
elicited. 

Cal!t<ously liSe<! W1il1 •rn"•unosuppres;,r•l rlrugs lead to susceptiblllly to lnle.:hons. 

Use ol drug "trrh ilfcohol ( Jf cfnpros::;anls ot nnllhlstammes m•,sl be a\rcJded 
, WI Jill • "'e as a lolig·term lhnrnfly, hermuoloalc-dl nno ~drelln l luncl!orl stlould be mon1torod 

C~n be U$00 IO Ple<Joant;y 011ly if lhc P<>le<HIAI heaeiJIS JUStify llw pol nlial risk to tho l~or. •s 

Should be 11:;ed r.:ntJtt,JU$1}' rn nur sIn~' n1o rl1e1~ . 
DRUG INTERACTIONS 

Use or the dru11 with potent Inhibitors or cytochrome 450 3M can lead to increase system1cexposure of ffuUcasone. 

SIDE EFFECTS 
Heaoac11e 
SomnolaJ ICC 
PhcuyngH I~ 
Eposilb<ls 

• N.:'lusoa,1JomJtlng, IA.Sia chsturba•lCO 
Na~nrburrung 

STORAGE AND STAO!UTV: 
Store: nl 101 tlp,lralLift:! noi i:'.I(CAOd•ny 30 C 
Qr,,,or trcuzo 

, Knep •he r1n~u1 spruy iJway fru111 alf,~: l hea t Jnd Si.H111!1ht. 

Uo 1101 uso afler lhc ••rury dnto "''""'" 011 rhu Pael<a11•. llo rmr usn IOfltrc' tfu.nGmonlhsnrtnr lhe bon~ was ru'St "I'ElnacJ. 
KP.(Pp <lwoy Jr011 a d11lrfret1 

PRESENTATION 
(:nmhtna~(\ fl.() Na:;;r/ Sp:.!ly 
r-'ilck r.·onlifiilS 70 nlOiarerJ dOses. 

~ 
German Remedies 
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IIIII 
Azelasline Hydrochloride and 
Flutlcasone Propionate Nasal Spray 
COMBINASE IS AO NIISIII S,.Ny 
F.(ICh spray <l~hv~rs · 
A1olaslone Hv<trocnloude IP 140 meg 
(;r,,ru.::iiSrmf'Pr(lj:W<-ms1r•lP 50mcg 

COMPOSITION: 
Az~•~sllroo l'ly<11ochlo~do IP 0.14% w/v 
flulicuso"~ PrUj.Jiooate IP 0.05%wtv 
P1t1'ie,varlllas 
Benzalkonium 
Ch loride Solution IP 
Phenyl ethyl AlcohoiiP 
Exclplenls 

OESCAIF'TION : 

O.O:I'lbw/v 
0.25%w/v 
q.s. 

Coml)ina&c AO lltlSMI spray is on antrhlfi!( tH1•m: CV~ tlr;ostutol r l combir1uuon 
awt•lahJu lor •11h.Jr•asa1 adminlstratfon, I• crJn lrtu,~ (IZelaMu1t•llyWor.l,lnrulco an 
J 11 raceptor .mtagolll'sl and fluticasone ,..,oplon:;J I~ a syrllholic rorttc..:tjslerokl 
wdiJ a l•lllnjJ; Irt JO\iUOJ 'I f) roperlies. 

INDICATIONS : 

COII'hln, e AO tS •nrl,cato(1 tor lhn nt:!rlng.:ometll nl alrerglc thlnitJs. II Is 
,._,COiramcmde I Ia 1rca1 .::.eY~Q OOfS!S1L~n! s.,.rr,ptom~ .,, adufls. For children 
.II>O.,.r.• !Jyr).rrs t.urntltra.3!itl .A(J r~. I-B:C(I'fl lrn..-.n(J 11 :or :a ..... •n? symptoms of allergic 
tit,, ,.rt!'l: sr t.Jrt r:~ 1 JSet:l fOs non- al'\m;w rtm1ir1s 11 t ~nit tits aru j cfllldrsn. 

CONTRAINDICATION$ : 

Ccdul ,.·tM~;o AO t.:oul•alr•Uit:.alc·d in patients wllh or known hypersensitivity to 
u'Y• 'I ttr~~ ur TlJlOrt..:lil'lOirlrep reparation. 

