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Lopinavir 80 mg

Lopinavir200 mg
Ritonavir 20 mg

Lopinavir 100 mg
Ritonavir 50 mg

Ritonavir 25 mg
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Copovidone, Sorbitan laurate, Colloidal anhydrous silica, Sodium stearyl fumarate,
Polyvinyl alcohol, Titanium dioxide, Talc, Macrogols type 3350 (Polyethylene
glycol 3350), Yellow ferric oxide E172.
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Copovidone, Sorbitan laurate, Colloidal anhydrous silica, Sodium stearyl fumarate,
Hypromellose, Titanium dioxide, Polyethylene glycol 400, Hydroxypropy! cellulose,
Talc, Polyethylene glycol 3350, Yellow ferric oxide E172, Polysorbate 80.
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Ethanol, High fructose corn syrup, Propylene glycol, Glycerol, Povidone, Polyoxy!
40 hydrogenated castor oil, Acesulfame potassium, Magnasweet-110 flavor,

Menthol, Natural & Artificial vanilla flavor, Peppermint oil, Artificial cotton candy

flavor, Saccharin sodium, Sodium chloride, Sodium citrate, Citric acid and Water.
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Copovidone, Sorbitan laurate, Colloidal anhydrous silica, Sodium stearyl fumarate,
Polyvinyl alcohol, Titanium dioxide, Talc, Macrogols type 3350 (Polyethylene
glycol 3350), Yellow ferric oxide E172.
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Copovidone, Sorbitan laurate, Colloidal anhydrous silica, Sodium stearyl fumarate,
Hypromellose, Titanium dioxide, Polyethylene glycol 400, Hydroxypropyl cellulose,
Talc, Polyethylene glycol 3350, Yellow ferric oxide E172, Polysorbate 80.
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Ethanol, High fructose corn syrup, Propylene glycol, Glycerol, Povidone, Polyoxy!
40 hydrogenated castor oil, Acesulfame potassium, Magnasweet-110 flavor,
Menthol, Natural & Atrtificial vanilla flavor, Peppermint oil, Artificial cotton candy
flavor, Saccharin sodium, Sodium chloride, Sodium citrate, Citric acid and 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

KALETRA KALETRA KALETRA
100 mg/25 mg 200 mg/50 mg
Tablets Tablets

Composition:

Each tablet contains:
Lopinavir 100 mg
Ritonavir 25 mg
Inactive ingredients:
Tablets 100 mg/25 mg: Copovidone, Sorbitan laurate, Colloidal anhydrous silica,
Sodium stearyl fumarate, Polyvinyl alcohol, Titanium dioxide, Talc, Macrogols
type 3350 (Polyethylene glycol 3350), Yellow ferric oxide E172.

Tablets 200 mg/50 mg: Copovidone, Sorbitan laurate, Colloidal anhydrous silica,
Sodium stearyl fumarate, Hypromellose, Titanium dioxide, Polyethylene glycol
400, Hydroxypropyl cellulose, Talc, Polyethylene glycol 3350, Yellow ferric oxide
E172, Polysorbate 80.

Oral solution: Ethanol, High fructose corn syrup, Propylene glycol, Glycerol,
Povidone, Polyoxyl 40 hydrogenated castor oil, Acesulfame potassium,
Magnasweet-110 flavor, Menthol, Natural & Artificial vanilla flavor, Peppermint
oil, Artificial cotton candy flavor, Saccharin sodium, Sodium chloride, Sodium
citrate, Citric acid and Water.

Therapeutic group: HIV protease inhibitor.

Therapeutic activity:

This preparation is indicated in combination with other antiretroviral agents for
the treatment of adults and children over six months of age with HIV-1 infection.

When should the preparation not be used?

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

Do not use this medicine in patients suffering from severe liver dysfunction.
Do not take this medicine if you are under concomitant treatment with: astemizole
and terfenadine (for allergies), dihydroergotamine, ergotamine, ergonovine,
methylergonovine (for migraine), midazolam and triazolam (tranquilizers),
pimozide (for schizophrenia), cisapride (for gastrointestinal motility), propafenone,
flecainide, amiodarone (antiarrhythmics), rifampicin (for tuberculosis), lovastatin
and simvastatin (for lowering cholesterol), salmeterol (for asthma), alfuzosine
(for treatment of symtoms associated with benign prostatic hyperplasia),
sildenafil (for treatment of erectile dysfunction), fusidic acid (antibiotic).

Do not take compounds containing Hypericum perforatum (St. John’s wort) if
you are taking this medicine.

Oral Solution

Each ml contains:
Lopinavir 80 mg
Ritonavir 20 mg

Each tablet contains:
Lopinavir 200 mg
Ritonavir 50 mg

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

If you are pregnant or breastfeeding.
Inform your doctor if you are planning to become pregnant or have become
pregnant.
If you are suffering or have suffered from heart problems and/or arrhythmias.
If you are suffering, or have suffered in the past, from impaired liver function or
from jaundice.
If you are suffering, or have suffered in the past, from diabetes.
If you have hemophilia.
If you are suffering, or have suffered in the past, from pancreatitis.
If you have low blood potassium levels.
If you are taking any other prescription or non-prescription medications.
Warnings:
D(()j not use this medicine frequently, or for a prolonged period, without consulting
a doctor.
Use of this medicine may cause changes in heart rhythm. Consult your doctor
right away if you experience symptoms of dizziness, fainting, abnormal heartbeats.
During treatment with this medicine, blood tests should be performed.
Use of this medicine may cause pancreatitis.
Triglyceride and cholesterol levels tests should be performed prior to initiating
therapy and at regular intervals during therapy.
In patients suffering from a liver impairment, liver function tests should be

erformed during the first months of treatment with this medicine.

