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REXOMwUNIZET SYRUP

Name and Strength of Active Ingredient(s)
Each 5 ml contains:

Diphenhydramine Hydrochloride 8 mg
Bromhexine Hydrochloride 4 mg
Ammonium Chloride 100 mg
Preservative:

Sodium Benzoate Smg

Product Description
Red colour liquid with orange flavor.

Pharmacodynamics
Diphenhydramine, an ethanolamine derivative is an antihistamine with antimuscarinic and
pronounced central sedative properties.

Bromhexine is a mucolytic agent used in the treatment of respiratory disorders associated
with viscid or excessive mucus.

Ammonium chloride used as reflux expectorant.

Pharmacokinetics

Diphenhydramine Hydrochloride is well absorbed from the gastrointestinal tract, although
high first pass metabolism appears to affect systemic availability. Peak plasma concentrations
are achieved about 1 to 4 hours after administration by mouth. Diphenhydramine is widely
distributed throughout the body including the CNS. It crosses the placenta and has been
detected in breast milk. It is highly bound to plasma protein.

Bromhexine Hydrochloride is rapidly absorbed from the gastrointestinal tract and about 85
to 90% of the dose is excreted in the urine mainly as metabolites. Bromhexine is highly
bound to plasma proteins.

Ammonium Chloride is absorbed from the gastrointestinal tract. The ammonium ion is
converted into urea in the liver, the anion thus liberated into the bloodstream and extracellular
fluid causes a metabolic acidosis.

Indications
It is reccommended for productive cough and alleviation of nasal stuffiness, sneezing, lachry-
mation, mucolytic and bronchial congestion.

Recommended Dose
Adults : 10 ml (2 teaspoonfuls) of syrup 3 times a day, not to exceed 6 tsp in 24 hours.

Children aged 6 - 12 years : 5 ml (1 teaspoonful) of syrup 3 times a day. Maximum daily
dose : 15 ml syrup.

Not to be used in children less than 2 years of age. To be used with caution and doctor’s/
pharmacist’s advice in children 2 to 6 years of age.

Route of Administration
Oral

Contraindications

® Hypersensitivity to any of the ingredients.

® Patients on monoamine oxidase inhibitor therapy within 14 days.

® Diphenhydramine should not be given to premature infants and neonates, this group of
patients has an increased susceptibility to antimuscarinic effect.

@ Children below 2 years old.

‘Warnings and Precautions
Brombhexine is mucolytic which may disrupt the gastric mucosal barrier hence it should be
used with caution in patients with a history of peptic ulceration.

Very rare cases of chronically associated severe skin impairments such as Stevens Johnson
Syndrome, Toxic Epidermal Necrolysis (TEN), Eryhthema Multiforme (EM), and Acute
Generalized Exanthematous Pustulosis (AGEP) have been reported. In most cases, these
could be explained by the severity of the underlying disease or concomitant administration
of another drug. In the early stages of such severe skin reactions, initially only nonspecific
flu-like symptoms appear, e.g. fever, arthralgia, runny nose, cough, and sore throat. If skin
or mucous membrane damage occurs, seek medical advice immediately and discontinue
treatment as a precaution.

Diphenhydramine should not be given to premature infants and neonates, this group of
patients has an increased susceptibility to antimuscarinic effect.

‘When used for the 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.

Due to its Antimuscarinic properties diphenhydramine should be used with caution in
conditions with closed angle glaucoma, urinary retention, prostatic hyperplasia and pyloro-
duodenal obstruction.

Interactions with Other Medicaments

® Additive CNS depressant effects with alcohol and other CNS depressants including bar-
biturates, hypnotics, opiod analgesics, anxiolytic sedatives and antipsychotics.

o Additive antimuscarinic effects with other drugs of similar properties such as atropine and
some antidepressants.

@ Not to be taken in patients taking monoamine oxidase inhibitors (MAOIs) or within 14

of stopping treatment as there is a risk of serotonin syndrome.

Diphenhydramine can inhibit the oxidative metabolism of some drugs.

Diphenhydramine may enhance the effects of ephedrine.

Diphenhydramine may mask the response of the skin to allergenic skin tests and also the

ototoxic symptoms associated with certain antibiotics.

Pregnancy and Lactation

Pregnancy

In view of the potential risks versus small benefits, it is recommended that Rexom Unizet
Syrup should not be used during pregnancy particularly as the safety of Rexom Unizet Syrup
in human pregnancy is not established.

Lactation

In view of the potential risks versus small benefits, it is recommended Rexom Unizet Syrup
should not be used during lactation particularly as the safety of Rexom Unizet Syrup during
lactation is not established.

Side Effects

Common side effects include:

CNS effects such as nervous drowsiness (usually diminished within a few days), paradoxical
stimulation, nervous headache, nervous psychomotor impairment.

Antimuscarinic effects such as urinary retention, dry mouth, blurred vision, gastrointestinal
disturbances and thickened respiratory tract secretions.

Rare side effects include:

Hypotension, extrapyramidal effects, dizziness, confusion, depression, sleep disturbances,
tremor, convulsions, palpitation, arrhythmia, hypersensitivity reactions, blood disorders and
liver dysfunction.

Immune System Disorders
Frequency not known: Anaphylactic reactions including anaphylactic shock.

Skin and Subcutaneous Skin Disorders

Frequency not known: Severe skin reactions (including Steven Johnson syndrome, Toxic
epidermal necrolysis (TEN), Erythema Multiforme (EM) and Acute Generalized Exanthe-
matous Pustulosis (AGEP).

Symptoms and Treatment of Overdose

Symptoms of overdosage include those due to diphenhydramine or menthol (drowsiness,
dizziness, ataxia, anti-cholinergic effects, pyrexia, headaches, convulsions, hallucinations,
excitement and respiratory depression).

Treatment consists of gastric lavage and aspiration. Administration of activated charcoal
may help. Other symptomatic and supportive measures should be provided.

Effects on Ability to Drive and Use Machine
This product may cause drowsiness. Do not drive or operate machinery.

Storage Conditions o
Keep the bottle tightly closed protected from light. Store below 30 C.

Dosage Forms
Oral solution

Pack Saiz
100 ml bottle. A measuring cup is put on top of the capped bottle. The filled bottle is packed
in a preprinted carton with package insert.
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