elicited,
= Caiiously user wilh Imrmunosuppregant drugs lead o susceptibifity tn
Infections

Use of drug with alcohol ar tepressants or anlihlslanings my sy be avoided
Wihen use ag long-term i arapy, b emilalogical and agranat funenon shoulg
be maniared

* Can be used 1n Pregnancy only if tha potentlal benas Justify the potential
risk ta the foptus

Should be Lged CAUOUSH In nursing o 10thers

DRUG INTERACTIONS
Use of the drug with potent Inhibitors of Cytochrome 450 3A4 can lead to
increase systemic exposure of flulicasone,

SIDE EFFECTS
« lHeadache
* Somnolence
. Pl:alw\glllﬂ
v Episinxis
.
.

..

Nausoa, vomiting, tasta islurbancoe
Nasal Buriing

STORAAGE AND STABILITY:

s Store ol o nperature not pxeend W30 ¢

v Donottregzg

» Koepihe n.’\ﬁal:’-pmyn\mly feon ety heat and sunlighe

* Do not use aiter the expiry date shown an the package, Do nnt WS Tongae
than G munihs aliar the boltle was first opanae,

« Heap Away fron children

PRAESENTATION

Lomtnase A Nasal fhay
Hack containg 70 materad doses,

S

German Remedies

@ Trademark of Cadila Healthears Limitod

2030561

PLAINTIFFS' §
TRIAL EXHIBIT .
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Azelastine Hydrochloride and
Fluticasone Propionate Nasal S
COMBINASE ® AQ Nasal

Rach spray delivers -
Aeptasing Hydiochlonge

pray
Spray

IP 140 meg

Futicasone Progionate (P 50meg
COMPOSITION ;
Azelastine Mydrochioride IP 0.14% wiv

Flutic ;munl_-'z:
Proservatives

Lplonate P 0.05% wiv

Benzalkonium

Chloride Solution IP 0.02% wiv
Phenylathyl Alcohol IP 0.25% wiv
Excipients q.5.
DESCRIPTION ;

Coumbinase AD rasal spray Is an anblustamine Corlzosteron) combinatian
avatably tor il nasal administration, I! contains zelasting Iwyetroshlnnde an
M1 ruceptor sntagonst and fluticasone propionate a synthelic corticosterokd
vttt aplntiimmatoly properties,

INDICATIONS :

Combinase AQ is indicater for the fmanagement of allergic rhinitis. It s
eommended 1o Ireal severe porsistint syriploms in adults. For children
abovi S years Combinase AL s raceammeneling 1or sevuna g ptoms of allergic
it 11 Can oe usen for non-attorge- rinips nmclqﬁlsarlljdrdri}am

CONTRAINDICATIONS ;
Cointrnase AQ conlaindicated in patients
any ol (e wimonEsls of the nreparation,

DOSAGE AND ADMINIST RATION:
Adults: 1 soraynastn] iwee i
Children 1 wpray. st ware daily.

with or known hypersensitivity to

Not recommended for children (below 5 years). Dosage should not be
exceeded.

PRECAUTIONS;

o Use of miranasal COHCOstaran with piher storomg Could wicrease nyk ol
Sppression of HPA axis or Increqse nsh ol hyparcarticondism hefolore
cauliously used in patients with other paihological conditions i steroids
Reductionin Hrowitivelogity whes nigier close is admiivisiored

Adlrenal insufficiency SIS may he saon due 1o replacerient ol systemc
warticestaroid with topieal codicosteroid  Withdrawil SYMPIOMS can (m

MEDA_APTX03502797
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| Combinase®AQ |

NASAL SPRAY

70 Metered Doses
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Composition :
Azelastine Hydrochloride |P 0.14% wiv
Fluticasone Propionate IP  0.06% w

Preservatives .

Benzalkonium

Chioride Solution IP 0.02% wiv
Phenylethyl Alcohol IP 0.25% wiv
Excipients Q.s.

Store at temperature
not exceeding 30°C

Do not freeze, Protect from light,

Kaeﬁ awar from children.
e well

Sha before each use.
FOR NASAL USE ONLY

Dosage : As directed by the physician.

SCHEDULE H DRUG
Warning : To be sold by
retail on the prescription
of a Registered Medical

Practitioner only.

