
Composition
Bilan™ 20 mg Tablet: Each tablet contains Bilastine INN 20 mg.
Bilan™ Kids (10 mg Orally Dispersible Tablet): Each orally dispersible tablet contains 
Bilastine INN 10 mg. 
Bilan™ 2.5 mg/ml Syrup: Each ml syrup contains Bilastine INN 2.5 mg. 
 
Pharmacology 
Bilastine is an antihistamine. It’s principal effects are mediated via selective inhibition of 
peripheral H1- receptors.The antihistaminic activity of Bilastine has been documented in 
a variety of animal and human models. It shows moderate to high affinity for histamine 
H1-receptors and no affinity for muscarinic, serotonergic, dopaminergic and noradrener-
gic receptors.

Indications
Allergic Rhinitis: Bilan™ is indicated for the symptomatic relief of nasal and non-nasal 
symptoms of allergic rhinitis. 
Allergic Rhinoconjunctivitis: Bilan™ is indicated for the relief of the symptoms 
associated with allergic rhinoconjunctivitis. 
Urticaria: Bilan™ is indicated for the relief of the symptoms associated with urticaria 
(e.g.pruritus and hives). 

Dosage and Administration 
Route of administration: Oral 
Adults & adolescents (12 years of age and over): 20 mg once daily for symptomatic 
relief of allergic rhinitis, urticaria and allergic rhinoconjunctivitis. The maximum 
recommended daily dose is 20 mg Bilan™ (1 tablet) and should not be exceeded. If a 
dose is missed, the next scheduled does should be taken. An extra dose should not be 
taken. 20 mg Bilan™ once daily should be swallowed with water on an empty stomach to 
achieve optimal exposure to Bilan™. 
Children (Between 2 to 11 years): 10 mg once daily (10 mg orally dispersible tablet: 
once daily or 2.5 mg/ml syrup: 4 ml once daily) for the Symptomatic relief of allergic 
rhinoconjunctivitis and urticaria in children aged 2 to 11 years with a body weight of at 
least 20 kg. Orally dispersible tablet is for oral use only. It should be placed in the mouth. 
It will disperse rapidly in saliva without any water and can be easily swallowed. The orally 
dispersible tablet should be taken one hour before or two hours after intake of food or fruit 
juice.

Use in patients with impaired hepatic & renal function 
There is no clinical experience in patients with hepatic impairment. Since Bilastine is not 
metabolized and renal clearance is its major elimination route, hepatic impairments not 
expected to increase systemic exposure above the safety margin. Therefore, no dosage 
adjustment is required in patients with hepatic impairment. No dosage adjustment is 
required in patients with renal impairment. 

Contraindications
Bilastine is contraindicated in patients with hypersensitivity to Bilastine or to any 
ingredient of the tablet. 

Warnings and Precautions 
Bilastine should be taken cautiously in case of moderate to severe renal impairment. 

Side Effects 
Common Side effects : The most common side effects of Bilastine include: headache, 
dizziness and fatigue. 
Rare Side effects : Allergic reactions, fever, chills, body aches and cough. 

Use in pregnancy and lactation 
Pregnancy: There are no adequate and well-controlled studies in pregnant women. Until 
such data become available, Bilastine should be avoided during pregnancy, unless advised 
by a physician. 
Lactation: It is not known whether Bilastine secreted in the breast-milk or not. So, caution is 
advised. 

Use in children & adolescents 
Pediatrics (<2 years of age): The safety and efficacy of Bilastine in children under 2
years of age have not been established.
Geriatrics (>65 years of age):  No dosage adjustments are necessary in patients over 65 
years. 

Drug Interactions 
With medicine: 
Interaction with Ketoconazole and Erythromycin: Concomitant intake of Bilastine and 
Ketoconazole or Erythromycin increased Bilastine AUC 2-fold and Cmax 2-3 fold. These 
changes can be explained by interaction with intestinal efflux transporters, since Bilastine is 
substrate for P-gp and not metabolized. Other medicinal products that are substrates or 
inhibitors of P-gp, such as Cyclosporine, may likewise have the potential to increase plasma 
concentrations of Bilastine.
Interaction with Diltiazem: Concomitant intake of Bilastine 20 mg and Diltiazem 60 mg 
increased Cmax of Bilan by 50%. This effect can be explained by interaction with intestinal 
efflux transporters and does not appear to affect the safety profile of Bilastine.
Interaction with Lorazepam: Concomitant intake of Bilastine 20 mg and Lorazepam 3 mg 
for 8 days did not potentiate the depressant CNS effects of Lorazepam. 
With food & others: Bilastine tablets should not be taken with food or with grapefruit juice 
or other fruit juices, as this will decrease the effect of Bilastine. 

