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Composition

Each ml of Comfflam Forte Anti-Inflammatory Throat Spray contains 3.0mg of Benzydamine hydrochloride inmL. It also c-
ontains Tween 80 - Brilliant blue FCF - Glycerin - Tartrazine - Methyl paraben - Propyl paraben - Sucralose - Alcohol
and D.I. Water .

Apple flavors also contains Apple Flavour.Mint Flavors also contains Peppermint Oil and Menthol.

- HCl

Pharmacology

Benzydamine is anti-inflammatory analgesic agent structurally unrelated to the steroid group. Benzydamine differs c-

hemically from other non-steroidal anti-inflammatory agents in that it is a base rather than acid. Animal models sh-

ow that when administered systemically benzydamine is effective against pain and oedema due to inflammatory cond-

itions. It also inhibits granuloma formation. At concentrations used for topic treatment, benzydamine possesses loc-

al analgesic action. Benzydamine does not cause erosion of the gastric mucosa when given orally to rats at doses up to
100 mg/kg. The analgesic activity of Benzydamine was more pronounced in models involving an experimental infla-

mmation rather than an non-inflammatory pain.

In common with the aspirin-like drugs, Benzydamine possesses an antipyretic activity. Peripheral reflexes were tran-

siently inhibited after intravenous administration to cats.

Mode of Action

The mechanism of anti-inflammatory action is not related to stimulation of the pituitary-adrenal axis. Like other non-
steroidal anti-inflammatory agents, Benzydamine inhibits the biosynthesis of prostaglandins under certain conditio-
ns, but its properties in this respect have not been fully elucidated. The stabilizing effect on cellular membranes may
also be involved in the mechanism of action.

Pharmacokinetics

Benzydamine is well absorbed following oral administration. Following topical administration, Benzydamine is we-
Il absorbed into the inflammed oral mucosa where it exerts anti-inflammatory and local anesthetic action.
Benzydamine and its metabolites are excreted largely in the urine. Metabolism is largely by oxidative pathway, alth-
ough dealkylation can be shown.

Most of the absorbed dose was the eliminated in the first 24 hours. Repeated administration for 7 days did not result in
accumulation of Benzydamine in plasma.

Indications
For the relief of painful conditions of the mouth and throat including tonsillitis, sore throat, radiation mucositis, apht-
hous ulcers, post orosurgical and periodontal procedures.

Contraindications
Benzydamine is contraindicated in patients with known hypersensitivity to the drug or to any of the components.

Precautions
Painful conditions of the mouth and throat infected by bacteria or virus, should consider combination with other
antibiotics or anti-bacteria agents.Use with caution in patients with hepatic or renal impairment.

Use During Pregnancy
Class B2, The safety of Benzydamine hydrochloride has not been established in pregnant patients. Risk and ben-
efit ratio should be take into consideration.

Use in Children
Because of the lack of sufficient clinical experience, Benzydamine is not recommended in child under 6 years of
age.

Drug Interactions
There are no known drug interactions with Benzydomine.

Adverse Reactions
Comfflam spray are generally well tolerated and side-effects are minor.

Local Adverse Reactions:

The most commonly reported reaction is oral numbness (2.6%). Occasional burning or stinging sensation may
occur and has been reported (1.4%). Other local adverse effects were less common and included dryness or thir-
st (0.2%), tingling (0.2%), warm feeling in mouth and altered sense of taste (0.1%).

Systemic Adverse Reactions: These were very uncommon of a serious nature. They consisted mainly of nause-
a, vomiting, retching, gastro-intestinal disorders (0.4%), dizziness (0.1%), headache and drowsiness (0.1%).

Dosage and Administration

For prescription use,

Dosage in adults: 2-4 times (1-2mg) sprays directly onto the sore/inflamed area and swallow gently. Repeat every
1.5- 3 hours as necessary.

Dosage in Children: 2 times sprays directly onto sore/inflamed area and swallow gently. Repeat every 1.5 -3 h-
ours as necessary.

Not recommended in child under 6 years of age.

Uninterrupted treatment should not exceed seven days, unless directed by physicians.

Note: Use tissue papers to clean up the mouth of spray every usage.

Overdosage

There are no known cases of overdosage with Benzydamine hydrochloride.

There is no specific antidote for Benzydamine and even if excessive quantities be ingested the treatment should be
symptomatic.

Presentation
Comfflam Forte Anti-Inflammatory Throat Spray 3.0 mg/ml: 4000ml in PE Bottle or Glass Bottle.

Pharmaceutical Precautious
Protected from light.

Store below 25C.

Shelf life marked on the outer box.
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