Patient Package Insert
Prescription Only Medicine
Carefully read the entire leaflet before startingu  se
SLIMCARE® 120 mg CAPSULES

COMPOSITION: Each capsule contains 120 mg orlistat.

THERAPEUTIC ACTIVITY: Reversible Lipase inhibitor that acts by inhibitin g the absorption of dietary fats.

APPROVED INDICATIONS: Slimcare is indicated for obesity management inclu ding weight loss and weight maintenance when used i n
conjunction with a reduced-calorie diet. It is also indicated to reduce the risk for weight regain aft  er prior weight loss.

WHEN SHOULD THE PREPARATION NOT BE USED?

- In patients with known hypersensitivity to the ac tive ingredient.

- In patients with chronic malabsorption syndrome o r cholestasis.

- Organic causes of obesity (e.g., hypothyroidism) should be excluded before prescribing Slimcare.
- In patients under 18 years of age.

- If you are not over weight.

- If you are breastfeeding.

DO NOT TAKE THIS MEDICINE WITHOUT CONSULTING A PHYS ICIAN: If you are pregnant or planning to become pregnant . Patients
suffering or have been suffered in the past from hy peroxaluria, nephrolithiasis, or calcium oxalate in kidney. If you take medicines for
diabetes or thyroid problems. If you suffer or have suffered in the past from liver injury.

WARNINGS: Do not take this medicine frequently or for long pe riod without consulting a physician.

- If you are allergic to any type of food or medici  ne, inform your physician before starting treatment with this medicine.

- Orlistat and cyclosporine should not be co admini stered. To reduce the chance of a drug-drug interac  tion, cyclosporine should be
taken at least 2 hours before or after orlistat in patients taking both drugs.

- Weight-loss induction by Slimcare may be accompan ied by improved metabolic control in diabetics, whi ch might require a reduction
in dose of oral hypoglycemic medication (sulfonylur ea, metformin) or insulin.

- The probability of occurrence of gastrointestinal side effects may increase when orlistat is taken w ith a fatty meal. Treatment with
orlistat may potentially impair the absorption of f at soluble vitamins A, D, E, K and Beta carotene.

Patients on chronic stable dose of warfarin who are prescribed Slimcare should be monitored closely fo r changes in coagulation
parameters. The use of Slimcare may be associated w ith renal stones in patients suffering from chronic kidney disease.

The duration of treatment should not exceed two yea  rs.

DRUG INTERACTIONS: If you are taking any additional drugs or if you h  ave just finished a course with another medicine, i nform the
attending physician, in order to prevent hazards or lack of efficacy arising from drug interactions, e specially with medicines belonging
to the following: Cyclosporine, Fat-soluble Vitamin Supplements, and anticoagulants (e.g. Warfarin), i odine salts and /or levothyroxine,
amiodarone, acarbose, thiozolidinediones (glitazone s), glinides or anorectic drugs. Concomitant admini stration of Slimcare with
multivitamins will decrease the absorption of vitam ins A, E, D, K & beta carotene.

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the course of t aking this medicine
such as: Gastrointestinal symptoms, Fatty/Oily Stoo I, Oily Evacuation, Increased Defecation, and oily ~ spotting from the rectum. These
and other commonly observed adverse reactions were generally mild and transient, and they decreased du  ring the second year of
treatment. Flatulance with defection, fecal urgency , fecal incontinence, liquid stool, rectal pain/dis comfort, abdominal pain, headache,
tooth/gum disorder, irregulatory of menstrual cycle , tiredness, low blood sugar levels and bloating (e xperience by some people with
type Il diabetes).

Side effects which demand special attention: In the event that the following clinical symptoms a ppear stop taking your medicine and
contact your doctor immediately: anorexia, pruritus , jaundice, dark urine, light colored stool, or rig ht upper guadrant pain.

In the event that you experienced side effects not mentioned in this leaflet, or if there is a change in your general health, consult your
doctor immediately.

RECOMMENDED DOSAGE: The usual recommended dose is according to physicia n's instructions only. Do_not exceed the
recommended dosage. This medicine is to be taken at specific time inte  rvals as determined by the physician.

MISSED DOSE: If you missed a dose, take it as soon as you remem  ber, then continue to take it at the usual times, a  nd never take a
double dose to compensate the missed one. If you ha  ve missed several doses, please inform your doctor.

DIRECTIONS FOR USE: Capsules should be swallowed whole, with a small a mount of water, do not chew or bite or open the cap sule,
and take it with each main meal containing fat (imm  ediately before, or during or up to 1 hour aftert  he fatty meal). Slimcare should be
taken with a nutritionally balanced, reduced-calori e diet that contains approximately 30% of calories from fat. The daily intake of fat,
carbohydrate, and protein should be distributed ove r three main meals. If a meal is occasionally misse  d or contains no fat, the dose of
ORLISTAT can be omitted. Because ORLISTAT has been  shown to reduce the absorption of some fat-soluble vitamins_ and beta-
carotene, patients can be advised to take multivita  min containing fat-soluble vitamins to ensure adequ ate nutrition. The supplement
should be taken at least 2 hours before or after th e administration of ORLISTAT, such as at bedtime.

HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATMENT? Complete the full course of treatment as instructe  d by the
physician. Even if there is an improvement in your health, do not discontinue using this medicine, bef ore consulting your physician.
AVOID POISONING: This medicine has been prescribed for the treatmen  t of your illness; it may harm other patients. Do not give this
medicine to your relatives, neighbours, etc. Do not take medicine in the dark! Check  the label and the dose each time you take your
medicine.

OVERDOSE: This medicine contains substances, which can be po isonous or fatal in large doses to children and/or infants, therefore
must be kept out of their reach. In case of accide ntal overdose, or if a child take the medicine by a  ccident, seek professional
assistance or rush to a hospital emergency room acc ompanied with the medicine’s package.

STORAGE: Store at temperature not exceeding 25C. Even if k  ept in their original container and stored as recom mended, medicine may
be kept for a limited period only. Please note the expiry date of the medicine! In case of doubt consu It the pharmacist who dispensed
the medicine to you.

PRESENTATION: A carton box of 21 & 35 capsules.
REGISTRATION NUMBER: 007/629/21, 35

Pharmacare PLC
Beitunia — Industrial Zone- P.O. Box 677 - Ramallah , Palestine
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