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Opatl N Nasal Spray
Olopatadine Hydrochloride USP

Description: Olopatadine, an antihistamine, works by blocking the
action of histamine in the body, which reduces allergy symptoms.
Olopatadine hydrochloride treats sneezing, itching, runny nose, and
other nasal symptoms of allergies.

Mode of Action: Olopatadine is an anti-allergic molecule that works via
several mechanisms. As a mast cell stabilizer, it stabilizes rodent
basophils and human conjunctival mast cells and inhibits the
immunologically-stimulated release of histamine. Olopatadine acts as an
antagonist at the histamine H1 receptors with high selectivity, Upon
binding, olopatadine blocks the H1 receptor signaling pathway, inhibiting
the release of inflammatory mediators, such as tryptase, prostaglandin
D2, TNF-alpha, as well as pro-inflammatory cytokines.

Pharmacokinetics: Absorption: Olopatadine was absorbed with
individual peak plasma concentrations observed between 30 minutes
and 1 hour after twice daily intranasal administration of Olopatadine
Nasal Spray. Distribution: The protein binding of olopatadine was
moderate at approximately 55% in human serum, and independent of
drug concentration over the range of 0.1 to 1000 ng/mL. Metabolism:
Olopatadine is not extensively metabolized. Based on plasma metabolite
profiles of olopatadine, at least six minor metabolites circulate in human
plasma. Elimination: The plasma elimination half-life of olopatadine is 8
to 12 hours. Olopatadine is mainly eliminated through urinary excretion

Composition: Each Nasal Spray delivers Olopatadine Hydrochloride
665 mcg equivalent to Olopatadine 600 mcg.

Indications: Olopatadine Nasal Spray is an H1 receptor antagonist
indicated for the relief of the symptoms of seasonal allergic rhinitis in
adults and children 6 years of age and older.

Dosage & Administration: Administer Olopatadine Nasal Spray by the
intranasal route only.

Adults and Adolescents 12 years of age and older: Two sprays per
nostril twice daily.

Children 6 to 11 years of age: One spray per nostril twice daily.

Contraindications: Olopatadine is contraindicated in patients with a
known hypersensitivity to Olopatdine or any of the ingredients of Nasal
Spray.

Side Effects: A bitter taste in the mouth, nosebleeds, or
irritation/soreness in the nose may occur.

Use in Pregnancy & Lactation:

Pregnancy: No adequate and well-controlled studies in pregnant women
have been conducted

Lactation: 1t is not known whether topical nasal administration could
result in sufficient systemic absorption to produce detectable quantities in
human breast milk.

Precautions: In following conditions, Olopatdine should not be used-
Epistaxis, Nasal septal perforation, wound healing (e.g. nasal septal
ulcers, nasal surgery, or nasal trauma), glaucoma and cataracts.

Drug Interaction: Formal drug-drug interaction studies were not
conducted for Olopatadine Nasal Spray. Drug interactions with inhibitors
of liver enzymes are not anticipated because olopatadine is eliminated
predominantly by renal excretion. Drug interactions involving P450
inhibition and plasma protein binding are also not expected.

Overdosage: There have been no reported overdosages with
Olopatadine Nasal Spray.

Storage: Keep out of reach of children. Store in a dry place, below 25°C
temperature, and protected from light.

Packaging: 0patin® Nasal Spray: Each bottle contains 120-metered
doses of spray.

5 Easy steps of using Nasal Spray

[ Shake the bottle gently }

[ Remove the safety clip ]

[Remove the dust cover cap]

During actuation, hold the
bottle and head straight
and upright

After actuation, gently wipe the
spray tip with clean & soft cloth
or tissue paper. Finally set the
safety clip & dust cover cap in
the previous place
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Manufactured by
Opsonin Pharma Limited
" Rupatali, Barishal, Bangladesh
o] Ph
,7dfass(),r:',"hea,.ahrc:1,ae ® Registered Trade Mark.

(el

=N

’[@%mwwﬁﬁmW]

JRRCEA °[F, 7 oA «Afew= e
TN FG o121 oy (ot fecm
SO ' AL | AT
ferrerer fost g @ aferaies
WS e g T4




