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PATIENT PACKAGE INSERT IN ACCORDANCE WITH
THE PHARMACISTS' REGULATIONS (PREPARATIONS) - 1986

CELCOX 100 mg, 200 mg

Capsules

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

Composition:

Celcox 100 mg: Each capsule contains: Celecoxib 100 mg.

Also contains: Lactose monohydrate 40 mg.

Celcox 200 mg: Each capsule contains: Celecoxib 200 mg.

Also contains: Lactose monohydrate 80 mg.

Inactive ingredients: Lactose monohydrate, povidone, carmellose sodium LS,
sodium lauryl sulphate, magnesium stearate, hard gelatin capsule: white body, white cap
(100 mg), white body, orange cap (200 mg).

Therapeutic group:

Cyclo-oxygenase 2 (COX-2) inhibitors, non-steroidal anti-inflammatory drugs (NSAIDs).
Therapeutic activity:

Symptomatic treatment of inflammation and pain in osteoarthritis and rheumatoid arthritis.

When should the preparation not be used?

Do not use this medicine if you are pregnant in the last trimester or if you are breastfeeding.
Do not use this medicine if you are sensitive to any of its ingredients or to sulfonamides.
Do not use this medicine if you have developed asthma, rash or other sensitivity after
taking aspirin or other NSAIDs, including other COX-2 specific inhibitors.

Do not use this medicine if you suffer from a severe liver or kidney function impairment.
Do not use this medicine if you suffer or have suffered in the past from ischemic heart
disease or any other heart disease, stroke or mini-stroke of any kind in the heart or brain.
Do not use this medicine before or after coronary bypass surgery.

Do not take this medicine without consulting a doctor before starting treatment
in the following cases:

If you are pregnant (first or second trimester).

If you are suffering, or have suffered in the past, from impaired function of the respiratory
system (e.g. asthma), the vascular system, the liver, the kidney/urinary system, the
gastrointestinal system (e.g. ulcer or gastrointestinal bleeding), the blood system (e.g.
coagulation, etc.). Inform your doctor if you have risk factors for heart disease, such as
hypertension, hyperlipidemia (high level of cholesterol and/or lipids in the blood), diabetes,
if you are smoking or suffering from peripheral arterial disease.

Warnings:

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

If you are taking warfarin (a blood thinning drug), anticoagulation should be monitored.
Your doctor will want to discuss your treatment once in a while.

It is important that you use the lowest dose that controls your pain and not take Celcox
for longer than needed because the risk of heart attack and stroke may be increased after
prolonged treatment, especially with high doses.

Celcox may increase blood pressure in some people. Your doctor will want to check your
?Iood pressure once in a while in order to ascertain that continuation of treatment is safe
or you.

Celcox may increase the risk of developing stomach ulcers, especially in elderly patients.
Periodic blood tests should be performed in long-term treatment.

Celcox is not a substitute for aspirin (acetylsalicylic acid), it does not thin the blood and
does not prevent platelet aggregation (formation of small blood clots) as does aspirin,
therefore, do not stop taking low dose aspirin without consulting a doctor. However, you
should be aware that the risk of developing stomach ulcers is higher when you take aspirin
together with Celcox and that you should not take additional anti-inflammatory medicines
or higher doses of aspirin while using Celcox.

In order to reduce the risk of cardiovascular side effects, the doctor should determine the
lowest effective dose for the shortest period of time.

Patients over 65 years of age who weigh less than 50 kg should be treated with the lowest
recommended starting dose.

Drug interactions:

If you are taking another drug concomitantly, including OTC medicines and nutritional
supplements, 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 and

9€l

salicylates (see “Warnings”), antihypertensives, ACE inhibitors, diuretics (thiazides and
furosemide), lithium, fluconazole (antifungal agent), antacids containing magnesium and/or
aluminium, warfarin (a blood thinning drug) - see “Warnings”.

Side effects:

In addition to the desired effect of the medicine, adverse reactions may occur during
treatment with this medicine, for example: diarrhea, constipation, difficulty swallowing,
burping, esophagus stomach and/or intestine inflammation, gastroesophageal reflux,
hemorrhoids, hiatal hernia, abdominal pain, flatulence, dry mouth, mouth or throat
inflammation, change in bowel habits, tooth problems, hot flushes, peripheral pain, cysts,
development of bacterial/fungal infection or viral disease such as herpes, muscle
cramps/tension, headache, migraine, decreased sharpness of senses, tingling, dizziness,
breast pain, menstrual pain, menstrual disorders, vaginal bleeding, prostate disorders, pain
or ringing ears, onset of diabetes or high cholesterol, muscle or joint pain/stiffness,
subcutaneous bleeding, nosebleed, decreased platelet count, anemia, anorexia, anxiety,
increased appetite, depression, nervousness, drowsiness, coughing, upper respiratory
tract infection, hair loss, nail problems, sensitivity to light, dry skin, increased sweating,
taste perversion, blurred vision, cataract, eye pain, glaucoma, conjunctivitis.

Side effects that require special attention:

Fever, weakness in one part or side of your body, swelling or edema of the face, lips, throat,
legs or arms, vomiting of blood, severe abdominal pain, gastrointestinal discomfort (such
as dyspepsia, heartburn), fatigue, light-headedness, nausea, vomiting, jaundice, liver
necrosis, signs of hypersensitivity (such as: rash or skin irritation, shortness of breath or
difficulty breathing, blisters on the skin), hallucinations, bloody or black stools, difficulty
pain or burning sensation when urinating, changes in urination, arrhythmia, hypertension,
chest pain (angina), cerebral hemorrhage, slurred speech, unexplained weight gain: stop
treatment and refer to your 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.

Dosage:

Dosage is according to doctor’s instructions only.

The doctor should determine the lowest effective dose for the shortest period of time.
Recommended dosage unless otherwise prescribed by your doctor:

Osteoarthritis: 200 mg as a single dose or 100 mg twice a day (100 mg in the morning
and 100 mg in the evening).

Rheumatoid arthritis: 100 mg-200 mg twice a day.

Do not exceed the recommended dosage.

This medicine is not intended for administration to infants and children under 18 years
of age.

Directions for use:

Do not chew! Swallow the medicine with a glass of water.

This medicine may be taken with or without food.

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.

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: Store in a cool and dry place.
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: Celcox 100 mg: 134.40.30074.00

Celcox 200 mg: 120.44.30096.00

The format of this leaflet was determined by the Ministry of Health and its content was
checked and approved by it.
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Maabarot 40230
Israel Pharmaceutical Products
Maabarot Ltd.
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