MEDA_APTX03502799
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Each spray dellvers:

Azelastine Hydrochloride IP 140 mcg
Flulicasone Propionate [P 50 meg
Composition:

Azelastine Hydrochloride IP 0 14% wiv
Flulicasone Propionale IP 0 05% wiv
Preservalives:

Benzalkonium Chloride IP 0 01%wiv
Phenylethyl Alcohol IP 0 25%wiv
Excipienls qs

DESCRIPTION

Nasocom AZ is an antihistamine-corlicosteroid
combination available as a melered spray
formulation for intranasal administration. It conlains
azelasline hydrochloride a second generalion H1
receptor anlagonist and fluticasone propionate, a
syntheliccorticosteroid.

Nasocom AZ Nasal Spray is an agueous
suspension of microfine azelastine hydrochloride
and fluticasone propionate for topical
administration lo lhe nasal mucosa by means of a
metering, alomizing spray pump Itis necessary lo
prime the pump before firs! use or after a period of
non-use (1 week or more). After inilial priming (6
acluations), each actualion delivers 140 meg of
azelasline hydrochloride and 50 mcg of flulicasone
propionale Ihrough the nasal adapter. Each 15 mi
botle of Nasocom Nasal Spray provides 70
metered sprays Afler 70 metered sprays, the
amount of azelastine hydrochloride and fluticasone
propionale delivered per aclualion may not be
consislentand the unil should be discarded

Nasocom® AZ - 005998 Page 9ol 18

INDICATIONS

Nasocom AZ is indicaled for (he management of
symptoms of allergic rhinilis once the need for an
anlinistamine and corlicosleroid has been
established Itis recommended to treat moderate to
severe symploms in adulls above 12 years. For
chifdren above 5 years, Nasocom AZ is
recommended for severe symploms of allergic
thinilis Nasocom AZ can also be used for lrealing
non — allergic vasomoator rhinitis in adults and
children 12 years of age and older.
DOSAGE AND ADMINISTRATION
Adults and childran 5 years and older:
U1 sotayinstnl lesce daily the recommended

dosane snonld nol be exceeded. Not

! (esuramende fo- psein children below 5 years.

CONTRAINDICATIONS

Nasocom AZ is contraindicated in palienls with or

known hypersensitivity to azelasline hydrochloride

or fluticasene propionate or any of the comporents

ofthe preparalion.

WARNINGS AND PRECUATIONS

Concurmrenl use of this combinalion with alcohol or

other CNS depressants or olher antihistamines

should be avoided as additional reductions in

aleriness and addiional impairmenl of CNS

performance may occur due to azelasline

The replacemenl of a syslemic corlicosleroid wilh a

lopical corticosteroid can be accompanied by signs

of adrenal insufficiency Some palienls may

experience symptoms of withdrawal e g jointand /

Nasocom® AZ - 005938 Page 10of 18
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b Azelastine Hydrochloride 1P 140 meg

| Fluticasone Propionate 1P 50 meg
Composition: ‘

- Azelastine Hydrochloride (P 0.14% wiy |
Fluticasone Propionate IP.  0.05% wiv
Preservativas:
Benzalkonium Chloride 1P 0.01%wiv

~ Phenylethyl Alcohol 1P~ 0.25%wlv
Excipients e Q8.

 DOSAGE: As directed by the Physican.

o .-:,',?
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Azelastine
Hydrochloride and
Fluticasone Propionate |
Nasal Spray
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Azelastine

Hydrochloride and
Fluticasone Propionate
Nasal Spray
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For the use of a Registered Medical Praclitioner or a Hospilal or a Laboratory only.

“Azelasting Hydrochloride &
Fluticasone Propionate Nasal Spray
FLORESP-[V

Nasal Spray

EACHSPRAY DELIVERS :

Azelastine Hydrochloride BP 140 meg
Fluticasone Propionale IP 50 meg
COMPOSITION :

Azelasline Hydrochloride BP 0.14 % wiv
Fluticasone Propionate IP 0.05 % wiv

PRESERVATIVES :

Benzalkonium Chioride Solution IP 0.02 % w/v

Phenyl Ethyl Alcohol USP 0.25 % wiv
Excipients q.s.
DESCRIPTION:

FLORESP-AZ Nasal Spray is an antihistamine-corticosteroid combinalion available as a metered spray formulation for intranasal administration. It
conlains Azelastine Hydrochloride, which is a second generation H1 receptor-antagonist with potent topical activity, and Fluticasone Propionate, a
synthetic corlicosteroid with anti-inflammatory properties.