se of this medicine may aggravate the immune system response to existing
opportunistic infections.
If you are sensitive to any type of food or medicine, inform your doctor before
commencing treatment with this medicine.
Kaletra does not cure HIV and you should therefore refer to your doctor if there
is any change in your health.
Treatment with Kaletra does not reduce the risk of transmitting the disease to
others through sexual or blood contact and suitable precautionary measures
should be taken.
If you are taking didanosine, it should be taken one hour before or two hours
after taking Kaletra.
Men: Before taking drugs for erectile dysfunction, such as: sildenafil, tadalafil
and vardenafil, concomitantly with Kaletra, the doctor should be consulted
regarding possible side effects that may occur.
Women: If you are taking oral contraceptives, you should use additional or
alternate contraceptive measures, since Kaletra may lower the efficacy of the
oral contraceptives.
Do not give Kaletra to infants under six months of age unless explicitly
instructed to do so by a doctor.

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: antiviral drugs (e.g. efavirenz,
nevirapine, tenofovir, amprenavir, fosamprenavir, indinavir, nelfinavir, saquinavir,
maraviroc, boceprevir), medicines for erectile dysfunction (e.g. sildenafil, tadalafil,
vardenafil), cholesterol lowering medications (e.g. lovastatin, simvastatin,

atorvastatin, rosuvastatin), medicines affecting the immune system (e.g.
cyclosporin, tacrolimus, rapamycin), various corticosteroids (e.g. dexamethasone,
fluticasone), protease inhibitors, heart medications (such as calcium channel
blockers, e.qg. felodipine, nifedipine, nicardipine), antiarrhythmics (e.g. bepridil,
systemic lidocaine, quinidine), antifungals (ketoconazole, itraconazole,
voriconazole), anticonvulsants (e.g. carbamazepine, phenytoin, phenobarbital),
morphine-like agents (e.g. methadone, fentanyl), antimalarial agents (e.g.
atovaquone), anticoagulant (e.g. warfarin), disulfiram, trazodone and bupropion
(antidepressant), certain antibiotics (e.g. metronidazole, rifabutin, clarithromycin),
medicines for treating cancer (vincristine, vinblastine, dasatinib, nilotinib),
medicines for treatment of gout (colchicine), medicines for treatment of pulmonary
arterial hypertension (bosentan).

If you are taking oral contraceptives, you should use additional or alternate
contraceptive measures since Kaletra may lower the efficacy of the oral
contraceptives.

Kaletra may be taken with acid-reducing agents such as ranitidine and omeprazole.

Side effects:

In addition to the desired effect of the medicine, adverse reactions may occur
during the course of taking this medicine, for example: diarrhea, nausea/vomiting,
headache, fever, tiredness or weakness, abdominal pain, chills, change in stools,
difficulty swallowing, dyspepsia, flatulence, anorexia, weight loss, bone pain,
muscle pain, tingling sensation, redistribution and/or accumulation of body fat,
hypertension, depression, insomnia, decreased libido, bronchitis, rash, increased
blood sugar levels, increased blood lipid levels (triglycerides and cholesterol).
Side effects that require special attention:

Possible signs of liver damage: loss of appetite, yellowing of the skin and eyes,
dark colored urine, pale colored stools, itchy skin, abdominal pain: refer to the
doctor immediately!

Severe vomiting and nausea, severe abdominal pain (rare): continue treatment
and refer to the doctor immediately!

There have been reports of increased bleeding in patients with hemophilia type
A and B treated with protease inhibitors: refer to the doctor immediately!
Increased thirst or frequency of urination: refer to the doctor.

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 and infants:

Loss of taste, vomiting, diarrhea, rash.

Parents should inform the doctor of any side effects and about any other medicine
being administered to the child!

See above for details of special side effects and drug interactions.

Dosage:

Dosage is according to doctor's instructions only.

Do not exceed the recommended dosage.

Tablets: The tablets can be taken without regard to meals.

Oral solution: Take this medicine with food.

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:

Tablets: The tablets should be swallowed whole. Do not chew, break or crush
the tablets.

Oral solution: Make sure you measure the dose with a measuring spoon or
special measuring cup, dropper etc.

Kaletra Oral Solution contains a large amount of alcohol. An overdose of the
solution may be harmful to children, therefore, if your child has taken an overdose
proceed to an emergency room.

Complete the full course of treatment as instructed by the doctor

Even if there is an improvement in your health, do not discontinue use of this
medicine without consulting your doctor. Stopping the medicine, even for a short
time, can lead to an increase in the amount of the virus in your blood. The virus
can become resistant to the medicine and as a result become harder to treat.

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: Tablets: Store in the original container. Do not transfer the tablets to
another container.

Kaletra 100 mg/25 mg tablets: Store below 25°C.

Kaletra 200 mg/50 mg tablets: Store the preparation at room temperature.
Oral solution: In the refrigerator until dispensed to the patient. After dispensing
it to the patient, the preparation may be stored out of the refrigerator (below
25°C) and be used within 42 days.

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:

Kaletra tablets 100 mg/25 mg: 141 07 32003 00

Kaletra tablets 200 mg/50 mg: 137 96 31542 00; 137 96 31542 01

Kaletra oral solution: 122 05 30210 00

Manufacturer: Abbott Laboratories Ltd., England.

License holder: Abbott Medical Laboratories Ltd.,

P.O. Box 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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