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Rléluticasone Furoate Nasal Spray

Allegra® nasal

Each actuation delivers:
Fluticasone Furoate. 27.5meg

COMPOSITION:
0.055%wiw

Benzalkonium Chioride |P. 0,015 % wiw

(Added as preservative)

Excipients as.

DOSAGE FORM
Nasal spray, suspension.

INDICATIONS:
Allegra® nasal s indicated for the treatment of symptoms of
allergic rhintis.

DOSAGE AND ADMINISTRATION:
Adults and adolescents (12 years and older)

The recommended dosage is two sprays (27.5 meg of fluticasone
furoate per spray) in each nostil once dally (total daly dose, 110
Once adequate control of symptoms s achieved, dose reduction to
one spray actuation in each nostril once daly (total daily dose 55
micrograms) may be effective for maintenance.

Children (2 to 11 years of age)
The recommended starting dosage is one spray (27.5 mg of
flutcasono furoate per spray) in each nostil once daily (total daily
dose, 55 meg).

Patients not adequately responding to one spray in each nostri
once day (total daily dose, 55 mcg) may use two sprays in each
nostril once daly (total daiy dose, 110 Once adequate
control of symptoms is achieved, dose reduction to one spray in
each nostri once daily (otal daiy dose, 55mg) s recommended.

Children under 2 years of age
There are no data to recommend use of - Allegra® nasal for the
reatment of allergic rhinitis in children under 2 years of age.

Elderly Patients.
No dose adjustment is required in this population (Refer Pharma-
cokinatic Properties)

Renal Impairment
No dose adjustment is required in this population (Refer Pharma-
cokinatic Properties)

Hepatic Impairment
No dosage adjustment is required in patients with hepatic
impairment. (Refer Special Warnin Precautions for Use and
Pharmacokinef

Do nat exceed the prescribed dosage. Shake the botie well
before each u
e ey e ou e eyee

CONTRAINDICATIONS:
Allegra® nasal is contraindicated in patients with hypersensitv
ity to any of the ingredients.

SPECIAL WARNINGS AND PRECAUTIONS FOR UsE
data with another glucocorticoid metabolized by
V3. oo atmmon wih Moseds & g racommended
because of the potential sk of increased systemic expost
ftcasone furoate (Refer. Drug Iteracton and Pharmacokineic
Properties).
Systemic effects of nasal corticosteroid have been reported,
particularly at high doses prescribed for prolonged periods. These
effects are much less likely to occur than with oral corticosteroids
and may vary in individual patients and between different
corticosteroid preparations.

A reduction in growth velocity has been observed in children
reated with fluticasone furoate 110meg daily for one year (Refer
adverse reactions) Therefore, children should be maintained on
the lowest dose which delivers adequate symptom control (Refer
dosage and administration).

A with other intranasal corticosteroids, physicians should be alert
to potential systemic steroid effects including ocular changes such
as central serous chorioretinopathy.

DRUG INTERACTION
Fiuticasone Furoate is rapidly cleared by extensive first pass
‘metabolism mediated by the cytochrome P40 3A4, Take cattion

fugsuten

6g /120 Metered Doses

275 meg/spray

subjects) compared to placebo (1 of the 20 subjects). This small
increase in exposure did not result in a statistically significant
difference in 24-hour serum cortisol levels between the two groups.
The enzyme induction and inhibition data suggest that there s no
theoretical basis for anticipating metabolic interactions between
fluticasone furoate and the cytochrome P40 mediated metabolism
of other compounds at clinically relevant intranasal doses.
Therefore, no clinical studies have been conducted to investigate
interactions of fluticasone furoate on other drugs (Refer Special
Warnings and Precautions for use and Phamacokinetic Proper-
tes)

USE IN SPECIAL POPULATIONS (such as Pregnancy,
Lactation and Fertiity)

Preqn:

Fluticasone Furoate should be used in prognancy only if the
benefits to the mother outweigh the potenial rsks {o the footus o
chid. Following intranasal adminisiraion at the _maximum
recommended human dose (110 micrograms/day), plasma
fluicasene furoate concenirations were typicaly non-quaniifable
and therefore potential for reproduciive toxicil is expected to be
very low.

