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Zinforo is indicated in adults-and-childrenfrom-age-of 2-monthsfor the treatment of the following

infections__in neonates, infants, children, adolescents and adults :

Community-acquired pneumonia (CAP)

Complicated skin and soft tissue infections (cSSTI)

Consideration should be given to official guidance on the appropriate use of antibacterial agents.

4.2

Posology

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

Table2 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 60/every 12 hours
>33 kg
Adolescents aged from 12 years
Complicated skin and soft to < 18 years bodyweight 12 mg/kg to a
tissue infections (cSSTI) <33 kg and children > 2 years | maximum of 60/every 8 hours
to <12 years 400 mg
Community-acquired Infants > 2 months to < 2 years
pneumonia (CAP) - 8 mg/kg 60/every 8 hours
S¢onates from birth to 6 mg/kg 60/every 8 hours

* Calculated using the Schwartz formula (in mL/min/1.73 m2) for paediatric patients.
? Neonatal recommendations are based on pharmacokinetic and pharmacodynamic analyses only. See sections

4.4 and 5.1.

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




Special populations

Dose recommendations for neonates (at least 34 weeks gestational age and 12 days postnatal age),

infants, children and adolescents are based on pharmacokinetic (PK) modelling.

There is insufficient information to recommend dosage adjustments in adolescents aged
from 12 to < 18 years with bodyweight < 33 kg and in children aged from 2 to 12 years with End-stage renal
disease (ESRD).

There is insufficient information to recommend dosage adjustments in paediatric patients ehildrenagedfrom
2-menthste < 2 years with moderate or severe renal impairment or ESRD

4.4 Special warnings and precautions for use

The recommended dosage of Zinforo shown in Table 2 for paediatric patients < 2 months of age are based on
pharmacokinetic-pharmacodynamic modelling and simulation.

4.8 Undesirable effects

Paediatric population

In addition, the safety assessment in neonates is based on the safety data from 2 trials in which 34 patients
(age range from birth to less than 60 days) received Zinforo; 23 of these patients received only a single dose
of Zinforo. Overall, the adverse events reported in these studies were consistent with the known safety
profile for Zinforo.

5.2 Pharmacokinetic properties

Paediatric population
Dose adjustments are required for neonates, infants, children aged-from-2-menthsto<12-years and for
adolescents aged12-te—<18-years with bodyweight < 33 kg (see section 4.2). Fhe-safetyand-efficacy-of
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