DOSAGE ANDADMINISTAAliON: 
Adults: 1 .s nrrr v1nn~1r tl lw•,.;n 1 Ia;·.,· 
Chifdren 1 ~runy.' tr,Krrrl•w·u-:ec.UJuv 

Nol recommended lor children (b!How s years). Dosage should not be eXCeeded. 

PRECAUTIONS: 

• Usi? Of tnlr::lr.a:::nt COIIn:os tfiiOfJI ·~1111 Dille' SIL'lfOid t::ourll ••n:reat;e fiSk 1)1 
~upp1asslm't or 1-!PA .ax..c;; or h:¢te.1r;q 11~h uf hyPl'!rcorr•couli:;;:rn lllf.ftlfcue 
callllouMy Lj";tJcl rn flO:Siietl i S. IIJIIh olllt-rpall1nhliJ I(".dl C(rrJrJtt lotiS ulsletnlds 

• llQfJltCUOntn q r c~tlt•vel(lc rty w11e1r higher ,.,O~Qis atJr11l t•lst\:1ed 
• Atlrt!nOilf1~tJ ffttii?PlC.Y sfqrts r•m)llr!! suun rJLtt• to rep!:.lceHu.ml uf systGtHt(" 

t!(lrl tf,'(iStermd Wllh rontc::JI C;.(jii4Ctl:;[eruttr WlllldltiWjJt synlpram~ Ccl1 1 IM 
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70 Metered Doses 
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Each spray elrvers 
AzA1ast1ne Hydrochionde IP 140 meg 
Flulicasone Prop1ona\e IP 50 meg 

Composition : 
Azelastine Hydrochloride IP 0.14% wlv 
Flullcasone Propionale IP 0.05% w/v 

Preservatives : 
Benzalkonium 
Chloride Solution IP 
Phenylelhyl Alcohol IP 
Excipients 

Store at temperature 
not exceeding 30°C 

0.02% wlv 
0.25% w/v 
q.s. 

Do not freeze. Protect from light. 

Keep away from children. 
Shake well 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. 
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Each spray delivers: 
Azelastine Hydrochloride IP 140 meg 
Fluticasone Propionate IP 50 meg 
Composition: 
Azelastine Hydrochloride IP 0 14% wlv 
FluUcasone Propionate IP 0 05% wlv 
Preservatives: 
Benzalkonium ChlorideiP 
Phenylethyl Alcohoi iP 
Excipients 

DESCRIPTION 

0 01%wlv 
025%w/v 

qs 

Nasocom AZ is an antihistamine-corticosteroid 
combination available as a metered spray 
formulation for intranasal administration. It conlams 
azelastine hydrochloride a second generation H1 
receptor anlagonist and fluticasone propionate, a 
synlheticcorticosteroid. 
Nasocom AZ Nasal Spray is an aqueous 
suspension of microfine azelastine hydrochloride 
and fluticasone propionate for topical 
administration to the nasal mucosa by means of a 
metering, atomizing spray pump It is necessaty lo 
prime the pump before first use or after a period of 
non-use (1 week or more). After initial priming (6 
actuations), each actuation delivers 140 meg of 
azelasline hydrochloride and 50 meg of ftuticasone 
propionate through the nasal adapter. Each 15 ml 
botue of Nasocom Nasal Spray provides 70 
metered sprays Alter 70 metered sprays, the 
amount of azelastine hydrochloride and flulicasone 
propionate delivered per actuation may not be 
consistent and the unit should be discarded 

Nasocom' ~ - 005998 Page 9 oll8 

INDICATIONS 
Nasocom AZ is indicated for lhe management of 
symptoms of allergic rhinitis once the need for an 
anlihistamine and corticosteroid has been 
establistled It is recommended to treat moderate to 
severe symploms in adults above 12 years. For 
children above 5 years, Nasocom AZ is 
recommended for severe symptoms of allergic 
rhinitis Nasocom AZ can also be used for trea ~ng 
non - allergic vasomotor rhinitis in adults and 
children 12 years of age and older. 

