EtoFlam
Tablets

Prescription Only Medicine

Composition:
EtoFlam 60 Tablets:

Each film coated tablet contains:
Etoricoxib 60 mg

EtoFlam 90 Tablets:
Each film coated tablet contains:
Etoricoxib 90 mg

EtoFlam 120 Tablets:
Each film coated tablet contains:
Etoricoxib 120 mg

Therapeutic Activity:
NSAIDs group (selective inhibitor of cyclooxygenase-2 (COX-2)).

Indications:

-Etoflam helps to reduce the pain and swelling (inflammation) in the joints and muscles of people with
osteoarthritis (at a dose of 60mg), rheumatoid arthritis (at a dose of 90mg), ankylosing

spondylitis (at a dose of 90mg) and gout (at a dose of 120mg)

-Etoflam is also used for the short term treatment of moderate pain after dental surgery (at a dose of
90mg).

When Should Not This Preparation Be Used:
Etoflam is contraindicated in the following conditions:
- If you are allergic to etoricoxib
- If you are allergic to non-steroidal anti-inflammatory drugs (NSAIDs), including aspirin and
COX-2 inhibitors
- If you have a current stomach ulcer or bleeding in your stomach or intestines
- If you have serious liver disease
- If you have serious kidney disease
- If you are or could be pregnant or are breast-feeding
- If you are under 16 years of age
- If you have inflammatory bowel disease, such as Crohn’s Disease, Ulcerative Colitis, or Colitis
-If your doctor has diagnosed heart problems including heart failure (moderate or severe types), angina
or if you have had a heart attack, bypass surgery, peripheral arterial disease, or any kind of stroke
(including mini-stroke, transient ischaemic attack). Etoricoxib may slightly increase your risk of heart
attack and stroke and this is why it should not be used in patients who have had heart problems or stroke
- If you have high blood pressure that has not been controlled by treatment.

Do Not Take This Medicine Without Consulting Your Physician Before Starting



Treatment:

- If you have a history of stomach bleeding or ulcers

- If you are dehydrated, for example by a prolonged bout of vomiting or diarrhea

- If you have swelling due to fluid retention

- If you have a history of heart failure, or any other form of heart disease

- If you have a history of high blood pressure. Etoflam can increase blood pressure in some
people, especially in high doses, and your doctor will want to check your blood pressure from
time to time

- If you have any history of liver or kidney disease

- If you are a woman trying to become pregnant

- If you are elderly (i.e., over 65 years of age).

Warnings And Precautions:
- If you are being treated for an infection. Etoflam can mask or hide a fever, which is a sign of infection

- Ifyou have diabetes, high cholesterol, or are a smoker. These can increase your risk of heart disease.

How Will This Medicine Affect Your Daily Life:
Etoflam may cause dizziness and sleepiness. Do not drive if you experience dizziness or sleepiness. Do
not use any tools or machines if you experience dizziness or sleepiness.

Side Effects:
In addition to the desired effects of Etoflam, the below side effects may occur during the course of
treatment. Do not be alarmed by reading the list of side effects, you may not suffer from any of them.

Common:

Weakness and fatigue, dizziness, headache, flu-like illness, diarrhoea, wind, nausea, indigestion
(dyspepsia), stomach pain or discomfort, heartburn, changes in blood tests related to your liver, swelling
of the legs and/or feet due to fluid retention (oedema), increased blood pressure, palpitations, bruising ,
dry socket (inflammation and pain after a tooth extraction).

