
Lebanon SPC 

Summary of Product Characteristics

1. NAME OF THE MEDICINAL PRODUCT

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

3. PHARMACEUTICAL FORM

4. CLINICAL PARTICULARS

4.1 Therapeutic Indications

systemic mycotic infections

fever of unknown origin (FUO)

visceral leishmaniasis
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4.2 Posology and method of administration

Adult Patients 

Paediatric Patients

Elderly Patients

Renal Impairment

Hepatic Impairment: 
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4.3 Contraindications

4.4 Special warnings and precautions for use
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4.5 Interaction with other medicinal products and other forms of interaction 

4.6 Fertility, Pregnancy and lactation
Pregnancy
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Lactation 

4.7 Effects on ability to drive and use machines

4.8 Undesirable effects
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4.9 Overdose

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties
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Streptomyces nodosus

Microbiology

Histoplasma capsulatum
Coccidioides immitis, Candida spp., Blastomyces dermatitidis, Rhodotorula, 
Cryptococcus neoformans, Sporothrix schenkii, Mucor mucedo Aspergillus 
fumigatus

Leishmania infantum Leishmania donovani

Leishmania donovani

5.2 Pharmacokinetic properties
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5.3 Preclinical safety data

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients
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6.2 Incompatibilities

6.3 Shelf life
Unopened Product:

Product once reconstituted with water for injections: 

Product once reconstituted with water for injections and further diluted in 
dextrose: 
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6.4 Special precautions for storage

DO NOT STORE 

6.5 Nature and contents of container

6.6 Special precautions for disposal of a used medicinal product or waste 
materials derived from such medicinal product and other handling of the 
product 

READ THIS ENTIRE SECTION CAREFULLY BEFORE BEGINNING 
RECONSTITUTION.

AmBisome is NOT interchangeable with other amphotericin products.

AmBisome must be reconstituted using Sterile Water for Injection (without a 
bacteriostatic agent) and diluted in Dextrose solution (5%, 10% or 20%) for 
infusion only.
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.

Preparation of AmBisome for Infusion

3mg/kg/day
3mg/kg/day

3mg/kg/day
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3mg/kg/day

(mg)

(ml)

7. MARKETING AUTHORISATION HOLDER


