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medicinale simile per qualità, efficacia e 

sicurezza al prodotto biologico originatore di 

riferimento non più soggetto a copertura 

brevettuale

BIOSIMILARE

BIOLOGICO medicinale che contiene una o più sostanze attive 

derivate da una fonte biologica o ottenute 

attraverso un processo biologico, e che necessita 

di una rigorosa standardizzazione delle fasi di 

produzione e di controlli chimico-fisici e biologici 

integrati
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why?
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development costs

manufacturing costs

barriers to entry

need for post-launch data

degree of competition



and the heparins?
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CHEMICAL 
DRUG

EQUIVALENT

FDA criteria for demonstration of 
sameness with enoxaparin

Equivalence:
• of physicochemical properties
• of source material and 

method of depolimerization
• in nature and arrangement of 

saccharide components
• in certain measures of 

anticoagulant activity
• in certain aspects of the drug’s

effect in humans



22

CHEMICAL 
DRUG BIOLOGIC

EQUIVALENT BIOSIMILAR



CHEMICAL 
DRUG BIOLOGIC

EQUIVALENT BIOSIMILAR



INHIXA
THORINANE

ENOXAPARINA ROVI























clinical efficacy

















clinical safety









extrapolation of 
indications







interchangeability













legge 648/1996





Conclusions



Involved in economic NHS 
sustainability

Confident on pre-clinical aspects

Active on pharmacovigilance



Thank you
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