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STROMATOL ®

Stromatolytic agent for blood platelet counts For in Vitro diagnostic use only

. INTRODUCTION AND INTENDED USE

Platelets (or thrombocytes), cells produced by the bone marrow and released into the blood, are essential for blood clotting. Their count is a test that checks
the amount in a blood sample.

When a blood vessel or tissue suffer an injury, it is common to experience it starts to bleed. Platelets are used to stop bleeding because they have different
roles as: adhere to injury, aggregate with each other and release chemicals that stimulate the aggregation of the same.

These three mechanisms create a cap on the lesion, through a process which on the whole is called primary hemostasis. At the same time, the activated
platelets promote the cascade of the coagulation process, that is, the series of steps that involves the sequential activation of special proteins (coagulation
factors). This process, called secondary hemostasis, form of the fibrin bands that strengthen the cap, form a network and they tighten close to form a stable
clot which remains on the wound until the wound has healed. When the clot is no longer needed, other factors destroy it by dissolution.

Because coagulation work in the right way, all primary and secondary hemostasis components must be present, activated at the right time and properly
functioning. When platelets are insufficient or do not function normally, you can form a clot unstable and the patient may risk hemorrhage. Platelets survive
in blood for 8-10 days and the bone marrow must continually produce new ones to replace those worn out and / or lost through bleeding. The platelet count
may be useful to diagnose various disorders that have to do with the excess or the shortage of platelets. It can be performed manually with a microscope or
with an automatic device.

Stromatol® is a reagent that brings some advantages on the platelet count, manual or automatic, by facilitating the execution of the examination ensuring
error reduction to 0.1%. Stromatol® is recommended for automated counts because he eliminates the platelet aggregates that usually invalidate the results
of the automatic counters.

Il. PRINCIPLE OF THE TEST
The stromatolytic agent acts lysing the red blood cells, and by staining in an elective way the platelets. In this way the platelets are well visible to
microspcope.

lll. REAGENTS AND MATERIALS Each kit contains:
1. Bottle with 50 mL of Stromatol® : the quantity is sufficient to perform about 50-60 tests.
2. Instruction for use (1)

IV. SPECIAL PRECAUTIONS

- Normal precautions exercised in handling laboratory reagents should be followed. Dispose of waste observing all local, state, provincial or national
regulations. Refer to Material Safety Data Sheet for any updated risk, hazard or safety information.

- The kit is for professional use and for in vitro diagnosis only.

- Do not use after expiration date. Do not use the test if pouch is damaged.

- All operations linked to the use of the test must be performed in accordance with Good Laboratory Practices.

- All the specimens should be considered potentially hazardous and handled in the same manner as an infectious agent.

V. STORAGE AND STABILITY

Store as packaged at temperature between 6 and 30°C. The reagent is stable through the expiration date printed on the bottle. Any crystalline deposits
caused by temperature drops can be eliminated without harm by bringing the STROMATOL® to +40°C for 2 to 3 hours. STROMATOL® is deteriorated by
exposure to light and must therefore be kept in coloured or opaque bottles.

VI. SPECIMENS COLLECTION

It is advisable to keep the blood for examination in silicon glass or in plastic test-tubes, using E.D.T.A. dipotassium salt 4 mM as anticoagulant (in practice it
is sufficient to add one drop of 40% E.D.T.A. for 5 mL of blood in the test-tube).

In this way the following tests can be made on the same sample: red corpuscle count, white corpuscle count, hemoglobin content, blood group and
leucocyte formula.

VIl. PROCEDURES

Fully compressing the rubber bulb, fill the dropper with STROMATOL.

Pour the contents of the dropper into a watch-glass or similar container.

Fill a red cell pipette up to mark “1” with the sample of blood.

Then completely fill with STROMATOL up to the mark “101”.

Shake thoroughly to mix the blood and STROMATOL.

Leave to stand for 4 - 5 minutes (with automatic equipment it take 10 - 15 minutes).
Shake again and put into a Thoma'’s chamber.

On completion of sedimentation, count the platelets in the chamber.

VIIl. INTERPRETATION OF RESULTS
The interpretation of the results is facilitated by the complete elimination of red cells and of the background staining that highlights the platelets electively.

Result x 100 (coeff. Of dilution) x 10 (chamber volume) = N° of platelets per mm?3,

X. EXPECTED VALUES
Normal values: 150000-400000/mm? (unit IS: 150-400 x 10%/L)

XI. LIMITS OF THE KIT and NOTE

1. The light can alter STROMATOL®. Then it must keep it in its container dark glass, tightly closed.

2. STROMATOL® is harmful by ingestion, skin contact and inhalation. (It must be used only for analysis with proper precautions). Refer to the Material
Safety Data Sheet.

3. As with all diagnostic tests, a final diagnosis cannot rely on the outcome of a single test and must be supported by other clinical parameters.

XI. REFERENCES
1. Hematology: Principles and Procedures, Sixth Edition, Brown AB, Lea & Febiger, Philadelphia 1993 p101
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