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Livostin Spray Nasal Nasal sprav, Nebulizador Nasal

NAME OF THE MEDICINAL PRODUCT 
Uvostinw (levocabastine) Nasal Spray 
QUALITATIVE AND QUANTITATIVE COMPOSITION 
lJM)caba.sllne hydrochloride equlvalent to 0.5 mg levocabaslino/ml 
For excipients, see Ust ol Excipients. 
PHARMACEUTICAL FORM 
Nasal spray, suspension 
CLINICAL PARTICULARS 
Therapeutlc Indications 
Symptoms of allerg!c minitis 
Posology end Method of AdmlnlstraUon 
As Uvostln nasal spray 1s avaKable as a microsuspensloo, the 
bottle should be shaken belore oach app!lcalion. 
Adu!ls and chTTdran: lhe usual close is 2 pulls ol Uvos!ill nasal 
spray per nostrll, twice dally. The dose may be increased to 
2 pulls 3 to 4 limes daily. Treatment should be continued as long 
as requlrad for symptom reflet. 
Patients should be lnstruCled to clear the nasal passages priOr 10 
admWstaring the spray and to Inhale lhrough the nose during 
spraying. Befo«1 ustng lhe pump deltvery syslem for the first 
lime, the pump reservofr should be l«led up by prtmlng untll 
a rme spray is defivered. 
Contrelndlcatlons 
Hypersensilivily to any of the ingredlenls. 
Speclal Wamlngs and Speclal ProcautJons for Use 
Umlled data aro avallablo on lho use of oral  lovocabastlne, in 
panents W1lh ronal lmpaJrmenL caution should be oxercîsed 
whon admlnistoring Uvoslln nasal spray to patlenls wilh renal 
lmpainnent (soo section Pharmaco/dne6c Proper/fes-Elirnlnaôon). 
lnteracUons with Other Medlclnal Products and Othor 
Forms of Interaction 
Pharmacodynamie lntoractlons 
Interactions wi1h alcohol or eny o!her d<ugs were never reportlld 
ln ciinical trials. ln specificatty designed studles, there was no 
evidenca of potentiation of the effects of elther atcohol or diazo­
pam by Llvostln nasal spray used in normal dosages. 
Pharmacokfnotlc lntoracllons 
The decongestant oxymetazollne may transfantly reduce the 
absorplion of nasal levocabastine. 
Co-admlnfsttallon ol the CYP3A4 lnhibitors ketoconazole or 
erytlvomycin had no irnpac1 on the pharmacoklnetics ol intrsna­
saJ levocabastine. 
lntranasal levocabastlne did not change the pharmacokinetics of 
loralad!ne. 
Pregnancy and Lactation 
Useduringpregnar,cy 
ln mica, rats and rabbits, levocabastine at syslemic doses up to 
12.50 limes (on a mg/kg bas!s) the recorMlanded maxfmllm 
nesal cHnical dOse. dld nol reveal any embryotoxlc or teratogonic 
eflecia. ln rodenls, levocabastine, at systemlc doses beyond 
2500;times (on a mg/kg basis) the recorM1ended maxfmum 
nasal dose, leratogenlcity and/or increased embryonal 
resorp­tiOn were observed. 
Thero ara limltod postmarl<eling data on lhe uso of lcvocabasline 
nasal spray in pragnant women. The risk for humans ls unknown. 
Ther�. Uvostin nasal spray shoutd not be used during 
p,eg­nancy, unless the potentiel benelit to lhe woman 
jusliftes lhe potontial risk IO lha lotus. 
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Postmarketlng Data 
Additional adverse drug reactions first ldentified during poslmar­
keting experience with Uvostin nasal spray are included ln Table 3. 
Because these reactions are reported voluntarily !rom a popula­
tion of uncertain size, it is not always possible to re!iably estimate 
their lrequency or establish a causal re lalionship to drug expo­
sure. Therefore, the frequencies are provided according ta the 
following convention: 
Verycommon 
Common 
Uncommon 
Rare 
Vary rare 

.::1/10 
.::1/100 and <1/10 
.::1/1000 and <1/100 
.::1/10000 and <1/1000 
<1/10000, includlng iso!ated reports 

ln Table 3, ADRs are presented by frequency category based on 
spontaneous reporting raies. 

