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CEFTAROLINE FOSAMIL 600 mg

Indicated for:
Zinforo is indicated for the treatment of the following infections in neonates, infants, children,
adolescents and adults (see sections 4.4 and 5.1):

. Complicated skin and soft tissue infections (¢SSTI)
. Community-acquired pneumonia (CAP)

Consideration should be given to official guidance on the appropriate use of antibacterial agents.
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4.2 Posology and method of administration

Posology
The recommended durations of treatment are 5-14 days for cSSTI and 5-7 days for CAP.

Table 1 Dosage in adults with normal renal function, creatinine clearance (CrCL) > 50 mL/min

Indications Posology Infusion time
(mg/infusion) | (minutes)/Frequency

Standard dose?

Complicated skin and soft tissue infections (cSSTT) 600 mg 5 60° fevery 12 hours

Community-acquired pneumonia (CAP)

2 For patients with supranormal renal clearance receiving the standard dose, an infusion time of 60 minutes may be

preferable.
b

Infusion times of less than 60 minutes recommendations are based on pharmacokinetic and pharmacodynamic
analyses only. See sections 4.4 and 5.1.




Table 2 Dosage in paediatric patients with normal renal function, creatinine clearance (CrCL)
> 50 mL/min*

Indications Age group Posology Infusion time
(mg/infusion) | (minutes)/Frequency

Adolescents aged from 12 to
< 18 years with bodyweight | 600 mg 5-60° /every 12 hours

Standard dose®, ¢ >33 kg
Adolescents aged from

Complicated skin and soft 12 years to < 18 years 12 mg/kg to a

tissue infections (¢SSTI) bodyweight < 33 kg and maximum of 5-60° /every 8 hours
children > 2 years to 400 mg
<12 years

Community-acquired Infants > 2 months to

pneumoniay(C:P) < 2 years 8 me/ke 560" /every 8 hours
ij;o;zglelfht:g?dblﬂh o 6 mg/kg 60/every 8 hours

2 For patients with supranormal renal clearance receiving the standard dose, an infusion time of 60 minutes may be
preferable.
b

Infusion times of less than 60 minutes recommendations are based on pharmacokinetic and pharmacodynamic
analyses only. See sections 4.4 and 5.1.

¢ Neonatal recommendations are based on pharmacokinetic and pharmacodynamic analyses only. See sections 4.4
and 5.1.

4 Based on preterm neonates at least 34 weeks gestational age and 12 days postnatal age

* Calculated using the Schwartz formula (in mL/min/1.73 m?) for paediatric patients.

Special populations

Table3 Dosage in adults with impaired renal function, creatinine clearance (CrCL) <50 mL/min

Indications Creatinine clearance Posology Infusion time
(mL/min)* (mg/infusion) (minutes)/Frequency
Standard dose > 30 to < 50 400 mg

Complicated skin and soft
tissue infections(cSSTI) >15t0 <30 300 mg

5-60° /every 12 hours

Community-acquired

pneumonia (CAP) ESRD, including 200 mg

haemodialysis®




Indications Creatinine clearance Posology Infusion time

(mL/min)* (mg/infusion) (minutes)/Frequency

? Calculated using the Cockcroft-Gault formula for adults. Dose is based on CrCL. CrCL should be closely
monitored and the dose adjusted according to changing renal function.

b Ceftaroline is haemodialyzable; thus Zinforo should be administered after haemodialysis on haemodialysis days.

¢_Infusion times of less than 60 minutes recommendations are based on pharmacokinetic and pharmacodynamic
analyses only. See sections 4.4 and 5.1.

Table4 Dosage in paediatric patients with impaired renal function, creatinine clearance (CrCL)
<50 mL/min

Indications Age group Creatinine Posology Infusion time
clearance (mg/infusion) | (minutes)/Frequency
(mL/min)*
Standard dose >30to<50 400 mg
pdolescentsaged > 151030 | 300 mg
. ESRD, 5-60° /every 12 hours
. . < 18 years with . ;
Complicated skin bodvweicht > 33 k including 200 mg
and soft tissue ywelght = £ haemodialysis®
infections (cSSTI) | Adolescents aged 8 mg/kg to a
from 12 years to >30to<50 maximum of
<18 years 300 mg
bodyweight < 33 kg 5-60° /every 8 hours
Community- and children 6 mg/kg toa
. >15t0<30 maximum of
acquired > 2 years to 200
pneumonia (CAP) | <12 years me

@ Calculated using the Schwartz formula for paediatric patients (in mL/min/1.73 m?). Dose is based on CrCL.
CrCL should be closely monitored and the dose adjusted according to changing renal function.

b Ceftaroline is haemodialyzable; thus Zinforo should be administered after haemodialysis on haemodialysis
days.

¢ Infusion times of less than 60 minutes recommendations are based on pharmacokinetic and pharmacodynamic
analyses only. See sections 4.4 and 5.1.

Method of administration

Intravenous use. Zinforo is administered by intravenous infusion over 5 to 60 minutes for standard dose in
infusion volumes of 50 mL, 100 mL or 250 mL (see section 6.6). Infusion related reactions (such as
phlebitis) can be managed by prolonging the infusion duration.

4.4 Special warnings and precautions for use

Infusion times of less than 60 minutes are based on pharmacokinetic and pharmacodynamic analyses only.
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