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COMPOSITION:

Espra 20 mg Capsule:

Each capsule contains:

Enteric coated pellets of P g y q to
le USP 20mg.

Product Specs.: ISP

Espra 40 mg Capsule:

Each capsule contains:

Enteric coated pellets of T gnesium trihy quivalent ta
le ISP 40mag.

Product Specs.: ISP

THERAPEUTIC INDICATIONS & DOSAGE:

Esomeprazole is indicated for
Adults: Gastm-eaophageamvﬂuz Disease (GORD):
-Ti of hagitis 40 mg once daily for 4 weeks. An additional 4 weeks 5 ded for patients in whom t is has not healed or who have persistent
symptoms.
= Long-term ofpmiem i healed phagitistop relapse 20 mg once daily
i ofga I reflux disease (GORD):
20 mg cmce clally in patients mtlmut esopd\agms IFsymptum conualhas nalbeen achieved after 4 weeks, the patient should be further investigated.
with an ap; P g forthe ion of Helicobacter pylori
— Healing of ¥ PY i duod: and
P on of relapse of peptic ulcers in patients with Helicot pylori PN
zﬂmg" ! with] yamoxicillin and 500 mg clarith in, all twice daily for ¥ days.

- Hea!lngofga slnc ulcers associated wlth I‘ISJ\\IDtherap:-I

The recommended doseis 20mg daily. The it 4-Bweeks,
— Prevention of gastric and dundenal ulcers assocramd wnh NSAIDthmapy in patients at risk 20 mg once daily.
F g afteriv.i p iculcers: 40 mg daily for 4 weeks after IV ir dp wtion of ling of pepticulcers,
T of Zollinger Elli i :The |r||||al duaagels Esomeprazole 40 myg twice daily. The dosage should then be ind Iy ad land conti aslong as
clinically indicated,
Speclal populations:

T renal ion: Dose adj is not required in patients with impaired renal function, Due to limited experience in patients with severe renal insufficiency, such patients should be
treated with caution

d b fi Dose adj) is not required in patients with mild to moderate liver impairment. For patients with severe liver impairment, a maximum dose of 20 mg Esomeprazole
should not be exceeded.
EMM)C Dose ad}uslmenhs not required in the elderly,
F F its from the age of 12 years
+ | Reflux Di (GERD):

= Treatment of erosive reflux esophagllls 40 mg once daily for 4 weeks.

An additional 4 week: tisr dl Jfur|:|atrent5|r|" hom esophagitis has not healed orwho have persi symptoms.,
~Long-t of patients with healed g trelapse: 20 mg daily.
- il of. h | reflux di [{ E D)
20 mg once daily in pati without hagitis. If ptom control has not been achieved after 4 weeks, the patient should be further investigated. Once symptoms have resclved, subsequent
ymp ontrol can b vieved using 20 mg once daily.
of duodenal uicer caused by Helicob pylori
‘Weight Posology
30-40ky | Combination with ty ibioti la 20 mg, icillin 750 mg 2nd clari in 7.5 mg/kg
body weight are allbdmmlsleredlnqelheflw-ce dhaily far one week
=40 kg bination with two antibiotics: lie 20 Mg, icitlin 1 g and clarithromycin 500 mg are all
Amini togeather twi ity for one week,

METHOD OF ADMINISTRATION: For oral use. The les should b il d whole withliquid. Th les should notbe chewed or crushed.

d "

orto any of the excipients, Esomeprazole should not be with

CONTRAINDICATIONS: Hypersensitivity to azole, substi imiid

SPECIAL WARNINGS AND PRECAUTIONS FOR USE:

In the p of any alarm p and when gastric ulcer i3 susp or present, g y shouid be ded, as with Esomeprazole may alleviate symptoms and delay
dlagnnsrs

Helii pylori eradication: When p ibing azole for eradication of Helicob pylori possible drug i for all components in the triple therapy should be
considered.