Lactation
The excretion of Fluticasone Furoate into human breast milk has.
not been investigated

Fertiity
There is no data in humans.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES:
Based on the pharmacology of fluticasone furoate and other
intranasally administered steroids, ther is no reason to expect an
effect on abilty to drive or to operate machinery with Allegrat
nasal,

ADVERSE REACTIONS:
The following convention has been used for the classification of
frequency: Very common (21/10); common (21/100 to <1/10);
uncommon (21/1,000 to <1/100);rare (21/10,000 to <1/1,000); very
rare (<1/10,000).

Clinical Trial Data
Respiratory, thoracic and mediastinal disorders:
Very Common: Epistaxis

Common: Nasal ulceration

Musculoskeletal and connective tissue disorder (Children)
Not known: Growth retardation

B oling Dala

Immune system disorders:
Rare: Hypersensitivity reactions including anaphylaxis, angioede-
ma, rash, and urticaria

Nervous system disorders:
Common: Headache

Respiratory, thoracic and mediastinal disorders:
Uncommon: Rhinalgia, nasal discomfort (including nasal burning,
nasal iritation and nasal soreness), nasal dryness

Very rare: Nasal septum perforation

OVERDOSE:
Symptoms and Signs

Itranasa doses of up to 24 mes the recommended daiy adu

dose were given over three days with no adverse systemic effect

Treatment

Acute overdose is unlkely to require any therapy other than

observation.

PHARMACOLOGICAL PROPERTIES

Fluticasone furoate is a synthetic trluorinated corticosteroid that

possasses a very high affiniy for the glucacorticoid receptor and

has a potent antr-inflammatory action.

Pharmacokinetics Properties:

Absorption

Fluticasone furoate undergoes incomplete absorption and
eansiefr:pase mataoolem e ferand ot reutng i
!

negligible

while using intranasal Fiuticasone Furoate with

corticosteroid side effects. In intranasal

daly does not e

than 10 picograms /mL). The

the potent CYP3A4
there were more subjects with measurable fluticasone furoate
plasma concentrations in the ketoconazole group (6 of the 20

absolute fluticasone furoate administered as
ttves times per day total

daily dasa] is 0.50%.
(O

Distribution
“The plasma protein binding of fluicasone furoate is greater than 99
%. Fluticasone Furoate is widely distributed with volume of distribu-
tion at stoady-state of, on average, 608 L.

jetabolism
Fluticasone furoate s rapidly cleared (total plasma clearance of
58.7 Lih) from systemic circulation principally by hepatic metabo-
lism to an inactive 17 beta-carboxylic metabolite (GWE94301X), by
the cytochrome P450 enzyme CYP3A4. The principal route of
metabolism was_ hydrolysis of the S-fluoromethyl carbothioate
function o form the 17B-carboxylic acid metabolte.

In vivo studies have revealed no evidence of cleavage of the
furoate moiety to form fluticasone,

Elimination
Elimination was primarily via the faccal route following oral and
intravenous administration indicative of excretion of fluticasone
furoate and its metabolites via the bile. Following intravenous
‘administration, the elimination phase half-ife averaged 15.1 hours.
Urinary excretion accounted for approximately 1 % and 2 % of the
orally and intravenously administered dose, respectively.

Special Patient Populations
Elderly

Only a small number of elderly subjects (n=23/872; 2.6%) provided
pharmacokinetic data.

There was no evidence for a higher incidence of subjects with
quantifiable Fluticasone Furoate concentrations in the elderly
when compared to the younger subjects.

hildren
Fluticasone Furoate is typically not quanifiable (less than 10
picograms /mL) following intranasal dosing of 110 micrograms
once daiy. Quantifiable levels were observed in less than 16% of
pacdiatric patients following intranasal dosing of 110 micrograms
once daily and only less than 7% of paediatric patients following 55
micrograms once daily. There was no evidence for a higher
incidence of quantifiable levels of fluticasone furoate in younger
children (less than 6 years of age).

