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Nasogurd

Fluticasone Furoate Metered Dose Nasal Spray

DESCRIPTION

Nasogurd™ is a preparation of Fluticasone Furoate. Fluticasone Furoate is a synthetic
trifluorinated corticosteroid with potent anti-inflammatory activity.

INDICATIONS

For the treatment of symptoms of seasonal and perennial allergic rhinitis in adults and children
aged 2 years and older.

DOSAGE & ADMINISTRATION

Patients should use Nasogurd™ Nasal Spray at regular intervals as directed for optimal effects.
* Adults and adolescents over 12 years: 110 mcg (2 sprays per nostril) once daily.

e Children (2-11 years): 55 mcg (1 spray per nostril) once daily.

DIRECTIONS FOR USE
See illustrated patient’s instructions for proper use of Nasogurd™ Nasal Spray.

CONTRAINDICATIONS
Contraindicated in patients with a hypersensitivity to Fluticasone Furoate.

SIDE EFFECTS

The most common side effects reported are headache, epistaxis pharyngolaryngeal pain, nasal
ulceration, back pain, pyrexia and cough.

PRECAUTION & WARNING

Patients taking Fluticasone Furoate Nasal Spray should be periodically monitored for signs of
adverse effects on the nasal mucosa such as epistaxis, nasal ulceration, Candida albicans
infection, nasal septal perforation and impaired wound healing. Avoid use in patients with recent
nasal ulcers, nasal surgery, or nasal trauma. Monitor patients closely with a change in vision or
with a history of increased intraocular pressure, glaucoma, and/or cataracts.

USE IN PREGNANCY & LACTATION

Pregnancy Category C. Corticosteroids have been shown to be teratogenic in laboratory animals
when administered systemically at relatively low dosage levels. It is not known whether
Fluticasone Furoate is excreted in human breast milk. However, other corticosteroids have been
detected in human milk. Since there are no data from controlled trials on the use of intranasal
Fluticasone Furoate by nursing mothers, caution should be exercised when Fluticasone Furoate
nasal spray is administered to a nursing woman.

PEDIATRIC USE

The safety and effectiveness of Nasogurd™ Nasal Spray in children below 2 years of age have not
been established.

PHARMACEUTICAL PRECAUTION

Keep away from light and wet place. Do not refrigerate or freeze. Store with cap on. Store in an
upright position. Keep out of reach of children.

HOW SUPPLIED

Nasogurd™ Nasal Spray is supplied in HDPE container fitted with a metered dose spray pump,
nasal applicator and dust cover. Each bottle provides Fluticasone Furoate INN aqueous
suspension adequate for 120 metered doses. Each metered spray delivers Fluticasone Furoate
INN 27.5 microgram.

Read the complete instructions carefully and use only as directed.

Parts of the nasal spray: 1 2 3 4
1. HDPE container
2. Metered Valve Q
3. Nasal Applicator
4. Dust Cap 5

5. Child Resistant Lock

HOW TO USE THE NASAL SPRAY
1. Shake the bottle gently. Then remove the dust cover and child resistant lock.

2. Hold the spray with your forefinger and middle finger on either side of the
nozzle and your thumb underneath the bottle. Before using the nasal spray for
the first time or if you have not used it for a longer period, press the nasal
applicator several times until a fine mist comes out from the container.

3. Gently blow your nose to clear your nostrils.

4.Close one nostril. Tilt your head forward slightly and, keeping the bottle
upright, carefully insert the nasal applicator into the other nostril. Start to
breathe in through your nose, and WHILE BREATHING IN press firmly and
quickly down once on the applicator to release the spray. To get a full
actuation, use your forefinger and middle finger to spray while supporting the
base of the bottle with your thumb. Avoid spraying in eyes. Breathe gently
inwards through the nostril.

