
QUALITATIVE AND QUANTITATIVE COMPOSITION
Each capsule contains:
Active ingredient:
Orlistat Pellets 50% as 120mg Orlistat
Inactive ingredient: Talcum powder, Empty gelatin capsule size # 1
MECHANISM OF ACTION
Orlistat is a non-systemically acting drug that works locally to inhibit
GI lipases and block or prevent the absorption of dietary fat. It binds
to lipase, preventing it from breaking down triglycerides. Triglycerides
are the major fat in food. The intact triglycerides cannot be absorbed
and are subsequently excreted in the feces. Orlistat has been shown
to prevent the absorption of about 30% of dietary fat.
PHARMACOKINETICS
Orlistat is a non-systemically acting drug that works locally. About
2% of orlistat is absorbed and this is mostly metabolized within the
gastrointestinal wall. Most of the drug is excreted unchanged in the
feces.
THERAPEUTIC INDICATIONS
ORLIFIT (Orlistat) is indicated for the long-term obesity management
including weight loss, weight maintenance together with a reduced
calorie diet and for reducing the risk of weight regain after weight
loss in patients
with initial BMI of 30kg/m2 or greater.
with initial BMI of 28kg/m2 or more in the presence of other risk
facto rs (e. g. ,  hyper tension ,  diabetes,  dysl ipidemia).
DOSAGE & ADMINISTRATION
The usual dose of ORLIFIT (Orlistat) is 120mg three times daily,
immediately before, during or up to 1 hour after meals.
If a meal is missed or contains no fat, the dose can be omitted.
ORLIFIT (Orlistat) should be taken with a low-calorie diet containing
less than 30% of calories from fat.
ADVERSE REACTIONS
Gastrointestinal disturbances, including faecal urgency and
incontinence,  flatulence, and fatty stools or discharge are the most
frequently reported adverse effects during treatment with orlistat.
They may be minimised by limiting the amount of fat in the diet.
Other reported effects are headache, anxiety, fatigue and menstrual
irregularities.
Inform doctors with side effects when using medicine
CONTRAINDICATIONS
Orlistat is contraindicated in:
- Patients with known hypersensitivity to orlistat or any of the other

components contained in the medicinal product.
- Patients with chronic malabsorption syndrome, cholestasis.
- Pregnant women and nursing mothers.
PRECAUTIONS
- Organic causes of obesity, such as hypothyroidism, should be

excluded before prescribing orlistat.
- Orlistat should be stopped after 3 months if the patient has not lost

5% of body weight and stopped at 6 months if the patient has not
lost 10% of body weight.

- The daily intake of fat should be distributed over three main meals.
If orlistat is taken with any one meal very high in fat, the possibility
of gastrointestinal effects may increase.

- Weight loss induced by orlistat accompanied by improved metabolic
control in type 2 diabetics might require reduction in the dose of
hypoglycaemic medication (e.g. sulfonylureas).

PEDIATRIC PATIENTS
The safety and efficacy of orlistat has not been studied in pediatric
patients.
PREGNANCY & LACTATION:
For orlistat no clinical data on exposed pregnancies are available.
Caution should be exercised when prescribing to pregnant women.
As it is not known whether orlistat is secreted into human milk, orlistat
is contra-indicated during breast-feeding.
DRUG INTERACTIONS
Cyclosporine
A decrease in cyclosporine plasma levels has been observed, when
orlistat was administered concomitantly. Therefore the combination
is not recommended. However, if such concomitant use is unavoidable,
to reduce the chance of drug-drug interaction cyclosporine should be
taken 2 hours after or before orlistat. In addition more frequent
monitoring of cyclosporine blood levels should be performed both

after addition of orlistat and upon discontinuation of orlistat in
cyclosporine treated patients. Cyclosporine blood levels should be
monitored until stabilised.
Fat-soluble vitamins
Decrease in the absorption of fat-soluble vitamins and beta-carotene
have been observed when co-administered with orlistat.
In order to ensure adequate nutrition, patients on a weight control
diet should be advised to have a diet rich in fruit and vegetables and
use of a multivitamin supplement could be considered. If a multivitamin
supplement is recommended, it should be taken at least two hours
after the administration of orlistat or at bedtime.
Oral Anticoagulants
When warfarin or other anticoagulants are given in combination with
orlistat, international normalized ratio (INR) values should be
monitored.
Acarbose
In the absence of pharmacokinetic interaction studies, the concomitant
administration of orlistat with acarbose should be avoided.
Oral contraceptives
Orlistat may indirectly reduce the availability of oral contraceptives
and lead to unexpected pregnancies in some individual cases. An
additional contraceptive method is recommended.
Amiodarone
In-patient receiving concomitant amiodarone treatment, reinforcement
of clinical ECG monitoring is warranted.
OVERDOSAGE:
Single doses of 800 mg orlistat and multiple doses of up to 400 mg
three times daily for 15 days have been studied in normal weight and
obese subjects without significant adverse findings. In addition, doses
of 240 mg tid have been administered to obese patients for 6 months.
The majority of orlistat overdose cases received during post-marketing
reported either no adverse events or adverse events that are similar
to those reported with recommended dose.
Should a significant overdose of orlistat occur, it is recommended
that the patient be observed for 24 hours. Based on human and animal
studies, any systemic effects attributable to the lipase-inhibiting
properties of orlistat should be rapidly reversible.
STORAGE: Store below 25oC. Protect from sunlight and moisture.
SPECIFICATION: Manufacturer
SHELF-LIFE :3 years since  the  manufactu ring  date
HOW SUPPLIED: 10 capsules / blister, 1 blister / box
WARNING
Read carefully the leaflet before use.
For further information, please contact your doctor
Keep out of reach of children.
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