Flucon’

Fluconazole USP
Description: Flucon® is a triazole antifungal. It is a potent and selective inhibitor
of fungal cylochrome P-450 dependent enzymes necessary for the synthesis of
ergosterol.

Mode of action: Flucon® acts by inhibiting the synthesis of ergosterol, a major
component of the cell membrane of yeast and fungi.

Pharmacokinetics: Flucon® is well absorbed following oral administration.
Bioavailability of the oral form is 90%. Mean peak plasma concentration of 6.72 /
ug ml have been reported in healthy subjects following 1-400 mg oral dose. Peak
concentrations are reached within 1 to 2 hours of oral administration. The
elimination phase half life ranges from 20 to 50 hours. Flucon® is widely
distributed and achieves concentration in joint fluid, saliva, sputum, vaginal fluids,
and peritoneal fluid similar to those achieved in plasma. Concentration in the
cerebrospinal fluid range from 50 to 90% of plasma concentrations. Protein
binding is about 11%. 80% or more of Flucon® is excreted unchanged in the
urine. Flucon® can be removed by dialysis.

Composition: Flucon® 35 ml Suspension: Each 5 ml contains Fluconazole USP
50 mg.

Indications: Vaginal candidiasis, Oropharyngeal candidiasis, Systemic
candidiasis & Cryptococcal infections, Tinea corporis, Tinea Cruris, Tinea Pedis,
Pityriasis versicolor, Other Tinea infections, Onychomycosis etc.

Dosage & administration

Diagnosis Recommended Dosage Child over 1 year

3 tea spoonful (15 ml)

as a single dose
Oesophageal 4 tea spoonful (20 ml) in 1st
candidiasis day followed by

2 tea spoonful (10 ml) daily
for 14-30 days

Vaginal candidiasis In Superficial Candidiasis 1-2 mg/kg daily

In Systemic Candidiasis & | 3-6 mg/kg daily
Cryptocoocal infection

In serious life threatening infections upto 12
mg/kg daily has been given to children aged

Systemic candidiasis
& Cryptococcal
infections

8 tea spoonful (40 ml) in 1st 5-13 years (Maximum 400 mg daily)

day followed by

4 tea spoonful (20 ml) daily for
28 days or longer based on
clinical response

Average
Age weight Dose/Day
1 year 9 kg '/2 tea spoonful (2.5 ml)

Tinea corporis, Tinea
cruris, Tinea pedis,
Other Tinea infections|

3 tea spoonful (15 ml) weekly
for 4-6 weeks.

1-2years| 12kg

1 tea spoonful (5 ml)

2-3years| 14kg

17/2tea spoonful (7.5 ml

3-4 years| 16 kg

2 tea spoonful (10 ml)

Pityriasis versicolor

8 tea spoonful (40 ml) as a
single dose

4-6 years| 20 kg

21/2tea spoonful (12.5

Onychomycosis

3 tea spoonful weekly for
12 months

Usually require maintenance therapy to prevent relapse.

Special instruction for Flucon® Powder for suspension:
Direction of preparation:

»

A la/]

1. Pour 4 tea spoonful 2. Tighten the cap of bottle 3. Use measuring tea
(20 ml) of boiled and and shake the bottle for at spoon for reconstituted
cooled water into bottle least one minute suspension

Prepared suspension to be consumed within 14 days of preparation. Shake the
bottle well each time before use.

Contraindications: Fluconazole should not be used in patients with known
hypersensitivity to Fluconazole or to related triazole compounds.

Side effects: Therapy with Fluconazole is well tolerated. The most common
adverse events were related to the gastro-intestinal system - nausea, abdominal
pain, vomiting and diarrhoea. Headache and skin rash were also seen.

Use in pregnancy & lactation: Pregnancy: Adverse foetal effects have been
seen in animals only at doses ranging from 80 mg/kg with maternal toxicity. These
levels are 20-60 times the recommended therapeutic use. Still fluconazole should
be used in pregnancy only if the potential benefit justifies the possible risk to the
foetus.

Lactation: Fluconazole is secreted in human milk at concentrations similar to

plasma. Therefore, the use of fluconzole in nursing mother is not recommended.

Precautions: Caution should be taken in renal impairment, pregnancy and breast

feeding mother.

Drug Intetactions: Fluconazole acts by inhiviting fungal cytochrome P-450

enzymes. It is much less active against mammalian P-450 enzymes, still potential

exists for interaction with drugs that are metbolized by P-450.

a. Cyclosporin: Fluconazole significantly increasses Cyclosporin levels;

b. Phenytoin: Fluconazole significantly increasses phenytoin levels;

c. Anticoagulants: Fluconazole has shown to prolong prothrombin time in subjects

receiving Warfarin;

d. Oral hypoglycaemics: Fluconazole has been shown to prolong the serum half life
of concomitantly administered tolbutamide. However no adverse effect on serum
glucose levels was seen;

e. Rifampicin: Decreases levels of fluconazole;

f. Oral contraceptives: No clinically significant interactions have been seen.

Over dosage: In case of overdose, supportive measures and gastric lavage
should be instituted. If deemed necessary, a 3 hrs haemodialysis will decrease
plasma levels by about 50%.