Gastrointestinal infections: Treatment with proton pumpinhibitors may lead ghtly iriskof i inal infections such as Sal lla and C | ter

Absorption of vitamin B, : Esomeprazole, as all acid-blocking medicines, may reduce the abzorption of vitamin B, (cyanccobalamin) due to hypo- ar al:hIDrhydﬂa This should be considered in
patients on long- tenmheeapy

d in patients treated with proton pump inhibi (PPIs) like for at least three months, and in most cases fora year
Rlsk of fracture: Proton pump mhlh:lots especially if used in high doses and over long durations (=1 year), may modestly increase the risk of hip, wrist and spine fracture, predominantly in the
elderly orin presence of other recognized risk factors.

Serious cutaneous adverse reactions (SCARs): Senous cutaneous adverse reactions (SCARs) such as erythema multiforme (EM), Stevens Johnson yndi {545), toxic epid | necralysis
FI'EN) and drug rea{:llon ith eosinophilia and sy p {DRESS), which can be life-th g. have been rep d very rarely in ith P
pus eryth (SCLE); P pump inhibitors a iated with very infrequent cases of SCLE

DRUG INTERACTIONS:

Methotrexate; When given Iugelher wlth PPig, methotrexate levels have been reported to increase in some patients. In high-dose h ini ion & porary wi | of
ay needtob

Ti limus: C it il f le has b ' d to the serum levels ollacrnlimus.The l n of medicinal dl such as ketac le. itraconazaole
and erlotinib can decrease and the ahsorptlun of digoxin can i during with P . When le is bined with drugs metabolized by CYP2C19, such as
diazepam, citalopram, imiprami ine, phenytoin etc,, the plasma concentrations of these drugs may be increased and a dose reduction could be needed
Warfarin: Manitoring |srecurnmended whenmltlatmg and ending cc during withwarfarin or other coumarin derivatives

lapid I: Asap: i use of clopid | should be discouraged.
Pregnancy & Lactation:

For esomeprazole, clinical data on exposed pregnancies are insufficient. Caution should be exercised when prescribing to pregnant women. It is not known whether esomeprazole i1s excreted in
human breast milk. Therefore E: le should heuseddu:mg breast-feeding.

Effects on ability to dri duse hines: E p le has onthe ability to drive and us: hines, Adverse
have been reported.

suchas dizziness and blurred vision (rare)

ADVERSE EFFECTS:
Headache, abdeminal pain, diarthea and nausea are among those adverse reactions that have been most commanly reported in clinical trials and also from post-marketing use. In addition, the

safety profile is similar for different formul indications, age group popul - Nodose-related adverse reactions have been identified.

OVERDOSE:

No specifi idote iz known. E: p [ vel otein bound and is therefore not readily dialyzable. As in any case of ., treatment should be symp ic and general
supportive measures should be utilized,

Pharmacodynamic properties:

Pharmacctherapeutic group: Drugs for acid-related discrders, Proton pump inhibitors. ATC Code: A02B CO5
Esomeprazole isthe S :someroforneprazoie and reduces gastric acid secretion through a specific targeted mechanism of action, It is a specific inhibitor of the acid pump in the panetal cell, Both
theR-and 5 of le h. i ic activity,

INSTRUCTIONS:

— Stare below 30°C. 5

- Protect from heat, sunlight & maisture, *— L l)"
-

—Keep out of the reach of children. _
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PRESENTATION:
Espra 20 mg Capsule
Espra 40 mg Capsule

Packof 2 x 7 capsules.
Packof2x 7 capsules,

Manufactused by:
CCL Pharmaceuticals {PvLyLid.
Plit Be 710, Sundar Industrial Estate Raiwind Road Lahore, Pakistan

FORFURTHER INFORMATION PLEASE DONTACT,
Manufactured for:

@ CCL  cotrhamacesicals (P Lt #4174

62 induginial Estate, Kot Lakipat, Lahore, Pakistan, 26028-0001-008-0050-0000




