Moxicam
Tablets

Prescription Only Medicine

Composition:
Moxicam 7.5 Tablets:

Each tablet contains:
Meloxicam 7.5 mg

Moxicam 15 Tablets:
Each tablet contains:
Meloxicam 15 mg

Therapeutic Activity:
Non-steroidal anti-inflammatory drug (NSAID) of the oxicam family.

Indications:

Moxicam is indicated for:

- Short-term symptomatic treatment of exacerbations of osteoarthrosis

- Long-term symptomatic treatment of rheumatoid arthritis or ankylosing spondylitis.

When Should Not This Preparation Be Used:

Moxicam is contraindicated in the following conditions:

- Hypersensitivity to Meloxicam, or to substances with a similar action (e.g. NSAIDs, aspirin)

- Children and adolescents aged less than 16 years

- If you are pregnant in the third trimester of pregnancy

- If you have had any of the following signs after taking aspirin or other NSAIDs: Asthma, nasal
polyps, urticaria (skin rashes/nettle rash), angioneurotic oedema (sudden skin or mucosal swelling,
such as swelling around the eyes, face, lips, mouth or throat, possibly making breathing difficult)

- If you have history of gastrointestinal bleeding or perforation, related to previous NSAIDs therapy

- If you have active, or history of recurrent peptic ulcer/haemorrhage (two or more distinct episodes
of proven ulceration or bleeding)

- If you have severely impaired liver function

- If you have non-dialysed severe renal failure

- If you have had recent bleeding in the brain (cerebrovascular bleeding)

- If you have any kind of bleeding disorders

- Patients with lactose intolerance or with galactose intolerance (Glucose-Galactose malabsorption).

Do Not Take This Medicine Without Consulting Your Physician Before Starting

Treatment:

- If you have heart problems, previous stroke or think that you might be at risk of these conditions
(e.g. if you have hypertension, diabetes mellitus, hypercholesterolemia)

- If you have a history of oesophagitis, gastritis or any other disease of the digestive tract, e.g.
ulcerative colitis, Crohn’s disease

- If you have heart, liver or kidney disease

- If you have reduced blood volume (hypovolaemia) which may occur if you have a serious blood
Loss, burns, surgery or low fluid intake

- If you have high potassium levels in the blood

- If you have bronchial asthma or a previous history of it




- If you are elderly
- If you are pregnant or breast-feeding, think you may be pregnant or are planning to become
pregnant.

Warnings And Precautions:

- Moxicam may be associated with a small increase in risk of myocardial infarction or stroke. Any
risk is more likely with high doses and prolonged treatment

- If you develop severe allergic reactions, you should discontinue Moxicam and tell your doctor at
first appearance of skin rash, mucosal lesions, or any other sign of allergy

- Stop your treatment with Moxicam immediately as soon as you notice bleeding (causing
tarcoloured stools) or ulceration of your digestive tract (causing abdominal pain)

- Moxicam is not appropriate if you require immediate relief from acute pain

- Moxicam may hide the symptoms of infection (e.g. fever). If you think you may have an infection
you should see your doctor

- Potentially life-threatening skin rashes (Stevens-Johnson syndrome, toxic epidermal necrolysis)
have been reported with the use of meloxicam. The rash may progress to widespread blistering or
peeling of the skin. The highest risk for occurrence of serious skin reactions is within the first
weeks of treatment, if you have developed Stevens-Johnson syndrome or toxic epidermal
necrolysis with the use of Moxicam, you must not be re-started on Moxicam at any time

- As with other NSAIDs, particular caution is required in the elderly, in whom renal, hepatic and
cardiac function are frequently impaired

- Caution is advised in patients receiving concomitant medications which could increase the risk of
ulceration or bleeding such as heparin, anticoagulants such as warfarin or other NSAIDs

- If you feel that the effect of Moxicam is too strong or too weak, or if after several days you do not
feel any improvement in your condition, talk to your doctor or pharmacist.

How Will This Medicine Affect Your Daily L ife:

Moxicam is unlikely to affect the ability to drive and use machinery. However, if visual
disturbances, drowsiness, vertigo (dizziness) or other central nervous system disturbances occur, it
is advisable to refrain from driving and operating machinery.

