“For Medical/ Pharmacy Professionals only”
Lansoprazole Delayed-Release Capsules USP

LPZ-30

usP 30mg

Composition :
Each hard gelatin capsule contains:

Lansoprazole
(asenteric coated pellets)
Excipients qs.

PHARMACOLOGICALCLASSIFICATION:

Medicines acting on the gastrointestinal tract

PHARMACOLOGICALACTION:

Lansoprazoleis an inhibitor of the gastric H'/K" ATPase (Proton Pump). L
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Follnwmg orll ldmmmnon, lansoprazole is well absorbed with a resultant bioavailability approximately 78%.
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is decreased if is taken with food, peak serum concentrations are achieved
12 ing ingestion.
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Lansoprazole is extensively metabolized via the hepatic cytochrome P40 system 1o the inactive sulpbated
sulphone, sulphide and 5 the halfife of 1.4101.25 hours.
‘The main route of elimination is via the bile with 15-30% of lansoprazole being excreted via the kidneys as the
hydroxylated metabolites.
INDICATIONS:

Used in peptic ulcer and hyperacidity problems. Reflux of ulcerative oestophagitis, Zollinger-Ellinson Syndrome,
NSAIDs-induced ulcers.

CONTRAI.NDICATION
Hypersensitivity to the lansoprazole.
Pregnancy & Lactation
5 Liver impairment
WARNING:
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Treatment
posm'blhlyo! ‘malignancy of gastric ulcer or malignant discase of&wphagmshouldbe excluded prior to treat with
lansoprazole. The medicine may lead to drowsiness and impaired concentration that may be aggravated by the
simultaneous intake of the alcohol or other central nervous system depressants. Patients should be advised,
particularly at the initiation of the therapy, against taking charge of vehicles or machinery or performing potential
Kt i ldlead to accid

INTERACTION:
Since lansoprazole is the slow inducer of cytochrome P-450 system, ility exists for the i i ith drugs
which aremetabolized via the system.
Monitoring of patients receiving concomitant warfarin is recommended, since a minor reduction in the
concentration of warfarin may occurs.
PREGNANCY AND LACI'ATION

1 Tled done

However, hnsuptmlemus meubolxmmd:mbmudmmlkofmbemmlmsoprmkhubemshownm

‘mother.

DOSAGEAND DIRECTIONS FOR USE:
isease: Lansoprazole 30 mg once daily for 4 weeks. The majority of patients will be
healed after the first course. For those patients not fully healed at this time, a further 4 weeks treatment at the same
dosage should be given.
For long term ama dose of L 15 mg or 30 mg once daily can be used, depend
upon pnienuupome.
ily for4 weeks.

‘mh\y isL 15 daily
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depending on the severity and persistence of symptoms. Patients who do not respond after 4 weeks, or who relapse

shortly afterwards, should be investigated.
L

for8 weeks.



€Nt 01 NSALD- ated benign gastric and duodenal ulcers and relief of symptoms: Lansoprazole 15
mg or 30 mg once daily for 4 or 8 weeks. Most patients will be healed after 4 weeks; for those patients not fully
healed, a further 4 weeks treatment can be given. For patients at particular risk or with ulcers that may be difficult to

heal, the hi the longer

Prophylaxis of NSAID-associated benign gastric ulcers, duodenal ulcers and symptoms: Lansoprazole 15mg or
30mg once daily.
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1 5o dailyplus Clar in250-500 mg twice daily and lin g twice daily, or
L 30mgtwice daily plus clari in250-500mg wice dmlyand Mmmmammoo mg tvicedaily,
orlL 30mg twice daily p illin 1g twice d: aily
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Elderly: Doseadj 4 ot reauied inthe lderlv Th 1 dailv d hould b
Children: The use of’ Lausnpmmlc isnot recommendcd in chlldren as cllmcal dala are Iumwd. Treatment of small
hildren by one yearof treatment
of gastro-oesophageal reflux disease.
Impaired Hepatic and Renal Function:

Lampnzole |s mmbollzcd substantially by the liver. Clinical trials in patmm with llver dlscase indicate lhal
then daily doses of

impairment. II is therefore recommended that the daily dose for patients with severe liver disease is mdlvldun]ly
adjusted to 15mg or 30mg. These patients should be kept under regular supervision and a daily dosage of 30mg
should not be exceeded.

‘There is no need to alter the dosage in patients with mild to moderate impairment of hepatic function or impaired
renal function

SIDE EFFECTSAND SPEACIALPRECAUTION
In common with other anti-ulcer therapies, the possibility of malignancy should be excluded when gastric ulcer is
suspected, as symptoms may be alleviated and diagnosis delayed. Smnlndy, the possibility of smous nndulymg
disease such as malj should be excluded before tmamwm for dyspep: in patients
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Hypomnznmemh:
b din pati with PPIs like Jeast
and in most cases for a year. Scnonx manifestations of hypomagnesaemia such as fatigue, delirium, convulsions,
ventricular but lhey mny begin umdmusly md be overlooked. In most affected
patients, h ia i d fthe PPL

For patients expected to be on prolonged treatment or who take PPIs with digoxin or drugs that may cause
hypomagnesaemia (¢.g., diuretics), health care professionals should consider measuring magnesium levels before
starting PPI treatment and periodically during treatment,

Proton pump inhibitors, 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 cldcrly or in presence of other recognized risk factors,
Observational studies suggest that proton pump inhibitors may increase the overall risk of fracture by m—m.
Some of llns increase may be due to other risk factors. Paucnls at nskm is should
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Presentation:-

3x10 Capsulesi ion leafl

Keep all the medicines out of reach of chitdren - —
Storein a cool, dry & dark place.

Manufactured in India by :

LABORATE

PHARMACEUTICALS INDIA LTD.
51, Indl. Area, Paonta Sahib (HP)



