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Ethanol, butylated hydroxytoluene, oleic acid, polyoxyl 35 castor oil.
Capsule shell: Gelatin, “sorbitol special” (i.e. sorbitol, sorbitol anhydrides and mannitol),
glycerine, titanium dioxide (white color), medium chain triglycerides, lecithin, black ink
containing: propylene glycol, black iron oxide, polyvinyl acetate phthalate, polyethylene
glycol 400 and ammonium hydroxide. .
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Ethanol, anhydrous citric acid, saccharin sodium, dye yellow FD&C No. 6 (E110),

peppermint oil, creamy caramel flavor (WL-23, 669), polyoxyl 35 castor oil, propylene
glycol, purified water.
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Ethanol, butylated hydroxytoluene, oleic acid, polyoxyl 35 castor oil.

Capsule shell: Gelatin, “sorbitol special” (i.e. sorbitol, sorbitol anhydrides and mannitol),

glycerine, titanium dioxide (white color), medium chain triglycerides, lecithin, black ink

containing: propylene glycol, black iron oxide, polyvinyl acetate phthalate, polyethylene

glycol 400 and ammonium hydroxide.
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Ethanol, anhydrous citric acid, saccharin sodium, dye yellow FD&C No. 6 (E110),
peppermint oil, creamy caramel flavor (WL-23, 669), polyoxyl 35 castor oil, propylene
glycol, purified water.
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PATIENT PACKAGE INSERT IN ACCORDANCE WITH
THE PHARMACISTS' REGULATIONS (PREPARATIONS) - 1986

The dispensing of this medicine requires a doctor's prescription
Read this package insert carefully in its entirety before using this medicine

NORVIR NORVIR
Soft Capsules Solution
100 mg 80 mg/ml

Composition:

Each soft capsule contains: Ritonavir 100 mg Each ml contains: Ritonavir 80 mg
Inactive ingredients:

NORVIR 100 mg Soft Capsules:

Ethanol, butylated hydroxytoluene, oleic acid, polyoxyl 35 castor oil.

Capsule shell: Gelatin, “sorbitol special” (i.e. sorbitol, sorbitol anhydrides and mannitol), glycerine,
titanium dioxide (white color), medium chain triglycerides, lecithin, black ink containing: propylene
glycol, black iron oxide, polyvinyl acetate phthalate, polyethylene glycol 400 and ammonium
hydroxide.

NORVIR 80 mg/ml Solution:

Ethanol, anhydrous citric acid, saccharin sodium, dye yellow FD&C No. 6 (E110), peppermint oil,
creamy caramel flavor (WL-23, 669), polyoxyl 35 castor oil, propylene glycol, purified water.

Therapeutic group: Protease inhibitors.

Therapeutic activity: The preparation is indicated, in combination with nucleoside analogue(s),
for the treatment of patients with HIV infection over 2 years of age.

When should the preparation not be used?

Do not use this medicine if you are sensitive to any of its ingredients.

Do not use in combination with the following medicines: drugs for regulating heart rate
(amiodarone, bepridil, encainide, flecainide, propafenone, quinidine), astemizole and terfenadine
(for allergies), certain sedatives and hypnotics (midazolam, triazolam), cisapride (for gastrointestinal
motility), piroxicam (anti-inflammatory), ergotamine, methylergonovine and dihydroergotamine
(for migraine), pethidine and propoxyphene (for pain), bupropion (for depression), clozapine,
pimozide (for schizophrenia), benzodiazepines (sedatives), alfuzosin (enlarged prostate gland),
voriconazole (antifungal), lovastatin or simvastatin (for lowering cholesterol).

Do not take the medicine if you are being treated with compounds containing Hypericum
perforatum (St. John's wort).

Do not take this medicine without consulting a doctor before starting treatment:

If you are pregnant or breastfeeding. If you are suffering, or have suffered in the past, from
impaired function of: the heart and/or vascular system, the nervous system. If you have other
medical problems, especially liver disease or diabetes. If you have hemophilia. If you are suffering,
or have suffered in the past, from pancreatitis.
If you are taking other prescription or non-prescription medications.
How will this medicine affect your daily life?
Use of this medicine may impair alertness and cause dizziness; caution is therefore required
when engaging in activities such as driving a car, operating dangerous machinery and in any
other activity requiring alertness. Children should be cautioned against engaging in activities
such as bicycle riding, playing near roads and the like.

Warnings: During treatment with this medicine, the following tests should be performed: blood,
liver and kidney function. Use of this medicine may cause pancreatitis.

Cholesterol and triglyceride levels must be monitored before commencing treatment and at regular
intervals during the course of treatment. In patients with impaired liver function, liver function tests
should be carried out during the first months of treatment with the medicine. Use of this medicine
may cause an aggravated immune response to existing opportunistic infections. Special caution
is required when used together with inhaled or intranasal glucocorticoids, such as: fluticasone
and budesonide. Before taking sildenafil, tadalafil and vardenafil together with Norvir, speak with
your doctor about possible side effects. If you are taking didanosine, allow an interval of two and
a half hours between taking it and taking Norvir. If you are taking rifabutin (for tuberculosis)
consult the doctor about adjusting the dosage. If you are taking oral contraceptives use additional
or alternate contraceptive measures since Norvir may reduce the efficacy of the pills. Norvir
solution contains alcohol; consult the doctor if you are taking metronidazole or disulfiram. Consult
the doctor if you are taking rifampin and saquinavir.