Overdose
Information regarding acute overdose of Bilastine is retrieved from the experience of clinical 
trials conducted during the development and the post-marketing surveillance. In clinical 
trials, after administration of Bilastine at doses 10 to 11 times the therapeutic dose (220 mg 
as single dose; or 200 mg/day for 7 days) to healthy volunteers, the frequency of treatment 
emergent adverse events were two times higher than with placebo. The adverse reactions 
most frequently reported were dizziness, headache and nausea. 

Storage
Store below 300 C temperature and dry place, protected from light. 
Keep out of reach of children. 

Packing
Bilan™ 20 mg Tablet: Each box contains 3×10 tablets in Alu-Alu blister strips.
Bilan™ Kids (10 mg Orally Dispersible Tablet): Each box contains 2×10 tablets in Alu-Alu 
blister strips.
Bilan™ 2.5 mg/ml Syrup: Each PET bottle contains 50 ml syrup with a measuring cup.

* Further information is available on request. 
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Dcv`vb
wejvb™ 20 wg.MÖv. U¨ve‡jU: cÖwZwU U¨ve‡j‡U i‡q‡Q wejvw÷b AvBGbGb 20 wg.MÖv.|
wejvb™ wKW&&m (10 wg.MÖv. Iivjx wWmcviwmej U¨ve‡jU): cÖwZwU Iivjx wWmcviwmej U¨ve‡j‡U i‡q‡Q 
wejvw÷b AvBGbGb 10 wg.MÖv.|
wejvb™ 2.5 wg.MÖv./wg.wj. wmivc: cÖwZ wg.wj. wmiv‡c i‡q‡Q wejvw÷b AvBGbGb 2.5 wg.MÖv.| 

dvg©v‡KvjwR 
wejvw÷b GKwU A¨vw›Uwn÷vwgb| wm‡jKwUf †cwi‡divj GBP1 wi‡mÞi‡K evav cÖ`v‡bi gva¨‡g Gi g~j 
cÖfve¸‡jv cÖ`wk©Z nq| wejvw÷‡bi A¨vw›Uwn÷vwg‡bi ¯^iƒc wµqvKjvc wewfbœ cÖvYx Ges gvbe g‡W‡ji 
†ÿ‡Î WKz‡g‡›UW Av‡Q| GwU wn÷vwgb GBP1 wi‡mÞi¸wji cÖwZ gvSvwi †_‡K D”P ch©v‡qi Avmw³ cÖ`k©b 
K‡i Ges gvmKvwiwbK, †m‡iv‡UvbvwR©K, ‡Wvcv‡gbvwR©K Ges †bviG‡WªbvwR©K wi‡mÞi¸wji cÖwZ †Kvb 
ai‡bi Avmw³ cÖ`k©b K‡i bv|

wb‡`©kbv 
A¨vjvwR©K ivBbvBwUm: wejvb™ A¨vjvwR©RwbZ b¨vRvj Ges bb-b¨vRvj A¨vjvwR©K ivBbvBwUm Gi 
jÿYmg~n Dck‡g wb‡`©wkZ| 
A¨vjvwR©K ivB‡bvKbRvsKwUfvBwUm: wejvb™ A¨vjvwR©K ivB‡bvKbRvsKwUfvBwU‡mi jÿYmg~‡ni 
Dck‡gi Rb¨ wb‡`©wkZ| 
AvwU©‡Kwiqv: wejvb™ AvwU©‡Kwiqvi mv‡_ m¤úwK©Z jÿYmg~‡ni Dck‡gi Rb¨ wb‡`©wkZ (‡hgb- PzjKvwb, 
jvj ‡Mvj `vM)| 

