Flucon®

Fluconazole USP

Description: Flucon® is a triazole antifungal which is effective against wide range of yeast & fungi.

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 plasma concentrations are reached within 1 to 2 hours
of oral administration. The elimination 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. Protein binding is about 11%. Approximately 80% or more
of Flucon® is excreted unchanged in the urine. Flucon® can be removed by dialysis.
Composition: Flucon® 50 mg Capsule: Each capsule contains Fluconazole USP 50 mg.

Flucon® 150 mg Capsule: Each capsule contains Fluconazole USP 150 mg.

Flucon® 200 mg Capsule: Each capsule contains Fluconazole USP 200 mg.

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, Onychomycosis etc.

Dosage & administration

Capsule
Diagnosis Recommended Dosage
Vaginal candidiasis 150 mg as a single dose
Oesophageal candidiasis 200 mg in 1st day followed by 100 mg daily for 14-30 days
Systemic candidiasis & 400 mg in 1st day followed by 200 mg daily for 28 days or
Cryptococcal infections longer based on clinical response

Tinea corporis, Tinea cruris,

Tinea pedis & other Tinea infections 150 mg weekly for 4-6 weeks.

Pityriasis versicolor 400 mg as a single dose
Onychomycosis 150 mg weekly for 12 months
Powder for Suspension
Diagnosi R 1ded Dosage Child over 1 year
i idiasis | 3 tea spoonful (15 mi) In Superficial Candidiasis | 1-2 mg/kg dail
Vaginal candidiasis as a single dose . P! e Q/kg : -|y
f temic Candidiasis -6 mg/kg daily
Oesophageal 4 tea spoonful (20 ml) in n Sys andidl
candidiasis 1st day followed by Cryptocoocal infection
2 tea spoonful (10 ml) daily In serious life threatening infections upto
for 14-30 days 12 mg/kg daily has been given to children
Systemic candidiasis | 8 tea spoonful (40 ml) in 1st aged 5-13 years (Maximum 400 mg daily)
& Cryptococcal day followed by A Average
haigh s e " Dose/Da
infections 4 tea spoonful (20 ml) daily for 9 weight v
28 days or longer based on 1 year 9kg |'/2tea spoonful (2.5 ml)

clinical response

Tinea corporis, Tinea | 3 tea spoonful (15 ml) weekly
cruris, Tinea pedis, | for 4-6 weeks.

1-2years| 12kg |1 tea spoonful (5 ml)
2-3years| 14kg |1'/2tea spoonful (7.5 ml)

Other Tinea infections 3-4years| 16 kg |2 tea spoonful (10 ml)

Pityriasis versicolor 8 tea spoonful (40 ml) as a 4-6 years| 20kg |2'/2tea spoonful (12.5 ml)
single dose

Onychomycosis 3 tea spoonful weekly for Usually require maintenance therapy to
12 months prevent relapse.

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

» /
1. Pour 4 tea spoonful (20 2. Tighten the cap of bottle 3. Use measuring tea
ml) of boiled and cooled and shake the bottle for at spoon for reconstituted
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: There is no adequate & well controlled studies of
fluconazole in pregnant women. 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 fluconazole in nursing mother is not recommended.

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

Drug interactions: Fluconazole acts by inhibiting fungal cytochrome P-450 enzymes. It is much
less active against mammalian P-450 enzymes, still potential exists for interaction with drugs that
are metabolized by P-450.
a. Cyclosporin: Fluconazole significantly increases Cyclosporin levels;
b. Phenytoin: Fluconazole significantly increases phenytoin levels;
¢. 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 dry place, below 25°C temperature and
protected from light.

Packaging:

Flucon® 50 mg Capsules: Each carton contains 10X3 capsules in alu-alu blister pack.
Flucon® 150 mg Capsules: Each carton contains 10X1 capsules in blister pack.

Flucon® 200 mg Capsules: Each carton contains 10X1 capsules in alu-alu blister pack.
Flucon® 35 ml Suspension: Each carton contains a bottle having dry powder for reconstitute
35 ml of suspension.

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

®

FIFICE S
et FTC GrRIEE-erer TasREd o34, A Ry I 3% ¢ ez Keeva I |

TS FTFEC ACEE SRFrOA T QG S, A 3T 8 WA A4 8 ATAGH
TAMINCE AT TLTC FIE |

LR To AR faw (FEREtE): TR T CREE 27 s 21 | @3 we@aiid 50% |
FIZAA @M (R S (AT 8oo el T G o4 b, a3 MBCHA/ME @@ A% e g o7
FA (1R | YA G -3 TBE T AN 2Tl Teg #16q T | (AT ZFeres 20-¢o T91 |
R FEEA® AT O e = @i ApHa o, g, T, SIGRAR o5 3R CARCGIRE wqwe
@7 TG AT GG WSl | (BT M AGE 5% | AW vo% WA @qe @ FLIHO qeAffE
STER @ TS R | TRFIEFER TG0 FLRE SopTEel S A7 |