DOSAGE AND ADMINISTRATION 
Adults and chlldran 5 years and older: 

~ I ~::~~~)·m,);1nl t.·,:~~ daily the recommended 
J O<);.;lle ~ n fJnt 1 nut be exceeded . Not 
W r e-~v:.1mr· n<1"'11n- u: r: 1n children below 5years. 

CONTRAINDICATIONS 
Nasocom AZ is contraindicated in pa tients with or 
known hypersensitivity to azelasline hydrochlolide 
or fluticasone propionate or any of the compor.ents 
of the preparation. 
WARNINGS AND PRECUATIONS 

Concunent use of this combinalion with alcohol or 
other CNS depressants or other antihistamines 
should be avoided as additional reductions in 
alertness and additional impairment of CNS 
performance may occur due to azelastine 
The replacement of a systemic ccrticosleroid with a 
topical corticosteroid can be acccmpanied by signs 
of adrenal insufficiency Some patients may 
experience symptoms of withdrawal e g joint and I 

Nasocom' ~ - 005998 Page !Ool \8 
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Each spray delivers: 
Arelastme Hydrochlor1rJe IP 140 meg 
F!utk:asone Propiooata: IP 50 meg 
Compos tior.: 
Azelastine Hydrochlo de IP 0.14% w/v 
Auticasooe Propionate IP 0.05% w/v 
Preservatives: 
Benzalkonium Chloride IP 0.01%w/v 
Pheny1ethyl AlcoholiP 0.25%w/v 
Excipients q.s. 

DOSAGE: As directed by the Physician. 
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Azelastine 
Hydrochloride and 
Fluticasone Propionate 
Nasal Spray 
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IX 

Azelastine 
Hydrochloride and 
F!ulicasone Propionate 
Nasal Spray 
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For the use of a Registered Medica! Practitioner or a Hospital or a Laboratory only. 

~ Azelastine Hydrochloride & 
Fluticasone Propionate Nasal Spray 

@> 

FLORESP·rn 
Nasal Spray 

EACH SPRAY DELIVERS : 
Azelastine Hydrochloride BP 
Flutlcasone Propionate tP 

COMPOSITION : 
Azelastine Hydrochloride BP 
Flullcasone Propionate IP 
PRESERVATIVES: 

140 meg 
50 meg 

0.14 %w/v 
0.05 % w/v 

Benzalkonium Chloride Solution IP 0.02% w/v 
Phenyl Ethyl Alcohol USP 0.25 % w/v 
Ex.cipients q.s. 

DESCRIPTION : 

FLORES P-AZ Nasal Spray is an antihistamlne·cortlcosterold combination available as a metered spray formulation for Intranasal administration. It 
contains Azelastine Hydrochloride, which is a second generation H1 receptor-antagonist with potent topical activity, and Flullcasone Propionate, a 
synthetic corticosteroid with anti·inflammatory properties . 

PHARMACOLOGY: 
Pharm/Jcodynam/cs 
Flulicasone Propionate is a synthetic, tr~luorinated corticosteroid with anllil1tlalll111KT<.>ry ~r.t ivl\y Fluilci>Gone Propoor>atu was 3-lnk! to :Hold moon 
po tullt than de~amoum~une on lllo lu vo /10 asssys In pre-cllnicnt studies Ftutic;,sone Propror1u1e revealed progesterone-like nc:lovi ly stm i l~r to the 
natutat hormone. t'lowover. tha c'inlcal r.igllihcance of tl ~e find•ngs ,, reta llo•l tc• the lt~w plasma lavols Is net known l he prer.iso mechan•sm through 
wll• ch 1'1111ieasonc· l>roni~nAIO :.fie•; Is alle•oit: rhinotls symprO<Tls •s nc.t kr1 wn Gonocosterolds lia•u b~cn ~hn1·m to have a VIICle range ol offects on 
1111Jrhpl'"' r:,-.11 types. rc- £J r.iO:i' c~ l l t~ , co::o!noptllls. ni!ulrnph•lo rnuc.•ophau,~ :J • .ur1d ll'mph.o:.ylot.) and mad1ntm5 ~o.y . , h•51;;un ,ne. ot<:ooon~utJa. 

reukollienes. :;~nrJ cyloklnes) •wolved in onllammiii!On. 

