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1. DRUG NAME

HAEMOSTOP® 250 mg, Film Coated Tablets

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Ethamsylate. 250mg

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Film Coated tablet

White round biconvex film coated tablet.

4. CLINICAL INDICATIONS

4.1. Therapeutic indications

Medicine for the treatment of:

« bleeding by capillary fragility,

* Menorrhagia without detectable organic cause,

And in general or specialized surgery (O.R.L, ophthalmology,
gynecology) for:

Reducing blood loss during surgical procedures, especially
patients on anticoagulants

4.2. Dosage and method of administration

Dosage

Adults:

« In continuous treatment: 6 tablets per day in 3 doses, 10 to 20
days per month.

« Pre-operative: 6 tablets per day for 3 days.

« Post-operative: 6 tablets per day.

Paediatric population

+ Same treatment regimen as adults by reducing the dosage by
half, i.e. 3 tablets per day in 3 doses.

4.3. Contraindications

This medicine SHOULD NOT be used in case of hypersensitivity
to ethamsylate and/or any of the other ingredients.

4.4. Special warnings and precautions for use

« Several cases of isolated fever which reappeared when treatment
was resumed have been reported with ethamsylate. If fever
develops, treatment should be stopped and should not be
resumed.

In the absence of information on the safety of ethamsylate in
patients with acute prophyria, this drug is not recommended in
these patients.

« If Haemostop tablets are administered to reduce severe and‘or
prolonged menorrhagia and no improvement is observed,
possible pathological causes should be investigated and excluded.
+ The product contains lactose, Patient with rare hereditary
problems of galactose intolerance , the Lapp lactose deficiency or
glucose-galactose malabsorption should not take this medicine
4.5. Interactions with other drugs and other forms of
interaction

The data available to date do not suggest the existence of
clinically significant interactions.

Interactions with paraclinical examinations:

Taking ethamsylate in therapeutic doses can distort the enzymatic
creatinine assay by giving lower values.

During treatment with ethamsylate, the sample collection (e.g.
blood test) required for laboratory testing should be done prior to
the first daily administration of the drug to minimize any potential
interactions of ethamsylate with laboratory tests.

4.6. Fertility, Pregnancy and Breastfeeding

Pregnancy

Data from the use of ethamsylate in pregnant women are limited.
Animal studies have not shown any direct or indirect harmful
effects with respect to reproductive toxicity. As a precautionary
measure, it is preferable to avoid best to the use of ethamsylate
during pregnancy.

Breastfeeding

In the absence of data on ethamsylate passage into breast milk,
breastfeeding is not recommended during treatment.

4.7. Effects on driving and use of machinery

Not applicable

4.8. Adverse effects

Adverse reactions are classified by frequency and organ system
class. The frequency is defined as follows:

« Very frequent (= 110),

« Common (= 1100 to < 110),

« Uncommon (= 1/1,000 to <1/100),

+ Rare (> 1/10,000 to < 1/1,000),

+ Very rare (< 1510,000),

+ Frequency not known (cannot be estimated on the basis of
available data).

Gastrointestinal disorders:

Not known: nausea, diarrhea, vomiting

Skin and subcutaneous disorders:

Not known: rash

General disorders and injection site reactions

Not known: fever

Nervous system disorders

Not known: headache

Blood and lymphatic system disorders:

Not known: agranulocytosis, neutropenia

Immune system disorders

Not known: hypersensitivity reaction mainly of the urticaria type,
requiring discontinuation of treatment.

Reporting suspected adverse reactions

Reporting suspected adverse events after drug approval is
important. It allows continuous monitoring of the benefit/risk ratio
of the drug. Health professionals should report suspected adverse
events through Egyptian  pharmacovigilance center
pv.followup@edaegypt.gov.eg

4.9. Overdose

To date, no cases of overdose have been reported. In the case of
an overdose, treatment will be symptomatic

5. PHARMACOLOGICAL PROPERTIES

5.1. Pharmacodynamic properties

Pharmacotherapeutic class: OTHER SYSTEMIC HEMOSTATIC.
Pharmacodynamic effects

Improvement of platelet adhesiveness and restoration of capillary
resistance.

5.2. Pharmacokinetic properties

In humans:

Oral: Ethamsylate is slowly absorbed. After taking 500 mg, the
peak plasma concentration is obtained after 4 hours. Itis 15 pg/ml.
The plasma elimination half-life is approximately 8 hours. The
plasma protein-binding rate is high: it is around 95%. Ethamsylate
is eliminated mainly through urine, in unchanged (> 80%).

6. PHARMACEUTICAL DATA

6.1. List of excipients

Lactose Monohydrate, Povidone K30, Crospovidone XL, Methyl
Cellulose 15 cps, Silicified Microcrystalline cellulose (Prosolve 90),
Talc purified, Magnesium stearate.

Film Coat: Opadry white (polyvinyl alcohol, titanium dioxide E171,
polyethylene glycol/ macrogol, talc)

6.2. Incompatibilities

Not applicable

6.3. Shelf life

3 years

6.4. Storage precautions

Store at temperature not exceeding 30 ° C, In dry place

6.5. Nature and content of the outer packaging

Carton box contains 1,2 (AL Opaque PVC/PVDC) strips, each of 10
film coated tablets and inner leaflet.

‘ Keep all medicaments out of reach of children

Product of:
AMOUN PHARMACEUTICAL Co.

El-Obour City, Al Qalyubia, Egypt. SAE
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