Uncommon:

Stomach or bowel bloating, chest pain, heart failure, feeling of tightness, pressure or heaviness in the
chest (angina pectoris), heart attack, stroke, mini-stroke (transient ischaemic attack), abnormal heart
rhythm (atrial fibrillation), upper respiratory infection, high levels of potassium in your blood, changes in
blood or urine tests relating to your kidney, changes in your bowel habits including constipation, dry
mouth, mouth ulcers, taste alteration, gastroenteritis, gastritis, stomach ulcer, being sick (vomiting),
irritable bowel syndrome, inflammation of the oesophagus, blurred vision, eye irritation and redness, nose
bleed, ringing in the ears, vertigo, appetite increases or decreases, weight gain, muscle cramp/spasm,
muscle pain/stiffness, inability to sleep, sleepiness, numbness or tingling, anxiety, depression, decreases
in mental sharpness, breathlessness, cough, swelling of the face, flushing, skin rash or itchy skin, urinary
tract infection, platelets decreased, decreased number of red blood cells, decreased number of white blood
cells.

Rare:
Low blood levels of sodium, redness of the skin.

Very Rare:
Allergic reactions (which may be serious enough to require immediate medical attention) including hives,
swelling of the face, lips, tongue, and/or throat which may cause difficulty in breathing or swallowing,



bronchospasm (wheezing or shortness of breath), severe skin reactions, inflammation of the stomach
lining or stomach ulcers that can become serious and may lead to bleeding, liver problems, serious kidney
problems, severe increase in blood pressure, confusion, seeing, feeling or hearing things that are not there
(hallucinations).

Not known:
Yellowing of the skin and eyes (jaundice), liver failure, inflammation of the pancrease, fast heart rate,
irregular heart rhythm (arrhythmia), restlessness, inflammation of the blood vessels.

If you develop any of these signs you should stop Etoflam and talk to your doctor immediately:

- Shortness of breath, chest pains, or ankle swelling appear or if they get worse

- Yellowing of the skin and eyes — these are signs of liver problems

- Severe or continual stomach pain or your stools become black

- An allergic reaction- which can include skin problems such as ulcers or blistering, or swelling of the
face, lips, tongue, or throat which may cause difficulty in breathing.

If any of the side effects gets serious or if you notice side effects not mentioned in this leaflet, consult
your doctor.

Drug Interactions:
If you are taking another medicine concomitantly or if you have just finished treatment with another

medicine inform your physician in order to prevent hazards and lack of efficacy resulting from drug
interactions. This is especially important for the following drugs: Anticoagulants (such as warfarin),
rifampicin, methotrexate, ACE inhibitors and angiotensin receptor blockers (such as enalapril,
ramipril, losartan and valsartan), lithium, diuretics, ciclosporin, tacrolimus, digoxin, minoxidil,
salbutamol, birth control pills, hormone replacement therapy, high-dose aspirin and other anti-
inflammatory medicines.

To Avoid Poisoning:
1. Keep the medicine out of the reach of children

2. If an excessive dose is taken or if a child swallowed the medication accidentally, seek help at an

emergency and take the remaining medicine with you

3. Do not induce vomiting without consulting the physician

4. Do not take your medication in the dark, always read the label and make sure you are taking the
right medication

. Always notice the expiry date and never take the medicine after the mentioned date

. Avoid exposure of the drug to excessive heat and humidity during storage

7. Take the drug only as prescribed. In the case any adverse effect not mentioned in this leaflet

develops, discontinue use and consult your physician.

AN DN

Dosage And Directions For Use:
- According to physician’s instructions only

- Etoflam tablets should not be taken by children or adolescents under 16 years of age
- Take EtoFlam tablets by mouth once a day. Etoflam can be taken with or without food
- Swallow the medicine with a small amount of water.

Missed Dose:
- Take the missed dose as soon as you remember, unless it is almost the time for your next dose, skip
the missed one and continue as your regular dose schedule



- Do not double the dose to make up the missed dose.

Storage:
Store this medicine in its original package at temperature between 15-30°C, protect from moisture.

Presentation:

EtoFlam 60 : A box of 10 film coated tablets
EtoFlam 90 : A box of 10 film coated tablets
EtoFlam 120: A box of 7 film coated tablets.

B
Beit Jala Pharmaceutical Co.

81, Al-Madaress St.

P.O.Box 58
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