Side Effects:

In addition to the desired effects of Moxicam, 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

Very common: Dyspepsia, nausea and vomiting, abdominal pain, constipation, flatulence,
diarrhoea

Common: Headache

Uncommon: Dizziness, vertigo, drowsiness, anaemia, hypertension, flushing, sodium and water
retention, hyperkalaemia (this can lead to symptoms such as: Arrythmias, palpitation, muscle
weakness), eructation, gastritis, bleeding of the digestive tract, stomatitis , immediate allergic
reactions, pruritus, skin rash, oedema (including swollen ankles/legs), sudden skin or mucosal
swelling (such as swelling around the eyes, face, lips, mouth or throat), momentary disturbance of
liver function tests (e.g. raised liver enzymes like transaminases or an increase of the bile pigment
bilirubin), disturbance of laboratory tests investigating renal function (e.g. raised creatinine or urea)

Rare: Mood disorders, nightmares, abnormal blood count (including: abnormal differential blood
count, leucocytopenia, thrombocytopenia, these side effects may lead to increased risk of infection
and symptoms such as bruising or nosebleeds), tinnitus, palpitations, peptic/gastroduodenal ulcers,
oesophagitis, colitis, onset of asthma attacks, urticaria, visual disturbances (including: blurred
vision, conjunctivitis, stevens-Johnson syndrome, toxic epidermal necrolysis)



Very Rare: Bullous reactions, erythema multiforme, hepatitis (its symptoms include: Jaundice,
pain of the abdomen, loss of appetite), renal failure, intestinal perforation

Not known: Confusion, disorientation, shortness of breath and skin reactions (anaphylactic/
anaphylactoid reactions, photosensitivity reactions, heart failure, agranulocytosis), sudden fever,
sore throat, infections

Stop taking Moxicam and consult a doctor or your nearest hospital immediately if you notice:
- Any allergic reactions, which may appear in the form of:

e Skin reactions, such as itching, blistering or peeling of the skin, which can be severe
(StevenJohnson Syndrome and toxic epidermal necrolysis), mucosal lesions or erythema
multiforme. Erythema multiforme is a serious allergic skin reaction causing spots, red welts
or purple or blistered areas. It can also affect the mouth, eyes and other moist body surfaces.

e Swelling of skin or mucosa, such as swelling around the eyes, face and lips, mouth or throat,
possibly making breathing difficult, swollen ankles or legs

e Shortness of breath or asthma attack

e Hepatitis. This can cause symptoms such as: Yellowing of the skin or the eyeballs
(Jjaundice), pain in the abdomen, loss of appetite

- Any side effects of the digestive tract, especially:
e Bleeding (causing tar-coloured stools)
e Ulceration of your digestive tract (causing abdominal pain), gastrointestinal bleeding,
formation of ulcers or formation of a hole in the digestive tract (perforation) may sometimes
be severe and potentially fatal, especially in elderly

General side effects of non-steroidal anti-inflammatory medicines (NSAIDs):
o A small increased risk of arterial thrombotic events, e.g. myocardial infarction or stroke,
particularly at high doses and in long term treatment
e Fluid retention (oedema), hypertension and heart failure
o Nausea and vomiting, diarrhea, flatulence, constipation, dyspepsia, abdominal pain,
melaena, haematemesis, ulcerative stomatitis, exacerbation of colitis, exacerbation of
Crohn's disease

In the event that you experience any side effects not mentioned in this leaflet, or if there is a change
in your general health, consult your physician immediately.

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: Other NSAIDs & aspirin,
corticosteroids, anticoagulants or heparin, thrombolytics, antiplatelet drugs, selective serotonin
reuptake inhibitors (SSRIs), antihypertensive drugs such as diuretics, ACE inhibitors, angiotensin-II
antagonists and beta-blockers, calcineurin inhibitors such as cyclosporine and tacrolimus,
intrauterine devices, lithium, methotrexate, and cholestyramine.

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 use your medication in the dark, always read the label and make sure you are using the
right medication




5. Always notice the expiry date and never use the medicine after the mentioned date

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

7. Use the drug only as prescribed. In the case any adverse effect not mentioned in this leaflet
develops, discontinue use and consult your physician.

Dosage And Directions For Use:

- According to physician’s instructions only

- Do not take more than the recommended dose

- Do not take Moxicam for longer than it is prescribed for you

- Moxicam tablets should be swallowed whole with water or another liquid, during a meal. Do not
divide the tablets

- If you need to take two tablets they must be taken together as a single dose

- Undesirable effects may be minimized by using the lowest effective dose for the shortest duration
necessary to control symptoms.

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.

Presentation:
Moxicam 7.5 Tablets: A box of 30 tablets
Moxicam 15 Tablets: A box of 30 tablets.
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