5. Breathe out through your mouth.

6. Repeat the above steps in the same/other nostril for consecutive doses.

7. Wipe the nasal applicator with a clean tissue and replace the dust cover.

8. Do not use this bottle for more than the labeled number of sprays even though the bottle is not
completely empty.

CLEANING

The nasal spray should be cleaned at least once a week. The procedures are as follows:

* Remove the dust cover.

e Gently pull off the nasal applicator.

» Wash the applicator and dust cover in warm water.

e Shake off the excess water and leave to dry in a normal place. Avoid to apply additional heat.
» Gently push the applicator back on the top of the bottle and re-fix the dust cover.

WARNING
Please do not use a pin or other pointed things to clean the orifice of the nasal applicator.
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Nasoflu”

Fluticasone Propionate BP Metered Dose Nasal Spray

DESCRIPTION

Nasoflu™ is a preparation of Fluticasone Propionate. Fluticasone Propionate is a synthetic
trifluorinated corticosteroid with anti-inflammatory activity.

INDICATIONS

For the management of the nasal symptoms of seasonal and perennial allergic and nonallergic
rhinitis in adults and pediatric patients 4 years of age and older.

DOSAGE AND ADMINISTRATION

Patients should use Nasoflu™ Nasal Spray at regular intervals for optimal effects.

e Adults: The recommended starting dosage in adults is 2 sprays (50 mcg of fluticasone
propionate each) in each nostril once daily (total daily dose, 200 mcg). The same dosage
divided into 100 mcg given twice daily (e.g. 8 am and 8 pm) is also effective. After the first few
days, patients may be able to reduce their dosage to 100 mcg (1 spray in each nostril) once
daily for maintenance therapy. Some patients (12 years of age and older) with seasonal allergic
rhinitis may find as-needed use of 200 mcg once daily effective for symptom control. Greater
symptom control may be achieved with scheduled regular use.

e Adolescents and Children (4 Years of Age and Older): Patients should be started with 100
mcg (1 spray in each nostril once daily). Patients not adequately responding to 100 mcg may
use 200 mcg (2 sprays in each nostril). Once adequate control is achieved, the dosage should
be decreased to 100 mcg (1 spray in each nostril) daily.

DIRECTIONS FOR USE
See illustrated patient’s instructions for proper use of Nasoflu™ Nasal Spray.

CONTRAINDICATIONS
Contraindicated in patients with a hypersensitivity to Fluticasone Propionate.

SIDE EFFECTS

The most common side effects reported are nasal irritation & stinging. Rare instances of nasal
septum perforation have been reported following intranasal administration. As with other nasal
sprays, dryness of nose and throat, unpleasant taste & smell and epistaxis have been reported
rarely.

PRECAUTION AND WARNING

The replacement of a systemic corticosteroid with a topical corticosteroid can be accompanied by
signs of adrenal insufficiency, and in addition some patients may experience symptoms of
withdrawal, e.g., joint and/or muscular pain, lassitude, and depression. Intranasal corticosteroids
may cause a reduction in growth velocity when administered to pediatric patients.

USE IN PREGNANCY AND LACTATION

Pregnancy Category C. There are no adequate and well-controlled studies in pregnant women.
Fluticasone Propionate should be used during pregnancy only if the potential benefit justifies the
potential risk to the fetus. Since there are no data from controlled trials on the use of intranasal
Fluticasone Propionate by nursing mothers, caution should be exercised when Fluticasone
Propionate Nasal Spray is administered to a nursing woman.

PEDIATRIC USE

The safety and effectiveness of Nasoflu™ Nasal Spray in children below 4 years of age have not
been established.

PHARMACEUTICAL PRECAUTION

Keep away from light and wet place. Do not refrigerate or freeze. Store with cap on. Store in an
upright position. Keep out of reach of children.

HOW SUPPLIED

Nasoflu™ Nasal Spray is supplied in HDPE container fitted with a metered-dose spray pump,
nasal applicator and dust cover. Each bottle provides Fluticasone Propionate BP aqueous
suspension adequate for 120 metered doses. Each metered spray delivers Fluticasone Propionate
BP 50 microgram.