PHARMACOLOGY :

Pharmacodynamics

Fluticasone Propionate is a synthetic, trifluorinated corticosteroid with antlinflammatory activily Flulicasone Propionate was 3-told (o S-olkd moa
potent than dexamothasone in Ihe i vilre assays In pre-clinicd studles Fluticasone Proplonate revealad progesterone-like activity similar 1o the
natuwal harmone. However, the ciinical signiicance ol these tindings m relalion (o the [ow plasma levels is not known. The precise mechamsm thiough
which Flulicasone Propionate aflects allergic rhindis symptoms i not known Carticosteroids have been shawn 1o bave a wade rango of oflects an
mutiple coll types feq, mas s2lls, eosinephils, newlrophils. modiophages, and ymphooyles) and medutois (o.g., slamine, oicosanads,
leukolrienes, und cytokines) mvolved ininillammanaon,

Azelastine Hydrochloride, a phthalazinone derivative, exhibils histamine Hireceptor- antagonist activity in isolated tissues, animal models, and
humans. The major metabolite, desmethylazelastine, also possesses H1 receptor-antagonist activity.

Pharmacokinetics

Parameters Fluticasone Proplonate Azelastine Hydrochloride

Systemic bioavailability <2% 40 %

Onset of action within 12 hours within 15 minutes

Tmax 7 0.9' +/- 0.4 hours.® 2 - 3 hours

vd 4.2 kgt : 14.5 Ukg*

Plasma protein binding 91 % o 88 %

Half-life 7.8 l}outs‘ - 22 hours*

Excretion j T Le_ss than 5 % oral dose exc;;d in the 75 % of an oral dose excreted in the faaces? |
urine and remainder is excreted in the wilh less than 10 % as unchanged
faeces. azelastine.

- - Ural guse

#-1v

@ - Intranasal 800 mcg tds.

INDICATIONS :
® Management of moderate to severe symptoms of allergic rhinitis in adults.
© Managemenl of moderate to severe symptoms of allergic rhinitis in children 5 years and above.
® Management of symptoms of non-allergic rhinitis in adults and children (5 years and above).
DOSAGE AND ADMINISTRATION :
Dosage
Adults : One spray/nostril twice daily.
Children (5 years and above) : One spray/nostrit twice daily. '
The recommended dosage should not be exceeded.
Administration
Administer nasal spray by the intranasal route only.

Directlons for Use

Following ara dirantinne fartha iona af mnoal amee

MEDA_APTX03502805
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USING YOURNASAL SPRAY
e STEP1
Blow your nose genlly and then remove the protective cap,
e STEP2 #
Hold the bottle with your forefinger and middle finger on sither side of the nozzle ¥ | s
and your thumb underneath the bottle (Figure 2). !
e STEP3 '
Ifusing for the firstlime or if you have not used it for a week or more, test the spray \ e }
Testing the spray : With the nozzle pointing away from you, =
press down a few times until a fine mist comes out of the nozzle.
e STEP4 I &
Close one nostril and hold the bottle as shown in step 2. 3
Tiltyour head forward slightly and keeping the bottle upright,
carefully insert the tip of the nozzle in the other nostril.