Azelastlne Hydrochloride, a phttlalazinone derivative, e~hlblls histamine H1 receptor- antagonist activity in Isolated tissues, animal models, and 
humans. The major metabolite, desmethylazelastlne, also possesses H1 receptor-antagonlstactivity. 

Pha.rmacoklnetlcs 

Parameters Flullcasone Propionate Azelastine Hydrochloride 

Systemic bioavaifability < 2 o/o 40% 

Onset of action within 12 hours within 15 minutes 

Tmex 0.9 +f· 0.4 hours.• 2 - 3 hours 

Vd 4.2 Ukg# 14.5 Ukg" 

Plasma protein binding 91% 88% 

Half·life 7.8 hours• 22 hours• 

Excretion Less than 5% oral dose excreted In the 75 % of an oral dose excreted in lhe faeces, 
urine and remainder is excreted in the with less than 10 % as unchanged 
faeces , azelasline. 

- - untl ao.t...., 
II-IV 
@ -Intranasal 800 meg tds. 

INDICATIONS: 

• Management of moderate to severe symptoms of allergic rhinllls in adults. 
• MaJ'lagement of moderate to severe symptoms of allergic rhinitis in children 5 years and above. 
• Management ol symptomsofnon-allerglc rhinitis in adulls and children (5 years and above). 

DOSAGE AND ADMINISTRATION : 
Dosage 
Adults : One spray/nostril twice daily. 
Children (5 years and abov&) : One spray/noslrillwlce daily. 
The recommended dosage should not be exceeded. 

Administration 
Administer nasal spray by the intranasal route only. 

Directions lor Usa 
FoJI(lwino ==!l .rA ~i rortl,..,n~ fnr !h~ , ~r:- ........ , ..,!!'~~~ .. -~-.. m 
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USING YOUR NASAL SPRAY 
• STEP1 

Blow your nose gently and then remove the protective cap. 

• STEP2 
Hold the bonle with your forelinger end middle finger on eilher side ol the nozzle 
and your thumb underneath the boUle (Figure 2). 

• STEP3 
II using for the first limoorilyou have not used it for a week ormore.tesl the spray 

TeOIIngtne spray: With the no:u la polnting away from you. 
press down a few times unlll a fine misl comes out oflhB noula. 

• STEP4 
Close one nostril and hold lho bottle as shown in step 2. 
Tilt your head forward slightly and keeping the bonle upright, 
carefully inse~ the tip of the nozzle In the other nosttil. 

• STEP5 
Sta~ to breathe in through your nose and while breathing In, 
press down with your fingers once to release the spray. 

• STEPS 
Breathe out throogh your mouth. 

• STEP7 
Repeat steps 4, 5 and 6 lor lhe other nostril. 

• STEPS 
Wipe the nozzle with a clean handkerchief/tissue and replace the protective dust cap. 

CONTRAINDICA TIONS: 

-.: .. • 

\ii 

___ ,_ .. _ .. : 

...... 
r;,.l' " 

I ) o ~ 

This combination is conuaindicated in pallenls wilh known hypersens\tlvity to Aulicasone Propionate or Azelestine Hydrochloride or any of the 
components of the prep a ration. 

WARNINGS AND PRECAUTIONS : 
The replacement of a systemic corticosteroid with a topical corticosteroid can ba accompanied by sigrlS of adrenal lnsu«lclency. Soma patients may 
experience symptoms of wllhdrawal, e.g., joint and/or muscular pain, lassitude, and depression. The concomitant use of an Intranasal corticosteroid 
with olher lnhalad corticosteroids could Increase the ris~ of signs or symptoms of hyporcortlcism and/or suppression ollhe HPA·rucis. Intranasal 
corticosteroids may cause a reduction in grow1h velocity when administered at higher dose. Patients using Ffullcasone Propjonate nasal spray over 
several months or longer should ba examined periodically lor evidence of Candida inlection or other signs of adverse eKects on the nasaJ mucosa. 
Intranasal corticosteroids should ba used wllh caution, if at all, In patients with active or quiescent tuberculous infections of the respiratory tract; 
untreated local or systemic fungal or bacterial infections; systemic viral or parasi tic Infections; orocularherpes simplex. Because of the inhibitory eHect 
of corticosteroids on wound healing, patients who have experlenced recent nasal septal ulcers, nasal surgery, or nasal uauma should not use a nasal 
co~lcosteroid unl i l healing has occurred. 

