Patient Package Insert
Prescription only Medication
Carefully read the entire leaflet before startingu  se

Trovan ® 10, 20, 40, 80 Film Coated Tablets

COMPOSITION: Each tablet contains 10, 20, 40 and 80 mg Atorvast  atin (as calcium).

THERAPEUTIC ACTIVITY: Synthetic lipid-lowering agent (blocks the product ion of cholesterol in the body). It belongs to a gr  oup of medicines
known as statins.

APPROVED INDICATIONS:

- Reduction of elevated cholesterol and triglycerid e values which do not respond adequately to other m easures (such as change in diet, physical
exercise, weight loss) in patients with elevated bl  ood cholesterol values, Concurrently elevated chole sterol and triglyceride values in the blood,
genetically determined elevated blood cholesterol v alues in familial hypercholesterolemia.

- Atorvastatin can lower the risk for heart attack, stroke, revascularization procedures and angina in patient who have heart disease or risk
factor for heart disease such as (age, smoking, hig  h blood pressure, low HDL-C, heart disease in the f  amily).

- Atorvastatin can lower the risk for heart attack or stroke in patients with  diabetes and risk factors such as (eye problems, kidney pro blems,
smoking, or high blood pressure).

WHEN SHOULD THE PREPARATION NOT BE USED?

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

- If you are pregnant or planning to become pregnan  t. If you are breastfeeding.
- If you have liver problems.

- In children under 10 years of age.

- If you drink excessive alcohol.

- If you suffer from “myopathy” which cause muscle pa in & /or weakness.

DO NOT TAKE THIS MEDICINE WITHOUT CONSULTING A PHYS ICIAN: If you have muscle aches or weakness. If you drink more than 2 glasses
of alcohol daily. If you have diabetes. If you have a thyroid problems. If you have kidney problems or liver disease. If you are older than 70 years.
If you have serious problems with your breathing.

WARNINGS: Do not use this medicine frequently, or for a long period without consulting a physician. If you are s ensitive to any type of
medicine, or food, inform your physician before sta rting treatment with this medicine.

- Avoid eating grapefruit or drinking grapefruit ju ice.

- Trovan ® therapy should be discontinued if markedly elevate d CPK levels occur or myopathy is diagnosed or susp ected.

- The increase of muscle enzyme (CPK) in the blood  should be examined in patients with signs of muscle disease.

- If muscle pain or weakness occurs, please inform your doctor.

- During treatment with Trovan  ® liver function should be tested prior to the start of therapy and then at regular intervals.

- Caution should be exercised if Atorvastatin is ad ministered concomitantly with drugs that may decrea se the levels or activity of endogenous
steroid hormone such as ketoconazole, spironolactone , and cimetidine.

- Trovan ® should be prescribed with caution in the elderly p atients.

Note: This product contains lactose.

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 ef  ficacy arising from drug interactions, especially w ith medicines belonging to the following
groups: Niacin (Vitamin B 3), Cyclosporine, Clarithromycin, HIV protease inhi  bitors, and Itraconazole, Rifampin or other inducers of Cytochrome
p450 3A4, Digoxin, Oral Contraceptives, Colestipol (take Atorvastatin at least 1 hour before or at lea st 2 hours after taking colestipol),
endogenous steroid hormone such as ketoconazole, spi ronolactone, and cimetidine.

OVERDOSE: In case of accidental overdose or if a child usest  his medicine by accident, seek professional assista nce or rush to a hospital
emergency room accompanied with the medicine’s pack age. Don't induce vomiting without physician instru ctions.

AVOID POISONING: 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. This medicine has been prescribed for the treatment 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.
SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the course of ta king this medicine, such
as: livers problems, allergic reactions (swelling o f the face, lips, tongue, and/or throat that may ca  use difficulty in breathing or swallowing),
allergic skin reactions, alteration in some laborat ory blood tests.

SPECIAL SIDE EFFECTS: Stop using atorvastatin and call your doctor at onc e if you have any of these serious side effects: my  algias or muscle
pain (weakness, joint pain, tenderness or pain with  out a good reason, especially if you also have a fe  ver or feel more tired than usual), or flu
symptoms, nausea, vomiting, stomach pain, diarrhea, low fever, loss of appetite, passing brown or dark colored urine, jaundice (yellowing of the
skin or eyes). If you notice any side effects which are not listed in this text, please inform your do ctor or pharmacist.

RECOMMENDED DOSAGE: Dosage and duration of treatment is according to p hysician’s instructions only. This medicine is to b e taken at
specific time intervals as determined by the physic ian. Do not exceed the recommended dosage.

MISSED DOSE: If you forget to take this medicine at the specif ied time, take the dose as soon as you remember. Do  n't take Trovan ® if it has
been more than 12 hours since you missed your last dose, wait and take the next dose at your regulart  ime, but never take a double dose
DIRECTIONS FOR USE: Do not chew or divide the tablet. Tablets should b e swallowed whole, with a small amount of water, and taken with or
without food. Take Trovan © each day at any time of day at about the same time  each day. Your doctor will prescribe a low fat die  t before you
start treatment. You should maintain this diet duri ng therapy.

NOTE: Trovan © starts to work in about 2 weeks and it is for adult s and children over 10 whose cholesterol does not ¢~ ome down enough with
exercise and a low fat diet alone.

HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATMENT? Complete the full course of treatment as instructed by the physician.
Even if there is an improvement in your health do n ot discontinue using this medicine, before consulti ng your physician.

STORAGE: Store at temperature not exceeding 25°C. 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 d  ate of the medicine! In case of doubt consult the p  harmacist who dispensed the medicine to
you.

PRESENTATION:
Trovan ® 10 & 20: Box of 30 Film Coated Tablets
Trovan ® 40 & 80: Box of 28 Film Coated Tablets

REGISTRATION NUMBER:
Trovan ® 10: 007/320/30
Trovan ® 20: 007/278/30
Trovan ® 40: 007/672/28
Trovan ® 80: 007/673/28

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