270 mm

Read the complete instructions carefully and use only as directed. 1 2 3 4

Parts of the nasal spray: g
1. HDPE container
2. Metered Valve

3. Nasal Applicator 3
4. Dust Cap AN B/
5. Child Resistant Lock )
HOW TO USE THE NASAL SPRAY
1. Shake the bottle gently. Then remove the dust cover and child resistant lock. -

2. Hold the spray with your forefinger and middle finger on either side of the
nozzle and your thumb underneath the bottle. Before using the nasal spray for
the first time or if you have not used it for a longer period, press the nasal
applicator several times until a fine mist comes out from the container.

3. Gently blow your nose to clear your nostrils.

4.Close one nostril. Tilt your head forward slightly and, keeping the bottle
upright, carefully insert the nasal applicator into the other nostril. Start to
breathe in through your nose, and WHILE BREATHING IN press firmly and
quickly down once on the applicator to release the spray. To get a full
actuation, use your forefinger and middle finger to spray while supporting the
base of the bottle with your thumb. Avoid spraying in eyes. Breathe gently
inwards through the nostril.

5. Breathe out through your mouth.

6. Repeat the above steps in the same/other nostril for consecutive doses.

7. Wipe the nasal applicator with a clean tissue and replace the dust cover.

8. Do not use this bottle for more than the labeled number of sprays even though the bottle is not
completely empty.

CLEANING

The nasal spray should be cleaned at least once a week. The procedures are as follows:

* Remove the dust cover.

* Gently pull off the nasal applicator.

* \Wash the applicator and dust cover in warm water.

¢ Shake off the excess water and leave to dry in a normal place. Avoid to apply additional heat.
¢ Gently push the applicator back on the top of the bottle and re-fix the dust cover.

WARNING
Please do not use a pin or other pointed things to clean the orifice of the nasal applicator.
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Metanase"

Mometasone Furoate USP Nasal Spray

DESCRIPTION

Metanase™ is a preparation of Mometasone Furoate. Mometasone Furoate is a corticosteroid with
anti-inflammatory activity. The precise mechanism of corticosteroid action on allergic rhinitis is not
known. Corticosteroids have been shown to have a wide range of effects on multiple cell types
(e.g., mast cells, eosinophils, neutrophils, macrophages, and lymphocytes) and mediators (e.g.,
histamine, eicosanoids, leukotrienes, and cytokines) involved in inflammation.

INDICATIONS

Metanase™ is indicated for the treatment of nasal symptoms of allergic rhinitis in patients 2 years
of age and older. It is indicated for the treatment of nasal congestion associated with seasonal
allergic rhinitis in patients 2 years of age and older. It is indicated for the prophylaxis of seasonal
allergic rhinitis in patients 12 years of age and older. It is also indicated for the treatment of nasal
polyps in patients 18 years of age and older.

DOSAGE AND ADMINISTRATION

* Allergic Rhinitis
Adults and Children 12 years of Age and Older : The recommended dose for prophylaxis and
treatment of the nasal symptoms of seasonal allergic rhinitis and treatment of the nasal
symptoms of perennial allergic rhinitis is two sprays (50 mcg of Mometasone Furoate in each
spray) in each nostril once daily (total daily dose of 200 mcg). In patients with a known seasonal
allergen that precipitates nasal symptoms of seasonal allergic rhinitis, prophylaxis with
Metanase™ Nasal Spray, 50 mcg (200mcg/day) is recommended 2 to 4 weeks prior to the
anticipated start of the pollen season.
Children 2 to 11 years of Age: The recommended dose for treatment of the nasal symptoms of
seasonal and perennial allergic rhinitis is one spray (50 mcg of Mometasone Furoate in each
spray) in each nostril once daily (total daily dose of 100 mcg).