In clinical trials, the occurrence of somnolence has been reported In some patients taking Azelastlne Nasal Spray; due caution should therefore be 
exercised when driving a caroropera"ng potentially dange rous machlnerywhlkl using this combination spray. 

ADVERSE REACTIONS : 
Common adverse reactions seen with Flulicasono Propionate aro headache. pharyngitis, epistaxis, and nasal burning /irritation, nausealvornlling , 
cough. 
Common adverse reactions soon with Azelastlne Hydrochloride aro biHertaste. taste disturbances, headache. somnolence and epistaxis. 

DRUG INTERACTIONS : 

Concurrent use of Auticasone Propionate with potent Inhibitors of the cytochrome 450 3A4 system, such as ketocona>ole and protease Inhibitors such 
as rilonavir, maybe associatedwilh increased ~ystemlc e::cposure cfftuHcasone. 
Concurrent use of Azelastine Hydrochloride with alcohol or other CNS depressants may cause additional reductions In aiMness and additioMI 
impairment of CNS pertormance. 

USE IN SPECIFIC POPULATION : 

• Pregnancy 
The spray combination should be used during pregnancy only li th e potential banolitjusllflos tho potential risk totlhe foetus. 

• Nursing mothers 
II is not known whether Fluticasone Propionate or Azelasllne Hydrochloride Is excreted In human milk. Henco, caution should be exercised while 
prescriblngthlscomblnatlon to nursing mothers. 

• Pediatric 
The combination is not recommended lorchtldren below 5 years. 

OVERDOSAGE 
Chronic overdosage of Fluticasone Propionate may result in signs/symptoms of hyperconlclsm. Intranasal administration of 2 mg (10 times the 
recommended CloSeJ Of f lutlcasone Proplon&IG, \W1CO aany ror 1 oays. •onea•my numan vt.~~umsen; 'M::il'lj w11:111t LUtto"~ltmN. ~Uild!G ~ 1 01 uv ...... .- ..,, ... ., .... • .... •• ·!jl 

have been studied In human volunteers with no acute toxic eNacts repo~ed. Repeat oral doses or up to 80 mg dally for 10 days tn volunteers and repeat 
oral doses of up to 10 mg dally for t4 days In patients were also well tolerated. 
With Azelastine Hydrochloride nasal administration, there have been no reported overdosage. II overdosage occurs. general suppo~ive measures 
should be employed as there Is no known anUdote. 

STORAGE : 
Store in a cool place, protect I rom light. Do not freeze or refrigerate. 
Keep out ol reach of children. 

PRESENTATION : 
FLORESP·AZ sales pack contains 70 metered doses. 

Mat1<oted by 

(Jzuveutus 
Heolthcaro Ltd. 

A Joint Venrure of Emcure" 
511 9. Oberol Gamen Estates. D·Wing. 
ChOndlvall, Andherl (E), Mumbai 400 072. 
@Trade Marie Owners 

Manulactured by : 
Blodeal Pharmaceuticals Pvt. Ltd 
VIllage • Saini Majra, Nalagath Roper Road, 
Natagath, Dlst Solan (HP)· 174 lOt . 
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BD/01-02/121 B 

140 Ill' 
1 -.asone 

Propionate IP 50 meg 
Composh1on : 
Azelastine 
Hydrochloride IP 0.14 % W/V 

Flutlcasone 
Propionate IP 0.05 % w/v 
Preservatives : 
Benzalkonium Chloride 
Solution IP 0.02 % w/v 
Phenyl Ethyl 
AlcohoiiP 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 
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luticasone 
Propionate 
Nasal Spray 

Nasal Spray 

For Nasal use only. 
70 Metered Doses 
(Actuations) 
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Repeat SlOpS 6 and 7 tn inllaJe a s.c:cnd spray. 

[-.:::> 

~·. :FJ ~.~ 
'-Q--- .,.~ 
1 ~· ... 