e STEPS

Start to breathe in through your nose and while breathing in, ’ e /"’
press down with your lingers once to release the spray. I i
o STEPG Bl LA
Breathe out through your mouth. —_— l‘_-'-t'.,‘-‘ N
o STEP? '.ﬁ (-~
Repeal steps 4, 5 and 6 for the other nostril. sl 8
e STEPB Fgmn
Wipe the nozzle with a clean handkerchielftissue and replace the protective dust cap, B
CONTRAINDICATIONS :
This combination is conlraindlcatad in patients with known hypersensitivity to Fluti Propi or A ine Hydrochloride or any of the
of the prep
WARNINGS AND PRECAUTIONS :
The replacement ola syslemlc coricosteroid with a topical corti id can be panied by signs of adrenal insuh‘iciancy Same pallents may
of | e.g., Joint and/or lar pain, lassitude, and dep The cor itant use of an i | cor
wilh other [nhalad cortic ids could | the risk of signs or symptoms of hypercorticism and/or suppression of the HPA-axis. Intranasal
corticosteroids may cause a reduction in gromh velocity when administered al higher dose. Patients using Fluticasone Propionate nasal spray over
several months or longer should be riodically for evid of Candida infection or other algns of adverse effects on the nasal mucosa.
Intranasal corllcosieroads should be used wilh caullun il at all, in patients with emm; or qui it infections of the respi y tract;
d local or sy fungal or b ic viral or iti ions; or ocular h pes simplex. Because of the inh-blloryeﬂect

of corticosteroids on wound healing, patients who have experienced mcem nasal septal ulcers, nasal surgery, or nasal trauma should not use a nasal
corticosteroid unlil healing has occurred.

In clinical trials, the occurrence of somnolence has been reported in some patients taking Azelastine Nasal Spray; due caution should therefore be

exercised when driving a car or operating ially dangerous hinery while using this combination spray.

ADVERSE REACTIONS :

Common adverse reactions seen with Flulicasone Propionate are headache, pharyngitis, epistaxis, and nasal burning firrilation, nauseafvomiling,
cough.

Common adverse reactions seen with Azelastine Hydrochloride are bitter taste, taste disturbances, headache, somnolence and epistaxis.
DRUGINTERACTIONS :

C use of Fluti Propionate with potent inhibitars of the cytochrome 450 3A4 system, such as ketoconazole and protease inhibitors such

asrilonavir, may be associ withi d systemic exp of fluticasone.

C use of Azelastine Hydrochloride with alcohol or other CNS depressants may cause additional reductions in alertness and additional
p of CNSp

USEIN SPECIFIC POPULATION :

® Pregnancy

The spray combination should be used during pregnancy only if the potential benefit justifies the potential risk to the foetus.
o Nursing mothers

It is not known her Fluti Propi or A ine Hydrochloride Is excreted in human milk, Hence, caution should be exercised while
p ibing thi 1ation to ni

e Pediatric

The combination is not recor children below 5 years.

OVERDOSAGE

Chronic d of Fluti Propi may result in signs/symploms of hypercorticism. Intranasal administralion of 2 mg (10 times Ihe
recomr ume] orFiL Frop twice dally 1ar / aays, 10 Neanmy NUMEN VOIUMTEETS Wds WEIl ILIEEEUELL D1 IIG 13U s up s (v

have been studied in human volunteers with no acute toxic eHects reported, Repeat oral doses of up to 80 mg daily for 10 days involunteers and repeat
oral doses of up to 10 mg daily for 14 days in patients were also well tolerated, )

With Azelastine Hydrochloride nasal administration, there have been no report d dosage. If ge occurs, g | supp measures
should be employed as there is no known anlidote.

STORAGE :
Storein a cool place, protect from light. Do not freeze or refrigerate.
Keep out of reach of children,

PRESENTATION :
FLORESP-AZ sales pack contains 70 melered doses,

Marketed by

Zuventus
Wealthcare Ltd.

A Joint Venture of Emcure” Manufactured by :
5119, Oberol Garden Estates, D-Wing, Biodeal Pharmaceuticals Pvi. Lid
Chandivali, Andheri (E), Mumbai 400 072. Village - Saini Majra, Nalagarh Ropar Road,
™ Trade Mark Owners Nalagarh, Dist Solan (HP) - 174 101,

BD/01-02/1218

MEDA_APTX03502806
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Composition :

Azelastine

Hydrochloride IP 0.14 % w/v
Fluticasone

Propionate IP 0.05 % w/v
Preservatives :

Benzalkonium Chloride
Solution IP 0.02 % w/v
Phenyl Ethyl

Alcohol IP 0.25 % w/v
Excipients q.s.
Dosage :

As directed by the Physician.
Direction for use :

Please refer the enclosed leaflet
before use,

SHAKE WELL BEFORE

EACH USE.

Store in a cool place, protect
from light.