Table 3: 
Adverse Drug Reactlons ldentilled During Postmarketlng 

Experlence with Livostin Nasal Spray by Frequency 
Category Estlmated from Spontaneous Reporting Rates 

Cardiac Disorders 
Very Rare 1 Tachycardîa 
Eye Dlsorders 
Very Rare 1 Eyelid Oedema 
General Disorders and Administrative Site Conditions 
Very Rare 1 Malaise 
Immune System Disorders 
Very Rare 1 Hypersensitivity 
Resplratory, Thoraclc, and Medlast lnal Dlsorders 
Very Rare 1 Bronchospasm, Oyspnoea, Nasal oedema 

Overdose 
Symptoms 
There have been no reports of overdosing with Livostin. Sorne 
sedation after accidentai intake of the contents of the bottle can• 
not be excluded. 
Treatment 
ln case of accidentai ingestion, the patient should be advised to 
drink a lot of non-alcoholic f!uids in order to accelerate the renal 
elimination of levocabastine. 
PHARMACOLOGICAL PROPERTIES 
Pharmacodynamie Propertles 
Livoslin nasal spray contains levocabasline, a very patent, fast• 
acting and highly selective histamine H 1 -antagon!st with a sus• 
tained duralion of action. Alter toplcal appllcatJon to the nase, it 
almost immediately and for several heurs relieves the typ!cal 
symptoms of allergie rhinitis (sneezing, itchy nase, rhinorrhoea). 
Pharmacoklnetlc P roperties 
Absorption 
After intranasa! application of a 50 µg/puff dose, about 30-45 µg 
of Jevocabastine is absorbed. Levocabasline reaches peak 
plasma levels about 3 hours after nasal administration. 
Distribution 
Prote ln b!nding of levocabasline in plasma is approximately 55%. 
Metabollsm 
The primary metabolite o f  levocabasUne, an acylglucuronide, Is 
produced by glucuronidation, the major metabolic pathway. 
Elimlnatlon 
Levocabastine is predominantly excreted in the urine as 
unchanged drug (about 70% of the absorbed dose). The terminal 
ha!f-life of levocabastine ls approximately 35-40 hours. The 
plasma pharmacokinetic s of nasal levocabastine are linear and 
predictable. 
Speclal Populations 
Elderly 
ln the elderly, alter multiple nasal administrations of 0.4 mg levo­
cabasline, the terminal hall-me of levocabastine was increased 
by 15%, and the peak plasma level was increased by 26%. 
Renal lmpalrment 
After a single oral dose of 0.5 mg levocabastine in so!utio!l, the 
tennJnal half-!ife of levocabasline ln moderate to severe renal 
impairment (Creatinine Clearance 10-50 mVmln) increased from 
36 hours to 95 heurs. Overall exposure to levocabastine based 
on AUC was lncreased by 56% {see section Special wamlngs 
and special precautfons for use). 

Preclinlcal Safety Data 
Nonctinical data revealed no specific drug related topical hazards 
for humans based on convenliona! studies with acute dosing 
{oral, intravenous, inhalation, and dermal administration), and 
repeat dosing (oral, intravenous, dermal, or ocu!ar administra­
tion), inc!uding ocular irritation, dermal sensitization, cardiovas­
cular safety pharmacology, oral reproduction, gene toxicity, and 
oral carcinogenicity studies. Effects were observed only at expo­
sures considered sufficiently fn excess of the maximum human 
dose level to indicate Httle, if any, relevance to clinical use. 

PHARMACEUTICAL PARTICULARS 
List of Excipients 
Propylene glycol, polysorbate, disodium phosphate, monoso­
dium phosphate, disodium edetate, hypromel!ose, benzalkonium 
ch!oride and water. 
lncompatibilities 
None known. 
Shelf Life 
observe expiry date on the outer pack. 
Special Precautions for Storage 
Store between 15 and 30°C. Keep out of reach of children. 
Nature and Contents of Container 
Plastic bottles wilh a nominal volume of 10 or 15 ml of a whlle 
m!crosuspension. 
Instructions for Use and Handling 
The bottle should be shaken before each application. 
MANUFACTURED BY 
See outer carton 
DATE OF REVISION OFTHETEXT 
May 2009 
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