONS FOR USE
Provided Reagents: ready to use.

WARNINGS
Reagents are for “in vitro” diagnostic use.
Use the reagents according to the working procedures for 
clinical laboratories.
The reagents and samples should be discarded according 
to the local regulations in force.

STABILITY AND STORAGE INSTRUCTIONS
Provided reagents are stable in refrigerator (2-10 ºC) until the 
expiration date shown on the box. Once opened the reagents are 
stable for 2 months in refrigerator (2-10 ºC) or for 5 days at room 
temperature (<25 ºC). Keep bottles tightly closed when unused.

SAMPLE
Citrated plasma
a) Collection: obtain blood carefully (avoiding stasis or 
trauma) and place into a tube with anticoagulant in an exact 
9+1 proportion (e.g.: 4.5 ml blood + 0.5 ml anticoagulant). 
Mix gently. Centrifuge for 15 minutes and separate plasma 
before 30 minutes. It is recommended to use plastic syringes 
for extraction.

C

b) Additives: use Wiener lab's Anticoagulante TP or 130 mmol/l 
(3.8%) or 109 mmol/l (3.2%) sodium citrate to obtain plasma.
c) Known Interfering Substances:
-  Do not use EDTA or heparin to obtain plasma.
- Contaminations whether visible or not lead to falsely pro-

longed times.
- Visible hemolysis makes difficult the photo-optic measure-

ment of the results.
Refer to Young, D.S. in references for effect of drugs on the 
present method.
d) Stability and Storage Instructions: plasma samples are 
stored in plastic tubes or siliconized vials at room temperature 
before testing:
- for patients not under treatment with heparin, within 3 hours;
- for patients treated with heparin, within 1 hour;
- for extended storage periods, they may be stored for 2 

weeks at -20ºC or for 6 months -70ºC.

REQUIRED MATERIAL (non-provided)
- Hemolysis tubes
- Pipettes and micropipettes for measuring the stated vol-

umes
- Water bath at 37ºC
- Stopwatch
- Semiautomatic or automatic analyzer

PROCEDURE
Before use, stabilize Reagent A for 30 minutes at room 
temperature (< 25ºC) while gently shaking the vial.

Preheat Reagent B at 37ºC. In a hemolysis tube place:

Sample or Control 100 ul
Reagent A  100 ul

Mix and incubate for 3 minutes at 37ºC

Reagent B (at 37ºC) 100 ul

Start stopwatch simultaneously. Shake briefly to homog-
enize content and keep in water bath for 20 seconds. 
Then remove the tube from the water bath, tilt gently 
once every second and stop the stopwatch when a clot 
is formed. Automatic or semi-automatic instruments, 
capable of detecting fibrin clot formation by photo-optic 
or mechanic methods, can be used to read the results. 
Record the coagulation time.
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INTERPRETATION OF RESULTS
The results may be expressed as:
1) The Activated Partial Thromboplastin Time in seconds;
2) The ratio between the time obtained with the unknown 
and the time obtained with control plasma (normal patient 
plasma).

QUALITY CONTROL METHOD
Wiener lab.'s Coagulation Control N & Coagulation Control P.

REFERENCE VALUES
22 - 36 seconds

It is recommended that each laboratory processes a pool of 
normal plasma with each lot of reagents used and to correlate 
the patients' values with that of the control plasma, recording 
the results in the report.
Each laboratory should establish its own reference values 
based on the techniques and devices used.
In the control of heparin therapy, the APTT ellagic values 
which differ 2-4 times from the normal value are considered 
within the accepted therapeutic level of heparin. However, 
the actual therapeutic level should be set according to the 
clinical situation.

PROCEDURE LIMITATIONS
- See Known interfering substances and Stability and storage 

instructions under SAMPLE.
- Store plasma samples at room temperature to prevent low 

temperature activation.
- Use poor platelet plasma samples.
- It is recommended to respect the sample´s incubation time 

with Reagent A.
- Consider that variations in the ratio anticoagulant/sample 

or in the citrate concentration used, affect activated partial 
thromboplastin times, thus, it is recommended to check the 
anticoagulant dose used for sample collection.

PERFORMANCE
Reproducibility: reproducibility was determined with vari-
ous samples (in series and every day). The following results 
were obtained:

Intra-assay precision

Level S.D. C.V.

29.5 sec 0.311 sec 1.06%

54.4 sec 0.459 sec 0.84%

Inter-assay precision

Level S.D. C.V.

30.3 sec 0.816 sec 2.7%

58.5 sec 1.057 sec 1.81%

PARAMETERS FOR AUTOANALYZERS
Refer to the specific applications of each autoanalyzer.

WIENER LAB PROVIDES
2 x 4 ml Reagent A
1 x 8 ml Reagent B
(Cat. Nº 1705010)
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Symbols
The following symbols are used in the packaging for Wiener lab. diagnostic reagent kits.

C
This product fulfills the requirements of the Euro-
pean Directive 98/79 EC for "in vitro" diagnostic 
medical devices

V "In vitro" diagnostic medical device

X Contains sufficient for <n> tests

H Use by

l Temperature limitation (store at)

Do not freeze

F Biological risks

Volume after reconstitution

Contents

g Batch code h Catalog number

Calibrator

b Control

b Positive Control

c Negative Control

i Consult instructions for use

Manufactured by:

Harmful

Corrosive / Caustic

Irritant

P Authorized representative in the European Com-
munity
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Calibr.

 Cont.