If you are sensitive to any type of food or medicine, inform your doctor before commencing
treatment with this medicine.

Norvir does not cure HIV infection and therefore you should refer to your doctor in case of any
change in your health. Treatment with Norvir does not reduce the risk of transmitting the infection
through sexual contact or blood.

Drug interactions: If you are taking another drug concomitantly or if you have just finished
treatment with another medicine, inform the attending doctor, in order to prevent hazards or lack

of efficacy arising from drug interactions. This is especially important for medicines belonging to
the following groups: aspirin, pain killers and non-steroidal anti-inflammatory drugs (NSAIDs),
drugs affecting the central nervous system, e.g.: sedatives, hypnotics, drugs for parkinson, epilepsy
(buspirone, alprazolam, desipramine), anticoagulants (warfarin), antidepressants (Trazodil,
bupropion), antihypertensives, antihistamines, cough and cold preparations, anti-asthmatics
(theophylline), immunosuppressants (tacrolimus, cyclosporin, rapamycin), macrolide antibiotics
(clarithromycin, erythromycin), steroids, contraceptive medicines, medicines for erectile dysfunction
(sildenafil, tadalafil, vardenafil), disulfiram, rifabutin, sulfamethoxazole, fluticasone, fusidic acid,
metronidazole, heart medications (digoxin, beta blockers, etc.), lipid lowering medicines (e.g.
atorvastatin, rosuvastatin), use of pravastatin or fluvastatin is preferable. Antidiabetics, ergot
derivatives, other HIV antivirals (efavirenz, indinavir, amprenavir, nelfinavir, saquinavir, zidovudine,
didanosine, tipranavir), antifungals (ketoconazole, voriconazole), methadone.

Side effects: In addition to the desired effect of the medicine, adverse reactions may occur during
the course of taking this medicine, for example: pharyngitis, local throat irritation, mouth ulcers,
dryness of the mouth, rash, diarrhea, lack of appetite, nausea, vomiting, heat sensation, headache,
abdominal pain, weakness, muscle weakness, taste perversion, anorexia, weight loss, hyperlipidemia,
fatigue, drowsiness, anxiety, insomnia, dizziness, worsening of existing cough, dyspepsia,
flatulence, redistribution and/or accumulation of body fat, sensation disturbance, tingling, rash,
sweating, dilation of veins.

Side effects that require special attention: Hypotension, irregular heartbeat, fainting, burning
sensation or tingling in hands and feet, tingling around the tongue (rare): refer to the doctor
immediately!

Allergic reactions including bronchoconstriction, edema, irritation and redness (rare): stop treatment
and refer to the doctor immediately!

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

Adverse reactions and drug interactions in children: Parents must inform the attending doctor
about any side effects, as well as any additional medicine being taken by the child!

Dosage:

Dosage is according to doctor's instructions only.

Do not exceed the recommended dosage.

The safety of using this medicine in children and infants under the age of 2 years has not been
established.

This medicine is to be taken at specific time intervals as determined by the attending doctor. If
you forget to take this medicine at the specified time, take the dose as soon as you remember,
but never take a double dose to compensate for a missed one!

Attention: Solution: Take care to measure the exact dose using the enclosed measuring cup or
a special graded measuring spoon or, if possible, a calibrated dosing syringe.

Directions for use:

Capsules: Do not chew! Swallow the medicine with water. Take the medicine with a meal.

For solution only: The taste may be improved by mixing with chocolate milk or milk. Drink within
gnedhotér ?f mixing. Rinse the measuring cup of the solution immediately after use. The cup must
De dry before use.

C_omglet; the full course of treatment as instructed b;thgda:to_r. Even if there is an improvement
in your health, do not discontinue use of this medicine without consulting your doctor.

Avoid poisoning! This medicine, and all other medicines, must be stored in a safe place out of
the reach of children and/or infants, to avoid poisoning. If you have taken an overdose, or if a
child has accidentally swallowed the medicine, proceed immediately to a hospital emergency
room and bring the package of the medicine with you.

Do not induce vomiting unless explicitly instructed to do so by a doctor!

This medicine has been prescribed for the treatment of your ailment; in another patient it may
cause harm. Do not give this medicine to your relatives, neighbors or acquaintances.

Do not take medicines in the dark! Check the label and the dose each time you take your medicine.
Wear glasses if you need them.

Storage: Solution: Store at room temperature (20°C-25°C). Do not refrigerate. Shake well before

use. Do not use after the expiration date. If after shaking, particles or precipitate can be seen in

the solution, take the next dose and see your doctor to get a new bottle.

k())all;)sules: é"C-B"C. Refrigeration by the patient is not required if used within 30 days and stored
elow 25°C.

Even if kept in their original container and stored as recommended, medicines may be kept for

a limited period only. Please note the expiry date of the medicine! In case of doubt, consult the

pharmacist who dispensed the medicine to you.

Do not store different medications in the same package.

License number: Norvir Soft Capsules: 116-88-29847-00, 116-88-29847-11
Norvir Solution: 105-11-28985

Manufacturer: Abbott Laboratories, England.
License holder: Abbott Laboratories S.A., P.O.B. 58099, Tel Aviv 61580.

The format of this leaflet was determined by the Ministry of Health and its content was
checked and approved.
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