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Fortum 1 gram

Fortum 2 gram
Powder for solution for injection or infusion
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Fortum 1 gram: ceftazidime (as pentahydrate) 1 g per vial

Fortum 2 gram: ceftazidime (as pentahydrate) 2 g per vial
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Fortum is indicated for the treatment of the infections listed below in adults and children including neonates (from
birth).
¢ Nosocomial pneumonia
Broncho-pulmonary infections in cystic fibrosis
Bacterial meningitis
Chronic suppurative otitis media
Malignant otitis externa
Complicated urinary tract infections
Complicated skin and soft tissue infections
Complicated intra-abdominal infections
Bone and joint infections
Peritonitis associated with dialysis in patient on CAPD.
Treatment of patients with bacteraemia that occurs in association with, or is suspected to be associated with, any of the
infections listed above.
Ceftazidime may be used in the management of neutropenic patients with fever that is suspected to be due to a bacterial
infection.
Ceftazidime may be used in the peri-operative prophylaxis of urinary tract infections for patients undergoing
transurethral resection of the prostate (TURP).
The selection of ceftazidime should take into account its antibacterial spectrum, which is mainly restricted to aerobic
Gram negative bacteria (see sections 4.4 and 5.1)
Ceftazidime should be co-administered with other antibacterial agents whenever the possible range of causive bacteria
would not fall within its spectrum of activity.
Consideration should be given to official guidelines on the appropriate use of antibacterial agents.
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4.2 Posology and method of administration

Posology
Table 1: Adults and children > 40 kg

Intermittent Administration

Infection Dose to be administered

Broncho-pulmonary infections in cystic fibrosis | 100 to 150 mg/kg/day every 8 h, maximum 9 g per day*
Febrile neutropenia
Nosocomial pneumonia 2gevery8h
Bacterial meningitis
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Bacteraemia*

Bone and joint infections

Complicated skin and soft tissue infections 1-2gevery8h

Complicated intra-abdominal infections

Peritonitis associated with dialysis in patients on

CAPD

Complicated urinary tract infections 1-2gevery8horl2h

Per-operative prophylaxis for transurethral 1 g at induction of anaesthesia, and a second dose at catheter
resection of prostate (TURP) removal

Chronic suppurative otitis media

Malignant otitis externa lgto2gevery8h

Continuous infusion

Infection Dose to be administered

Febrile neutropenia

Nosocomial pneumonia Loading dose of 2 g followed by a continuous infusion of 4 to
Broncho-pulmonary infections in cystic fibrosis | 6 g every 24 h'

Bacterial meningitis The infusion of any unit of dissolved drug shall last no longer
Bacteraemia* than 9h (see section 6.3).

Bone and joint infections

Complicated skin and soft tissue infections Therefore, following reconstitution, the unit dose in the
Complicated intra-abdominal infections infusion fluid should be a_dministered within 9 h, for ex_ample
Peritonitis associated with dialysis in patients on for 8 g per day: 2 g loading dose followed by 2 g continuous
CAPD infusion every 8 h.

In adults with normal renal function 9 g/day has been used without adverse effects. *When associated with, or suspected to be associated
with, any of the infections listed in 4.1.
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Haemodialysis
The serum half-life during haemodialysis ranges from 3 to 5 h.

Following each haemodialysis period, the maintenance dose of ceftazidime recommended in the tables 3 & 45-&6
should be repeated.

4.5. Interaction with other medicinal products and other forms of interaction

5.1 Pharmacodynamic properties

(...)

Species for which acquired resistance may be a problem
(...)

Gram-positive aerobes:

Staphylococcus aureust

Streptococcus Staphylececeus-pneumoniae™
Viridans group streptococcus

(..)

7. Manufacturer
Glaxo Smithkline Trading Services Limited
12 Riverwalk , Citywest business campus, Dublin 24, Ireland
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