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 ʬʲ ʲʩʣʥʤʬ ʺʹʷʡʮ ʮ"ʲʡ ʬʰʥʩʹʰʸʨʰʩʠ ʥʸʺ ʺʸʡʧʯʫʸʶʬ ʯʥʬʲʡ ʭʩʰʥʫʣʲ  ʠפʥʸʬ ʯʥʬʲʡʥ ʸʩʹʫʺʤ ʬʹ

ʯʥʣʰʡʹ 

 

 

BREXIN 

ʯʩʱʷʸʡ 
 
 
 

ʩʥʥʺʤʩ ʺ:ʸʩʹʫʺʤ 

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 piroxicam should be based on an assessment 

of the individual's patient overall risk. 

:ʬʩʲפ ʡʩʫʸʮ 

Piroxicam (as beta-cyclodextrin) 20 mg 

ʸʩʹʫʺʤ ʬʹ ʯʺʮʤ ʺʸʥʶ: ʺʥʩʬʡʨ  

ʭʩʹʢʣʥʮ ʤʸʮʧʤ ʭʩʥʥʤʮʤ ʭʩʩʥʰʩʹ  ʲʷʸʡʡʥʤʶʡ ʺʥʰʮʥʱʮ ʺʥʴʱʥʺ ,ʲʡʶ ʭʥʣʠ ʤʥʲʣʩʮ ʺʥʨʮʹ 
.ʩʷʴʥʠ ʥʷʡ ʺʥʰʮʥʱʮ ʥʬʲʡ ,ʯʫ ʥʮʫ ʭʩʰ ʲʣʩʮ ʺʨʮʹʤ ,ʲʣʩʮ ʺʴʱʥʺ ʭʩʬʬʥʫʤ ʭʩʴʱʥʰ ʭʩʩʥʰʩʹ ʥʲʶʥʡ
 ʭʰʩʠʹ ʧʱʥʰ ʩʰʥʫʣʲʥ.ʤʸʮʧʤ ʭʩʥʥʤʮ 

 
ʥʬʲʤʯ ʱʸʥʴʮʭ  :ʺʥʠʩʸʡʤ  ʣʸʹʮ  ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮʡhttps://israeldrugs.health.gov.il 

ʬʡʷʬ ʯʺʩʰʥ :ʭʥʹʩʸʤ ʬʲʡʬ ʤʩʩʰʴ ʩʣʩ ʬʲ ʱʴʣʥʮ  ʺʸʡʧ ʥʸʺʬʰʥʩʹʰʸʨʰʩʠ ʮ"ʲʡ ʸʥʨʩʷʤ ʡʥʧʸ ,14 ,
 ʤʴʩʧ ʵʸʴʮ2624761 .ʬʨ ,04-8475700. 

 
 

ʯʬʤʬ ʭʩʰʥʫʣʲʤ ʸʷʩʲʤʩʩʭ ʯʫʸʶʬ ʯʥʬʲʡ 

 ʷʸ2פ ʤפʥʸʺʡ ʹʥʮʩʹʤ ʩʰפʬ 

• ʡ ʬʥפʩʨʤ ʩʰפʬʯʩʱʷʸʡ :ʭʠ ʠפʥʸʬ ʸפʱ 

].....[ 

o  ʤʺʠʸʢʥʡʮ ʹʩʹʷ  ʬʩʢ ʬʲʮ ʤʺʠ ʭʠ ʣʧʥʩʮʡ(70 ʺʥʲʴʥʺʮ ʬʥʡʱʬ ʸʺʥʩ ʤʥʡʢ ʩʥʫʩʱ ʪʬ ʹʩʹ ʯʥʥʩʫʮ )
.ʥʦ ʤʴʥʸʺʮ ʩʠʥʥʬ 

o  ʳʥʢʡ ʸʮʥʬʫ ;ʯʩʱʷʸʡ ʬʥʫʩʲʡ ʩʹʥʷ ʪʬ ʹʩ.ʤʴʥʸʺʤ ʺʠ ʭʩʷʸʴʮʹ ʭʩʮʩʦʰʠ ʩʣʮ ʨʲʮ ʹʩ 

:ʭʩʣʩʠʥʸʨʱ ʭʰʩʠʹ ʺʷʬʣ ʩʣʢʥʰ ʺʧפʹʮʮ ʤפʥʸʺ ʬʫ ʭʲ ʬʥפʩʨ ʪʬʤʮʡʹ ʸʧʠʮ ,ʡʬ ʭʩʹ 

].....[ 

https://israeldrugs.health.gov.il/
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o  ʯʩʱʷʸʡʡ ʹʥʮʩʹʤ ʺʠ ʣʩʩʮ ʷʩʱʴʤʬ ʪʩʬʲ ,ʸʥʲʡ ʭʤʹʬʫ ʭʩʰʩʮʱʺʡ ʯʩʧʡʮ ʥʠ ʤʧʩʸʴ ʧʺʴʮ ʤʺʠ ʭʠ
.ʯʩʱʷʸʡ ʬʨʥʰ ʤʺʠʹ ʥʺʥʠ ʯʫʣʲʮ ʤʺʠʹʫ ,ʣʩʩʮ ʠʴʥʸʬ ʺʥʰʴʬʥ 

