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Levocet',rizlIle 
5 mg Fie Tablets 

Presentation: 
LEVAR J.': Each film (oated tablet contdins 5 mg LevocC[;ril!ne dihydro
(hlonde In packs of 10 and 30 tabletS. 
Excipients: Microcrystall ine ce llulose, lactose !l'!onohydrate, collo idal 
anhydrous sijica, magneslum stearate, opadry white. 

Pharmaceutical form : 
FIe Tablets fO! Or al use. 

Pharmacotherapeutic group: 
Anti.?Ilf'rgi( agent, long dWdtion 

Therapeutic Indications: 
lEVAR'D is inuicated for adults (me! children (\bove 6 yei31S fOl' (!w tfeF,l-

men! cf the' 
Seasonal alleryic rhinil{, (including ocular Slrnptoms). 

- PelEnnial rhinitis. 
Chromc 

Posology and method of administration: 
lEVAR:i) tabtet must be taken orally. swallowed whole with liqUid and 
may be taken \'1!1th or vvithout food, 
Adults. adolescents and children aged 6 years and above: 
ThE daily recommended dose IS S mg (1 lEVAR" (ilbler). 
Children aged betvvEen 6 and 12 yeaf5 should distribute the dose 
administrations {'l/2 lEVAR~ tabiet in the :Tlorning and 1/2 LEVARI!' 
in the evening). 
Patients wi th impaired renal function: The dosing intervals ITlust be 
individualized according to renal function. Refer to the followlllg table dnd 
adjust the dose as Indicated To use this table. an estimate of the 
patient 's Credlinine clearance (CLcr) in mlnnin needed 

Dosage adjustment for patients with impaired renal fu nction: 

Group Creatinine 
Clearance 
(mllmin) 

!v1oderate 30-",],9 

ho -"rage renClI r!1~pi:l<,e pa- <.10 
til?nts Ilnd~rgoin9 dld ! V"' I ~ 

Dosage & frequency 

1 tablrl once daily 

1 tablet once eVE'r'} 1 Gays 

1 tC\~I~t oncE': every 3 di1y~ 

Erli1e.rrtLvrllbJle.Q.QtiLLr..l1.pi1JImt;IlL ~,Jo dose acijUstmenl 15 needed in pa
tients 11'/ith soiely hepatic impa irment. In pat ients with hepatic imp2lirrnent 
,Jnd renai impairment, adjus tment of the dose is recommended 

Contra-indications: 
_ Hisrorj or hypersensitivity to Lcvocetir iz:nc or any of the ether constitu
ents of lh( formuiation or to any piperaZine derivatives 
_ Patients I\,lth thE' tern)lnai kidney faliure (creatinine cir:arance 10 1lI1! 

min) 

Warnings and Precautions for use: 
_ The use of LevocEHrlzine is not recommended In children aged less th"n 

6 yeal"s. 

studiES. HO\',:E.'\er, as no contiOlled studies in pregnant v/omen are avail
able, Le\"Ocetirizire .iike other drugs- should not De useD dUring preg-

nancy 
In G~se of accidental intake no harmlul eHect on the 
fetus is an1\c:pa :ed, Treatrnent be interr~lpted immedi
atelv. As Levocetinzine is expected to be exoeted in breast milk it should 
not be .1drninisrered when b!ea<;tfeeding 

Drug Interactions: 
No mteraction stud,es h,we been performed \\llh Levocenno::me (lllctuding 
no 5lUdi€'S ''f.jith 
(YP3A.;j indUCErS); studies \0\'\1.11 the racemate compound (ctirizine 
demonsuated trlat there )JerE no clinically relevant adverse interactiOns 
Nith Ipseudoephedrine, cirnetidille, ketoconazole, erythromycin, aZlUlIO-

and d:azepa!1l) 
de(fea~e In the Clearau.E.' 01" cetinZIfli: i16%.ll,vas obselved in 

a n:uitip!e dose study 'Jvith theouhyHine (!lOO mg on er:: 21 daV); while the 
of theophylline ~\as nc-l aitered by (OnCOllman[ cetirizinE ar!

