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Fluconazole is indicated in the following fungal infections.
Fluconazole is indicated in adults for the treatment of:
¢ Cryptococcal meningitis.
¢ Coccidioidomycosis.
e Invasive candidiasis.
¢ Mucosal candidiasis including oropharyngeal, oesophageal candidiasis, candiduria

and chronic mucocutaneous candidiasis.
¢ Chronic oral atrophic candidiasis (denture sore mouth) if dental hygiene or topical treatment are insufficient.
¢ VVaginal candidiasis, acute or recurrent; when local therapy is not appropriate.
e Candidal balanitis when local therapy is not appropriate.
e Dermatomycosis including tinea pedis, tinea corporis, tinea cruris, tinea versicolor

and dermal candida infections when systemic therapy is indicated.
¢ Tinea unguinium (onychomycosis) when other agents are not considered appropriate.
Fluconazole is indicated in adults for the prophylaxis of:
¢ Relapse of cryptococcal meningitis in patients with high risk of recurrence.
¢ Relapse of oropharyngeal or oesophageal candidiasis in patients infected with HIV

who are at high risk of experiencing relapse.
e To reduce the incidence of recurrent vaginal candidiasis (4 or more episodes a year).
¢ Prophylaxis of candidal infections in patients with prolonged neutropenia (such as patients with
haematologicalmalignancies receiving chemotherapy or patients receiving Hematopoietic Stem Cell
Transplantation).
Fluconazole is indicated in term newborn infants, infants, toddlers, children, and adolescents aged from 0 to
17 years old: Fluconazole is used for the treatment of mucosal candidiasis (oropharyngeal, oesophageal),
invasive candidiasis and cryptococcal meningitis and the prophylaxis of candidal infections in
immunocompromised patients. Fluconazole can be used as maintenance therapy to prevent relapse of
cryptococcal meningitis in children with high risk of reoccurrence.
Therapy may be instituted before the results of the cultures and other laboratory studies are known;
however, once these results become available, anti-infective therapy should be adjusted accordingly.
Consideration should be given to official guidance on the appropriate use of antifungals.
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4.6 Fertility, pregnancy and lactation
Women of childbearing potential
Before initiating treatment, the patient should be informed of the potential risk to the fetus.

After single dose treatment, a washout period of 1 week (corresponding to 5-6 half-lives) is
recommended before becoming pregnant (see section 5.2).

For longer courses of treatment, contraception may be considered, as appropriate, in women of
childbearing potential throughout the treatment period and for 1 week after the final dose.

Pregnancy
An-observational study-has-suggested Observational studies suggest an increased risk of spontaneous

abortion in women treated with fluconazole during the first and/or second trimester compared to
women not treated with fluconazole or treated with topical azoles during the same period.



Available epidemiological studies on cardiac malformations with use of fluconazole during pregnancy
provide inconsistent results. However, a meta-analysis of 5 observational studies including several
thousand pregnant women exposed to fluconazole during the first trimester finds a 1.8-2 fold
increased risk of cardiac malformations when compared to no fluconazole use and/or topical azoles
use.

Case reports describe a pattern of birth defects among infants whose mothers received high-dose (400
to 800 mg/day) fluconazole during pregnancy for 3 months or more, in the treatment of
coccidioidomycosis. The birth defects seen in these infants include brachycephaly, ears dysplasia,
giant anterior fontanelles, femoral bowing and radio-humeral synostosis. A causal relationship
between fluconazole use and these birth defects is uncertain.

122x7 j1'7va DM'vn DRIV ['710Y

hh2hiN]lath

J1"'N7 N0dN 197 ATRAIRIZO 7w NNK "IN NKY YIAY 'MnnY? y'mim ,|1Nn% 013'n7 N11dNN NN DX

wUNNUN? U' .719'0N 17NN D'RNN DY 'YK IXD 72V X9NN DY 'NNIY L, 2ITRAIRI79] 71910 7@ NIk IR NNy
.NINNKRN NN INX7 YIAY ny'InNn 'W¥Nxa

AT NDINN NY'01 1197 KON YA L[1M'N7 012'07 NIDNN X [1IM'N2 NRY NAVIN NP IR [N DX OX
TIN DX .NNNX )7 NI X9NN OX X7X [1'1'N7 012'17 N11DNN IR [N NIRY NAYIN L[N IN DX [RPN0 71077 'R
N9 7X 19 ,NINNKRN NINN TRN 1 YIAY N2 IX N9NNA YIN'Yn AT |17 No1d)

2TRAPI79 7w 0701 .NT79NYT [12'0N NIX 1N NIV [T AU IR [IYRID UIYUN 7NN HTNHIS-AY-R9Y
,2270 7V D'W'OUNN DT D'MIM 0y T2AI'NT 212'N7 [12'0N DR B¥A NI7VNT7 n717Y IURIN U1 BODM-BHIRY
.0 /IR NINXY

17910¥ D'WIQ 79INN1 N NINXYI DMITIRD ,N7127120 7Y D'Y'OSYNN D'T7I0 0D'IN 0Y 17709 DIZIRD 7Y 0NNeT irn
.coccidioidomycosis 112y 2tR179 7w (D1*7 2"n 400-800) 0'niaa D1I1'AA NI IX D'YTIN NYITY qJUna

AN IR 7R DN ATRAIRITO ' wrn

VYT'n NUNYN YT NO0IN 077150 0'9011 0O'11'Y IYXIA,[D 17D .NIANND DUINN AINY Y72 D'YATINN D' 1'YUN
.NNNNN D1INN DYI'RY NOI DTV

NINMIAN TIYN INXAY NIDINNN 1ANN2 DNIOND NIX7 NIXMNAN TWN? IN7w1 DAx71 k9N 0217Vn
https://data.health.gov.il/drugs/index.html#!/byDrug

1.0 ,9 77w 'n  n"ya IR Npruaxnno 'R O o 1T NNANY NI9Y N1 09TIN X'm |17V N7apT L'o17'n?
46725 ,nin'o n'7xn ,12133

,NdN12
TIAY 700X
namn nnn


https://data.health.gov.il/drugs/index.html#!/byDrug

	רופא/ה, רוקח/ת נכבד/ה,

