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ʸʩʹʫʺʤ ʬʹ. ʶʮ ʥʦ ʤʲʣʥʤʡ.ʤʸʮʧʤ ʭʩʥʥʤʮ ʸʹʠ ʭʩʰʥʫʣʲʥ ʭʩʩʺʥʤʮ ʭʩʰʥʫʣʲ ʷʸ ʭʩʰʩʥ 

ʩʥʥʺʤʤʺʥ ʮʥʹʸʤʺʥ ʬ ʸʩʹʫʺ:ʬʠʸʹʩʡ 

Actemra (tocilizumab) is indicated for reducing signs and symptoms in adult patients with 
moderately to severely active rheumatoid arthritis who had an inadequate response to one 
or more DMARDs (Disease Modifying Anti-Rheumatic Drugs) or TNF antagonists or in 
whom DMARDs cannot be used. Actemra can be used alone or in combination with 
methotrexate or other DMARDs. 

Actemra has been shown to reduce the rate of progression of joint damage as measured by 
X-ray and to improve physical function when given in combination with methotrexate. 

Actemra is indicated for the treatment of active systemic juvenile idiopathic arthritis in 
patients 2 years of age and older. 

Actemra in combination with methotrexate (MTX) is indicated for the treatment of juvenile 
idiopathic polyarthritis (rheumatoid factor positive or negative and extended oligoarthritis) in 
patients 2 years of age and older, who have responded inadequately to previous therapy 
with MTX. 

Actemra can be given as monotherapy in case of intolerance to MTX or where continued 
treatment with MTX is inappropriate. 

Actemra in combination with methotrexate (MTX) in indicated for the treatment of severe, 
active and progressive rheumatoid arthritis (RA) in adults not previously treated with MTX. 

Actemra is indicated for the treatment of chimeric antigen receptor (CAR) T cell-induced 
severe or life-threatening cytokine release syndrome (CRS) in adults and paediatric 
patients 3 years of age and older. 
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 ʯʥʬʲʡ ʭʩʩʺʥʤʮ ʭʩʰʥʫʣʲʬʠʴʥʸ 
 

 ʳʩʲʱʡ  5.2 Pharmacokinetic properties  ʯʫʣʥʲʠʡʤ ʲʣʩʮʤ: 
 

 Elimination 
 Following intravenous administration, tocilizumab undergoes biphasic a dual elimination 

from the circulation. The total , one following a linear clearance of tocilizumab was and 
one following a concentration-dependent and is the sum of the linear and non linear 
clearance. The In RA patients, the linear clearance was estimated as a parameter in the 
population pharmacokinetic analysis and was 9.5 mL/h  . 

 The concentration-dependent non linear clearance plays a major role at low 
tocilizumab concentrations. Once the non linear clearance pathway is saturated, at 
higher tocilizumab concentrations, clearance is mainly determined by the linear 
clearance. 

 
 ʳʩʲʱʡlife-Shelf 6.3  ʯʫʣʥʲʠʡʤ ʲʣʩʮʤ: 

 

Diluted product: After dilution, the prepared solution for infusion is physically and 
chemically stable in sodium chloride 9 mg/mL (0.9%) solution for injection at 30ºC . It 
can be stored for 24 hours at 30ºC and for up to 2 weeks (14 days) in a refrigerator at 
2°C -8°C for polypropylene (PP) soft bag & hard bottle, polyethylene (PE) soft bags & 
hard bottle, polyvinyl chloride (PVC) soft bag and glass vial. 


