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breast and nipple pain are frequently inaccurately misdiagnosed to be due to candida infection (14,15) 
leading to inappropriate treatment with fluconazole, whereas staphylococcal infection is the most likely 
cause (14). 

Fluconazole has also been successfully used in preterm neonates without reported adverse effects to 
treat candidal infections including: a 28 week gestation infant treated with IV fluconazole, 6mg/kg/d, for 
20 days for disseminated candidiasis (16); a 3-day old premature infant  treated with IV fluconazole, 
5mg/kg/d, for 22 days for candidal meningitis (17); and a 36 week gestation infant treated with IV 
fluconazole, 6mg/kg/d for 14 days for disseminated candidiasis (18). 
 
Summary 

♦ There are very limited data on the excretion of fluconazole in breast milk. 

♦ Fluconazole, after a 200 mg oral dose, produces levels in breast milk similar to those found in 
maternal plasma. 

♦ Fluconazole is recommended for use in the treatment of neonates with fungal infections at a 
dose starting at 3 mg/kg every 72 hours. The calculated dose of fluconazole ingested by an 
infant feeding at times of peak milk levels of fluconazole would be approximately 0.6 
mg/kg/day, which is 60% of the neonatal dose and 20% of the dose for infants aged one 
month and over. 

♦ Fluconazole is often used to treat lactation-associated candidal infections, and has been used 
to treat serious candidal infections in preterm and full term neonates. There is therefore 
clinical experience in the exposure of fluconazole to neonates and infants 

♦ The combination of these factors, and the common use of fluconazole without reported 
adverse effects in breastfed infants, suggests that oral fluconazole is safe in mothers 
breastfeeding full term infants, and no interruption of breastfeeding is necessary, regardless of 
which dosing regime is used. 

♦ Oral fluconazole use in mothers breastfeeding preterm infants should be approached with 
caution due to no direct evidence of safety and limited clinical experience. 

 
Limitations 
• Evidence relating to excretion of fluconazole in breast milk is relatively poor. 
• There is no evidence, and limited experience, for assessing risks of exposure of preterm infants to 

levels of fluconazole found in breast milk. 
• Set against these limitations is a consensus of expert opinion and the common use of fluconazole 

without confirmed evidence of risk when used in mothers who are breastfeeding their infants. 
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Search strategy 
 

• Embase and Medline (Standard UKDILAS Search Patterns) [link]  
• In-house UKDILAS database 
• Medications and Mothers’ Milk Online (Medilact): Fluconazole 
• Drugs and Lactation Database (LactMed). Toxnet Toxicology Data Network, United States 

National Library of Medicine. Available from http://toxnet.nlm.nih.gov/cgi-bin/sis/htmlgen?LACT. 
Fluconazole monograph 

• Manufacturers (eMC) of fluconazole products 


