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Sumatriptan Hama Pharma

Sumatriptan 25, 50, 100 mg.

Composition and pients: Each
Sumatriptan Succinate) 25, 50, or 100mg.
Excipients: Colloidal silicon dioxide, Lactose monohydrate, Lactose anhydrous,
Microcrystalline cellulose, Talc, Magnesium stearate, Croscarmelose sodium.
Properties: Sumatriptan is a specific and selective serotonin (5HT,) 1d receptor
agonist, and has not demonstrated activity on the other SHT (5HT,-5HT-) receptors.
The vascular 5HT,d receptor is found predominantly in the cranial blood vessels
and has a vasoconstrictor effect. In animals, it has been shown that sumatriptan
causes vasoconstriction of the arterioles and the arteriovenous anastomata of the
carotid vascular bed. It has been proposed that dilatation of these arterial vessels,
and the formation of oedema here, is the underlying cause of a migraine attack in
humans. There is also evidence from animal experiments to suggest that
sumatriptan inhibits the activity of the trigeminal nerve. Both effects might
contribute to the anti-migraine effect of sumatriptan in humans.
A clinical response occurs approximately 30 minutes after oral administration of a
dose of 100 mg.
Sumatriptan is effective for the acute treatment of migraine attacks that occur
during menstruation in women.
Pharmacokinetics: Following oral administration sumatriptan is rapidly
absorbed, the maximum concentration being reached after 2 hours. Absolute
bioavailability after oral administration is on average 14%. This is partly due to
presystemic metabolism and partly to incomplete absorption. In patients with
hepatic insufficiency, presystemic clearance after oral administration is reduced,
resulting in an increase in the plasma levels of sumatriptan.

Protein binding is low (14 - 21%). The elimination half-life is approximately

2 hours. The major metabolite is excreted in the urine.

Indications: Sumatriptan is indicated for the acute treatment of migraine attacks

with or without aura.

Contraindications:

« Hypersensitivity to sumatriptan or to any of the excipients.

« In patients who have had myocardial infarction or have ischaemic heart disease,
coronary vasospasm (Prinzmetal's angina), peripheral vascular disease or
symptoms or signs consistent with ischaemic heart disease.

+ In patients with a history of cerebrovascular accident (CVA) or transient
ischaemic attack (TIA).

« In patients with severe hepatic impairment.

+ In Patients with moderate and severe hypertension and mild uncontrolled
hypertension.

« With The concomitant administration of ergotamine, or derivatives of ergotamine
(including methysergide) or any (5-HT,) receptor agonist.

« The Concurrent administration of monoamine oxidase inhibitors (MAQOIs) and
sumatriptan.

« Sumatriptan must not be used within 2 weeks of discontinuation of therapy with
monoamine oxidase inhibitors.

Warnings and precautions:

« Sumatriptan should only be used where there is a clear diagnosis of migraine.

+ Sumatriptan is not indicated for use in management of, hemiplegic, basilar or
ophthalmoplegic migraine.

« As with other acute migraine therapies, before treating headaches in patients

not previously diagnosed as migraineurs, and in migraineurs who present with

atypical symptoms, care should be taken to exclude other potentially serious
neurological conditions.

It should be noted that migraineurs may be at increased risk of certain

cerebrovascular events (e.g. TIA).

+ Following administration, sumatriptan can be associated with transient

symptoms including chest pain and tightness, which may be intense and involve

the throat. Where such symptoms are thought to indicate ischaemic heart
disease, no further doses of sumatriptan should be given, and an appropriate
evaluation should be carried out.

Sumatriptan should be given with caution in patients with mild controlled

hypertension since transient increases in blood pressure and peripheral

vascular resistance have been observed in a small proportion of patients.
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+ Sumatriptan should be administered with caution to patients with conditions that
may affect significantly the absorption, metabolism or excretion of the drug, e.g.
impaired hepatic or renal function.

« Sumatriptan should be used with caution in patients with a history of seizures or

other risk factors which lower the seizure threshold, as seizures have been

reported in association with sumatriptan.

Patients with known hypersensitivity to sulphonamides may exhibit an allergic

reaction following administration of sumatriptan. Evidence of cross sensitivity is

limited; however, caution should be exercised before using sumatriptan in these
patients.

Undesirable effects may be more common during concomitant use of triptans

and herbal preparations containing St John's Wort. Prolonged use of any type

of painkiller for headaches can make them worse. If this situation is experienced
or suspected, medical advice should be obtained and treatment should be
discontinued. The diagnosis of medication overuse headache (MOH) should be
suspected in patients who have frequent or daily headaches despite

(or because of) the regular use of headache medications.

« Sumatriptan should not be given to patients with risk factors for ischaemic heart
disease, including those patients who are heavy smokers or users of nicotine
substitution therapies, without prior cardiovascular evaluation. Special
consideration should be given to postmenopausal women and males over
40 with these risk factors. These evaluations however, may not identify every
patient who has cardiac disease and, in very rare cases, serious cardiac events
have occurred in patients without underlying cardiovascular disease.

