
COMPOSITION
FEXET 30mg
Each film-coated tablet contains:
Active: Fexofenadine HCl USP....................................................30mg
Inactive: Microcrystalline cellulose (Avicel PH 102), Croscarmellose Sodium,
Lactose, Magnesium stearate, HPMC Pharmacoat, Talcum powder, Opadry white
YS-1-7027.
FEXET 60mg
Each film-coated tablet contains:
Active: Fexofenadine HCl USP....................................................60mg
Inactive: Corn starch, Microcrystalline cellulose (Avicel PH 101), Microcrystalline
cellulose (Avicel PH 102), Croscarmellose Sodium, Magnesium stearate, Hydroxy
Propyl Methyl Cellulose 5 CPs, Titanium dioxide, Propylene glycol.
FEXET 120mg
Each film-coated tablet contains:
Active: Fexofenadine HCl USP....................................................120mg
Inactive: Corn starch, Microcrystalline cellulose (Avicel PH 101), Microcrystalline
cellulose (Avicel PH 102), Croscarmellose Sodium, Magnesium stearate, Hydroxy
Propyl Methyl Cellulose 5 CPs, Titanium dioxide, Propylene glycol.
FEXET 180mg
Each film-coated tablet contains:
Active: Fexofenadine HCl USP....................................................180mg
Inactive: Corn starch, Microcrystalline cellulose (Avicel PH 101), Microcrystalline
cellulose (Avicel PH 102), Croscarmellose Sodium, Magnesium stearate, Hydroxy
Propyl Methyl Cellulose 5 CPs, Titanium dioxide, Propylene glycol.
CLINICAL PHARMACOLOGY
Mechanism of Action
Fexofenadine hydrochloride is an active non-sedating antihistamine with selective
peripheral H1-receptor antagonist activity. It does not possess significant sedative
or antimuscarinic action.
Pharmacokinetics
Absorption
Fexofenadine is rapidly absorbed after oral administration with peak plasma
concentrations being reached in 2 to 3 hours.
Distribution
Fexofenadine hydrochloride is 60% to 70% bound to plasma proteins, primarily
albumin and 1-acid glycoprotein.
Metabolism
Approximately 5% of the total oral dose is metabolized, mostly by intestinal
mucosa, with only 0.5 to 1.5% of the dose undergoing hepatic biotransformation.
Excretion
Elimination half-life of about 14 hours has been reported although this may be
prolonged in patients with renal impairment. Excretion is mainly in the faeces
with only 10% being present in the urine.
INDICATIONS
- Seasonal allergic rhinitis includes sneezing, rhinorrhea, itchy

nose/palate/throat, itchy/watery/red eyes.
- Chronic idiopathic urticaria.
DOSAGE AND ADMINISTRATION
Seasonal allergic rhinitis:
- Adults and children 12 years or older: 60mg of Fexofenadine HCl twice daily,

or 120mg of Fexofenadine HCl once daily.
- Children from 6 to 11 years: 30mg of Fexofenadine HCl twice daily.
Chronic idiopathic urticaria:
- Adults  and children 12 years or older: 180mg of Fexofenadine HCl once

daily.
- Children from 6 to 11 years: 30mg of Fexofenadine HCl twice daily.
Dosage in renal insufficiency:
 Adults: In patients with decreased renal function the recommended

dose of Fexofenadine HCl is 60mg once daily as the starting dose.
 Pediatrics: In pediatric patients with decreased renal function the

recommended dose of Fexofenadine HCl is 30mg once daily as
the starting dose.

Dosage may be adjusted according to age and symptoms.
CONTRAINDICATIONS
- Children under 6 years.
- Patients with hypersensitivity to any of ingredients.
- Pregnant women and nursing mothers.
ADVERSE REACTIONS
1) In children from 6 to11 years of age, the most commonly repor ted

adverse event related to treatment was headache (1.0%).
2) In adults, the most commonly reported adverse events related to

treatment were headache (7.3%), drowsiness (2.3%), nausea (1.5%),
dizziness (1.5%), and fatigue (0.9%).

3) Adverse reactions that have been reported rarely with incidences
less than 1% during post-marketing surveillance were insomnia,
nervousness, and sleep disorders or paranoia such as nightmares.

4) In rare cases, rash, urticaria, pruritus, and hypersensitivity reactions
with manifestations such as angioedema, chest tightness, dysponea,
flushing and system anaphylaxis have also been reported.

Inform doctors with side effects when using medicine.
PRECAUTIONS
1) Patients with renal or hepatic impairment.
2) Patients with heart disease.
DRUG INTERACTIONS
1) Fexofenadine does not undergo hepatic biotransformation and

therefore will not interact with other drugs undergoing hepatic
metabolism. Co-administration of fexofenadine hydrochloride
with erythromycin or ketoconazole has been resulted in 2-3 times
increase in the level of fexofenadine in plasma due to an increase
in gastrointestinal absorption. The changes were not accompanied
by any effects on QT interval and were not associated with any
increase in adverse events compared to the drugs given alone.

2) Close administration (15 minutes) of fexofenadine to a dose of an
antac id containing a luminum and magnesium may reduce
fexofenadine bioavailability. It is recommended taking 2 hours
interval between administering fexofenadine and aluminum and
magnesium contained antacids.

USE IN PREGNANCY OR LACTATION
1) As with other medications, fexofenadine hydrochloride should not

be used dur ing pregnancy unless the expected benefit to the patient
outweighs any potential risk to the fetus.

2) Fexofenadine hydrochloride is not recommended for nursing mothers.
OVERDOSAGE
- The symptoms of dizziness, fatigue and dry mouth have been

reported with overdose of fexofenadine hydrochloride. Dose up
to 60mg twice daily for two weeks administered to children; single
doses up to 800mg, and doses up to 690mg twice daily for 1 month
or 240mg once daily for 1 year administered to healthy people did
not develop clinical adverse effects compared with placebo.

