Setahist

Tablets & Syrup

Composition:
Setahist Tablets:

Each film-coated tablet contains:
Cetirizine hydrochloride 10 mg

Setahist Syrup:
Each 5 ml of syrup contains:
Cetirizine hydrochloride 5 mg

Preservative for syrup:
Sodium benzoate 0.4%

Therapeutic Activity:
Antihistamine.

Indications:

Setahist is indicated for:

- The treatment of hay fever (seasonal allergic rhinitis), year round allergies such as dust or pet allergies
(perennial allergic rhinitis) and urticaria (swelling, redness and itching of the skin)

- The relief of the unpleasant symptoms and discomfort associated with the above conditions, such as
sneezing, irritated, runny and blocked up nose, itchy, red and watering eyes and skin rashes.

When Should This Preparation Not Be Used:

Setahist is contraindicated in the following conditions:

- Known hypersensitivity to Cetirizine hydrochloride

- If you are breastfeeding

- If you have severe kidney failure (creatinine clearance less than 10ml/min)
- If you have problems of urinary retention.

Do Not Take This Medicine Without Consulting Your Physician Before Starting Treatment:

- If you have kidney problems

- If you have predisposition factors of urinary retention (e.g. spinal cord lesion, prostatic hyperplasia) as
Cetirizine increases the risk of urinary retention

- If you suffer from epilepsy or are at risk of convulsions

- If you are pregnant

- If you have an intolerance to some sugars (Lactose)

- If you want to use Setahist Tablets in children less than 6 years of age, or Setahist Syrup in children less
than 2 years of age.

Warnings and Precautions:

- Avoid alcoholic drinks while taking this medication

- Some people have reported feeling drowsy or dizzy while taking Setahist. If you are affected, do not
drive or use machines.

Side Effects:
In addition to the desired effects of Setahist, some side effects may occur during the course of treatment
such as:



Common: Somnolence (sleepiness), dizziness, headache, pharyngitis, rhinitis (in children), diarrhea,
nausea, dry mouth and fatigue

Uncommon: Agitation, paresthesia (abnormal feelings of the skin), abdominal pain, pruritus (itchy skin),
rash, asthenia (extreme fatigue) and malaise

Rare: Allergic reactions, some severe (very rare), depression, hallucination, aggression, confusion,
insomnia, convulsions, tachycardia (heart beating too fast), liver function abnormal, urticaria (hives),
oedema (swelling) and weight increased

Very rare: Thrombocytopenia (low levels of blood platelets) , tics (habit spasm) , syncope, dyskinesia
(involuntary movements), dystonia (abnormal prolonged muscular contractions), tremor, dysgeusia
(altered taste) , blurred vision, accommodation disorder (difficulty focusing), oculogyration (eyes having
uncontrolled circular movements) , angioedema (serious allergic reaction which causes swelling of the
face or throat), fixed drug eruption , abnormal elimination of urine (bed wetting, pain and/or difficulty
passing water)

Not known frequency: Increased appetite, amnesia, memory impairment, vertigo (sensation of rotation
or movement), urinary retention (inability to completely empty the urinary bladder), pruritus (intense
itching) and/or urticaria upon discontinuation

Stop taking Setahist and tell your doctor if you have the following side effects: Committing Suicide.

In the event that you experience any side effects not mentioned in this leaflet, or if there is a change in
your general health, consult your physician immediately.

Drug Interactions:

No interactions with other drugs are expected. However, if you are taking another medicine
concomitantly or if you have just finished treatment with another medicine, inform your physician in
order to prevent hazards and lack of efficacy resulting from drug interactions.

To Avoid Poisoning:

1. Keep the medicine out of the reach of children

2. If an excessive dose is taken, or if a child swallowed the medication accidentally, seek help at an
emergency department and take the remaining medicine with you

3. Do not induce vomiting without consulting the physician

4. Do not take the medication in the dark, always read the label and make sure you are using the right
medication

5. Always notice the expiry date and never use the medicine after the printed date

6. Avoid exposure of the drug to excessive heat and humidity during storage

7. Use the drug only as prescribed.

Recommended Dosage
- Setahist Tablets:
- Adults and children aged 6 years and over: 10 mg (one tablet) daily
Is not suitable for children under 6 years of age.

- Setahist Syrup:
- Adults and children aged 6 years and over: 10 ml daily
- Children aged 2 to 6 years: 5 ml daily
Is not suitable for children under 2 years of age.



Directions For Use:

- Swallow Setahist Tablets whole with a glass of water. Do not take more than one tablet each day

- Use the enclosed measuring cup when measuring the dose of Setahist Syrup. Do not take more than
10 ml each day

- If you feel drowsy or dizzy, taking half your dose twice a day may be better than taking the full dose
once a day

- If you do not feel better within a few days, consult your doctor

- If you are due to have an allergy test, ask your doctor if you should stop taking Setahist for several days
before testing, as this medicine may affect your allergy test results.

Missed Dose:

- Take the missed dose as soon as you remember, unless it is almost time for your next dose, in which
case, skip the missed one and continue as per your regular dosing schedule

- Do not double the dose to make up for the missed dose.

Storage:
Setahist Tablets: Store this medicine in its original package at temperature below 30°C, away from light

and moisture.
Setahist Syrup: Store this medicine in its original package at temperature below 30°C.
Do not use Setahist syrup after 30 days of opening the bottle.

Presentation:
Setahist Tablets: A box of 20 coated tablets.
Setahist Syrup: A glass bottle of 100 ml syrup with a measuring cup.

B
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