Do not freeze or refrigerate.
Keep out of reach of children.

[ FOR EXTERNAL USE ONLY | |

MEDA_APTX03502807
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| Griuticasong |
| Propionate
Nasal Spray

FLORESP-IY3

Nasal Spray

For Nasal use only,
70 Metered Doses
(Actuations)

@Zuventus

MEDA_APTX03502808
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AZelastine Hydrochloride

Fluticasone Proi
[0pIonate N ,
FLORESP./y; 2l Spray |

Nagaj Spray
s

EACH gp,
1SPRAY Dy vy

comin
g
a20ne Progsocube, @

har o the
mechanism:
wide 18 Gt efiects on
YWl und modaon (4.g. histaing, aloosanokis

e FLORESP-TYA

Wasah Spray

ot Wasah oue TaTy,
70 Mredssed Doves
(hetuatiansy

"« oral dose
@ - intranasal B

INDICATIONS
00 10 SV symptoms of allengic rinitis b .
{modariite 1o sewsre symph o alloe e
A0 Of non-allatgic chinitis in adults wnd childran {5 yea

DOSAGE AND ADMINISTRATION :
Dosage
Adults - O spray/nostnl twice daily
Chisarie Cine spoayinostil b dally

The reo

b

¥
rn nd b}

Directions for L
THE NASAL SPRAY

f Purmp Systom has nazzio (Up) for debvary of

MEDA_APTX03502809
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buisr s, wheh ey 5 10 Cecasind naussa This
OVERDOSAGE 7P e e
Arlazting Hydrochiorice

he Fesults of animal Studes show Inal troe doses
n produce CHS symptoms, e g xgtion, Iemor.
dni esinuisons. Shouls these occur in humans.
Smolomalic i Subocrtve Ietmert showd be
Drovded 3 Wer = no specfic awdsle Gastrig
unaekrammmmwnmmmmmml
With 1ne nasdl route of admnistrasgn, veniesage
Teachons are Aol aniicraied,

Fluticazone

Use of excessve dosss of CUCasiont-ds andior

Parts of EZICAS AZ Masal Spray

————DmCxp

2

'——h-rnmp'h {

:Tg‘“n 4
& 2 Sorwy Pump Unit
=

7

“paa

(i) — |

CIMONC Overtiosage mey lext 1o SIS Or SyTNp
z YPATONEZIEM and'0r suppressian of the H22
RCHan.

Stors in @ cool place. Protect from light.

mnaummmmmmm
mmucnmfwimmmw.m
LS Dy,

EZICAS A2 s available in a pack of 7 mi
Menumxiureg by: Bicdes! Priamiatesticals P Lid
illage - S Mafra M - Ropar Boad,
Matagaih Dzt - Solan (H IR - 135 10y

Marketed by
@)

INTAS PHARMACEUTICALS L7D.
Ma1003-382 206 Dot Avmetiaaad INSHA
LLTO?E

b _

Direcligns for using EZICAS AZ

Belore =30h use shake Wha bore genty and
FEMave ihe Tust cap.

2. Hold the battie &5 shawn, by piacsny you: b
Tinger and midefe finger on sither mge of e
noxze with your thumb undernas ine nse o
The bettis

3 Knpmnmmimd:ﬂymnwu

4. 3% your nose genlly

5 Cwse the nosnl aither sde ang plice the
FOZER 1 16 other noste as =hawa Tik your
nexd shightly forvaud whie eeping the roziz
I an upninht pasiteon

B. S4n vrEzibing in ang firmiy pracs cows the
“ngs of nozie wih yoor fingers 1 relessa 3

speay

= of

pa
k%( . 1

SRy
?‘Emmmmmhmmﬂiiﬂiﬁm.
Hmmnssm7bi1hammspm,

8. Aftet use wipe the nole waih 3 clean ciothand
{3ce e protective JUS cap back on the nczie
g

Proscribing Information:
For the use of a Registered Medical Practitioner
or a Hospital or a Laboratory only,

EZICAS AZ

(AZELASTINE HYDROCHLORIDE AND
FL INE PROPIOMATE NASAL SPRAY)

@as)

Maihzted by
INTAS PHARMACEUTICALS LTD,
Matoda-382 210, Dist.: Ahmadizad INDIA




Azelasting

Hydrochloride IP 140 mcg
Fluticasone

Propionate IP 50 meg
Composition:

Azelastine

Hydrochloride IP 0.14% w/v
Fluticasone

Propionate |P 0.05% w/v
Benzalkonium

Chloride IP 0.01% wiv
(as Preservative)

Phenylethyl

Alcohol IP 0.25% wiv
(as Preservative)

Excipients Q.5
Dose : As directed by the
Physician.