8. Repeat SIIOpS 5,6 and 71or deivoly ID lhe O!her 
nostril 

~ -, 
~ ~ 

~·~ 
-

-" 
9 AAw ~. w.;Q(. the no~ \',1!tl ~clean cJatt iind 

tl~l'eDI'Ol~\'i!:DUS'IWip~onl~nc...~ 

-~ 

l'rllortiHflllrQmdon: 
For lhe use of a Rqistered ModlciJ Prncti!ioner 

ora Hospit31 ora l.oborn!o'Y only. 

EZICAS A1. 
(AZEIASTINE HYDROCiiLOAIDC A/10 

R.l1l1CASONE PROPIOIIAT!: ~L SPRoWl 

(!NT~) 

M!;~-c:ll!(] by 
IHTA$ PHARIIUoCEIITICAlS l TO. 
M.'!U>1l-~2 210, ~~!.: M"'.ruo:KI IIIDIA 

I 
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.. 
Azelastu d 

Hydrochloride IP 140 meg 
Fluticasone 
Propionate IP 50 meg 
Composition: 
Azelastine 
Hydrochloride IP 0.14% w/v 
Fluticasone 
Propionate IP 0.05% w/v 
Benzalkonium 
Chloride lP 0.01% w/v 
(as Preservative) 
Phenylethyl 
AlcohoiiP 0.25% w/V 
(as Preservative) 
Excipients Q.s. 
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 

I FOR EXTERNAL USE ONLY.! 

I FOR INTRANASAL USE ONLY.I 

MEDA_APTX03502812 
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Rx 
AZELASTINE 

HYDROCHLORIDE 
AND FLUTICASONE 

PROPIONATE 
NASAL SPRAY 

EZICAS AZ 
"....!l\-. 'SJ'!1Cfi If! ~'!1-s 
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1\;. 

1\lE\.AS"l<IE 
i\~1)\l.QCill0\1\I)E 

/1.1<11) fl\JIIC/l.SO It 
?RQ?\QN/1.1t 

/l.SP.\.S?I\P..'f 
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·- p_., .... ,...- ..... olutly 
bGIO«eVOU lilalt LJSing Atefto 

Azelast\ne Hydrochloride & 
Fluticasone Propionate 
Nasa\ Spray 

Azeflo 
Eoch aprny dollv•ns 
1\zelasUno HydrOchlorklo I.P. 
FluUcasoi\11 Propionate I.P. 
Composlllon: 
AzetasUno Hydroohlondo I.P 
FluUcasono Propionate I.P. 
Benzalkonium 
Ch\o<ldo Solution I.P 
(M presorvnt.-e) 
Phenyl EU1yl Alcoholi.P. 
(fl& proservntove) 
l:x4lplonls 

~ 
LUPIN 

140mcg 
50 meg 

0.14 .. W/Y 
Q,05%W/v 

q.s 

PaUent Information Leaflet 
PariS ot Azello Naael Spray 

601U• wHh Nouta 
l!hterlld·OoM 

Atomitlng P\Jmp 

0 
Duo\C.p 

Important 
1. Azefio is to be used under advice ot your 

doctor. Do not exceed the dose 
recommended. 

2. Since It rokes e lew days lor lhls 
medlcallon 10 work ellociM!Iy, II Is 
very imponanl \hal you use It rogulailV 
Do not stop treatmcnl avon II 
you leel beller unless otherwlso 
directed bY yourdoclol 

3. A zeflo has boon specifically 
reco111mcnded by your doclo< lor you 
Do notallow ony olhllr po.wn 10 use 11 

4. AtwayB kOop Azello OUI of children'S 
reach. 

5. ProlectAzanofromdlrecllight 
Store Azeflo In cool. dry piece Use wllhin 
I wo montM of opening. 

DtrecUonslor using Azello 
1. Before each use snal<o tho boHie gently 

and 1 move the duslcnP 
2. Hold \he bOUle ns shown, by plllelng you• 

lorefingor and mlddlo linger on oil her sldo 
of \he nozzle with your thumb under nonlh 
the base ol the bottle 

3. II you are using Azello ror the first 
time or are using ltafter a long period, 
follow the instructions as under: 

• Keep the nozzle pointed away from 

you . 
• Press several times as shown until a 

fine mist comes out evenly from the 

nozzle. 

