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Drug Information Sheet("Kusuri-no-Shiori") 
Internal 

Revised: 09/2022 
The information on this sheet is based on approvals granted by the Japanese regulatory authority. Approval 
details may vary by country. Medicines have adverse reactions (risks) as well as efficacies (benefits). It is 
important to minimize adverse reactions and maximize efficacy. To obtain a better therapeutic response, 
patients should understand their medication and cooperate with the treatment. 

Brand name:Diflucan Capsules 50mg 
Active ingredient:Fluconazole 

Dosage form:white/white capsule, diameter: 5.3 mm, length: 13.5 mm 

Imprint or print on wrapping:ジフルカン 50mg, Diflucan 50mg, D 05  

Effects of this medicine 
This medicine is a triazole antifungal drug and shows effects on fungal infections in the body by suppressing growth of 

fungus (a kind of mold). 
It is usually used to treat fungemia, respiratory mycosis, gastrointestinal mycosis, urinary tract mycosis and fungal 

meningitis due to candida or cryptococcus, and candida vaginitis and candida vulvovaginitis. 
It is also used to prevent deep mycosis in patients undergoing hematopoietic stem cell transplantation. 

The following patients may need to be careful when using this medicine.Be sure to tell your doctor and 
pharmacist. 

・If you have previously experienced any allergic reactions (itch, rash, etc.) to any medicines or foods. 
If you have: renal dysfunction, liver dysfunction, cardiac disease or electrolyte abnormality. 

・If you are pregnant, possibly pregnant or breastfeeding. 
・If you are taking any other medicinal products. (Some medicines may interact to enhance or diminish medicinal 

effects. Beware of over-the-counter medicines and dietary supplements as well as other prescription medicines.) 

Dosing schedule (How to take this medicine) 
・Your dosing schedule prescribed by your doctor is((            to be written by a healthcare professional)) 
・For Adults: 
For treatment of candidiasis: In general, take 1 to 2 capsules (50 to 100 mg of the active ingredient) at a time, once 

a day.  
For treatment of cryptococcosis: In general, take 1 to 4 capsules (50 to 200 mg of the active ingredient) at a time, 

once a day. In addition, for severe or intractable fungal infections, the dosage may be increased up to 8 capsules 

(400 mg of the active ingredient) per day.  
For treatment of candida vaginitis and candida vulvovaginitis: In general, take 3 capsules (150 mg of the active 

ingredient) at a time (single dose). 
For prophylaxis of the incidence of deep mycosis in patients undergoing hematopoietic stem cell transplantation: In 

general, take 8 capsules (400 mg of the active ingredient) at a time, once a day. 
For Children: 
For treatment of candidiasis: In general, take 3 mg/kg of the active ingredient at a time, once a day.  
For treatment of cryptococcosis: In general, take 3 to 6 mg/kg of the active ingredient at a time, once a day. 
In addition, for severe or intractable fungal infections, the dosage may be increased up to 12 mg/kg per day. 
For prophylaxis of the incidence of deep mycosis in patients undergoing hematopoietic stem cell transplantation: In 

general, take 12 mg/kg of the active ingredient at a time, once a day. The dosage may be decreased according to 

the condition. 
The maximum daily dose is 400 mg. 
For Neonates: 
For neonates up to 14 days of age, give the same dosage of the active ingredient as children every 72 hours. 
For neonates 15 days after birth, give the same dosage of the active ingredient as children every 48 hours.  
This preparation contains 50 mg of the active ingredient in a capsule. In any case, strictly follow the instructions. 

・Patients with renal disorder should undergo creatinine clearance test before taking this medicine. 
・If you miss a dose and remember it within the dosing day, take the missed dose as soon as possible. You should 

never take two doses at one time. 
・If you accidentally take more than your prescribed dose, consult with your doctor or pharmacist. The following 

symptoms may occur: elevated liver function test value or confusion (distraction, making a wrong answer when 

questioned, behaving incoherently), lethargy (falling asleep unless stimulated), disturbed orientation (confused 

about place, time or his/her own or other's name), insomnia, nightmare, hallucination (feeling the presence of 

things that do not really exist), erythema multiforme (multiple round macules with ring-like raised swelling in the 

marginal regions, fever, joint or throat pain), nausea/vomiting and delusional behavior (groundless belief in 
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something untrue, reluctance to accept logical persuasion). If any of these symptoms occur, contact your doctor 

immediately. 
・Do not stop taking this medicine unless your doctor instructs you to do so. 

Precautions while taking this medicine 
・When taking this medicine concomitantly with warfarin, you may need to take blood test more frequently to check 

bleeding tendency. 
・When taking this medicine, blood, renal function, liver function, blood electrolytes and electrocardiogram tests are 

periodically performed. 
 

Possible adverse reactions to this medicine 
The most commonly reported adverse reactions include nausea, rash, diarrhea and vomiting. If any of these 

symptoms occur, consult with your doctor or pharmacist. 
The symptoms described below are rarely seen as initial symptoms of the adverse reactions indicated 
in brackets. If any of these symptoms occur, stop taking this medicine and see your doctor 
immediately. 

・angioedema, facial edema, itch [shock, anaphylaxis] 

・high fever, erythema, stomatitis [toxic epidermal necrolysis, oculomucocutaneous syndrome] 

・bleeding tendency (easy to bleed and prolonged bleeding), purpura, malaise [hematological disorder] 

・decreased urine output, edema of hands/feet and face, general malaise [acute renal disorder] 

・general malaise, loss of appetite, yellowing of the skin and the white of eyes [liver disorder] 
The above symptoms do not describe all the adverse reactions to this medicine. Consult with your 
doctor or pharmacist if you notice any symptoms of concern other than those listed above. 
Storage conditions and other information 

・Keep out of reach of children. Store at room temperature (1 to 30 degrees Celsius), away from direct sunlight and 

moisture. 
・Discard the remainder. Do not store them. If you do not know how to dispose of the unused medicines, seek advice 

of your pharmacy or medical institution. Do not give the unused medicines to others. 

For healthcare professional use only      /    / 

 

 

For further information, talk to your doctor or pharmacist. 