ʺʥʰʣʴʷʡ ʠʴʥʸʤ ʺʥʠʸʥʤ ʸʧʠ ʠʬʮ .ʪʹʥʮʮ ʹʥʮʩʹʡʥ ʭʩʤʥʡʢ ʭʩʰʥʰʩʮʡ ʤʬʥʲ ʩʠʥʥʬ ʺʥʲʴʥʺʬ ʯʥʫʩʱʤ. 

• :ʠʴʥʸʬ ʤʰʴʥ ʬʥʴʩʨʤ ʺʠ ʷʱʴʤ 

o  ʹʩʢʸʮ ʤʺʠ ʭʠʯʩʮʱʺ ʤʡʩʷʡ ʥʤʹʬʫ ,ʣʡʫʡ .ʭʥʮʩʣ ʬʹ ʤʸʷʮʡ ʣʧʥʩʮʡ ,ʭʩʩʲʮʡʥ 

... 

o .ʣʡʫʤ ʣʥʷʴʺ ʺʠ ʺʥʰʧʥʡʹ ʭʣ ʺʥʷʩʣʡʡ ʭʩʩʥʰʩʹ ʭʩʲʩʴʥʮ 

• ʯʩʱʷʸʡ ʤʹʩʸʷ ʯʮʦ ʬʹʮʬ ,ʺʥʮʩʥʱʮ ʭʣ ʺʥʷʩʣʡ ʬʹ ʺʥʠʶʥʺʬ ʲʩʸʴʤʬ ʤʬʥʬʲ ʭʩʬʩʴʥʰʩʦʥʠʠ ʺʸʩʴʱʥ .
ʥʺʥʠ ʯʫʣʲʥ ʠʴʥʸʬ ʤʰʴ ʤʦʫ ʤʸʷʮʡ .ʯʩʱʷʸʡ ʬʨʥʰ ʤʺʠʹ 

 

ʺʥʩʶʷʠʸʨʰʩʠ/ʺʥʡʥʢʺ ʯʩʡ ʺʥʩʺפʥʸʺ 

].....[ 

•  ʩʡʫʲʮ ,ʭʩʰʺʹʮ ʯʥʢʫ ʭʣ ʵʧʬ ʸʺʩʡ ʬʥʴʩʨʬ ʺʥʴʥʸʺACE , ʯʩʱʰʨʥʩʢʰʠʬ ʯʨʬʥʷʤ ʩʮʱʥʧII ʩʮʱʥʧ ʥʠ 
ʠʨʡ 

• ʯʨʸʱ ʩʢʥʱ ʸʴʱʮʡʥ ʯʤʥʸʷ ʺʬʧʮʡ ,ʺʧʴʱʡ ,ʺʩʰʥʸʢʩʹ ʭʩʷʸʴʮ ʺʷʬʣʡ ʬʥʴʩʨʬ ,ʨʱʷʠʸʨʥʺʮ 

•  ʠʨʡ ʩʮʱʥʧ-  ʺʲʩʰʮʬʥ ʤʦʧ ʺʷʥʲʺʡ ,ʡʬ ʳʷʺʤ ʸʧʠʬ ,ʡʬ ʺʷʩʴʱ ʩʠʬ ,ʭʣ ʵʧʬ ʺʣʸʥʤʬ ʺʥʴʥʸʺ
ʤʰʸʢʩʮ. 