Store in a cool place.

Protect from light.

Keep out of reach of children.

Do not freeze.
Shake well before each use.

['FOR EXTERNAL USE ONLY. |

[FOR INTRANASAL USE ONLY |

| SCHEDULE ‘H' DRUG :

\Alawnina + Ta ha enld hv

17
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Rx
AZELASTINE
HYDROCHLORIDE
AND FLUTICASONE
PROPIONATE
NASAL SPRAY

EZICAS AZ

g T3e
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VEBOEZ Ploase read this leaflot carefully

batore you start using Azefio

Azglasfine Hydrochloride &
Fluticasone Propianale
NasaSpry

Azeflo

{ \
Each spray delivers
Azelastine Hydrochloride |.P
Fluticasone Propionale (1]
Composition:
Azelastine Hydrochloride 1P D14 % wiy

140 meg
50 meg

Fluticasane Proplonate LB 0,05 % wiv
Benzalkonium

Chlorido Solution |F 0,02 % wiv
(As preservative)

Phany! Ethyl Alcahol = 0,25 % wiv
(As pmsarvam]

Excipiants Q8.

Patignt Information Leaflet
parts of Azeflo Nasal Spray

Boltle with Nozzle

Motered-Dose
Atomising Pump

Important
1.Msﬂoiutobeusedunduadvlceoiyuur
doctor. Do not exceed the dose
recommended,

 Gince It takes a few days for this
medication 1o work elfectively, I is
very impartant that you use it regularly.
Do nol stop treatment even ]
you feel betler unless otherwise
directed by your doctor.

Azello has been specilically
recommended by your doctor for you
Do notallow any olher person to use "
Always koep Azeflo out of children's
reach.

Dust Cap

N

w

~

5. Protect Azeflofrom direct light.
Stora Azeflo in cool, dry place Use within
twomanths of opening.

Directions for using Azeflo

1, Before each use shake the bottie gently
and romove the dust cap

2. Hold the bottie as shown, Ly placing your
forefinger and middio finger on alther side
ol the nozzie with your {humb underneath

the base of the bottle

20

| |

3.1f you are using Azeflo for the first
time orare using it after a long period,
followthe instructions asunder:

. Keaplhanczﬂapoinbaﬂawayfrm
you.

+ Press several times as shown until a
fine mist comes out evenly from the
nozzle.

5. Close one nostril and place the nozzle
in the othar nostril as shown. Tilt your
head slightly forward while keeping
\he nozzle in an upright position.

MEDA_APTX03502815
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6. Start breathing in and gently press
down the wings of nozzle with our
fingers to release a spray.

7. Exale to your mouth after nasal
inhalation, Repeatsteps 6 & 7 toinhale
asecond spray.

8. Repeatsteps 5,6 and 7 for deliver to the
other nostril,

9. After use, wipe the nozzle with a clean
cloth & replace the dust cap.

Note

If using Azeflo for the first time, it may
cause you to sneeze for a few times. This
is because the lining of your nose is very
sensitive. This is not likely to happen after
the initial doses.

This medication may cause a few side
effects in certain hypersensitive
individuals. In case of bleeding from
the nose or other discomfort please
consult your doctor immediately.

21

Cleaning
Clean Azeflo at least once a week

Cleaning procedure:

7R

Yo

. Detach the nozzles from the bottle by
pushing itup with thumb

Clean the nozzle and dust cap in warm
water. Shake of f excess water allow it
todryina warm place. Avoid keeping
itin places with excessive heat,

]

3. Re-assemble the nozzle and dust cap
for further use.

4.In case the nozzle gels blocked,
remove the same way as above and
soak inwarm water. Rinse undera cold
tap, allow it to dry and refit
again. Never use a pin or other sharp
objects to unblock the nozzle.

