ALEX Gargle & Mouth Wash

Composition:

Each 15 ml of ALEX Solution contains:

Benzydamine hydrochloride 22.5 mg.

Chlorhexidine gluconate 18 mg.

Mechanism of Action:

Chlorhexidine gluconate is an antiseptic and disinfectant,
which is bactericidal or bacteriostatic against (depending on
concentration) a wide range of gram negative and gram-posi-
tive vegetative bacteria, yeasts, dermatophyte fungi and lipo-
philic viruses. Following normal topical application of ALEX,
chlorhexidine produces an immediate bactericidal effect, fol-
lowed by a prolonged bacteriostatic action.

Benzydamine exerts an anti-inflammatory and analgesic ac-
tion by stabilizing the cellular membrane and inhibiting pros-
taglandin synthesis.

Pharmacokinetics:

Due to its cationic nature, chlorhexidine gluconate binds
strongly to skin, mucosa and other tissues and is thus very
poorly absorbed. No detectable concentrations were found in
the blood after oral use.

Although local drug concentrations are relatively large, the
systemic absorption of mouthwash-gargle doses of benzy-
damine is relatively low compared to oral doses. This low ab-
sorption should greatly diminish the potential for any systemic
drug side effects when benzydamine is administered by this
route. Benzydamine is metabolized primarily by oxidation,
conjugation and dealkylation.

Indications:

ALEX is an antiseptic, anti-inflammatory and analgesic drug
which used for:

- Treatment of recurrent oral ulceration, stomatitis and oral
thrush.

- Treatment and prevention of gingivitis. Promotes gingival
healing following periodontal surgery.

- Treatment of pharyngitis following tonsillectomy or the use
of a naso-gastric tube.

- Treatment of aphthous ulcers and oral ulceration due to ra-
diation therapy.

- Use after dental operations.

- Prevention of dental plaque formation.

Contraindications:

Hypersensitivity to the active substances or to any of the com-
ponents of the product.

Warnings & Precautions:

- ALEX Solution is indicated for use as a rinse or gargle. It
should not be swallowed but rather should be expectorated
after each use.

- ALEX Solution should not be administered to anyone with
a possible history of an allergic reaction to chlorhexidine. Be-
cause chlorhexidine is known to induce hypersensitivity.

- ALEX Solution should generally be used undiluted but if
burning or stinging occur, it may be diluted with water.

- ALEX use is not advisable in patients with hypersensitivity
to NSAIDs.

Pregnancy & Lactation:

Pregnancy: Pregnancy category C, ALEX should not be used
in pregnancy.
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Lactation: There are no available data on the safety of its use
in lactating women. Therefore, its use in nursing mothers is
contraindicated.

Driving & Using Machines:

ALEX has no known effect on the ability to drive or operate
machinery.

Drug Interactions:

Chlorhexidine: Chlorhexidine gluconate is incompatible with
anionic poly-electrodes (such as gum arabic, sodium alginate)
and other anionic compounds which are usually present in
conventional dentifrices. These should therefore be used be-
fore the mouthwash. Rinse the mouth thoroughly with water
before using the mouthwash.

Benzydamine: No drug interactions with benzydamine have
been reported.

Side Effects:

ALEX is generally well tolerated, and side effects are minor.
Common side effects include; oral numbness, burning sensa-
tion of the tongue on initial use but usually diminishes with
continued use, feeling of coolness in the mouth, nausea, vom-
iting, change in taste and staining of teeth (Tooth staining is
harmless and can be minimised by thorough brushing).
Dosage & Administration:

Adults: When used as a gargle, the usual dose is 15 ml, which
should be gargled for at least 30 seconds at 1.5 to 3 hourly
intervals, as needed. When used as a rinse for oral, the usual
dose is 15 ml, which should be held in the mouth and swirled
around for at least 30 seconds with repeat use every 1.5 to 3
hours throughout the day.

Children: 5 to 15 ml as a gargle if able to do so, or as an oral
rinse. Due to insufficient number of clinical studies, ALEX is
not recommended for children under 12 years of age.
Overdose:

ALEX is unlikely to cause adverse systemic effects, even if
accidental ingestion should occur. Intoxication is only to be
expected if large quantities of benzydamine are swallowed
(>300 mg).

Symptoms associated with ingested overdose of benzydamine
are mainly gastrointestinal symptoms and symptoms of the
central nervous system. Most frequent gastrointestinal symp-
toms are nausea, vomiting, abdominal pain, and esophageal
irritation. Symptoms of the central nervous system include
dizziness, hallucinations, agitation, anxiety, and irritability.
Chlorhexidine is poorly absorbed by the oral route; therefore
systemic effects are unlikely even if large volumes are swal-
lowed. In acute overdose only symptomatic treatment is possi-
ble. Patients should be kept under close observation. Adequate
fluid intake should be given.

Storage:

Keep out of reach of children. Store below 25 °C.

Packaging:

Each ALEX carton box contains amber plastic package of 200
ml or amber glass bottle of 100 ml.
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