B : FEEHO o el Fopge: @S T St FrEEeE e ¢o el |

FEEO Seo fHalt FeTE: &fS FeE e FraEIeE 28« seo fFat |

FER® o0 el IR @l FiopE St FFAEE T8 200 fall |

e e AR TR ATTR: ARAT oA 79 s ¢ fifers =g FmeE 28«
o 3 |

seaewel, fofean wesfifem, fofva wfem, Bfva coifem, s srfmmm, eRtemEe 2o |
Taql 8 it

TP

ot o e eRAEt

SGRAE FAGCAH Seo gl &

BTG e 200 fal @9w i, Sf7@ Soo fall afelim, $8-vo f & |

s FrmfEfeam qag 8oo fiall e, SRvd

fEobream Al 00 fiall afefi, Qb ftea & e wime @ (G afsfem Som fga )
fofvm sufifer, B afm, Seo el FeTE ¢TI

o ¢oifes, sy B 2 e | 8-b #enzs

PRI SRR 8oo fiall «&< W@l

SR Seo gl FEME GFAR R T

ATTR T4 APCATH

@ o SIS R > AR B TR G Tt

SR GG |0 51 57 (s i) @ JetrafeiE wfefente i 3-2 fall/cfa

ST wfetene | 8 D1 U (R0 i) e e, St s FRfefeate aae |mae o-v fa/@lE
51 55 (So i) efefim, 38-v0 i & || | femsicBiemarre seawmel

Brenpfie FRieeafm | b b 5 (8o fif¥) eamfrm, o @5 IR PR MRS GRARATFRA Feam=eet
@@ fsrbram sl |8 1 OIS (Ro fiff) efelim, v Few | | twfore 32 faty/cofer o e 7 |

m%ﬁﬁmﬁam) Ll kil ?ﬁ?w
oo e, ol et | © 51 BID (3¢ i) e <@ > bl | °fs o1 oED (3¢ i)
ot coifesr, sy B | 8-b Aenzd & 5-3 9% 32 @& | 3 51 (¢ ffer)
T o | 8 e | 53/ b1 B (a.¢ fiff)
fooEfm™ erFeER | b 5 5 (80 fife) «ww @ ©-8 7T | Su @& | 2 B (So fifer)
ST © 51 55 (s¢ fiff) T1emz & S 71 | | s-vqmm | 20 @ | 25/ BT O (33.¢ fiff)

e afetary SgRers 3 et s fre =)

wgel T FEW® AT T4 ARTCATTNR &)
SCoT eRgfeR

N & =

5. 8 B Bs (k0 ffe) 2. @IOTER 4 I FE FAACE ©. ARTCATIE AR Ty
FHOA S1@ A (@retEE > ffSS «ra dem AR BT 5TI5 <L F
ST Bl

TFIFS AFAT 38 T Sy GRA FCS TA | 2lfSdi G 7d @b SIeiE TS T |

= TR (P @ FIF F) AT ) FLEAGE S GeveTAfEe Sw (@I GRS Grad &fs
M @M TSAIATNTS! 2AMF, ECHE FFEE LfSfmis |

Arfefsfa: gramee am et prea | Tare @ Eaef sfiveeg wiffs - afieE, of
, I @@ Tl | e e @92 FEee 7S A |

TSTF € TS TIXA: TSIOIHT BoF &OIF: *Toqs! MA@ A8 @@ 7P ©2y e
TR | R eq (BT R @l @ T 20, ASHIE 79EE Bfoe 7 |

AP FIRIA: FLIACEA AOqLH AGw qegd AN Al e w1 oew s
WSA CFea a3 PP a1 = 11 |

STeFO!: JH TN TG, HOAF] TR FHAFA A CF@ o] ST 41 Tfow |

o SRR R S HEAITE w@rsd ARGE F-8¢o F AT I | Ae oS T
fr-8¢o @a cFT@ Frew A, v @ e eqraa [erfamn fA-8¢o aHl =1 ©Tva AN FLFACE G
e fifeEat 95T A |

F) M. g Te (Ll oIt FEEAEIEH A0S AR@ I @F @t e |

<) RFABEA: FIFAICE MBS (B @3 @l AT |

o) GFBCEIRIGTTT: SARERA (T I FLICE HZ AL (21 T3 A 73 |

) G JIZCANF IR SAHNIT G I FLAAIGE 7 BRI 2eiige ardrare 6 | o Fram
PFEE TR ToF g7 @ [ afsfaran ot arf

©) R, FEEHIeTEa @l FF |

) GfAE eF4: A (e FefEE ot za il |

wfewal: Sfew@m cF@ A AfFEacTR S ArEeR T9E e 7@ | A [edarEa ©
(foR) BRI AT FIMICTAR A6l el M@l F 73 |

S ferE [ AR FLH | A (AT A, ¢ G, SIN@R A 3R SFFI DY |

oo

FTEE® ¢o el FoRTe: @ffS T Wig-Ue 3R AT STz Sox© I |
FEE® Seo el FNoRTe: offs T 3R AT STz SoXd A |
FEA® 200 Tl F77FE: @fS FEE GIeg-<5ie G 270 ST SoXd FHFE |
FEE® ve e AR R TR oS FEE @ @ wig we i ARTATE toda
ACTIA |

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

0039-14