gvÎv Ges †mebwewa 
cÖ‡qv‡Mi c_: gy‡L †meb Ki‡Z nq| 
cÖvßeq¯‹ I wK‡kvi wK‡kvix (12 eQi ev Zvi †ewk eqm): A¨vjvwR© RwbZ mw`©, AvwU©‡Kwiqv Ges 
A¨vjvwR©K ivB‡bvKbRvsKwUfvBwUm Gi jÿYmg~n `~i Kivi Rb¨ ˆ`wbK 20 wg.MÖv. GKevi | m‡e©v”P 
cÖ¯ÍvweZ ˆ`wbK †WvR 20 wg.MÖv. wejvb™ (GKwU U¨ve‡jU) Ges GwU AwZµg Kiv DwPZ bq| mgqgZ 
GKwU †WvR wb‡Z fz‡j †M‡j cieZ©x mgqm~Px Abyhvqx Av‡iKwU †WvR †bqv DwPZ| AwZwi³ †WvR †bqv 
DwPZ bq| 20 wg.MÖv. wejvb™ cÖwZw`b GKevi K‡i Lvwj †c‡U cvwb w`‡q †L‡j wejvb™ Gi m‡e©vËg 
myweav cvIqv m¤¢e| 
wkï‡`i Rb¨ (2 †_‡K 11 eQ‡ii g‡a¨): Kgc‡¶ 20 †KwR IR‡bi 2 †_‡K 11 eQi eqmx wkï‡`i 
A¨vjvwR© RwbZ mw`©, AvwU©‡Kwiqv Ges A¨vjvwR©K ivB‡bvKbRvsKwUfvBwUm Gi jÿYmg~n `~i Kivi Rb¨ 
10 wg.MÖv. ̂ `wbK GKevi (Iivjx wWmcviwmej U¨ve‡jU: ̂ `wbK 1 wU K‡i A_ev 2.5 wg.MÖv./wg.wj. wmivc: 
4 wg.wj. ̂ `wbK GKevi)| Iivjx wWmcviwmej U¨ve‡jU ‡Kej gz‡L †me‡bi Rb¨| GwU mn‡R †meb †hvM¨ 
Ges cvwb Qvov gy‡LB `ªæZ M‡j hvq| Lvevi ev d‡ji im LvIqvi GK N›Uv ev `yB N›Uv Av‡M MÖnY Kiv 
DwPZ|

wjfvi I wKWbx mgm¨vq e¨envi 
wjfv‡ii mgm¨vq AvµvšÍ †Kvb †ivMxi †ÿ‡Î GB Jl‡ai e¨env‡ii †Kvb wK¬wbK¨vj AwfÁZv †bB| †h‡nZz 
wejvw÷b wecvwKq bq Ges †ibvj wK¬qv‡iÝ GwU wbg~©‡ji cÖavb c_, ZvB GB †ÿ‡Î myiÿv e¨e¯’vi Dc‡i 
wm‡÷wgK G·‡cvRvi evovi m¤¢vebv bvB| AZGe wjfv‡ii mgm¨vq AvµvšÍ †ivMx‡`i †ÿ‡Î †Kvb †Wv‡Ri 
mgš^q cÖ‡qvRb nq bv| wKWbxi mgm¨vq AvµvšÍ †ivMx‡`i Rb¨ †Kvb †WvR mgš^q cÖ‡qvRb nq bv| 

cÖwZwb‡`©kbv 
wejvw÷b Gi †Kvb Dcv`v‡bi cÖwZ AwZms‡e`bkxj †ivMx‡`i †ÿ‡Î GwU cÖwZwb‡`©wkZ| 

mveavbZv I mZK©Zv 
hw` wejvw÷b Ges GB Jl‡ai Ab¨vb¨ Dcv`v‡b A¨vjvwR© _v‡K Zvn‡j GB Jla eR©bxq| 

cvk¦© cÖwZwµqv 
mvaviY cvk¦© cÖwZwµqv: wejvw÷‡bi mvaviY cvk¦© cÖwZwµqv mg~‡ni g‡a¨ i‡q‡Q gv_ve¨_v, gv_v †Nviv Ges 
K¬vwšÍ| 
weij cvk¦© cÖwZwµqv: A¨vjvwR©K wiA¨vKkb, R¡i, kxZ kxZ fve, kixi e¨_v Ges Kvwk| 

W=100 mm

wejvw÷b AvBGbGb wejvw÷b AvBGbGb 

wejvb™   
Iivjx wWmcviwmej U¨ve‡jU

U¨ve‡jU/Iivjx wWmcviwmej U¨ve‡jU/wmivc 

W=100 mm

Mf©ve¯’vq I ¯Íb¨`vbKv‡j e¨envi 
Mf©ve¯’vq: Mf©eZx gwnjv‡`i †ÿ‡Î ch©vß Ges wbqwš¿Z cixÿv bvB| GB RvZxq Z_¨ ch©vß bv nIqv ch©šÍ 
Mf©ve¯’vq wejvw÷b Gov‡bv DwPZ, hw` bv wPwKrm‡Ki civgk© _v‡K| 
¯Íb¨`vbKv‡j: wejvw÷b gvZ…`y‡» wbtm„Z nq wKbv Zv Rvbv hvqwb| ZvB mveavbZv Aej¤^b Ki‡Z n‡e| 

wkï I wK‡kvi‡`i †ÿ‡Î e¨envi 
2 eQ‡ii Kg eqmx‡`i g‡a¨ wejvw÷‡bi myiÿv I Kvh©KvwiZv cÖwZwôZ nqwb| 

eva©‡K¨i (>65 eQi eqm) †ÿ‡Î e¨envi 
65 eQ‡ii †ewk eq¯‹ †ivMx‡`i Rb¨ †WvR mgš^q Kivi cÖ‡qvRb †bB|