 

 ʷʸ4פ ʺʥʲפʥʺ ʩʠʥʥʬ 

ʤʲʥʣʩ ʠʬ ʺʥʧʩʫʹʡ ʩʠʥʥʬ ʺʥʲפʥʺ (ʺʥʲʴʥʺ ʯʺʥʧʩʫʹʹ ʭʸʨ ʤʲʡʷʰ) 

].....[ 

 ʥʠ ʭʩʬʥʢʲ ʺʥʧʩʴʰʥ ʭʣʥʠ ʩʮʺʫ ʺʸʥʶʡ ʲʩʴʥʤʬ ʤʩʥʹʲ ʠʩʤ( ʲʥʡʷ ʭʥʷʮʡ ʤʴʥʸʺʬ ʺʩʸʥʲ ʤʡʥʢʺʭʩʩʨʴʩʬʠ  ʬʲ
)ʸʥʲʤʭʩʬʦʥʰ ʺʸʩʢʠ ;ʬʷʹʮʡ ʤʩʩʬʲ ;ʣʸʢ ;)ʺʣʴʸʱ( ʺʥʩʧʥʴʬʹ ;;  ʩʠ ,ʩʧʥʮ ʵʡʹ ,ʡʬ ʳʷʺʤ ,ʡʬ ʺʷʩʴʱ ʩʠ

.ʭʩʹʰʡ ʺʥʩʸʥʴ 

 

ʯʬʤʬ ʭʩʰʥʫʣʲʤ ʸʷʩʲʤʩʩʭ  ʯʥʬʲʡʠפʥʸʬ 

4.4 Special warnings and precautions for use 

].....[ 

Skin reactions 

Cases of fixed drug eruption (FDE) have been reported with piroxicam. Piroxicam should 

not be reintroduced in patients with a history of FDE associated with piroxicam. A 

potential cross-reaction with other oxicams may occur. 
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Hepatic effects 

Piroxicam may cause fatal hepatitis and jaundice. Although these reactions are rare, 

taking piroxicam must be discontinued if the liver function tests are outside the normal 

range or worsen, if clinical signs and symptoms appear compatible with liver disease or 

in the event of systemic manifestations (e.g. eosinophilia, skin rash etc.). 

 

Poor metabolizers of CYP2C9 substrates 

In patients who are known or suspected poor metabolizers of CYP2C9 based on their 

medical history/experience with other CYP2C9 substrates, piroxicam should be 

administered with caution because excessively high plasma levels may appear due to the 

reduced metabolic clearance (see section 5.2). 

 

4.5 Interactions with other medicines and other forms of interaction 

[.....] 

 

Diuretics, ACE-inhibitors, angiotensin II antagonists and beta-blockers:  

NSAIDs may reduce the efficacy of diuretics and other anti-hypertensive drugs, most 

likely by blocking prostaglandin synthesis. In some patients with impaired renal 

function (e.g. dehydrated patients or elderly patients with impaired renal function), the 

co-administration of an ACE-inhibitor or an angiotensin II antagonist and agents that 

inhibit the cyclo-oxygenase system, may further deteriorate renal function, with possible 

acute renal failure, which is generally reversible. These interactions should be taken into 

consideration in patients taking piroxicam together with ACE-inhibitors and or 

angiotensin II antagonists.  

The combination should therefore be administered with caution, especially in elderly 

patients. 

Patients should be adequately hydrated and renal function monitoring should be 

considered after starting concomitant therapy. 

In case of concomitant intake of potassium-containing drugs, or diuretics that cause 

potassium retention, there is an additional risk of a rise in serum potassium 

concentration (hyperkalaemia). 

 

Methotrexate: when methotrexate is administered together with NSAIDs, including 

piroxicam, NSAIDs can reduce the elimination of methotrexate and cause an increase in 

the plasma levels of the latter. Caution is recommended, in particular in patients who 

take high dosages of methotrexate. 

 

4.6 Fertility, pregnancy and breastfeeding 

[…..] 
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From Week 20 onwards of pregnancy, the use of NSAIDs can cause oligohydramnios 

arising from foetal renal dysfunction. This condition may be found shortly after the start 

of treatment and is generally reversible with treatment interruption. Cases of closure of 

the ductus arteriosus following treatment in the second trimester have also been 

reported, the majority of which resolved after discontinuation of treatment. 

 

During the third trimester of pregnancy, all prostaglandin synthesis inhibitors can 

expose the foetus to: 

- cardiopulmonary toxicity (with premature constriction/closure of the ductus arteriosus 

and pulmonary hypertension); 

- renal dysfunction, (see above) 

 

As a consequence, BREXIN is contraindicated during pregnancy (see sections 4.3 and 5.3). 

 

4.8 Undesirable effects 

[…..] 
Vascular disorders: Stroke, hypertension - Not known 

Gastrointestinal disorders: Exacerbation of colitis, Crohn’s disease - Not known 

Skin and subcutaneous tissue disorders: Fixed drug eruption - Not known 

Renal and urinary disorders: Acute renal failure – Not known 

Cardiac disorders: Myocardial infarction, heart failure - Not known 

Reproductive system and breast disorders: Female infertility - Not known 

Diagnostic tests: weight gain - not known 

 


