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1. Name of the medicinal product

As wih ather nzsal sprays,
e,

Ticanase Nasal Spray 4 Interaction st
2. Qualiatve and quaniative composition néer o s ioh dos
Each metered dose contains 50 micrograms of fluticasone propionate. inhaled dosing, " v for ¢
Listof Exipints
Resa), fltsone propirat e L) - uthorisation i
Pr . Polysorbate 80, &Water Purified nan " (a highly il
‘Excipiont wilh knovin effoct: 100 mg bi.d. PV Center@eda, mop.gov.eg
Benzalkonium Chioride 4.9 Overdose
. Pharmaceutical Cases of reported. Ticanase
Suspmson o sl dtonvia ekt s stomzng s e benafit ol st 3 Nasal Spray. Tor seven das to
4. Clinical partict 9 . the slightly less potent
4.1 Therapeuti Imm CYP3A posure of single.
inhalagon by 150%.Th on of s function.
the nasal Tisalment .
s o deleciabe ystemic acli ap y
o posaoey o o o st sito-ofacts. long-fem reatment i possite por
" e avoided. treatment with adose sufficient
wcortial
i ba voided.
vl g 0 e e Tkt s i st st ypates
For: Two sprays into Other inhibitors of CYP3A4 (ketocorazole) increases.
o
dally may be equies G comcentiatons Cortcastorods.
rce sy iy o T i Torsymamc  ATC Cods: 1 Aooe
should ot xceed our prays o each nost. 4.6 Fertilly, pregnancy and actation Innaal tinsirton,
A ollowing
e e intra- C10.9-1.

“The normal adult dosage is applicable.
Children under 12 years of age:

1. 90%
Ina T-year randomised, double-bind, placebo-conirold. pml\e\ qmupqmmn ity nor-

b foelus owever, Is ccur after latvely high
rect ) in patents
0 411 2
P el Themagmun  ASWIh otharorugs thauso of equires that
oo o ug 02 placeto ons yearof (SE=023) i the
The secrelon of il has not o (SE025) 1
wihich efeciv controlofsymploms is mainain.
ol Yl o (SE=0.26,85% Ci- -0.35
Howeer, folowing 076), P
ol [ 3104 days o tretment
43 Gontrainleaons o s ertresme waarasal A abserved as assesse by 12-hour urary corisol exrelon and cual-energy x-ay absorplomety,
anyot ik When mspectivly
et s e o 52 Fham
e * Nono repore bjcts (<0.0100/mL). The highest
s Crmax observed was D.017ngmL.
o n It -
fr vl i
Oors st b o 1o Tcanase Nasal as; vy cammon (21/10), common (211100 &nd <1/10), uncommon (21/1000 and <1/100),rare
e 1/10.000 and
Although Tcarace Nl Spray il control seasonal alrgic s i ot ases, an abnormally Zié.‘:.?;i'ﬂ'“ ery “"“"“‘7’“ o 3161)
equonci placebo groups prncipaly
he
v or were ot taken into zccount by epatic b
sagalsn. Care
prolonged periods. Tes el 1 acour Sy Organ [ Aaverse Event Froaueney Cream ) SUb
Class e
(Plaso ofr 0 Sectons 5.1 and 5.2 for
e s ) Elminaton: The eimination rats of nraveno s admiisere icasone propionat s near over
farely, a ange of psychologialor behavioura effects including psychomotar hyperacliy, seep dsorders no TLimin) Peak
disord . depression or ol
fi — Cutancous Pypersens iy reactions Very are e 7,80 terminal hat-lfe. Th renal clearance offulcasone
It iment wi nasal Angoccoma (mainly facaland orophanygea ovdema) | Very rare fonae i The major route
” o Very are o
o i possivl, g
af symploms is maintained.In additon,considaralion shou be given o referting the paiont to 2 Anaphylacts eactons Very are &1 oompak
pacdatic specls Headache, Common long report
62 5telt e
ihe disorders
" 24 monihs
s ¥ o Eye disorders | Glaucom, aled Intaocular pressure, cataract. Very are 4 St rauons st
s o exceeding
e fll ben 5 e soens of e

bean administored or soveraldays:
Rilanavircan greall increase the concentsation o fluicasone propionala in plasma. Thercfor,

Theso events have bean idantified from spontaneous

 delivers 110buts,capped with

INOX punps inner et

Vs S10ui b avoided,uness L potenal et Lo e sellent ouuighs e sk of ision red Noroun ooe
e e iy s e ot e e s . EESpwa\ precautions. Vnrdlspnszlind other handling
monag potent Inhib 4 Respiratory, Epistaxis Very common N
Meticinal Products and Other Forms of Interaction). oovs Dt -
Vil Gsutance Thoai0 & [Naseayrss, asal faton, ot ooss, froal | Gommon Manufactured by:
. Vedasinal |y Pt
p other the patient. | perforation. Very rare
or . )

ma or
aporte atter e of systemic and 10pIcl cort osteras.

s it other nasal sprays, unpleasant taste and smell and headache have been reported.
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