Ab¨vb¨ Jl‡ai mv‡_ wµqv 
Jl‡ai mv‡_: 
wK‡Uv‡KvbvRj Ges BivB‡_ªvgvBwm‡bi mv‡_ wµqv: wejvw÷b Ges wK‡Uv‡KvbvRj ev BivB‡_ªvgvBwmb GKmv‡_ 
MÖn‡Yi Kvi‡Y wejvw÷b AUC 2 ¸Y Ges Cmax 2-3 ¸Y e„w× cvq| GB cwieZ©b¸‡jv A‡š¿ cÖevwnZ 
UªvÝ‡cvU©vi‡`i wg_w®Œqvi gva¨‡g e¨vL¨v Kiv †h‡Z cv‡i, †h‡nZz wejvw÷b P-gp Gi mve‡÷ªU Ges wecvK nq 
bv| Ab¨vb¨ Jla †hgb mvB‡K¬v‡¯úvwi‡bi GKBfv‡e wejvw÷‡bi cøvRgv NbZ¡ evov‡bvi m¤¢vebv _v‡K| 
wWjUvqv‡R‡gi mv‡_ wµqv: wejvw÷‡bi 20 wg.MÖv. Ges wWjUvqv‡R‡gi 60 wg.MÖv. GK‡Î MÖn‡Yi d‡j 
wejvw÷‡bi Cmax  50% e„w× cvq| GB cÖfvewU A‡š¿i cÖevwnZ UªvÝ‡cvU©vi‡`i wg_w®Œqvi gva¨‡g e¨vL¨v Kiv 
†h‡Z cv‡i Ges AvcvZ `„wó‡Z wejvw÷‡bi myiÿv †cÖvdvBj cÖfvweZ K‡i bv| 
‡jviv‡Rcv‡gi mv‡_ wµqv: wejvw÷b 20 wg.MÖv. Ges †jviv‡Rcvg 3 wg.MÖv. 8 w`b GKmv‡_ MÖn‡Yi c‡iI 
†jviv‡Rcv‡gi wW‡cÖ‡m›U wmGbGm ˆewkó¨¸‡jv cÖfvweZ nq bv|
Lvevi I Ab¨v‡b¨i mv‡_: wejvw÷b Lvev‡ii mv‡_ A_ev Av½y‡ii im Ges Ab¨vb¨ d‡ji i‡mi mv‡_ LvIqv 
wVK bq, KviY G‡Z wejvw÷‡bi Kvh©KvwiZv K‡g hvq|

gvÎvwaK¨ 
wejvw÷‡bi gvÎvwaK¨ e¨env‡ii cÖfve wK¬wbK¨vj Uªvqvj¸wji AwfÁZv Ges wecYb cieZ©x bRi`vwi †_‡K 
cÖvß Z_¨ n‡Z cvIqv hvq| wK¬wbK¨vj Uªvqvj¸‡jv‡Z, †¯^”Qv‡mex‡`i wPwKrmK cÖ`Ë †Wv‡Ri 10 †_‡K 11 ¸Y 
†ewk (220 wg.MÖv. GKwU †Wv‡R A_ev 200 wg.MÖv. cÖwZw`b 7 w`b a‡i) †`qvi c‡i cvk¦© cÖwZwµqv cø¨v‡m‡evi 
†_‡K 2 ¸Y †ewk wQ‡jv| me †_‡K †ewk cvk¦©cÖwZwµqv wQj Nb Nb gv_v †Nviv, gv_v e¨v_v Ges ewg ewg fve| 

msiÿY
Av‡jv †_‡K `~‡i, 300 †m. ZvcgvÎvi wb‡P I ï®‹ ¯’v‡b ivLyb| 
mKj Jla wkï‡`i bvMv‡ji evB‡i ivLyb| 

‡gvoKRvZKiY
wejvb™ 20 wg.MÖv. U¨ve‡jU: cÖwZ ev‡· i‡q‡Q 3×10 wU U¨ve‡jU A¨vjy-A¨vjy weø÷vi ÷ªx‡c|
wejvb™ wKW&&m (10 wg.MÖv. Iivjx wWmcviwmej U¨ve‡jU): cÖwZ ev‡· i‡q‡Q 2×10 wU U¨ve‡jU A¨vjy-A¨vjy 
weø÷vi ÷ªx‡c| 
wejvb™ 2.5 wg.MÖv./wg.wj. wmivc: cÖwZwU wcBwU †evZ‡j i‡q‡Q 50 wg.wj. wmivc Ges mv‡_ GKwU cwigvcK 
Kvc|

* Aby‡iv‡a we¯ÍvwiZ Z_¨ mieivn Kiv nq|