* Nasal Polyps

Adults 18 years of Age and Older : The recommended dose for nasal polyps is two sprays (50
mcg of Mometasone Furoate in each spray) in each nostril twice daily (total daily dose of 400
mcg). A dose of two sprays (50 mcg of Mometasone Furoate in each spray) in each nostril once
daily (total daily dose of 200 mcg) is also effective in some patients.

DIRECTIONS FOR USE
See illustrated patient’s instructions for proper use of Metanase™ Nasal Spray.

CONTRAINDICATIONS
Contraindicated in patients with a hypersensitivity to Mometasone Furoate.

SIDE EFFECTS

Side effects are generally mild and include headache, viral infection, pharyngitis, epistaxis and
cough.

PRECAUTION AND WARNING

While using nasal corticosteroids, caution is required in patients with active or dormant
tuberculosis infection, or in untreated fungal, bacterial, systemic viral infections, or ocular herpes
simplex. Monitor patients periodically for signs of adverse effects on the nasal mucosa. Avoid use
in patients with recent nasal ulcers, nasal surgery, or nasal trauma. Monitor patients closely with a
change in vision or with a history of increased intraocular pressure, glaucoma, and/or cataracts.

USE IN PREGNANCY AND LACTATION

Pregnancy Category C. There are no adequate and well-controlled studies in pregnant women.
Mometasone Furoate, like other corticosteroids, should be used during pregnancy only if the
potential benefits justify the potential risk to the fetus. It is not known if Mometasone Furoate is
excreted in human milk. Because other corticosteroids are excreted in human milk, caution should
be used when Mometasone Furoate Nasal Spray is administered to nursing women.

PEDIATRIC USE
The safety and effectiveness of Metanase™ Nasal Spray in children below 2 years of age have not

been established.

PHARMACEUTICAL PRECAUTION

HOW SUPPLIED

Metanase™ Nasal Spray is supplied in HDPE container fitted with a metered-dose spray
pump,nasal actuator and cover. Each bottle provides Mometasone Furoate USP aqueous
suspension adequate for 120 metered doses. Each metered spray delivers Mometasone
Furoate USP 50 microgram.

Read the complete instructions carefully and use only as directed.
Parts of the nasal spray:

YN
1 2 3 4
1. HDPE container Q
2. Metered Valve
3. Actuator 5
4.Cap -l
Y

5. Child Resistant Lock

HOW TO USE THE NASAL SPRAY

1. Shake the bottle gently. Then remove the cover and child resistant
lock.

2. Hold the spray with your forefinger and middle finger on either side of
the nozzle and your thumb underneath the bottle. Before using the nasal
spray for the first time or if you have not used it for a longer period,
press the nasal actuator several times until a fine mist comes out from
the container.

3. Gently blow your nose to clear your nostrils.

4.Close one nostril. Tilt your head forward slightly and, keeping the
bottle upright, carefully insert the nasal actuator into the other nostril.
Start to breathe in through your nose, and WHILE BREATHING IN press
firmly and quickly down once on the actuator to release the spray. To get
a full actuation, use your forefinger and middle finger to spray while
supporting the base of the bottle with your thumb. Avoid spraying in
eyes. Breathe gently inwards through the nostril.

5. Breathe out through your mouth.

6. Repeat the above steps in the same/other nostril for consecutive doses.

7. Wipe the nasal actuator with a clean tissue and replace the cover.

8. Do not use this bottle for more than the labeled number of sprays even though the bottle is not
completely empty.

CLEANING

The nasal spray should be cleaned at least once a week. The procedures are as follows:

* Remove the cover.

Gently pull off the nasal actuator.

» Wash the actuator and cover in warm water.

¢ Shake off the excess water and leave to dry in a normal place. Avoid to apply additional heat.
« Gently push the actuator back on the top of the bottle and re-fix the cover.

WARNING
Please do not use a pin or other pointed things to clean the orifice of the nasal actuator.
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