-1 

4. Slow your nose gently 

\ 
1 

I 

)J 
G. Close one nostrll and place the nozzle 

In lho olher nostril as shown. Tilt your 
head sllghUy lorward while keeping 
!he nozzlo In an uprlght po'3itlon. 

MEDA_APTX03502815 

PTX0026-00020 
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6. Start breathing In and gently press 
down the wings of nozzle with our 
lingers to release a spray. 

7. Exala to your mouth alter nasal 
Inhalation. Repeat steps 6 & 7 to Inhale 
a second spray. 

B.Repeatsteps5,6and 7fordelivertothe 
other nostrn. 

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 initi al doses. 

This medicaUon 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. 

Cleaning 
Clean Azeflo at least once a week 

Cleaning procedure: 

1. Detach the nozzles from the bottle by 
pushing il up with thumb 

2. Clean the nozzle and dust cap In warm 
water. Shako olf excess water allow it 
to dry In a warm place. Avoid keeping 
It In places with excessive heat. 

3. Re-assemble the nozzle and dust cap 
forlurtheruse. 

4. In case the nozzle gets blocked, 
remove the same way as above and 
soak In warm water. Rinse under a 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 contains 70 
metered doses. 

F01 turlhPN JnfortMIJon please wrlle to 

LUPIN LTD, 
159, C.S.T. Road, Kalina, 
Sanlacruz (E). 
Mumbai • 400 096, INDIA. 

MEDA_APTX03502816 
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( 

~ 

Azelastine 
Hydrochloride and 
Fluticasone Propionate 
Nasal Spray 

MEDA_APTX03502817 
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E t:h pray d llv r' 
zel stine 

HvdrochloridB I.P 140 me 
luticasone 

Propionate I. . 50 meg 

ComposHion : 
Azelashne 
Hydrochloride I.P. 0.14 % w/v 
Fluticasone 
Propionate I.P. 0.05 % w/v 
Benzalkonium Chloride 
Solution I.P. 0.02 % w/v 
(As Preservative) 
Phenyl Ethyl 
Alcohoii.P. 0.25 % w/v 
(As Preservative) 
Excipients q.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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Azelas!me Hydrochlorrde & 
Flu!1casone Prop1 a!e 
Nasal Spray 
.Aseflo 

O.l•'lf>W/V 
oos,.wN 

0.02 'lf>W/V 

0-25'!0 w/V 

q.t. 

eot~wt'lh 
M.tllf .. ..OO.. .................. 

Important 

....... 
I Aze11o !D 10 IJe ~ UlldO!OIMCe of your 

dec-lor Oo no1 el(c~•CI lho don 
recommended 

2. &nee ot lakt>l • lew daya 1o< lhlt 
mec:hcouon to WOO< effecttvety, ~~ 11 
-Y lmpo.IMI lhat you u .. ~ reQillarty 
Do no' atcp treatment e\len It 
you fae1 beUtH unle.u oU'IOI wtae 
d•rDCtOCI bV your doctC[ 

3. Azello has been apeciUcally 
feGQmmondod \)y yOU! daetOI lor Y04J -4' ~ VQ\.If noae OII'Uv 
Do not allow eny otner person to U&ll!ll 1'1 

4 AJways koe:p Azono oU\ of chlk!ren._ 
reach 

5 Pro toot A 1eno I rom dull!t01llg;ht. 
StoreAzot'lo,nco~. dry ptace UHWI\hln 
twomontnsotopemng. 

Dlrectlonator utlng A zofto 
1 Before ea<:~ use shake the bot ~e gently 

and remove the dual cop 
2. Hol<!lhe bot de as sllown, by placing your 

forefinger and middle nnger on ell her side 
olll1e nozzle W11h your thumb undornealh 
the baSO olthe bot Ue 

s. Close one fii)Sinl and p\8Ce \he ooule 
on the other nostn\ as 91\own 1'111 ~oul 
head slightly 101 ward 'Nhile ~ee\)ln<J 
the nonle In an uprlghl po51~on · 

MEDA_APTX03502819 
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Note 
If using Azeflo 1or U\6 t1~ \lmD. " nmv 
cause you lO &n exe lor a: lew mnes. Thts. 
IS beeaUSO the llnlng ot your nose k& 'Yery 
&eOSiliYe. Th•s•s nol hko\y tonappen et\er 
lheoortlal d~. 