Drug Interaction:

« The period of time that should elapse between the use of sumatriptan and
ergotamine-containing preparations or another triptan/5-HT receptor agonist is
not known. It is advised to wait at least 24 hours following the use of
ergotamine-containing preparations or another triptan/5-HT receptor agonist
before administering sumatriptan. Conversely, it is advised to wait at least 6 hours
following the use of sumatriptan before administering an ergotamine-containing
product and at least 24 hours before administering another triptan/5-HT
receptor agonist.

« There may be a risk of serotonergic syndrome if sumatriptan is used
concomitantly with lithium.

« There have been rare post-marketing reports describing patients with serotonin
syndrome (including altered mental status, autonomic instability and neuromuscular
abnormalities) following the use of a selective serotonin reuptake inhibitor
(SSRI) and sumatriptan. Serotonin syndrome has been reported following
concomitant treatment with triptans and serotonin noradrenaline reuptake
inhibitors (SNRIs). If concomitant treatment with sumatriptan and an SSRI/SNRI
is clinically warranted, appropriate observation of the patient is advised

Pregnancy: Although data are insufficient to draw definitive conclusions, they do
not point to an increased risk of congential defects. Experience with the use of
sumatriptan in the second and third trimester is limited. Evaluation of experimental
animal studies does not indicate direct teratogenic effects or harmful effects on
peri-and postnatal development. Administration of sumatriptan should only be
considered if the expected benefits to the mother are greater than any possible
risk to the foetus.

Lactation: It has been demonstrated that following subcutaneous administration

sumatriptan is secreted into breast milk. Infant exposure can be minimised by

avoiding breast-feeding for 12 hours after treatment, during which time any breast
milk expressed should be discarded.

Effects on ability to drive and use machines: Drowsiness may occur as a

result of migraine, or its treatment with sumatriptan. This may influence the

ability to drive and operate machinery.

Undesirable effects:

Common: Dizziness, drowsiness, sensory disturbance including paraesthesia

and hypoaesthesia, Dyspnoea, Transient increase in blood pressure arising soon

after treatment, Flushing, Nausea and vomiting occurred in some patients but it is
unclear if this is related to sumatriptan or the underlying condition, Sensations of
heaviness (usually transient and may be intense and can affect any part of the

Qualitas
Inierzatious]
Cenificaion L4.UK

150 9001: 2008

£d

150 14001 : 2004

LQ ) L@
Cattinion TH0K oot TR
OHSAS 18001:2007
body including the chest and throat), Myalgia, Pain, sensations of heat or cold,
pressure or tightness (these events are usually transient and may be intense and
can affect any part of the body including the chest and throat), feelings of
weakness, fatigue.

Very rare: Minor disturbances in liver function tests have occasionally been
observed.

Posology and method of administration:

General recommendations with regard to use and administration:

Sumatriptan should not be used prophylactically.

Sumatriptan is recommended as monotherapy for the acute treatment of a
migraine attack.

It is advisable that sumatriptan be given as early as possible after the onset of a
migraine headache. It is equally effective at whatever stage of the attack it is
administered.

The recommended dosages of Sumatriptan should not be exceeded.

Adults: The recommended dose of is a single 50 mg tablet. Some patients may
require 100 mg. Doses of 25 mg-100 mg have shown to be more effective than
placebo in clinical trials but 25 mg is statistically significantly less effective than
50 mg and 100 mg.

If the patient does not respond to the first dose of sumatriptan, a second dose
should not be taken for the same attack. Sumatriptan tablets may be taken for
subsequent attacks.

If the patient has responded to the first dose, but the symptoms recur a second
dose may be given in the next 24 hours, provided that there is a minimum
interval of 2 hours between the two doses. No more than 300 mg should be taken
in any 24 hour period.

Paediatric population: Sumatriptan tablets in children aged less than 10 years
have not been established.

The efficacy and safety of Sumatriptan tablets in children 10 to 17 years of age
have not been demonstrated in the clinical trials performed in this age group.
Therefore, the use of Sumatriptan tablets in children 10 to 17 years of age is not
recommended.

Elderly: Experience of the use of sumatriptan tablets in patients aged over
65 years is limited, until further clinical data are available; the use of sumatriptan
in patients aged over 65 years is not recommended.

Patients with hepatic insufficiency: In patients with mild to moderate hepatic
insufficiency low doses of 25-50 mg sumatriptan should be considered.
Overdose: If overdose occurs, the patient should be monitored for at least
10 hours and standard supportive treatment applied as required.

It is unknown what effect haemodialysis or peritoneal dialysis has on the plasma
concentrations of sumatriptan.

Packaging: 3 blisters, each contains 10 tablets/carton box.

Storage conditions: Store at room temperature, below 25° C.

Keep out of reach of children.«

TPP1802080 THIS IS A MEDICAMENT

~ A medicament is a product but unlike any other products.

~ A medicament is a product which affects your health, and its consumption contrary to
instructions is dangerous for you.

~ Follow strictly the doctor's prescription, the method of use and the instructions of the ~phar-

macist who sold the medicament. The doctor and the pharmacist are experts in - medicine,

its benefits and risks.

Do not by yourself interrupt the period of treatment prescribed for you.

— Do not repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)

Manufactured by:
HAMA PHARMA Hama - Syria
Tel.: +963 33 8673941 Fax: +963 33 8673943
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