TIle extent of ahsorption of LeVOCf'titwnE is not If'duCfd w:th 

food, aiHK.ugh lile rate of 2!)sorpliof"! ,'i deCleased 
In(o mpatibili ties: ~)ot kn,Ym. 

Undesirable effects: 
From ciinKa! triab, rnamiy mild to rnoderdte side eitects such as urv 
mouth, he?dache, somnolence and asthenia have been reperted 
commonly (above 
In addition ID the 3dverse react!ons reponed durino clinical studies and 
listed above, very lare cases of the following Jdvers; drug I Eactio!l5 have 
been reDorted Hi experience: anaphyiactic reaCTion, ~lY-
pers€lIsit!vil) anCJio anxious stdles, convulsions, 5inl!s 
thrornbosis, inflarnITIJlion, angina pectoris, tachycardlJ, jUiJular \/0in 
thrombos~s, increased rhi1iitis, c!ifficulty in breathing, eyanthrrna, hypo 
triChOSIS, pruritus. iaS)" fissures, urticaria, ohcnosensitldy,ltoxicity, inef
fective rneLiiGHfOll, interaGion, dry mucous Inembr,~nes, gastrolntestina! 
disorders, naust'd, ,ncrease of livel enzymes, erose; reactivity. 

Overdose: 
Symptoms: Substantial overdose may result in somnolencE 
Management of overdoses: Thele i':o no knmNn 'ipecific antidOTe to 

Levccetirizlne 
If overdose occur, symptomJtic or SUppOrtlVi2 treJtrnelll 15 recOrllmended 
Gas~flc lavage sllould be considered iollowing short-Lerm ingEstion (Levo
cetinzine IS nut eHect:vely ren"loved by hemodlalvsis). 

Pharmacological Properties: 
Pharmacodynamic properties 
LEVARl" (Levocetirizine) is an antihisTallllnic dlUg with iH1tialiergK ~rop 
ertres It IS Cl potenl and selec1ive amagonlst Dj H 1-receptors, 

effect on othf'r lecepTOfS and has almost no an-
and ami:;Plotonergic 

lcvocetlriLlne is the (R) enaniiomer 
Pharma(oki llet ic properties: 
levocetirizinr is rapiLlly and extcl1sl\lely i'lLrsorbed toll0\\,in9 oral tldrnlnlS
tr,nion_ Pe;;k plasma concentrations are ach!ewd 0.9 hour after dosin~! 
·!he extent of ab.:;()q.nioll IS dDse·-independent and not dltered by fOOl!, 

but the peak conce:-H!dtion IS reduced and delayed. 
If!vQcE:tiflZine 90% bound to plas1na ploH'ins. The distribution of Levo-
cetlrizlnE 15 rr.striGivr, as the volume Dj distribution D"i likg 
TilE extent of metabolism of leVDcetirizine in hUW!Jns is less than 14S!() 

of the dose 
fhe major mule of excretion of LevocetlriLlne ilnd metat)olisnll5 \ ia urine, 
accounting 1cr a mE'an of 85.4D/O of Ihe dose. ExCff'tion viJ faccc-~ ac

counts for only 12.9% of the dose. 

_ Levocetirizine maj Increase somnolence, in a way that 
recommended in patients dliving calS, having 

care IS 
Special precautions for storage: 
Stme below 30·'C. 
Do not u:,e at"ter the expil~! dale stated on the carton box dnd blistel. 

macliines 
Prec2ution is also rf'cornmended INhen Levocetirizine are taken concomi

tantly with alcohol since l.evocetirizine may cause drol,\slnes.s 
Patients v'lIth impaired kidney function must have their dose adjus!€d 
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_ lEVAR~,) wntain lactOSE. If you have been toid by your docto i 

that you have intolerance to some SUgdiS, contact yOU! uoctor before tClk· 

ing this medicinal product. 

Use During pregnancy and lactation : 
No adverse e\'ent reactions have been obserJed in ')nlln31 rerroductlon 

AI.Taqaddom Pha~ma(e uti'a! Industries 
Amman -Jordan 
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