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TUSSINOL-N SYRUP

DESCRIPTION
Clear, mobile liquid, free from visible impurities. Colour:
Green.

Each 5ml contains:
Brompheniramine Maleate 2mg
Phenylephrine Hydrochloride ~ 5mg

Preservative: Sodium Benzoate 5mg

PHARMACODYNAMICS

Pharmacotherapeutic group: Adrenergic and dopaminergic
agents

ATC code: RO1BA03

Mechanism of action

Antihistaminic (Hi-receptor) : Antihistamines used in the
treatment of allergy act by competing with histamine for
Hi-receptor sites on effector cells. They thereby prevent,
but do not reverse, responses mediated by histamine
alone. The anticholinergic actions of most antihistamines
provide a drying effect on the nasal and oral mucosa.
Decongestant: ~ Sympathomimetic ~amines act on
alpha-adrenergic receptors in the mucosa of the respiratory
tract to produce vasoconstriction, which temporarily
reduces the swelling associated with inflammation of the
mucous membranes lining the nasal passages

PHARMACOKINETICS

Absorption  : Brompheniramine is well absorbed after
oral administration; Phenylephrine has
reduced bio-availability (about 38%)
from gastrointestinal tract because of
first-pass metabolism by monoamine
oxidase in the stomach and liver.

: Antihistamine - Hepatic (cytochrome P-450
system) and some renal; Sympathomi-
metic amines — Phenylephrine undergoes
extensive metabolism in the intestinal wall
and in the liver. Sulfate conjugates are
formed largely in the intestinal wall. Also,
undergoes oxidative deamination by
monoamine oxidase.

: Brompheniramine - 25 hours; Phenylephrine
-2.1t0 3.4 hours.

: Most first generation antihistamines - 15
to 60 minutes.

Metabolism

Half-life

Onset of
Action

Time to peak :
concentration

Brompheniramine - 2 to 5 hours;
Phenylephrine - 0.75 to 2 hours (to achieve
peak level ranging from 0.9 to 298 ng/mL,
respectively)

Time to peak : Brompheniramine - 3 to 9 hours

effect:

Duration  of : 4 to 12 hours

Action

Excretion . Antihistamine — Renal. Based on published

data, most of antihistamines are excreted
as metabolites within 24 hours.
Phenylephrine — 2.6% of the administered
oral dose is excreted unchanged, 80 to
86% of unchanged Phenylephrine and
metabolites are recovered in 48 hours
after oral administration.

INDICATIONS

Indicated for the relief of nasal congestion,
hypersecretion and cough due to common cold.
Symptomatic relief of allergic manifestations of upper
respiratory tract disorders.

Effectively controls post-nasal drip and its consequent
cough.

RECOMMENDED DOSAGE
Adults : 2 teaspoonfuls (10mL) 4 to 6 hourly.
Children (2-6 years) : 1/2 teaspoonful (2.5mL) 4 to 6
hourly and should be used only as
directed by a physician.
(6-12 years) :1 teaspoonful (5.0mL) 4 to 6 hourly.

ROUTE OF ADMINISTRATION
Oral

CONTRAINDICATIONS

Ahistory of hypersensitivity to the substance or substances
of similar chemical structure (or any of the other ingredients
in the product).

WARNINGS & PRECAUTIONS
Patients with renal or hepatic impairment and patients
with epilepsy should use with caution.

2. Phenylephrine has an excessive vasopressor
response that may cause a prolonged rise in blood
pressure. It induces tachycardia or reflex bradycardia
and should be avoided in severe hyperthyroidism.
Patient with severe ischaemic heart disease should
use with caution.

3. Phenylephrine should be avoided in patients with
diabetes mellitus or prostatic hyperplasia.

4. Not recommended for use in newborn or premature
infant. Older children may have a paradoxical
reaction characterized by hyperexcitability.

5. When used for treatment of cough and cold:

(a) Not to be used in children less than 2 years of age
(b) To be used with caution and doctor's/ pharmacist's
advice in children 2 to 6 years of age.

INTERACTIONS WITH OTHER MEDICAMENTS

The following interactions have been noted: Central

Nervous System (CNS) depressants (alcohol, sedatives,

opioid analgesics, hypnotics);

1. May cause an increase in sedation effects
monoamine oxidase inhibitors (MAOIs) and tricyclic
antidepressants (TCAs);

2. May prolong and intensify the anticholinergic and CNS
depressive effects other sympathomimetic agents,
such as decongestants, appetite suppressants and
amphetamine-like psychostimulants;

3. May cause an increase in blood pressure and
additive effects methyldopa and Beta blockers;

4. May cause an increase in blood pressure.

PREGNANCY & LACTATION
Tussinol-N Syrup should be used in pregnancy
only if the potential benefits to the patient
outweighs the possible risk to the fetus.

2. Small amounts of antihistamines are excreted in
breast milk and its use is not recommended in
nursing mothers unless the potential benefits to the
patient outweighs the possible risk to the infant.

SIDE EFFECTS
Central Nervous System (CNS)

CNS depressive effects include sedation and impaired
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performance (impaired driving performance, poor work
performance, reduced motor skills and impaired information
processing). Performance may be impaired in the absence
of sedation and may persist the morning after a night-time
dose. CNS stimulatory effects may include anxiety,
hallucinations, appetite stimulation, muscle dyskinesia
and activation of epileptogenic foci.

Anticholinergic effects

Adverse effects related to cholinergic blockage include
dryness of the eyes and nose, blurred vision, urinary
retention and hesitancy, constipation and tachycardia.

Others
Skin rashes and urinary retention in elderly and children
are more likely to experience side effects.

SYMPTOMS & TREATMENT FOR OVERDOSAGE
Symptoms:

Nervousness, tremor, insomnia, agitation, irritability,
abdominal pain, severe headache, nausea and vomiting.

Treatment:

Stomach should be emptied by aspiration and lavage.
Diazepam can be given to control CNS stimulation and
convulsions. Alpha-adrenergic blockers are useful to
manage hypertension.

EFFECTS ON ABILITY TO DRIVE AND USE
MACHINES

This product may cause drowsiness. Drowsiness may
continue the following day. Alcohol should be avoided as it
may increase drowsiness. Those affected should not drive
or operate machinery.

PACK SIZES
Plastic Containers of 120mL.

STORAGE CONDITIONS
Keep container tightly closed in a dry place, below 30°C;
Protect from light.

INSTRUCTIONS FOR USE
Take with or without food.

Do not take with alcoholic drinks.

SHELF LIFE
Product should not be used beyond the expiry date
imprinted on the product packaging.

REGISTRATION NUMBER
MAL19910130AZ

CONTROLLED MEDICINE
UBAT TERKAWAL

KEEP MEDICINE OUT OF REACH OF CHILDREN
JAUHI UBAT-UBATAN DARI KANAK-KANAK

For further information, please consult your doctor or your
pharmacist.

Revision Number 105
Revision Date : 25 Nov 2025

Lt-052.06  Product Registration Holder and Manufacturer
INSPIRAPHARMA SDN. BHD. (200401023395)
LOT 24 & 25, JALAN 8,
KAWASAN PERUSAHAAN BAKAR ARANG,
08000 SUNGAI PETANI,
KEDAH DARUL AMAN, MALAYSIA.