Presentation
Azeflo Nasal Spray pack comtains 70
metered doses.

For furthar informalion please wrile fo

LUPIN LTD,
159, C.S.T. Road, Kalina,
| Santacruz (E),
| Mumbai - 400 098, INDIA,
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Propionate |7

Compc

Azelastine

Hydrochloride |.B?  0.14 % wiv
Fluticasone

Propionate LB 0.05 % w/v
Benzalkonium Chioride
Solution I.P 0.02 % wiv
(As Preservative)

Phenyl Ethyl

Alcohol L.P 0.25 % wiv
(As Preservative)

Excipients qQ.s.

Dosage : As directed by the
Physician.

SHAKE WELL BEFORE EACH
USE

Store below 30°C but do not
refrigerate. Protect from light

Keep out of reach of children.

MEDA_APTX03502818
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P TITicry Lssnthag
18 o1 AzeNo Hasal Boray

Botile wih Moz e
Mater od Diwe Fuet Sap
Aomising Pumg

Important

,J:w% 18 10 be used under advice of your
octor. Do not exceed the dose
o recommended
140 meQ g
5 Propionats LF 50 med Since It takes a lew days for this
'r:on‘ : lnegcuwn to work effectively, It is
e Wydrochioride LP wiv "le* Important that you use i regularty,
A : 0.05 % wiv O not stop treatment even il
you feel better unless otherwise
0.02 % WiV directed by your doctor
Azello has been specifically
0.25 % WiV recommended by your doctor 1or you 4. Blow your nose gently
Do not aliow any other person to use it
s Always keep Azeflo out of children's
reach
Protect Azeflo from direct light
Store Azeflo in cool, dry place Usa within
two months of opening
Directions for using Azefio
1. Before each use shake the bottle gently
and remove lhe dust cap
2. Hold the bottle as shown, by placing your
forefinger and middie finger on aither side
of the nozzie with your thumb undemeath
the base of the bottie

5. Close one nostril and place tha nozzie
in the other nostril as shawn Tilk your
head slightly forward while keeping
the nozzle inan upright position.

MEDA_APTX03502819
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1 Azefio tha first time, 1t may.

B VOU 10 SNeeze for a few times. This
is because the lir

Ving of your NOSE s very
Thisis

not likely to happen after

This medication may cause a few side
effects in certain hypersensitive
individuals. In case of bleeding from
the nose or othor discomfort please
consult your doctor immediately,
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Rl

Azelagine
Hydrochloride and
Fluficasone Propionate

Nasal Spray

HAzeflo

Directions for usin
1. Betor

MEDA_APTX03502821
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gpray delivers
ﬁg:;s:: l-lydrut‘hl(‘)r:“r" P

p i ate P
Futicas® , Propionate LE

umpos on .
immstin 4ydrochloride P

90 meg

0.54% why

Fluticasoi Propionate |.P 0.05 % wh
genzalkorium Chioride Solution LB 0.02%wh

(As Prese vative)

Phenyl Ethyl Alcohol LB 0.25%wy |

(s Preser vative)

Excipients

posaga : As directed by the Physician.
SHAKE WELL BEFORE EACH USE

store balow 30°C but do not refrigerate
Protect from light

Keep away from children.
FOR EXTERNAL USE ONLY

| Toreport product complaint or Adverse D18
seaction dial Toll Free no.: 1800-209-2505
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.
ng: Tobe s i by retail

iption of & Req

Mig- - No.: G/25A/3408-A

Batch NO.
Mig ale
Exp. Date
e ximum

\atail Price T:
(inclusive of all taxes)

Manutactured by

Practitioner only
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Each Actuation delivers:
Azelastine Hydrochloride IP 140 mecg
Fluticasone Propionate IP 50 meg

Composition:
Azelastine Hydrochloride IP  0.14% wiv
Fluticasone Propionate IP 0.05%wiv

Preservatives:

Benzalkonium Chloride IP 0.01% wiv
Phenylethyl Alcohol IP 0.25% wiv
Excipients q.s.

Dosage:
As directed by the physician

Direction for use:
Please refer the enclosed leaflet
before use

SHAKE WELL BEFORE EACH USE

Qtara in a ranl and dms nlana
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