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Patient Information leaflet (PIL)
TARICIN® 200 mg Film Coated Caplets

Ofloxacin 200 mg

Read all of this leaflet carefully before you start taking this medicine because it contains important
information for you (POM).
e Keep this leaflet. You may need to read it again.
e If you have any further questions, ask your doctor or pharmacist.
e This medicine has been prescribed for you only. Do not pass it on to others. It may harm them,
even if their symptoms are the same as yours.

o If any of the side effects get serious, talk to your doctor or pharmacist. This includes any
possible side effects not listed in this leaflet.

This medicine is not intended for children or adolescents.

In this leaflet:
What Taricin is and what it is used for.

Before you take Taricin.

How to take Taricin.

Possible side effects.

How to store Taricin.

Contents of the pack and other further information

I

1. What Taricin is and what it is used for

Therapeutic Activity:
Fluoroquinolone antibiotic.

Indications:

Taricin is intended to treat bacterial infections caused by bacteria susceptible to ofloxacin. Such as:
respiratory tract infections, pneumonia, ear, nose and throat infections, skin and soft tissue infections, bone
and joint infections, infections in the abdomen, kidneys and bladder (urinary tract), and genitals.

2. Before you take Taricin

Do not take Taricin if :

(Xl You are sensitive to Ofloxacin or to another quinolone medicine. Signs of an allergic reaction include:
rash, swallowing or breathing problems, swelling of the lips, face, throat or tongue.

(%I You suffered in the past from tendon problems (e.g., inflammation and swelling of tendons that may
also affect the wrist or the Achilles tendon).

Xl You have epilepsy.

You are pregnant or breastfeeding (see “Pregnancy and breastfeeding” section).

You are under the age of 18 or still growing.

Special warnings regarding use of this medicine:
Before beginning treatment with Taricin, tell the doctor if:
You have liver or kidney problems.
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You have diabetes.

You are suffering from impaired function of the blood vessels or nervous system.

You have heart diseases or heart rhythm problems.

You are taking medicines that may affect your heart (see “If you are taking other medicines” section).

You were born with or have a family history of prolongation of the QT interval (seen in an ECG,
electrical recording of the heart).

You have a salt imbalance in the blood (especially low levels of potassium or magnesium in your
blood).

You have a very slow heart rhythm (a phenomenon called bradycardia).

You have a heart function problem (heart failure).

Xl You have a history of heart attack (myocardial infarction).

You are female or elderly.

Xl You are taking medicines that may result in ECG changes (see “If you are taking other medicines”
section).

X You have, or have ever had, mental illnesses or psychiatric problems.

You are suffering from neurological problems, such as convulsions.

%l You, or someone in your family, has G6PD (glucose-6-phosphate dehydrogenase) deficiency, since
there is risk of occurrence of severe problems with red blood cells, as a result of Taricin use.

(%I You suffer from a condition called myasthenia gravis (a disease which causes severe muscle weakness).
Medicines from the fluoroquinolones family, including Taricin, may lead to worsening of myasthenia
gravis symptoms, such as worsening muscle weakness or breathing problems — if you experience these
effects, refer to a doctor immediately.

%I You have been told by your doctor that you have sensitivity to certain sugars. If you are not sure if this
applies to you, consult a pharmacist or doctor before commencing treatment with Taricin tablets.

(%I There have been very rare reports of potentially life-threatening skin rashes (Stevens-Johnson
Syndrome, Toxic Epidermal Necrolysis) after use of Taricin tablets. The symptoms may include: flu-
like symptoms accompanied by a painful red or purplish rash that spreads and blisters. If you develop an
effect mentioned above, stop the treatment and inform the doctor straight away (see section 4).

(%] Taricin tablets are not recommended if you have an infection suspected to be caused by MRSA
(methicillin-resistant Staph aureus).

(%I During treatment with Taricin tablets, avoid exposure to strong sunlight, and do not use tanning lamps
or a solarium, since your skin may be more sensitive to light.

[l If you experience pain in the fingers or toes during treatment with Taricin, inform the doctor or nurse
immediately.

(X Prolonged treatment with antibiotics can cause resistance of microorganisms, therefore, it is
recommended to be examined by the doctor at set intervals.

[x] Patients with a history of severe side effects (e.g., tendinitis or severe neurological reactions) with other
quinolones, may develop similar reactions when taking Taricin.

[xI Upon treatment of over two weeks with this medicine — perform blood, kidney and liver function tests.

If you are taking, or have recently taken, other medicines, including non-prescription medicines or
nutritional supplements, or if you have recently completed treatment with another medicine, tell the
doctor or pharmacist, to avoid risks and ineffectiveness arising from drug interactions.

In particular, inform your doctor if you are taking the following medicines:

e Methotrexate, used to treat rheumatism or cancer.