Renal impairment

Fluticasone furoate is not detectable in urine from healthy
Vekinisars afo birinasal dosn, Lase han 1% of cose-reiaiad
materialis excreted in urine and therefore renal impairment would
hot be wxpectad 1o aflect. the phammacokietios of fuoasons
furoate.

Hopaic impaiment
There are no data on intranasal luticasone furoate in subjects with
hepatia impalment. Data are avalable oloying Inhaled adrinie
tration of fluticasone furoate (as fluticasone furoate or fu

Steps to use your nasal spray correctly

STEP2
Parts of the Nasal g4y the bottie gently and

Spray then remove the protective

dust cap.
[—vmic Hold the bottle as shown with
ST

your forefinger and middie
PORRIEIERENRTY 1c22ic and your thumb
oy P Y

rnw il finger on either side of the
underneath the botte.
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mm«wmwmun o subjects with hepatic impairment that are also.
pplicable for intranasal dosing.

Astudy of a single 400 microgram dose of orally inhaled fluicasone
furoate in patients with moderate hepatic impairment (Child-Pugh
B) resulted in increased C,,, (42%) and AUC (0-) (172%)
compared to healthy subjects. Following repeat dosing of orally
inhaled Fluticasone Furoate Avlanterol for 7 days, there was an
increase in fluticasone furoate systemic exposure (on average
two-fold as measured by

) in subjects with moderate or severe hepatic impairment
(Chid'Bligh B or C) compared with healthy subjects. The increase
in fluticasone furoate systemic exposure in subjects with moderate
hepatic impairment (fluicasone furoate /vilanterol 200125
micrograms) was associated with an average 34% reduction in
serum cortisol compared with healthy subjects. There was no effect
on serum cortisol in subjects with severe hepatic impaiment
(flticasone furoate Avlanterol 100/12,5 micrograms). Based on
these findings the average predicted exposure for 110 micrograms.
of intranasal fluticasone furoate in this patient population would not
be expected to resultin suppression of cortisol.

Other pharmacokinetics
Plutcasone furose is typicaly ol quantfatie (ess tan 10
/mL) following 110

Gl Quaniiiabl lovels wore only observed n less han 31% of
patients aged 12 years and above and in less than 16% of pacdiat
ric patients following intranasal dosing of 110 micrograms once
daily. There was no evidence for gender, age (including paediat
rics), or race to be related 1o those subjects with quantifiable leves,
when compared to those without

PRESENTATION: 6 g /120 Metered doses

STORAGE INSTRUCTIONS: Store at temperature below 30°C,
Protect from light. Do not freeze.
Koep the medicines out of reach of children

Manufactured in India by: Mis Biodeal Pharmaceuticals Ltd.,
Village: Saini Majra, Nalagarh —Ropar Road, Nalagarh, District
Solan-174101 (H.P), INDIA

Marketed by: Sanofi India Limited, Sanofi House, CT Survey No.
117-8, L&T Business Park, Saki Vihar Road, Powai, Mumbal
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STEP 5
Start to breathe in through
your nose and while breathing
in, press down with your
fingers once to release a spray.

STEP 6
Breathe out through your
mouth. Repeat steps 5 and 6
to inhale a second spray.

STEP 1
Blow your nose gently.
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+Remove Cap.
+DO NOT piorce
the nozzl to s
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Clowona s sl
bottle as shown in

Tilt your head corwayd anm ly

and keeping the b
Sprioht aafly Insar thetp
e nozzle in the other
nostril

If using for the first time or if
you have not used it for a
week or more, test the spray.
Testing the spray: With the

comes out of the nozzle.
INTS TO NOTE WHILE USING THE NASAL SPRAY

+ DONOT break *Feaacieusool e s ey,
e trge fange THE FINGER
ity FLANGE D150 COMPLETELY
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ot release the medicin

STEP7
Repeat steps 4, 5 and 6 for
the other nostril

Wip i o
handkerchief ! tissue and
replace the protective

dust cap.

For detaied steps, kindly
the QR code fo refer
pack insert and

video demonsration
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