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Napolin®

Naphazoline Hydrochloride USP and Pheniramine Maleate USP
Ophthalmic Solution

DESCRIPTION

Napolin™ is a combined preparation of Naphazoline Hydrochloride and Pheniramine Maleate
ophthalmic solution. This ophthalmic solution combines the effects of the antihistamine,
Pheniramine Maleate, and the decongestant, Naphazoline Hydrochloride. Naphazoline
Hydrochloride is a direct acting sympathomimetic amine. It acts on alpha-adrenergic receptors
in the arterioles of the conjunctiva to produce vasoconstriction, resulting in decreased
conjunctival congestion. Pheniramine Maleate is an alkylamine derivative with antimuscarinic
and central sedative properties which is used for the symptomatic relief of hypersensitivity
reactions including conjunctivitis.

INDICATION
For the symptomatic treatment of allergic conjunctivitis.

DOSAGE AND METHOD OF ADMINISTRATION
One to two drops should be instilled into the affected eye(s) three to four times daily.

CONTRAINDICATIONS
* Hypersensitivity to any of its components ¢ Narrow-angle glaucoma

SIDE EFFECTS
 Ocular discomfort « Keratitis * Eye pain ¢ Eye edema ¢ Ocular hyperemia

PRECAUTION AND WARNING

Patients being treated with monoamine oxidase inhibitors (MAQIs) may experience a severe
hypertensive crisis if given a sympathomimetic drug. Patients already using an eye product
obtained on prescription should use this ophthalmic solution only after consultation with a
doctor or pharmacist. This preparation should be used with caution in children, the elderly,
patients with cardiovascular disease including cardiac arrhythmia, patients with poorly
controlled hypertension, patients with diabetes (especially when the diabetes is not adequately
controlled) and patients who have urinary retention or prostate hypertrophy. Use with caution
in patients with sympathetic denervation (e.g. patients with insulin dependent diabetes,
orthostatic hypotension, hypertension, hyperthyroidism) due to the risk for possible systemic
effects. Caution should also be taken if patients are known to suffer from pyloroduodenal
obstruction or epilepsy. Prolonged and/or excessive use may lead to rebound ocular
vasodilatation or congestion.

USE IN SPECIAL AGE GROUPS

Paediatric Population: Safety and effectiveness in children under 6 years of age have not been
established.

USE IN PREGNANCY AND LACTATION
Pregnancy category C.

EFFECTS ON ABILITY TO DRIVE OR USE MACHINES

Napolin™ Eye Drops may cause transient mydriasis, temporary blurred vision or other visual
disturbances that may affect the ability to drive or use machines. If there is mydriasis or if
blurred vision occurs after instillation, the patient must wait until the vision clears before
driving or using machinery.

PHARMACEUTICAL PRECAUTION
Store below 30° C temperature. Keep away from light and wet place. Keep out of reach of
children.

Patients must be instructed to remove contact lenses prior to application of Napolin™ and wait
at least 15 minutes before reinsertion.

To prevent contamination of the dropper tip and solution, care should be taken, not to touch
the eyelids, surrounding areas, finger or other surfaces with the dropper tip of the bottle. The
bottle should be tightly closed when not in use. Do not use after 4 weeks of first opening.

PACKAGING

Napolin™ Ophthalmic Solution: LDPE dropper bottle containing 5 mL sterile ophthalmic
solution. Each mL contains Naphazoline Hydrochloride USP 0.25 mg and Pheniramine Maleate
USP 3.00 mg.

Manufactured by

SIF

ESKAYEF PHARMACEUTICALS LTD.
TONGI, GAZIPUR, BANGLADESH
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Pantone Code : @ PANTONE 655 C

A PM Specification
Job Name . Napolin Datasheet Paper . 60 gsm offset paper w
Size © L-255mm, W-100 cm Lamination . N/A
Print . 1 Color offset paper Loading Process  : N/A
Others :




