Fextive
Size: 7 inch X4.25 inch

Fextive®

Fexofenadine HCl USP

Composition:
FEXTIVE® Each 5 ml Oral Suspension contains Fexofenadine HCl USP 30 mg.

Description:

FEXTIVE" (Fexofenadine HCL) is an antihistamine with selective peripheral Hl-receptor antagonist
activity. It is rapidly absorbed after oral administration and peak plasma concentration is reached in 2-3
hours. It does not appear to cross the blood brain barrier.

Indication:
FEXTIVE® (Fexofenadine HCL) is indicated for relief of symptoms associated with Seasonal allergic
rhinitis such as sneezing, rhinorrhea, pruritus and lacrimation. Perennial allergic rhinitis and Urticaria.

Dosage And Administration:

Seasonal Allergic Rhinitis: Children 2 to 11 Years: The recommended dose of oral suspension is 30 mg twice
daily. A dose of 30 mg (5 ml) once daily is recommended as the starting dose in pediatric patients with
decreased renal function. Chronic Idiopathic Urticaria: Children 6 months to 11 years: The recommended
dose of oral suspension is 30 mg (5 ml) twice daily for patients 2 to 11 years of age and 15 mg (2.5 ml) twice
daily for patients 6 months to less than 2 years of age. For pediatric patients with decreased renal function,
the recommended starting doses of oral suspension are 30 mg (5 ml) once daily for patients 2 to 11 years of
age and 15 mg (2.5 ml) once daily for patients 6 months to less than 2 years of age.

Contraindications:
Fexofenadine is contraindicated in patients with known hypersensitivity to any of the ingredients.

Precautions:

Studies in the elderly, patients with hepatic impairment and patients with cardiac disease exposed to
Fexofenadine through administration of Terfenadine showed no statistically significant differences in
pharmacokinetic parameters for Fexofenadine when compares to those pharmacokinetic parameters in
healthy individuals. There is only limited data in the elderly and renal or hepatic impaired patients.
Fexofenadine should be administered with care in these special groups. Fexofenadine causes drowsiness less
than other antihistamines; therefore caution should be advised during drive or operate potentially dangerous
machinery.

Side Effects:

Fexofenadine is generally well tolerated. The most common side effects are headache, fatigue, dizziness or
drowsiness and nausea. In rare cases, rash, urticaria, pruritus and hypersensitivity reactions such as
angioedema, dyspnoea, chest tightness, flushing and systemic anaphylaxis have been reported.

Drug Interactions:

Plasma concentration of Fexofenadine is increased during co-administration with Ketoconazole or
Erythromycin and antacid containing Aluminium and Magnesium Hydroxide reduces the bioavailability of
Fexofenadine.

Use In Pregnancy & Lactation:
There are no adequate and well controlled studies in pregnant women. Fexofenadine should be used during
pregnancy only if the potential benefit justifies the potential risk to the fetus. It is not known whether
Fexofenadine is excreted in human milk or not. Caution should be exercised when Fexofenadine is
administered to a nursing woman.

Storage:
Store below 30°C. Protect from light. Keep out of reach of children.

Packaging:
FEXTIVE® Each bottle contains 50 ml suspension and measuring cup.

Manufactured by:
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Sreepur, Gazipur, Bangladesh
® Registered Trademark ol 745760 1 1966



e

EHCTANCT JZGFRIRT TG

RcH
@IS’ ofS ¢ fffT rafbs® eqe AP wolifF e R IeT TRGSFHIZT AT |

fa=mets

@IS (AT FRGERRT) 97 Srfbfeesifim @f freafis cifitram «25-» Rorbe "fedre sy
R e o | AT g2 9 AT G FTE e 7@ 30 T WK AED G (e | @ft gre @3
fSar sifow e = |

et
TGS (AT FIGLFAIRC) @ e Traaferd SoHTae &y fNorire- G Speiees 313 @
2(fp, R, gEef @R i | crafae sy wEfbe aae sttt

T 8 RS
QT e AR
3 (T 5 L O PR wo g afie (il 92 I9 | IR ISR F (N wof¥s alfe Wi @ I |

e FfeTamfae sifbenfars

b T (ATFR TR I O R0 Ty

AT S Faare wAT 2.¢ st (3/2 BI-5196) s 72 a1 |

IR SIS T (108 ¢ FWaats S2r 2.¢ g 13 (3/2 BI-5176) Wfas «@F 919 |
3 (ATFDS ITF IACT FIeTva T

STRTCARIS wo 313 ajts Siedr @ fiis &1 (5 BI-57I6) Wl ¥2 91 |

JE FEFITST ST 1018 wo e 2t 2T ¢ e a1 (5 51-57b) twiffTss @ A |

aAfSftems
TEHTEIGT TEGRFHIZT T @fba @i SAmIs fe oS samamierer «ft Afefmte |

ARYITOl3
IAFWE T I 0 (T (10 T2 @R ST T eI BIRerifen R aze FesEmne
RGBT M 77 TIEWma FREHREDS (RIRGIEE @ Ay ordl qw 7| 3% @ qqR @Afbs e
g Py OO AT (IR 19 PTR FIATT AR O AN THRCHACTAINGT o= T To® | TRCATENIGT ey
SSRGS e S YgNoR (o F0 | SRetae GIRfer Wedr Y eI SeTar ST e aien A% e
AT Efow |

“Ir§ eifSfems

TG AZA | A g rfaifelamr @we et 5, S=enm, gogw o, RNer @3 IfRRfT o 2vs =i 197 s
Afee b, eraiEit aak xReE Gl frmem afgetes, fo=ifrar, gaomr e a3 Foshe
RIPIRCAIT (4T (TS #A1C |

S TR Y fers
TECRCEAINGS e REoFaIeT 2T fReIZ I Qe 227 T AR EHCHCTANGC Iy ([0S A @ Sy
8 IR FRGHIZTET IBITE THHATICTTR A2 SqSBEARTAG SR 7 |

TERZIT @ BAITFICES
SIS AR ST (O (T GG IBI1C AN TR 7 | (T w0 @RS G3R T e T4 foer wea eafs
TR TRCHCFANGT 22 T To® | SR NG [T = T ©F TSI | SRS T CHCAINGT
A TeF A Tfow |

TR
©0° (TETIPT SI#N@R fCh TG T | ST @ ST (A0 0 Y | Rrerwa Teifeea 9180 09 |

EECEIE
" 2ifs @etE ¢o e ARTAT @3 @6 Ao Fiof T |

AT :

€©

7 (RAIZT 2H FN{PreHeny fors
©Z (FFIF TCATT AT

Fisfa, oG, AT |

® G G




