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CEFTAROLINE FOSAMIL 600 mg

Indicated for:
Zinforo is indicated in adults and children from age of 2 months for the treatment of the following
infections (see sections 4.4 and 5.1):

. Complicated skin and soft tissue infections (cSSTI)

. Community-acquired pneumonia (CAP)

Consideration should be given to official guidance on the appropriate use of antibacterial agents.
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4.4 Special warnings and precautions for use

Limitations of the clinical data

There is no experience with ceftaroline in the treatment of CAP in the following patient groups: the
immunocompromised, patients with severe sepsis/septic shock, severe underlying lung disease (e.g. cystic
fibrosis, see section 5.2)

5.2 Pharmacokinetic properties

Patients with cystic fibrosis

Cystic fibrosis patients were excluded from CAP clinical trials.

Some case reports and published studies suggest the need for a higher dose of ceftaroline fosamil in cystic
fibrosis patients due to possibility of altered ceftaroline pharmacokinetics leading to sub-therapeutic levels.
Results from a population pharmacokinetic study, based on data pooled from various studies, overall showed
no significant, clinically relevant differences in ceftaroline pharmacokinetic parameters in cystic fibrosis
patients (age 6 years and above). Ceftaroline clearance was similar between cystic fibrosis patients and
patients with CAP or cSSTI while ceftaroline central volume was similar to healthy subjects.
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