Medicines which may affect heart rhythm:

e Anti-arrhythmics (such as: quinidine, hydroquinidine, disopyramide, amiodarone, sotalol, dofetilide,
ibutilide).

e Tricyclic antidepressants.
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e Certain antimicrobials (belonging to the macrolide group).
e Certain antipsychotics.

The following medicines may change the way Taricin works, or Taricin may change the way the
following medicines work:

e Medicines to prevent blood clotting.

e Medicines to treat high blood pressure.

e Medicines that contain iron (to treat anemia) or zinc.

¢ Anesthetics.

e Diuretics, such as furosemide.

e Antacids, for indigestion, that contain magnesium or aluminium.
e Insulin, glibenclamide or other medicines to treat diabetes.

e Probenecid — to treat gout.

e Cimetidine — to treat stomach ulcer and indigestion.

e Sucralfate — to treat stomach ulcer.

The following medicines, when taken with Taricin, can increase the risk of side effects:

¢ Other antibiotics (such as erythromycin, azithromycin or clarithromycin).

e Medicines to treat depression (such as amitriptyline, clomipramine or imipramine).

e Theophylline — to treat breathing problems.

e Medicines used to control heart rhythm (such as amiodarone, quinidine, procainamide or disopyramide).

e Non-steroidal anti-inflammatory drugs (NSAIDs) — used for relief of pain and inflammation (such as
ibuprofen, diclofenac or indomethacin).

e Corticosteroids — to treat inflammation.

e Antipsychotics - used to treat psychiatric illnesses, such as schizophrenia or bipolar disorder.

¢ Antifungals, such as imidazole.

e Antimalarials.

¢ Antihistamines, such as: astemizole, terfenadine, ebastine.

Use of the medicine and alcohol consumption:
Do not drink wines or alcoholic beverages during the course of treatment with this medicine, as it can
cause dizziness and sleepiness.

Pregnancy and breast-feeding:

Do not use this medicine if:

e You are pregnant, might become pregnant, or think you may be pregnant.

e You are breastfeeding or plan to breastfeed.

In general, if you are pregnant or breastfeeding, consult with a doctor or pharmacist before using the
medicine.

Driving and operating machinery:
You may feel sleepy, dizzy or have vision problems when using this medicine. If this happens, do not drive
or operate machines.

3. How to take Taricin
Always take according to the doctor’s instructions. Check with the doctor or pharmacist if you are
uncertain.
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Taking the medicine:

e Take the medicine by mouth.

e Swallow the tablet whole with water.

e When taking this medicine, avoid exposure to strong sunlight and do not use tanning lamps or a
solarium.

¢ Avoid taking medicines containing iron (for anemia), antacids (for indigestion or heartburn) or
sucralfate (for stomach ulcer) two hours before or after taking Taricin tablets.

e When taking Taricin, if your vision has become impaired, or if you had other effects on the eyes, contact
an eye doctor immediately.

e If you feel that the effect of the medicine is too strong or too weak, do not change the dosage — instead,
consult your doctor.

e The duration of treatment will be determined by the doctor depending on the disease. The dosage and
treatment regimen will be determined by the doctor only.

e This medicine should be taken at set intervals, as per the doctor’s instructions, and the entire treatment
regimen should be completed.

e Do not exceed the recommended dosage.

Tests and Follow-up:
e Taricin may affect the results of certain urine tests.
e If you have to undergo a urine test, it is important to inform your doctor that you are taking Taricin.

If you accidentally take too high a dose:

If you swallowed an overdose, or if a child has accidentally swallowed the medicine, refer immediately to a
doctor or proceed to a hospital emergency room, and bring the package of the medicine with you, so that
your doctor will know what you took.

The following effects may occur: feeling confused or dizzy, loss of consciousness, convulsions, nausea and
bloody stools.

If you forget to take the medicine:

If you forgot to take this medicine at the required time, take a dose as soon as you remember. However, if
it is time to take the next dose, skip the forgotten dose. Do not take a double dose to compensate for a
forgotten dose.

If you stop taking the medicine before completing the treatment regimen:

Adhere to the treatment regimen recommended by the doctor.

Even if there is an improvement in your health, do not stop treatment with the medicine without
consulting the doctor.

If you stop taking the medicine, your condition may worsen.

Do not take medicines in the dark! Check the label and the dose each time you take the medicine. Wear
glasses if you need them.
If you have further questions regarding use of the medicine, consult a doctor or pharmacist.