Storage: Keep out of reach of children. Store in a cool and dry place, protected from light.
Packaging: Flucon® Suspension: Each carton contains a bottle having dry
powder for reconstitute 35 ml of suspension.



®

FCFAEE RO
Rt FER® GRIEE-SeR TR og, A [ge I 3B ¢ o wawd [Em
IS |

FGS: FIFNC SRR SRFLoA T AT G2, A BT S TN 247 8 ARG
TAMIAE LT TG G 0 |

R Bo AR @ (FAEFRETE): FEEO T GRER A7 S = 1 93 wRenfe
50% | FIZAM @NWE (F1@ 8oo f:all: YA ERTR 7] v,q% Mram/ffa, «a T e
TG T I (0L | YR G 3-2 TR TG A 2erll Tog A1 I | feAfareey= geens
R0-¢o TBI | (R FLIMC 7 ot [ =a @3 wipifa oae, g, FF, SGIZAH oF 93
IR e @7 g, AT TNgd AGE 33% | &’ bo% SRAl ¢ 8 @A FEHO
FAfRES SER 0@ FTEHE T | SRR [T FEFEe SehTEe T A9 |

BAWI: T FARTCATI AR ACTR: AT todr 7 afs ¢ ffews wite Fwemes
3B o fall |

et SrEEaE e, e sEefntE, et sefefemtm gag
fEorbream wggwe, Bfm soffm, B ofm, Bffm oifes, s Bfm 2w,
PBRRRIEE SRFmEE, sRemREEE Te™ |
i@l 8 A

aet foe SIS G > TR B AT oTRA Tl
SIEIRAE FEACCALH | o 51 56 (s¢ fifF) e W@ S S| P

8 51 515 (R0 fiffe)) @2 e, srta -
R e | an b | | PP STt vt | e o-b Pt

FoEie arentm | v 51 OIS (80 fife) e, Wt | | (ORI e
a3 fEseaE @ | 8 1 BT (0 i) efefm, &b i ¢-50 TREA FRTAR TS QIR FGe
T SR WIRe @A W 53 Rt/ rfe orewt A
(e eifefermra Tom frda =) e TG eaw | tafer Wil

mm@%ﬁg :Ef‘;‘%ﬁﬂ]ﬁﬁ) AR AT s T S GatE | 3/ o1 5D (x.¢ FiF)
S >-3 I se @fer | > i o (¢ ff)

20 7T 38 @& | 5/, b1 51 (a.¢ fif)
©-8 T So @& | 2 51 (o fifd)
8-b IF 20 @& | 83/, B (33.¢ fifer)
g2l O FRRO ATTR T AT &

SATCAT egfex

5. 8 B BMB (20 ff) 2. @ISR IR 9% 0 74k
FOOA IOl A @retEE A @ o FEeeE » FfE
AT B Elelisan]

iRt eRb@EE | b 515 (80 i) @& wmar
SRR © 5151 (¢ fifi) ez g 52 TF

©, FAECATH ARACR &
AT B 516 IJ9TR T

TOAFS APTAT 38 T Ty O T 7 | Ao CHRETE Ad @reH(s e
TPIC® 20 |

e IR (FPR W@ 99 9 A0 ) FEEAGE G2 GOETARES S (I GRS
T 2fs 3 QIR SfevRvReTe! AT, CTUwE FmeE 2fef s |

=i erfsferan: grameE am fieea e | AR et (et sfienesg 1Fs - afiem,
oI e, I e T | WA FA G2 BTG 20O A |

TERE 8 T AIRE: VSO TAF QOIT: FLIMEE Tones Gl T0gd T
AR [ 27 | CTem) SWIFIRA TR (0 @9 A2 F2AR w41 27 4 |

STeFS!: JHW T GG, TORE G3R TV TR CFI@ Towo! Sae T4l To® |

) SRR TR ST FEIEE =@ ARG A-8¢o (@ 40T T | e @t Fyordt
fi-8¢o @a CF@ TArew AfGd, oA @ W oFq@ R -8eo @R & ©iwA AN
FEAEE 7 @ R w5 #iE |

F) MR [5g TS W2l (R FIFHIGE q0& M@ @ @l Aer |

<) FAGET: FEHCE FAMESE (FFREER @7 M@l AT |

&) IFBCFIRIGTTT: SARCTR (1A FICE FLFGE 72 IR (AR T3 A 30 |

) G JZCAFIZCIATT. TAGBHIZT G I FAISE, ¢ O gwends wdiare w0 |
1 o T W@k $9 @3 @ W el efsfea @ arf

) R FrFMeTE @l T |

) GafAEEeTR 63 A @ e Afefre @l

wfewia: sfew@m cF@ ARFE ARFIOR w9 QrEeE 9% {te 2@ | aneEw
R o (o) 5[ RUICRARIT FIEFAGTER et el M@l 6 |

ST TR TN A0 1Y | ST (AT T, 161 8 6% FI0T A |

TAFA: FLEFO ARTAT (OAA NTTIR: &S FHE G Qe =g o¢ FfeT Ao
todd ATTH |

538-01

Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
Ideas for healthcare ® Registered Trade Mark.



