Supotaria’

Glycopyrronium Bromide 1 mg/5 ml

Presentation
™

Supotaria™ oral solution: Each 5 ml oral solution contains Glycopyrronium Bromide BP
(Glycopyrrolate) 1 mg.

Description

Glycopyrronium Bromide is a competitive inhibitor of acetylcholine receptors that are located
on certain peripheral tissues, including salivary glands. Glycopyrronium Bromide indirectly
reduces the rate of salivation by preventing the stimulation of these receptors.

Indications and Usage
Glycopyrronium Bromide oral solution is indicated to reduce chronic severe drooling in
children & adolescents aged 3 years and older.

Dosage and Administration
Dosage of Glycopyrronium Bromide oral solution

Initiate dosing at 0.02 mg/kg three times daily & titrate in increments of 0.02 mg/kg every
5-7 days, based on therapeutic responses and adverse reactions.The maximum
recommended dosage is 0.1 mg/kg three times daily not to exceed 1.5-3 mg/dose based
upon weight.For greater detail, see Table 1.

During the 4 week titration period, dosing can be increased consistent with the
recommended dose titration schedule while ensuring that the anticholinergic adverse events
are tolerable.

Glycopyrronium Bromide should be dosed at least 1 hour before or 2 hours after meals.

The presence of high fat food reduces the oral bioavailability of Glycopyrrolate if taken
shortly after a meal.

Table 1 : Recommended Dose Titration Schedule (each dose to be given three times daily)

Weight Dose level 1 (ml)| Dose level 2 Dose level 3 Dose level 4
(Kg) (Initial dosage (ml) (ml) (ml)
~0.02 mg/kg)
13-17 1.5
18-22 2.0
23-27 2.5
28-32 3.0

Dose level 5 (ml)
(Max. dosage
~0.1mg/kg)
4.5 6 7.5
6.0 8 10
7.5 10 12.5
9.0 12 15
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Side Effects
Most common adverse reactions (incidence > 30%) are dry mouth, vomiting,
constipation,flushing & nasal congestion.

Contraindications

Glycopyrronium Bromide is contraindicated in:

» Patients who have demonstrated hypersensitivity to the drug or its ingredients.

» Patients with medical conditions that preclude anticholinergic therapy such as
glaucoma,paralytic ileus, severe ulcerative colitis, myasthenia gravis etc.

+ Patients taking solid oral dosage/tablet forms of potassium chloride (KCI).

Precautions

Glycopyrronium Bromide may produce drowsiness or blurred vision, intestinal obstruction
(pseudo or incomplete mechanical types). In the presence of high ambient temperature,
fever & heat stroke may occur due to anticholinergic properties of Glycopyrronium Bromide.
Patient treated with Glycopyrronium Bromide should be monitored for this kind of signs &
symptoms.

Use in Pregnancy & Lactation

Pregnancy: Pregnancy Category C

Lactation: It is not known whether this drug is excreted in human milk but caution should be
exercised when Glycopyrronium Bromide is administered to a nursing woman.

Pediatric use
Glycopyrronium Bromide has not been studied in childs under the age of 3 years.

Drug Interactions

Glycopyrronium Bromide reduces Gl transit time so that solid dosage forms of potassium
chloride are contraindicated & use only elixir or capsules forms of Digoxin if Glycopyrronium
Bromide is coadministered regularly. Increase dose of certain drugs( like- Levodopa) &
decrease doses of certain drugs (like- Atenolol,Metformin) during coadministration of
Glycopyrronium Bromide.

Overdosage

Symptoms of Glycopyrronium Bromide overdose are generally more peripheral in nature
rather than central compared than other anticholinergic agents because it can not cross
blood brain barrier. It may cause stupor, coma, paralysis, cardiac and respiratory arrest and
may cause death.

Storage
Do not store above 30 °C. Keep away from light and out of the reach of children.

Commercial Pack
Supotaria™ oral solution: Each bottle contains 100 ml of Glycopyrronium Bromide solution.

Manufactured by

P, ) .
Cincepfﬂ Incepta Pharmaceuticals Ltd
Savar, Dhaka, Bangladesh

™ Trademark
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