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FEXOFENADINE HYDROCHLORIDE 180 MG TABLETS USP — CONTRAINDICATIONS: A —
—— Hypersensitivity to the active substance or to any of the excipients listed in this leaflet. I
COMPOSITION: — . [r—
Synerrv Fexofenadine 120 (Fexofenadine Hydrochloride 120 mg Tablets USP) __ WAR.NINGS AND PREC.A.U TIONS: . - . ) - . ]
Each film coated tablet contains: — As with mpst new medlc_lnal products therg is only I|m_|ted datg in the elderl_y and renally or hepatically impaired patients. rem—
Fexofenadine hydrochloride USP ... 120 mg Fex_ofenad|_ne hyd_rochlonde shoul_d be admlnlstered w_llh care in these special groups. N ) -
Excipients: Lactose spray dried, Pregelatinized starch, Croscarmellose sodium, Colloidal anhydrous silica, Magnesium stearate, Povidone Patients with a history of or ongoing cardiovascular disease should be wared that, antihistamines as a medicine class have been
_ ! ’ ’ ! ! associated with the adverse reactions, tachycardia, and palpitations.
and Opadry pink 03B54819
Colours: Iron Oxidg Red, Iron Oxide Ye!low and Titanilum Dioxide INTERACTIONS WITH OTHER MEDICATIONS:
Synerrv Fexofenadine 180 (Fexofenadine Hydrochloride 180 mg Tablets USP) Fexofenadine does not undergo hepatic biotransformation and therefore will not interact with other medicinal products through hepatic
Each film coated tablet contains: mechanisms. Co-administration of Fexofenadine hydrochloride with Erythromycin or Ketoconazole results in a 2-3 times increase in the level
Fexofenadine hydrochloride USP ... 180 mg of Fexofenadine in plasma. The changes were not accompanied by any effects on the QT interval and were not associated with any increase
Excipients: Lactose spray dried, Pregelatinized starch, Croscarmellose sodium, Colloidal anhydrous silica, Magnesium stearate, Povidone in adverse reactions compared to the medicinal products given singly.
and Opadry pink 03B54819 No interaction between Fexofenadine and Omeprazole was observed. However, the administration of an antacid containing Aluminium and
Colours: Iron Oxide Red, Iron Oxide Yellow and Titanium Dioxide Magnesium hydroxide gels 15 minutes prior to Fexofenadine hydrochloride reduces bioavailability, most likely due to binding in the
gastrointestinal tract. It is advisable to leave 2 hours between administration of Fexofenadine hydrochloride and Aluminium and Magnesium
DESCRIPTION: hydroxide containing antacids.
For 120mg: Peach coloured, oblong shaped, biconvex film coated tablets with both sides plain. The tablets are approximately 15.5 mm in Fruit juices such as grapefruit, orange and apple may reduce the bioavailability and exposure to Fexofenadine.
length and 7 mm in breadth.
For 180myg: Peach coloured, oblong shaped, biconvex film coated tablets with both sides plain. The tablets are approximately 18 mm in PREGNANCY AND LACTATION:
length and 8 mm in breadth. Pregnancy
There are no adequate data from the use of Fexofenadine hydrochloride in pregnant women. Fexofenadine hydrochloride should not be used
DOSAGE FORM: Film Coated Tablets during pregnancy unless clearly necessary.
Lactation
PRESENTATION: 10's, 30's and 50's Tablets (1 x 10's, 3 x 10's & 5 x 10's Alu/PVC/PVdC Blister Strips) There are no data on the content of human milk after administering Fexofenadine hydrochloride. However, when Terfenadine was
administered to nursing mothers Fexofenadine was found to cross into human breast milk. Therefore, Fexofenadine hydrochloride is not
PROPERTIES: |r:(-:‘colr;jmended for mothers breastfeeding their babies.
Fexofenadine, a pharmacologically active metabolite of Terfenadine, is a non-sedating antihistamine with selective peripheral H1 receptor Fertility . X . . X S
antagonist with the chemical name (+)-4-[1 hydroxy-4-[4-(hydroxydiphenylmethyl)-1-piperidinyl]-butyl]-[J, CI-dimethyl benzeneacetic acid g:ngemnggig:t;yzrrlotchrﬁﬂ;?}rzgﬁﬁfgad'ne hydrochloride on fertilty are available. In mice, there was no effect on fertilty with
hydrochloride. The molecular formula is C,,H,,NO,HCL and its molecular weight is 538.13. .
STRUCTURAL FORMULA: SIDE EFFECTS:
. In adults, the following undesirable effects have been reported in clinical trials, with an incidence similar to that observed with placebo:
" COM Nervous system disorders
, Common: headache, drowsiness, dizziness
" \e - Gastrointestinal disorders
Common: nausea
- General disorders and administration site conditions
HC Uncommon: fatigue
In adults the following undesirable effects have been reported in post-marketing surveillance. The frequency with which they occur is not
CLINICAL PHARMACOLOGY: known (cannot be estimated from available data):
PHARMACODYNAMICS: Immune system disorders: Hypersensitivity reactions with manifestations such as angioedema, chest tightness, dyspnoea, flushing and
Pharmacotherapeutic group: Antihistamines for systemic use, ATC Code: RO6AX26 systemic anaphylaxis.
