


The recommended dose is:

Osteoarthritis
The recommended dose is 30 mg once a day, increase to a
maximum of 60 mg once a day if needed.

Rheumatoid arthritis
The recommended dose is 60 mg once a day, increased to a
maximum of 90 mg once a day if needed.

Ankylosing spondylitis
The recommended dose is 60 mg once a day, increased to a
maximum of 90 mg once a day if needed.

Acute pain conditions
Etoricoxib should be used only for the acute painful period.

Gout

The recommended dose is 120 mg once a day which should
only be used for the acute painful period, limited to a
maximum of 8 days treatment.

Postoperative dental surgery pain
The recommended dose is 90 mg once daily, limited to a
maximum of 3 days treatment.

People with liver problems

- If you have mild liver disease, you should not take more
than 60 mg a day.

- If you have moderate liver disease, you should not take
more than 30 mg a day.

Use in children and adolescents
Arxia tablets should not be taken by children or adolescents
under 16 years of age.

Elderly

No dose adjustment is necessary for elderly patients. As
with other medicines, caution should be exercised in elderly
patients.

Method of administration
Arxia is for oral use. Take the tablets once a day. Arxia can be
taken with or without food.

If you take more Arxia than you should

You should never take more tablets than the doctor
recommends. If you do take too many Arxia tablets, you
should seek medical attention immediately.

If you forget to take Arxia

It is important to take Arxia as your doctor has prescribed.
If you miss a dose, just resume your usual schedule the
following day. Do not take a double dose to make up for the
forgotten tablet.

If you have any further questions on the use of this medicine,
ask your doctor or pharmacist.

4. Possible side effects

Like all medicines, this medicine can cause side effects,
although not everybody gets them.

If you develop any of these signs you should stop Arxia and

talk to your doctor immediately (see What you need to know

before you take Arxia section 2):

shortness of breath, chest pains, or ankle swelling appear

or if they get worse

- yellowing of the skin and eyes (jaundice) — these are signs

of liver problems

EelzveLe or continual stomach pain or your stools become
ac

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

The frequency of possible side effects listed below is defined
using the following convention:

Very common (affects more than 1 user in 10)

Common (affects 1 to 10 users in 100)

Uncommon (affects 1 to 10 users in 1,000)

Rare (affects 1 to 10 users in 10,000)

Very rare (affects less than 1 user in 10,000)

The following side effects can occur during treatment with Arxia:

Very Common:
- stomach pain

Common:

- dry socket (inflammation and pain after a tooth extraction)
swelling of the legs andfor feet due to fluid retention
(oedema)

- dizziness, headache

- palpitations (fast or irregular heartbeat), irregular heart
rhythm (arrhythmia)

increased blood pressure

wheezing or shortness of breath (bronchospasms)
constipation, wind (excessive gas), gastritis (inflammation
of the lining of the stomach), heartburn, diarrhoea,
indigestion (dyspepsia)/stomach discomfort, nausea, being
sick (vomiting), inflammation of the oesophagus, mouth
ulcers

- changes in blood tests related to your liver

bruising

weakness and fatigue, flu-like illness

Uncommon:

- gastroenteritis (inflammation of the gastrointestinal tract

that involves both the stomach and small intestine/stomach

flu), upper respiratory infection, urinary tract infection

changes in laboratory values (decreased number of red

blood cells, decreased number of white blood cells,

platelets decreased)

- hypersensitivity (an allergic reaction including hives which

may be serious enough to require immediate medical

attention)

appetite increases or decreases, weight gain

anxiety, depression, decreases in mental sharpness; seeing,

feeling or hearing things that are not there (hallucinations)

taste alteration, inability to sleep, numbness or tingling,

sleepiness

- blurred vision, eye irritation and redness

- ringing in the ears, vertigo (sensation of spinning while
remaining still)

abnormal heart rhythm (atrial fibrillation), fast heart rate,

heart failure, feeling of tightness, pressure or heaviness in

the chest (angina pectoris), heart attack

- flushing, stroke, mini-stroke (transient ischaemic attack),

severe increase in blood pressure, inflammation of the

blood vessels

cough, breathlessness, nose bleed

stomach or bowel bloating, changes in your bowel habits,

dry mouth, stomach ulcer, inflammation of the stomach

lining that can become serious and may lead to bleeding,

irritable bowel syndrome, inflammation of the pancreas

- swelling of the face, skin rash or itchy skin, redness of the
skin

- muscle cramp/spasm, muscle pain/stiffness

high levels of potassium in your blood, changes in blood or

urine tests relating to your kidney, serious kidney problems

chest pain

Rare:

- angioedema (an allergic reaction with swelling of the face,
lips, tongue and/or throat which may cause difficulty in
breathing or swallowing, which may be serious enough
to require immediate medical attention)/anaphylactic/
anaphylactoid reactions including shock (a serious allergic
reaction that requires immediate medical attention)

- confusion, restlessness

- liver problems (hepatitis)

- low blood levels of sodium

- liver failure, yellowing of the skin and/or eyes (jaundice)

- severe skin reactions

Reporting of side effects

If you get any side effects talk to your doctor or pharmacist.
This includes any possible side effects not listed in this
leaflet. You can also report side effects directly (see details
below). By reporting side effects, you can help provide more
information on the safety of this medicine.

5. How to store Arxia
Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expiry date which is stated
on the carton. The expiry date refers to the last day of that
month.

Do not store Arxia above 30° C.

Store in the original package in order to protect from moisture.

Do not throw away any medicines via wastewater 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 and other information

What Arxia contains

- The active substance is etoricoxib. Each film coated tablet
contains 60 mg of etoricoxib.

- The other ingredients are:
Core: pregelatinized maize starch, microcrystalline
cellulose, croscarmellose sodium, colloidal silicon dioxide,
hidroxipropilcelullose, magnesium stearate.
Tablet coating: opadry Y-1-7000. The 60-mg tablets also
contain iron oxide yellow (E172) and indigo carmine lake
(E132).

What Arxia looks like and contents of the pack

Arxia 60 mg film-coated tablets are dark green, cylindrical,
biconvex and engraved with code E6. Each pack contains 28
tablets (in 7-tablets blister packs).

Marketing Authorisation Holder and Manufacturer
Laboratorios Cinfa, S.A.

Olaz-Chipi, 10 - Poligono Industrial Areta

31620 Huarte-Pamplona (Navarra) - Spain

This leaflet was last revised in April 2016.
To Report any side effect(s):

The National Pharmacovigilance & Drug Safety Centre (NPC)

- Fax: +966-11-205-7662

- Call NPC at +966-11-2038222, Exts: 2317-2356-2353-
2354-2334-2340.

- Toll free phone: 8002490000

- E-mail: npc.drug@sfda.gov.sa

- Website: www.sfda.gov.sa/npc

This is a Medicament

- Medicament is a product which affects your health and
its consumption contrary to instructions is dangerous
for you.

- Follow strictly the doctor’s prescription, the method of
use and the instructions of the pharmacist who sold the
medicament.

- The doctor and the pharmacist are the experts in
medicines, their benefits and risks.

- Do not by yourself interrupt the period of treatment
prescribed for you.

- Do not repeat the same prescription without consulting
your doctor.

- Keep all medicaments out of reach of children.

Council of Arab Health Ministers

Union of Arab Pharmacists
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