Haemostop’

Etamsylate 250 mg/ 2 ml
Solution for .M./ V. Injection

Active ingredient: Each 2 ml ampoule contains 250 mg of Etamsylate
Inactive ingredients: Sodium metabisulfite, sodium dihydrogen phosphate
2H:0, Disodium hydrogen phosphate.12H.0, water for injection to 2 ml
Therapeutic indications/possible uses

Prophylaxis of capillary bleeding, pre-, intra- or post-operative for all
difficult interventions or interventions of tissue with a high blood supply:
otorhinolaryngology, gynecology, obstetrics, urology, odontostomatology,
ophthalmology, plastic and reconstructive surgery.

Treatment of capillary bleeding, regarding of the cause or location of the
bleeding

Prophylaxis of periventricular bleeding in premature infants

Dosage / application

Adults and adolescents

Preoperaive: 1-2 ampoules of Haemostop IV or IM, 1 hour before the
procedure.

Intraoperatively: 1-2 ampoules IV, repeat if necessary.

Postoperatively: 1-2 ampoules of Haemostop 250, every 4 to 6 hours, as
long as the risk of bleeding persists

Emergencies, depending on the severity of the case: 1-2 ampoules IV or IM
every 4 to 6 hours until there is no longer any risk of bleeding

Local application: soak a compress with the contents of an ampoule and
place it on the bleeding area or insert it into the alveolus after a tooth
extraction. Repeat if necessary. Can be combined with oral or parenteral
treatment

Children

Half adult dose

Neonatology: inject 10 mg per kg of body weight (0.1 ml = 125 mg)
intramuscularly within 2 hours after birth, then repeat every 6 hours for 4
days.

Special patient populations

There are no clinical studies in patients with hepatic or renal insufficiency.
Therefore, caution should be exercised when administering Haemostop®
solution for injection to these patients.

Contraindications:

Acute porphyria

Bronchial asthma, hypersensitivity to sulfites

Hypersensitivity to any component of the drug

Warnings and Precautions

Due to the risk of a drop in blood pressure with parenteral administration,
caution should be exercised in patients with unstable blood pressure or
hypotension (see “Adverse effects’)

Haemostop® solution for injection contains sodium metabisulphite (L223)
as an antioxidant which can cause allergic reactions, nausea and diarrhea in
sensitive patients. For allergic reactions can lead to anaphylactic shock and
cause life-threatening asthma attacks. The prevalence in the population to
unknown but is likely to be low. However, hypersensitivity to sulphites is
observed then frequently in asthmatics then a non-asthmatics (see
"Contraindications’). If hypersensitivity reactions occur, the administration of
Haemostop® solution for injection must be stopped immediately.
Interactions:

Incompatibilities

Thiamine (vitamin B1) is deactivated by the sulfite contained Haemostop
solution for injection. If a dextran infusion is required, Haemostop® must
be injected beforehand

At therapeutic doses, Etamsylate can interact with enzymalic creatinine tests,
which can result in lower than expected values.

During treatment with Etamsylate, a sample (e.g. a blood sample) for
laboratory tests must be done prior to the first daily dose of the drug to
minimize the risk of potential interaction of Etamsylate with the laboratory
tests.

Pregnancy / lactation

Pregnancy

There are limited data from the use of Etamsylate in pregnant women
Etamsylate crosses the placental barrier, the concentrations of Etamsylate in
maternal blood in umbilical cord blood are comparable

Etamsylate should not be used during pregnancy unless clearly necessary

In the absence of data on excretion in human milk, it is not advisable to
breast-feed for the duration of treatment. If breastfeeding is carried out
nonetheless, the treatment must be discontinued

Effects on ability to drive and use machines:

Haemostop® solution for injection has no influence on the ability to drive
and use machines.

Undesirable effects:

Adverse reactions are classified according to the MedDRA convention
according to system organ class and frequency

Very common (> 1;10)

Common (2 15100 to <1/10)

Uncommon (211,000 to <1;100)

Rare (=1/10,000 to <1/1,000)

Very rare (<1;10,000)

Not known (frequency cannot be estimated from the available data)

Blood and lymphatic system disorders

Very rare: agranulocytosis, neutropenia, thrombocytopenia

Immune system disorders

Very rare: hypersensitivity, anaphylactic shock.

Nervous system disorders

Common: headache.

Vascular disorders

Very rare: Thromboembolism, Hypotension

Gastrointestinal disorders

Common: nausea, diarrhea, abdominal discomfort

Skin and subcutaneous

Tissue disorders

common: rash

musculoskeletal

disorders Rare: arthralgia

General disorders and administration site conditions

common: asthenia

very rare: fever

in general, these reactions are reversible and go away when treatment is
discontinued

if you develop a skin reaction or a fever, the treatment must be interrupted
and your doctor informed, as this may be an allergic reaction.

Overdose

There are no known signs of overdose. Symptomatic treatment should be
initiated in the event of an overdose.

Reporting of suspected adverse reactions:

Reporting suspected adverse reactions after authorization of the medicinal
product is important. It allows continued monitoring of the benefit/risk
balance of the medicinal product. pvfollowup@edaegypt.gov.eg

By reporting side effects, you can help provide more information on the
safety of this medicine

Properties ; effects

Other systemic hemostatics

Mechanism of action

Etamsylate is a synthetic antihemorrhagic and vascular protection agent that
influences the first phase of hemostasis (interaction between endothelium
and platelets). By improving the adhesion of platelets and restoring capillary
resislance, it can shorten bleeding time and reduce blood loss.

Etamsylate has no vasoconstricting does not affect fibrinolysis and does not
change the plasmatic coagulation factors

Pharmacokinetics

After IV or IM administration of a dose of 500 mg Etamsylate, a maximum
plasma level of 30 - 50 pgml is observed after 1 hour

Distribution

The plasma protein binding is approx.. 80 %

Etamsylate crosses the placental barrier. The concentration of internal blood
and in umbilical cord blood are comparable

Itis not known whether Etamsylate is excreted in breast milk

Metabolism

Etamsylate is only metabolized to a small extent

Elimination

Etamsylate is mainly excreted renally, 80% in unchanged form.

The half-life in plasma averages 2 hours. Approximately 85% of the dose is
excreted in the urine during the first 24 hours.

Kinetics of special patient groups

Itis not known whether the pharmacokinetic properties of Etamsylate are
changed in patients with impaired renal and / or hepatic function.

Other notes

Stability

The drug may only be used up to the date marked “EXP" on the container.
Storage instruction store in temperature not exceeding than 30 °C of the
reach of children. Do not use the Haemostop® ampoules if the solution is
discolored

Shelf life: 3 years

Packs

Carton box containing 3 colorless transparent glass (Type I), ampoules
containing 2 ml solution + insert leaflet.

‘ Keep all medicaments out of reach of children

Product of:
W AMOUN PHARMACEUTICAL CO.
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