This modlcoUon may cause a lew oldo 
elleeta In certain hyperoenaiU•• 
Jndlvlduala . In coso ol bloeolng lrom 
tl'lo n.oco or o\hor dlaconltor\ plot\18 
consuU yourdoc.\Ot \mmedloto\y, 

MEDA_APTX03502820 

PTX0026-00025 
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Aze1as! ne fiydroc~loride & 
Fru11casone Prop ale 
asa/Spray 

Azeflo 

J 0 rr 
....... 

tlrlpc.'tar,t 
' An: no •~o ~ IIIM'd UNMf' •NC~t g t VOIJI 

CIO!;I(N Do 1111)1 '''*"d m• dO-* ·--~ s.nc. ......... liiW" Of! ~ tor .... 
~IQ ~tJ.4~- · 
._.,.lrf!POI'LinllfWt yOUt.Mit. r ...... 
Do no1 ••<~P n•••m•nl •v•n II 
~Du lo•t btoU•t \,lr'lltU Oln•J•l.t• 
.. llidtpy~dOCJ..Jit 

3 ....... uo h•• b••rl •P•C:Ihc.auv 
l~f'lde()b'j 'tOU" dOctor JOr you 
Donat .-owflltyotl lllt ~tou•u• 

<t AJ,.,.,~~ ,.,..,.0 "rello OUI 01 cnuou•f"• , .. ,_, . 
... PTolfld"teno•omd•IKtlt(Jhl 

Sror• Azfllo 1111 coot dr v pii'CIO u .. .,..,n'llf'l 
IWOm(A'IU.oiO(Iotnll\g 

DlriCIIoru.fotua.lng Ar•no 
1 S lotv -.t1 s.hJio't> 1111 bOUle Qtflttf 
elldl~~dUJttarP 

2 Hold U.bctt" A$•hcw¥TI. DY pkllt:lflg 'fO'J' 
b' lf"'W•rctrrttOalattfiVIK011eiU'I8fikl& 
o'U. rt011:• w 111 vour o•umb urldtfM"m 
lhet MOi tl•boU .. 

~ CioN one noo\lhnd plnoo \hO ooulo 
•n tne ClhDf nob\n~ ow ~ n l il\ vou­
h til ghlly lot ward while 'koo~ 
tho nonlu man upnnr.\ ~~101\ 

\ 
~Ielast\ne 
H~d10cn\ande and 
Hu~1ca~ane ~IG?IG\\0 e 
Nasa\Spta~ 

RAz.et\o 
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''""" 1pr 'f danvers 
~:~~;i&stl Hydrochlon,..e I.P. 
~ooaso• e Propionatei.P. 

compos n: 
Aze!aslll1 · Hydrochlorld I.P. 
RtrtJcaSOI . Propionate I.P. 
senzalkor um Chloride Solution I.P. 
(AS Presf;' •1ative) 
pheflyl E yl Alcohoii.P. 
(AS PreservatiVe) 
exclpients 
Dosage : fts directed by the Pl'lyslcian. 

WELl BEFORE EACH USE 

MEDA_APTX03502823 

PTX0026-00028 
28



MEDA_APTX03502824 

PTX0026-00029 
29



P•<taal S I 

Patient information leaflet 
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111m 111111 

Patient information le 

z a--.-._. 
~~~ 

lastine 
rochloride 
Fluticasone 

Jpionate 
asal Spray 

lil.clCL.COi>) 
1111111111111111111111111111 
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IX 

Azelastine 

liiACLi:Oi)) 
1111111111111111111111111111 
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Each Actuation delivers: 
Azelastine Hydrochloride IP 140 meg 
Flut1casone Propionate IP 50 meg 

Composition: 
Azelastine Hydrochloride IP 0.14% w/v 
Fluticasone Propionate IP 0.05%wlv 

Preservatives: 
Benzalkonium Chloride IP 
Phenylethyl Alcohol IP 
Excipients 

Dosage: 
As directed by the physician 

Direction for use: 

O.D1% w/v 
0.25%w/v 

q.s. 

PI ase refer the enclosed lea net 
before use 

SHAKE WELL BEFORE EACH USE 

MEDA_APTX03502829 
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