EASINEXT

(JP specifications)
Ebastine 10mg, 20mg

(B.P Specifications)

OVERDOSAGE

3

100mg given once-daily. Overdose may increase the risk of sedation and antimuscarinic effects.

Treatment There is no spedific antidote for ebasune Gam lavage, monitoring of vital functions
including ECG 3 inthe

eventof central nervous symptoms developing.

Dosage & Instructions:

Use as directed by the physician. For details, see enclosed leaflet.To be sold on the prescription of a

registered medical practitioner only. Keep all medicines out of the reach of children. Store Below 30°C.

Protect fromlight and moisture.

DESCRIPTION HOW SUPPLIED

EASINEX isa d EASINEXT (Ebastine) Film Coated Tablets 10 packof 10's.

of action. It does not have slgnlfl(ant sedative or antimuscarinic actions. Chemically, it is 1{4-(1,1-  EASINEXT ) -oated Tablet: packof 10s.
1] by . its molecular formula is

C32H39NO2 and the tructuralformulais:
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EASINI ated

EASINE)(' Tab\ets \Dmg EachFilm Coated tablet contains: Ebastine...10mg

EASINEXT Tablets 20mg Each Film Ce i 20mg

CLINICAL PHARMACOLOGY

‘Mechanism of Action

Ebastine and its active metabolite, carebastine, are selective antihistamines acting on peripheral H1
receptors, which appear to have no sedative and side effects at the

doses.

Pharmacokinetics

Ebastine is rapidly absorbed after oral intake and undergoes a very important intestinal and hepatic
first-pass effect. It is almost completel intoits active acid metabolite,

carebastine. After a single oral dose of 10mg, the peak plasma concentration is reached after 2 to 4
hours, with levels ranging from 80 to 100 ng/ml. The half-ife of the acid metabolite is between 15 and
19 hours, with urinary excretion of 66%, mainly as a conjugated metabolite. After repeated
admiristration of ebastine at a singl dose of 10mg once dal, thesteady stte s reached in 35 days.
with from 130 to 160 ng/ml.

bound to plasma proteins, with a binding rate greater than 90%. Speual Population In patients with
renal insufficiency, the elimination half-ife of the metabolite, carebastine is prolonged to 23-26 hours.
In patientswith hepaticinsufficiency, the half e

'NERAPEUTICINDICATIONS

EASINEX for

* Urticaria

DOSAGE & ADMINISTRATION

The recommended dose of EASINEXT(Ebastine) Fl\mcoa(ed Table(sare
. 12years of

oncedail

+Urticaria For children 12 years of age and above and adults: 10mg ebastine once daily. Special
Population There is no experience with doses greater than 10mg in patients with severe hepatic
impairment. Therefore, the 10mg dose should not be exceeded in patients with severe hepatic
ioniisie ; o "

d adults:

~EASINEX

oated meal

Very C
vhinitis. Rar , insomnia,
dysaesthesia, hypoaesthesia, dysgeusia, dizziness, tachycardia, palpitations, nausea, abdominal pain,
dyspepsia, vomiting, hepatitis, cholestasis, abnormal liver function test (transaminases, gamma-GT,
alkaline phosphatase and bilirubin increased), urticaria, rash, dermatitis, menstrual disorders, oedema
&asthenia.
CONTRAINDICATIONS

Ebastine s contraindicated:

&drymouth. U Epistaxis,

* Incases of
PRECAUTIONS
« Ebastine should be used with caution in patients with severe hepatic impairment. » Since there is a
interaction with the imidazole type, like ketoconazole and
itraconazole or macrolide antibiotics, ike erythromycin and antituberculosis agents, like rifampicin,
care should be taken when prescribing ebastine with drugs belonging to such groups. + In sensitive
patients who react unusually to ebastine, it is advisable to know the individual reactions before a
patient drives or carries out complicated activities: somnolence or dizziness may occur. Pregnancy

to the patient and fetus. Nursing Mothers Itis unknown f the drug is excreted in human milk. Because

many drugs are excreted in human milk precaution should be exercised, a decision should be made

whether to the drug, taking int

drugtothe mother.

DRUG INTERACTION

«Pharmacokinetic interactions were observed when ebastine was given with ketoconazole or

itraconazole and erythromycin. These interactions lead to an increase in plasma concentrations of

ebastine and, to a lesser extent, carebastine, which were nonetheless not associated with a significant

dlinical consequence. However, as a precaution, the combination with ketoconazole, itraconazole,

erythromycin, dlarithromycin, josamycin should be avoided: increased risk of developing ventricular

arrhythmiasin predisposed subjects

«Pharmacokinetic interactions were observed when ebastine was given with rifampicin. These
t

Manufactured by:
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'QEK r NEXT Pharmaceutical Products (Pvt.) Ltd.

PHARMACEUT| AL Plotno 44-A88, Sunder Industrial Estate Lahore-Pakistan

KEEP OUT OF THE REACH OF CHILDREN.
TOBE SOLD ON PRESCRIPTION OF A REGISTERED MEDICAL PRACTITIONER ONLY

Contains Lactose But Gluten Free
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