
PACK QUANTITIES:
Available in PET bottle of 60ml & 100ml and glass bottle of 
120ml.

Further information can be obtained from pharmacist, 
physician or the manufacturer.
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Kotra Pharma (M) Sdn. Bhd.
No.1, 2 & 3, Jalan TTC 12,
Cheng Industrial Estate,
75250 Melaka, Malaysia.

(90082-V)

COMPOSITION:
Each 5ml contains
Dextromethorphan Hydrobromide           15mg
Promethazine Hydrochloride                  3.6mg

Methylparaben 0.1% w/v as preservative.

PRESENTATION:
Dark brown coloured syrup with sour plum 
flavour.

INDICATIONS:
Relief of congestion and dry irritating cough 
eg. those associated with common cold, upper 
respiratory tract infection & allergic rhinitis.

PHARMACOLOGY:
Mechanism of Action
Dextromethorphan is rapidly absorbed from 
gastrointestinal tract. It is metabolised in the 
liver and excreted in the urine as unchanged 
dextromethorphan and demethylated 
metabolites including dextrorphan, which has 
some cough suppressant activity. 
Promethazine is well absorbed after oral or 
intramuscular administration. Peak plasma 
concentration have been observed 2 to 3 
hours after administration by these routes, 
although there is low systemic bioavailability 
after oral administration, due to high first pass 
metabolism in the liver. Promethazine is 
widely distributed; it enters the brain and 
crosses the placenta. Values ranging from 76 
to 93% have been reported for plasma-protein 
binding. Promethazine undergoes extensive 
metabolism, predominantly to promethazine 
sulfoxide, and also to N-desmethyl 
promethazine. It is excreted slowly via the 
urine and bile, chiefly as metabolites. 
Elimination half-life of 5 to 14 hours have been 
reported.

DOSAGE AND ADMINISTRATION:
To be taken 6 - 8 hourly.
Adults & Children > 12 years: 10ml (max. 40ml 
in 24 hours);
6 - 12 years: 5ml (max. 20ml in 24 hours);
2 - 6 years: 2.5ml (max. 10ml in 24 hours).

CONTRAINDICATION:
Contraindicated in infants less than one or two 
years of age, or patients with liver disease or 
with known hypersensitivity to 
dextromethorphan and other ingredients of the 
product.

PRECAUTION:
May cause drowsiness and hence impair ability to drive 
vehicles or operate machinery. Should not be given to 
patients with or at risks of developing respiratory failure, 
liver disease. Use with caution in patients with narrow angle 
glaucoma, hyperthyroidism, cardiovascular disease. 
Administration to patients receiving monoamine oxidase 
inhibitors may produce severe reactions such as 
hyperpyrexia and fatalities. 

WARNING :
This preparation contains Sodium Metabisulphite that may 
cause serious allergic type reactions in certain susceptible 
patients. Do not use if known to be hypersensitive to 
bisulphites. This product contains Promethazine hydrochlo-
ride. It should not be used in pediatric patients less than 2 
years of age because of the potential for fatal
respiratory depression. To be used with caution and doctor’s 
/ pharmacist’s advice in children 2 to 6 years of age.

Use in Pregnancy and Lactation:
Use is not recommended in nursing mothers, pregnant 
women.

Use in Children:
Use is not recommended in newborn, premature infants and 
children under 2 years of age.

SIDE EFFECTS:
Most common side effects include dizziness, drowsiness 
and gastrointestinal disturbances which may involve 
nausea, diarrhea and epigastric pain. It may also produce 
headache, blurred vision, dry mouth, urinary retention, 
constipation, increased gastric reflux, thickened respiratory 
tract secretions and tightness of the chest. In high doses, 
transient bradycardia may occur, followed by tachycardia 
with palpitation, arrhythmias and CNS stimulation.

DRUG INTERACTIONS: 
Quinidine, CNS depressants including alcohol, barbiturates, 
hypnotic, narcotic analgesics. Sedatives and tranquillisers 
may enhance the CNS depression effects of 
dextromethorphan HBr. Severe reactions may occur if it is 
taken concomitantly with MAO inhibitors.

OVERDOSAGE AND TREATMENT:
Symptoms of overdosage may include excitation, confusion, 
respiratory depression.

Treatment for overdosage:
If the drug has been taken recently by mouth, the stomach 
should be emptied by emesis. A report by Shaul WL et. al. 
toxicity can be reversed with intravenous naloxone.

STORAGE:
Keep container well close. Store below 30oC. Protect from 
light. 

KEEP OUT OF REACH OF CHILDREN
JAUHI DARI KANAK-KANAK
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DEXTROZINE SYRUP

Product Registration Holder & Manufactured by :