4. Possible Side Effects
As with any medicine, use of Taricin may cause side effects in some users. Do not be alarmed by the list
of side effects. You may not suffer from any of them

Stop treatment with the medicine and contact the doctor or proceed to a hospital immediately if:
You are suffering from an allergic reaction. The signs may include: skin rash, swallowing or breathing
problems, swelling of the lips, face, throat or tongue.
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Stop treatment and contact the doctor immediately if you are suffering from any of the following

serious effects — you may need urgent medical treatment:

Very rare side effects — effects that occur in 1-10 in 100,000 users:

e A heart rhythm that is irregular or too fast; you may also feel weak.

e Watery diarrhea, which may have blood in it, possibly with abdominal pain and a high temperature.

o Fits.

e Hearing problems and hearing loss.

e Liver problems that may cause yellowing of the skin and eyes (jaundice).

e Severe skin rashes (Stevens-Johnson Syndrome, Toxic Epidermal Necrolysis) which may also include
blistering and peeling of the skin around the lips, eyes, mouth, nose and genitals. The symptoms may
include: flu-like symptoms accompanied by a painful red or purplish rash that spreads and blisters. If you
develop an effect mentioned above, stop the treatment and inform the doctor straight away.

e Skin rashes caused by strong sunlight.

e \Weakness or dizziness, due to low blood pressure.

e Muscle weakness, tendon and muscle pain.

e Feeling weak or irritable, sweating and/or trembling. This condition could be due to a decrease in blood
sugar levels.

e Feeling thirsty and passing urine more often than usual. This condition could be due to high blood sugar
levels.

e Swelling or discomfort in the tendons, such as in the Achilles tendon.

e Severe inflammation of the kidneys, which may even result in kidney failure. Signs of this condition may
include a rash, high temperature, pain all over the body.

e Severe depression or mental illness. Some people who are depressed may suffer from self-injury or
suicidal thoughts.

Rare side effects — effects that occur in 1-10 in 10,000 users:
e Numbness or tingling in the hands or feet or hypersensitivity to touch.

Side effects of unknown frequency (effects whose frequency has not been determined):

e Abnormally fast heart rhythm.

e Life-threatening irregular heart rhythm.

e Alterations of the heart rhythm (prolongation of QT interval, seen on ECG, electrical recording of the
heart).

e Indigestion, flatulence, constipation.

e Fever, pain (back, chest, limbs).

e Severe abdominal pain (may indicate pancreatitis).

e Hearing disturbances.

e Ulcers and sores in the mouth cavity and throat.

Tell your doctor if the following side effects worsen or last longer than a few days:
Uncommon side effects — effects that occur in 1-10 in 1,000 users:

e Nausea, vomiting, diarrhea and abdominal pain.

Headache, sleeping problems, dizziness or restlessness.

Rash or itching.

Conjunctivitis (eye disease).

Rare side effects — effects that occur in 1-10 in 10,000 users:
e Loss of appetite.
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e Feeling confused, anxiety, nightmares, seeing things that are not there, depression and mental illness,
feeling drowsy, trembling, problems walking due to reduced muscle control.

e Changes in eyesight.

e Changes in or loss of sense of taste or smell.

e Changes in levels of liver enzymes, shown in blood tests.

e A general feeling of being unwell.

Very rare side effects — effects that occur in 1-10 in 100,000 users:

e Tiredness, fainting, dizziness or pale skin. These could be signs of anemia.

e You may suffer from bruises and sores more often than usual. This is because of a blood problem called
thrombocytopenia.

e Cough and shortness of breath, caused by lung inflammation.

Taricin may trigger an attack of porphyria (a rare illness which affects the metabolism) in some patients.
Prolonged treatment with antibiotics can lead to development of resistant microorganisms.

Reporting of side effects

+ If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please
tell your doctor or pharmacist.

«¢ To report any side effect(s) directly to ministry of health, using the on-line reporting form at the
following link: https://www.pharmacy.moh.ps/index/Form/Language/ar & to the company web site
https://www.beitjalapharma.com

5. How to store Taricin

¢ Avoid poisoning! This medicine, and any other medicine, should be kept in a safe place out of the reach
of children and/or infants in order to avoid poisoning. Do not induce vomiting unless explicitly instructed
to do so by the doctor!

e Store in the original container at temperature between 15-25C°.

¢ Do not take this medicine after the expiry date shown on the carton. The expiry date refers to the last day
of that month.

¢ Do not throw away any medicines via waste water or household waste. Ask your pharmacist how to
throw away medicines you no longer use. These measures will help protect the environment.

6. Contents of the pack & other further information

What Taricin contains:
The active substance is Ofloxacin 200 mg.

What Taricin looks like and contents of the pack:
Taricin Caplets are Off-white, film coated caplets. They are available in a blister pack containing 10
film coated caplets.
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Marketing authorization holder and manufacturer:

Product Licence held by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine

http://www.beitjalap harma.com

Manufactured by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine

http://www.beitjalapharma.com

The information provided applies only to Taricin Caplets.
This leaflet was last revised in February 2019, version number 1401171-3
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