PACKAGE INSERT

ORREPASTE PLUS

DESCRIPTION: A translucent paste with blackcurrant flavour and odour containing Triamcinolone Acetonide 0.1% wiw,
Cetylpyridinium Chloride 0.1% wi/w, Lignocaine Hydrochloride 0.33% w/w with Methyl Paraben 0.2% w/w and Propyl Paraben 0.1%
w/w as preservatives.

ACTION: Triamcinolone Acetonide is a synthetic corticosteroid, which possesses anti-inflammatory, anti-pruritic and anti-allergic
action. The emollient dental paste acts as an adhesive vehicle for applying the active medication to the oral tissues. The vehicle
provides a protective covering, which may serve to temporarily reduce the pain associated with oral irritation. Cetylpyridinium
Chloride is a quartenary pyridinium antiseptic with greater bactericidal activity against Gram-positive bacteria than Gram-negative
bacteria. It is ineffective against bacterial spores, has variable antifungal activity, and is effective against some viruses. Lignocaine is
a local anaesthetic of the amide type and has a fast onset and an intermediate duration of action. It is employed in a wide range of
anaesthetic applications.

PHARMACOLOGY: When administered topically, particularly under occlusive dressings or when the skin is broken, sufficient
corticosteroid may be absorbed to give systemic effects. Corticosteroids are extensively bound to plasma proteins. Only unbound
corticosteroid has pharmacological effects or is metabolized. They are metabolized mainly in the liver also in the kidney, and are
excreted in the urine. Lignocaine is readily absorbed from the gastro-intestinal tract, from mucous membranes and through
damaged skin. Absorption through intact skin is poor. Lignocaine undergoes first-pass metabolism in the liver. It is rapidly de-
ethylated to the active metabolite monoethyl glycine exylidide which has reduced activity but a longer elimination half-life. Less than
10% of a dose is excreted in the urine.

INDICATIONS: Pain relief from symptoms associated with oral inflammatory lesions and ulcerative lesions resulting from trauma.
CONTRAINDICATIONS: This preparation is contraindicated in patients with a history of hypersensitivity to any of its components,
propylene glycol, lignoeaine HCI and/or cetylpyridinium. Because it contains a corticosteroid, the preparation is contraindicated in
the presence of fungal, viral or bacterial infections of the mouth or throat. Use strictly as directed.

DRUG INTERACTIONS: Unknown.

ADVERSE EFFECTS: Prolonged administration may elicit the adverse reactions known to occur with systemic steroid preparation
for example, adrenal suppression, and alteration of glucose metabolism, protein catabolism, peptic ulcer activation and others.
These are usually reversible and disappear when the hormone is discontinued. Cetylpyridinium Chloride do not generally cause
irritation, but some patients become hypersensitive to it after repeated applications. Allergic reactions to lignocaine are extremely
rare.

PRECAUTIONS/WARNINGS: When applied tepically, particularly to large areas, when the skin is broken, or under occlusive
dressings, corticosteroid may be absorbed in sufficient amounts to cause systemic effects. Discontinue use if local reactions
develop. Review treatment in 7 days is required if significant regeneration or repair of oral tissues has not occurred. Normal body
responses decreased in patients receiving topical corticosteroid therapy. Patients with TB, peptic ulcer or diabetes mellitus should
not be treated with any corticosteroid preparation without the advise of the patient's physician. In pregnancy and lactation: Safety of
its use during pregnancy and lactation has not been established. Thus it should be used only if the potential justifies the potential
risk to the foetus or nursing infant. Hypersensitivity may occur after Cetylpyridinium application. Contact with the eyes, brain,
meninges and middle ear should be avoided. In general, lignocaine should not be given to patients with hypovolaemia, heart block
or other conduction disturbances, and should be used with caution in patients with congestive heart failure, bradycardia or
respiratory depression.

RECOMMENDED DOSAGE: Apply a small dab (about % inch) to the lesion at bedtime. Depending on the severity of symptoms, it
may be necessary to apply twice to three times daily.

SYMPTOMS AND TREATMENT FOR OVERDOSE AND ANTIDOTE (S): Topically applied corticosteroids can be absoebed in
sufficient amounts to produce systemic effect. Acute overdosage is very unlikely to occur, however, in the case of chronic
overdosage or misuse the features of hypercorticism may appear and in this situation topical steroids should be discontinued.
Treatment of poisoning is symptomatic; demulcents may be given if necessary but emesis and lavage should be avcided,
particularly if concentrated solutions have been ingested.

PACKING: 5g and 15g collapsible aluminium tubes.

STORAGE: Keep containers well closed. Protect from strong light. Store below 30°C. For external use only. Keep out of reach of
children. Recommended shelf life: 3 years.

MANUFACTURER:
HOE Pharmaceuticals Sdn. Bhd. Jalan Sultan Mohamed 6, Bandar Sultan Suleiman, 42000 Port Klang, MALAYSIA.




