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Piroxicam is indicated for symptomatic relief of osteoarthritis rheumatoid arthritis or ankylosing
spondylitis.
When an NSAID is indicated piroxicam should be considered as a second line option.
The decision to prescribe piroxocam should be based on an assessment of the individual's
patientoverall risk.
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4.4 Special warnings and precautions for use

[...]

Skin reactions

Evidence from observational studies suggests that piroxicam may be associated with a higher risk
of serious skin reactions compared to other non-oxicam NSAIDs.

In association with the use of BREXIN, the following, potentially fatal skin reactions have been
reported including DRESS syndrome, Stevens-Johnson syndrome (SJS) and toxic epidermal
necrolysis (TEN).

[...]
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4.8 Undesirable effects
[...]
Classification according | Adverse Reaction Frequency
to MedDRA
System Organ Class
Anaemia Common
Hemolymphopoietic Aplastic anaemia, hemolitic anaemia, Rare
system diseases thrombocytopenia, leucopenia, eosinophilia,
pancytopenia
Serum disease, anaphylaxis, allergic oedema | Rare
) (of face and hands)
Immune system disorders
Hypersensitivity Not known
boli d . Fluid retention, hypoglycaemia,
1(\1{[etado 1sm and nutrition hyperglycaemia, abnormal weight gain, loss | Not known
1sorders of appetite, anorexia
Depression, strange dreams, hallucinations, |Not known
Psychiatric disorders insomnia, confusion, mood swings,
nervousness, erethism
Headache Common
Nervous system diseases |Dizziness, drowsiness Uncommon
Aseptic Meningitis Not known
' Blurred vision Uncommon
Eye disorders —
Sight impairment Rare
Ear and labyrinth Vertigo, tinnitus Common
disorders Ear impairment Not known
Vasculitis, shock (warning symptoms) Not known
Vascular disorders Stroke, hypertension Not known
Henoch-Schonlein purpura Rare
Respiratory, thoracic and | Bronchospasm, epistaxis Not known
mediastinal disorders
Gastrointestinal disorders | Abdominal distress, abdominal pain, Common
constipation, diarrhoea, epigastric pain or

Page 3 of §




@

Sl N laro Pharmaceutical Industries Ltd.

1oAY popIa
Brexin Tablets

PHARMA I'aro International Ltd WIDNT INXD TYTNT
distress, flatulence, nausea, vomiting,
dyspepsia
Ulcerative stomatitis Uncommon
Gastritis, gastrointestinal bleeding, Not known
gastrointestinal perforation, melaena,
haematemesis, peptic ulcer, pancreatitis, dry
mouth
Exacerbation of colitis*, Crohn’s disease* |Not known
Hepatobiliary disorders Jaundice (rare cases of fatal hepatitis) Rare
Hepatitis Not known
Skin and subcutaneous Skin rash, pruritus Common
issue disorders Photosensitivity reaction, urticaria, Rare
angioedema, non-thrombocytopenic
purpura,
Severe cutaneous adverse reactions Very rare
(SCARs): Stevens-Johnson syndrome (SJS),
toxic epidermal necrolysis (TEN) (see
section 4.4)
Alopecia, skin desquamation, erythema Not known
multiforme, ecchymosis, sweating,
abnormal nail growth
Fixed drug eruption (see section 4.4) Not known
DRESS syndrome (see section 4.4) Not known
Renal and urinary Interstitial nephritis, renal papillary Rare
disorders necrosis, nephrotic syndrome, renal failure
Vesicular dysfunction Very rare
Haematuria, dysuria Not known
Acute renal failure Not known
Systemic disorders and Oedema Rare
administration site . .
jstration st Malaise, asthenia Not known
conditions
Cardiac disorders Myocardial infarction, heart failure Not known
Reproductive system and | Female infertility Not known
breast disorders
Diagnostic tests Increased liver function tests Rare
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Increased transaminase levels, weight gain, |Not known
positive antinuclear antibody, abnormal
haematology test, decreased haemoglobin,
decreased haematocrit
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