Allertin

Bilastine INN
Composition
Allertin 20 Tablet: Each tablet contains Bilastine INN 20 mg.
Allertin Oral Solution: Each ml oral solution contains Bilastine INN 2.5
mg.
Pharmacology
Bilastine is a non-sedating, long-acting histamine antagonist with
selective peripheral H; receptor antagonist affinity and no affinity
for muscarinic receptors. Bilastine inhibits histamine-induced wheal
and flare skin reactions for 24 hours following single doses.
Indications
Seasonal Allergic Rhinitis: Bilastine is indicated for the
symptomatic relief of nasal and non-nasal symptoms of seasonal
allergic rhinitis (SAR).
Chronic Spontaneous Urticaria: Bilastine is indicated for the relief
of the symptoms associated with chronic spontaneous urticaria
(CSU) (e.g. pruritus and hives).
Dosage & Administration
Allertin 20 Tablet: Adults and adolescents 12 years of age and
above: 20 mg tablet once daily. The tablet should be taken one
hour before or two hours after intake of food.
Allertin Oral Solution: 4 ml of oral solution once daily for children
4 to 11 years of age. Recently, it has been approved in Latin
America for children from 2 years of age. The oral solution should
be taken one hour before or two hours after intake of food or fruit
juice or as directed by the physician.
Contraindications
Bilastine is contraindicated in patients with hypersensitivity to
Bilastine or to any ingredient in the formulation or component of the
tablet.
Warnings & Precautions
Bilastine should be avoided in subjects with moderate or severe
renal impairment.
Side Effects
Common: Drowsiness, headache.
Rare: Anxiety, Increased appetite, Asthenia, Diarrhoea, Dry
mouth, Dyspnea, Fever, Gastritis, Gastrointestinal discomfort,
Insomnia etc.
Use in Pregnancy & Lactation
There are no adequate and well-controlled studies on pregnant
women. Until such data become available, Bilastine should be
avoided during pregnancy, unless advised by a physician.
It is unknown whether Bilastine is excreted in human breast milk. A
decision to continue/discontinue breastfeeding or to continue/
discontinue therapy with Bilastine should be made taking the
benefit of Bilastine therapy to the mother into account.
Use in Children & Adolescents
The safety and efficacy of Bilastine in children & adolescent have
not been established.
Drug Interactions
Ketoconazole or Erythromycin
Concomitant administration of Bilastine and Ketoconazole or
Erythromycin increases Bilastine AUC 2-fold and Cpnay 2-3-fold.
Diltiazem
Concomitant administration of Bilastine and Diltiazem 60 mg
increases Cpax Of Bilastine by 50%.
Overdosage
Information regarding acute overdose is limited. 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, frequency of treatment emergent adverse events are
two times higher than with placebo. The adverse reactions most
frequently reported are dizziness, headache and nausea. In the
event of overdose, symptomatic supportive treatment is
recommended.
Storage
Store below 30°C, protected from light & in a dry place. Keep all
medicines out of the reach of children.
Packing
Allertin 20 Tablet: Each box contains 3X10 tablets in Alu-Alu
blister pack and an insert.
Allertin Oral Solution: Each box contains a bottle of 60 ml oral
solution, a measuring cup and an insert.

Manufactured by:

Navana Pharmaceuticals PLC.
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0685_01-24_03

;;3 NAVANA PHARMA

G

B

G Yo BIETs: effsfs Breeeics qrarg REnfe wdumas 0 . |
T saE AfTHw: afs ff eqe ATy g o
RO 2.¢ frar. |

TG

e qraR B0k SfORaIN, A T 403 e 0 G G5 IR
o, [ TPRIREE {EreEe ofs @ w@ee Pt TR eerd
i @25, ferbas dfsge w0 | @ e e e SR
BIeiTS G T 60T it e el 28 w61 e Wi < |
T

FremE «afee wzaEto: Efos aee 8 T -ayprE Feme geife
AR (@IaeR) T (2F I e Gay fnfes |

G RREPT bR e @ e et Sbekmmet
T (e epfeibT @3k TZeH) fofesirr foifee |

@ 8 ERAER

GFIBT R0 BIRTT: 2% IF IR S I TCa: R0 4l 47 @76 Gyaets
T @31 | IRED AEeRS <REd G 57 08 W@l AR SRR  FOT
IS (T TS T |

ST G FARATH: 8 (AT Y T T Ty 8 . eqE e
e a7 | s, aff b S & T=d N T & S
AR | G ATCH SRR AR Al T G A €3 6T A AT R
BT #I0F (TS (SRR BfFTa e STy Gy |

afsfrdmr

REfBa BIRGTER A G @A TAMI afs SfoveramasieTer 2pret
RerfBa efefmfrs |

FRYTS! @ FeFS

RETo 7 e G e e |

Arfefofimar

ST ST @ NG |

vEte: vfel, e, e, TR, T3 o ae, GrE, 99, o
2R IR SAfE @ T w1 R T |

TSGR IR GV IR

TS WA B9 RN e 6 FoafEe ey G (72 | Wy e
O AN W AF R@T TrEER AR yfee SRy et eRe
afSe e Tfow | wroveeh oA frefe =enrm wy el w1 WewE
TSR s 7TH @ s fre @ @, 94T SWE F90 AE 9 5
TS T SR ARG G 41 AT A I A0S A |

e @ AR IR

s @ IR FCw RETfo e e ¢ srwer dfsfe |
Ry SR A0 et

RABTEET ¢ FRMRAN

RRCBTmIEE @ SRR A [T «q ok @i e @
AUC 8 Cpnax e (20 fomad o8 (@0 @Ts 7 |

feafbarem

feafane vo far, @7 e e «7 Foivl R KT @9 Crax
@0 % ([ATT @TS A0S |

wfexar

e «7 SIewe Tafsie qaEd @3 w2 At | K@t 7 frfre
@R BT do-> @ (30 Al @& T@H AT WTF 200 fal. q fim)
CRA T ARl b wrmr fagd 2w T ARefefEmeta
W SO o' TR GACA!, MR ¢ 3 AW o) | Tafolie IawEw
owE BT e fofeeT e =04 |

I

©O°GT. SIPIER fRT5, ST (A0 A 8 WF G A4 | T gy fererad
AN TR A |

g

T 0 BrideE: afefls e Tz WE-0F FoF #E oxso B BIRETG
a3 G5 AT |

T et eTe: afeft qa TErE vo ffA. et AFe R @l (@,
Gf A F1t qR 36 R |

ABOFES:
e Tt HwER] e,

T, FolelE | TG, T

FARIE T