- Treatment of overdosage would reasonably consist of emesis
(ipecac syrup), except patients with impaired consciousness,
followed by the administration of activated charcoal to absorb any
remaining drug. If vomiting is unsuccessful, or contraindicated,
gastric lavage should be performed with normal saline.

- Fexofenadine  hydrochlor ide  is  not ef fectively removed by
hemodia lysis. Patient should be persistently  obse rved afte r
emergency care.

STORAGE : Store in well-closed container at temperature below 30oC.
Protect from sunlight and moisture.
SHELF-LIFE: 36 months from the manufacturing date
SPECIFICATION: Manufacturer
HOW SUPPLIED:
FEXET 30mg Tablets: Packet contains one strip of 10 tablets.
FEXET 60mg Tablets: Packet contains one strip of 10 tablets.
FEXET 120mg Tablets: Packet contains two strips of 10 tablets.
FEXET 180mg Tablets: Packet contains two strips of 10 tablets.
WARNING :
- Read carefully the leaflet before use.
- For further information, please contact your doctor.
- This drug is used only by doctor’s prescription.
- Keep out of reach of children.
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CLINICAL PHARMACOLOGY
Mechanism of Action
Fexofenadine hydrochloride is an active non-sedating antihistamine with selective
peripheral H1-receptor antagonist activity. It does not possess significant sedative
or antimuscarinic action.
Pharmacokinetics
Absorption
Fexofenadine is rapidly absorbed after oral administration with peak plasma
concentrations being reached in 2 to 3 hours.
Distribution
Fexofenadine hydrochloride is 60% to 70% bound to plasma proteins, primarily
albumin and 1-acid glycoprotein.
Metabolism
Approximately 5% of the total oral dose is metabolized, mostly by intestinal
mucosa, with only 0.5 to 1.5% of the dose undergoing hepatic biotransformation.
Excretion
Elimination half-life of about 14 hours has been reported although this may be
prolonged in patients with renal impairment. Excretion is mainly in the faeces
with only 10% being present in the urine.
INDICATIONS
- Seasonal alle rgic rhin it is in cludes sneezing, rhinorrhea,  itchy

nose/palate/throat, itchy/watery/red eyes.
- Chronic idiopathic urticaria.
DOSAGE AND ADMINISTRATION
Seasonal allergic rhinitis:
- Adults and children 12 years or older: 60mg of Fexofenadine HCl twice daily,

or 120mg of Fexofenadine HCl once daily.
- Children from 6 to 11 years: 30mg of Fexofenadine HCl twice daily.
Chronic idiopathic urticaria:
- Adults and children 12 years or older: 180mg of Fexofenadine HCl once

daily.
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- Pregnant women and nursing mothers.
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with manifestat ions such as angioedem a, chest tightness, dyspon ea,
flushing and system anaphylaxis have also been reported.

Inform doctors with side effects when using medicine.
PRECAUTIONS
1) Patients with renal or hepatic impairment.
2) Patients with heart disease.
DRUG INTERACTIONS
1) Fexofenadine does  not undergo hepat ic biotransformation and

therefore  will  not inte ract  wi th  other  drugs undergoing hepati c
metabolism. Co-admin ist ratio n of fexofenadin e hydrochlo ride
with  ery thr omycin  or keto conazo le has been  resulted  in  2-3 times
incr ease in the lev el of fexo fenadine in  plasma due to  an increase
in  gastro intestin al absor ptio n. The changes were not accom panied
by any effects on QT inter val and wer e not asso cia ted  wit h any
increase in  adverse  events compared to  the drugs given alone.

2) Close administ ration (15  minu tes) of fexo fenadine  to a dose of an
antac id containing a luminum and magnesium may reduce
fexofenadine bioavai lab ilit y. It is recommended taking 2 hours
interval  between adminis ter ing fexofenadine and aluminum and
magnesium contained antacids.

USE IN PREGNANCY OR LACTATION
1) As with  other med ication s, fexofenadin e hydrochlo ride  sho uld  not

be used dur ing pregnancy  unless  the expected benefit to  the patient
outweighs any potential risk to the fetus.

2) Fexofenadine hydrochloride is not recommended for nursing mothers.
OVERDOSAGE
- The symptoms of dizz iness,  fati gue and dry mouth have been

reported  with  overdose of fexofenadine hydrochloride. Dose up
to 60mg twice daily for two week s adminis tered  to children; single
doses  up to 800mg, and doses up to 690mg  twice  daily for 1 month
or 240mg once daily for  1 year administ ered to healthy peop le did
not develop clinical adverse effects compared with placebo.

- Treatment of overdosa ge would reas onably consis t of emesis
(ipecac syrup), except pati ents with impair ed  consc iousn ess ,
followed by the administ ration of activated char coal to absor b any
remain ing drug. If  vomit ing is unsuccessf ul,  or contrain dicate d,
gastric lavage should be performed with normal saline.

- Fexofenadine  hydrochlor ide  is  not ef fectively removed by
hemodia lysis. Patient should be persistently  obse rved afte r
emergency care.

STORAGE  : Store in well-closed container at temperat ure below 30oC.
Protect from sunlight and moisture.
SHELF-LIFE: 36 months from the manufacturing date
SPECIFICATION: Manufacturer
HOW SUPPLIED:
FEXET 30mg Tablets: Packet contains one strip of 10 tablets.
FEXET 60mg Tablets: Packet contains one strip of 10 tablets.
FEXET 120mg Tablets: Packet contains two strips of 10 tablets.
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WARNING :
- Read carefully the leaflet before use.
- For further information, please contact your doctor.
- This drug is used only by doctor’s prescription.
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