Mechanism of Action Psychiatric disorders: insomnia, nervousness, sleep disorders or nightmares/ excessive dreaming (paroniria)
Fexofenadine hydrochloride is a non-sedating H, antihistamine. Fexofenadine is a pharmacologically active metabolite of Terfenadine. Cardiac disorders: tachycardia and, palpitations
Efficacy and Safety Gastrointestinal disorders: diarrhoea
Single and twice daily doses of Fexofenadine hydrochloride provides antihistaminic effects beginning within one hour, achieving maximum at Skin and subcutaneous tissue disorders: rash, urticaria, pruritus
6 hours and lasting for 24 hours. No tolerance to the effects after 28 days of dosing. Doses of at least 130 mg is required to achieve a
consistent effect that is maintained over a 24-hour period. SYMPTOMS AND TREATMENT OF OVERDOSE:
PHARMACOKINETICS: Dizziness, drowsiness, fatigue and dry mouth have been reported with overdose of Fexofenadine hydrochloride. Single doses up to 800 mg
Absorption and doses up to 690 mg twice daily for 1 month or 240 mg once daily for 1 year have been administered without the development of
Fexofenadine hydrochloride is rapidly absorbed into the body following oral administration, with T, occurring at approximately 1-3 hours clinically significant adverse reactions. The maximum tolerated dose of Fexofenadine hydrochloride has not been established.
post dose. The mean C,,, value was approximately 494 ng/ml following the administration of 2180 mg dose once daily. Standard measures shoyld pe considered to rgmove any unabsorbed lmedlcmal progucl. Symptomatic and supportive treatment is
Distribution recommended. Haemodialysis does not effectively remove Fexofenadine hydrochloride from blood.
;fgﬂf:;ﬂ;’:ﬁ;;;oag/;lfﬁ;"l‘oﬁm‘*'” bound. EFFECT ON ABILITY TO DRIVE AND USE MACHINES:
P ' . . . . TP On the basis of the pharmacodynamic profile and reported adverse reactions it is unlikely that Fexofenadine hydrochloride tablets will
Fexofenadine undergoes negligible metabolism (hepatic or non-hepatic), as it was the only major compound identified in urine and faeces of produce an effect on the ability to drive or use machines. Fexofenadine hydrochloride has been shown to have no significant effects on
animals and man. The plasma concentration profiles of fexofenadine follow a bi-exponential decline with  terminal elimination half-ife central nervous system function. This means that patients may drive or perform tasks that require concentration. However, in order to
ranging from 11 to 15 hours after multiple dosing. The single and multiple dose pharmacokinetics of fexofenadine are linear for oral doses up identify sensitive people who have an unusual reaction to medicinal products, it is advisable to check the individual response before driving
0 120 mg BID. A dose of 240 mg BID produced slightly greater than proportional increase (8.8%) in steady state area under the curve, or performing complicated tasks.
indicating that fexofenadine pharmacokinetics are practically linear at these doses between 40 mg and 240 mg taken daily. The major route
of elimination is believed to be via biliary excretion while up to 10% of ingested dose is excreted unchanged through the urine. STORAGE:
Store below 30°C. Store in original package.
INDICATIONS:
For 120mg: Fexofenadine is indicated for the relief of symptoms associated with allergic rhinitis in adults and children 12 years of age and SHELF LIFE:
older. Symptoms treated effectively include sneezing, rhinorrhoea, itchy nose/palate/throat itchy/watery red eyes. 48 months
For 180mg: Fexofenadine is indicated for the relief of symptoms associated with chronic idiopathic urticaria and allergic rhinitis in adults
and children 12 years of age and older. Symptoms treated effectively include sneezing, rhinorrhoea, itchy nose/ palate/ throat, itchy/ watery MANUFACTURER:
red eyes. Ind-Swift Laboratories Limited
Off- NH-21, Village Jawaharpur,
DOSAGE AND ADMINISTRATION: Tehsil Derabassi, Distt. S.A.S Nagar
For 120 mg: (Mohali) Punjab (India) Pin -140507
Adults and Children 12 years and older
The recommended dose is one tablet once daily with water. PRODUCT REGISTRATION HOLDER:
Children under 12 years of age SYNERRV SDN. BHD.,
The efficacy and safety of Fexofenadine hydrochloride has not been studied in children under 12. S0-29-2, Menara 1, KL Eco City,
Special risk group Jalan Bangsar, Kg. Haji Abdullah Hukum,
It is reported that for special risk groups (elderly, renally or hepatically impaired patients), it is not necessary to adjust the dose of 59200 Bangsar, Wilayah Persekutuan Kuala Lumpur
if;;‘),fg';a:;;? hydrochloride in these patients. LEAFLET REVISION DATE: September 2025
Seasonal Allergic Rhinitis and Chronic Idiopathic Urticaria
Adults and Children: 12 years and older - The recommended dose of Fexofenadine tablets is 180 mg once daily with water. A dose of 60 mg
once daily is recommended as the starting dose in patients with decreased renal function.
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