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DESCRIPTION:

FLUCOAIM (Flucondole), the first of a now sgpalass of symhetic triazole dntifungal agents, is
available |

tablet for oral administration

COMPOSITION:

Each Tablet contains, |

Fluconazole (Aims Specification).................. ey 150MY |

Each Capsule, contains, y :

Fluconazole (Aims Specification)................ hove, . Lilbabioatc B 160mg
CLINICAL PHARMACOLOGY: ;

Mode of Action -

Fluconazol?d inhibits of fungal cytochrome p450 enzyme 14-demethylase Mammalian
Demethylase activity is much less sensitive to fluconazole than fungal demethylase. This inhibition
prevents the Fluconazole inhibits of .fungal tytochrome P450 enzyme 1'3 Pharmacokinetics.
Fluconazole is well absorbed after oral adminisiration. The bioavailability of orally administered
fluconazole s over 90%  Mean peak plasma concentrations of 6.72 ug/ml have been reported in
healthy subiects following a 400mg oral dose. Peak concentrations are reached in 1 to 2 hrs of bral
administration Steady state concentrations are reached within 6 to 10 days following oral doses of
50 to 400mg given once daily. Plasma protein binding is low (11 to 12%). Following either single or
multiple oral doses for up to 14 days, Fluconazole is widely distributed into all body fluids and the
apparent volume of distribution is close to that of the total body water, Concentration in joint fluid
breast milk, saliva, sputumvaginal fluids, peritoneal fluids are those achieved in plasma
Concentration in CSF range from 50 to 90% if okasma Concentration even In the absence of
meningeal inflammatign. .

Fluconazole is cleared primarily by renal excretion , with approximately 80% of the drug is excreted
as unchangedin the urine and about 11 % of the drug is eliminated as metabolitas, The elimination
half life is about 30 hours and is increased in patients with impaired renal function The
pharmacokinetics of fluconazole is markedly affected by reduction-in renal function, so the dose of
fluconazole may need o be reduced in patients with impaired renal fundtion, Fluconazole is

L {

removed by dialysis, I

i

Microbiology .
Fluconazole is active against.

Blastomyces dermatitid:s.

Candida spp. (Except C. Krusie)

Coccididides immitis.

Cryptococcus neoformans

Epidermophyton spp.

Histoplasma capsulatum

Microsporumspp. |

Trichophytonspp. = =

THERAPEUTIC INDICATIONS: :
Fluconazole is indicatgd for the treatment of o %

1. Vaginal candidiasis{Vaginal yeastinfections due to Candida) : "

2. Oropharyngeal and esophageal candidiasis. Fluconazole is also effective for the treatment of

Candida

urinary tract infections. peritonitis, and systemic Candida infections including candidemia,
. disseminated 4 ' ; g *
candidiasis and pneumonia.

3. Dermatomycosis i.e. Tinea pedis, Tinea corporis, Tinea cruris, Tinea versicolor
4. Cryptococcosis including cryptococcal meningitis. ‘
5. Tinea unguium. . - : -
Fluconazole is also indicated to decreases the incidence of candidiasis in patients undergoing

- bone marrow transplantation who receive cytatoxic chemotherapy and/or radiation Therapy.
Contra-indications: » :
Fluconazole is contra-indicated for patients who have shown hypersensitivity to fluconazole and
should be prescribed with caution to patients with hypersensitivity to other azoles, Co-
administration of fluconazole with cisapride or terfenadine is contra-indicated because of reports of
cardiacevents. -
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DRUO INTERAC S
Hyarochoromiazide increases the pIARIMS  neartiae o A8 v

. Cimetidine dagreases | luconazole the pla g oonescators o %y ngscie

. Fluconazole meduces the metabolism 6f cal Fypogiproeasic (720 camide gf taride sl
Qlipiride) and INCreases the plasma conee ' ghon of Fess sge s

. Prothrombin thme may be inoreased 0 | sdents recs cog concr et Senrapils s
coumarin-type anticoagulants In post masating expere: o gt w ' thas aroke s ibhngs

_bleeding events (Bruising, epistaxis, gast stasting! Hieading Pec o g are! matnng | Save

been reported in association INcrease [ thrombun 1 e pater s recmbsirng Sutorssnie
concurrently with warfarin.

. Fluconazole inoreases the plasma concer rations of Prer foe

. Fluconazole may significantly increase ¢y osponn leve's i« ranal b o s piant paliarts st oe
without renal impairment,

. Rifampicin enhances the metabolism of conc urrently adm starad Foonsaroia

. Fluconazole increases the serum concen! ations of theopty' ra

. There have been reports of cardiac even': including torsada de (o tag o pEants ' abye
fluconazole astemizole or other drugs

. The use of fluconazole in patients concurrently taking metationzed /ine Cytachrome P40
system may be associated with elevations in serum levels of these - s

. Following oral administration of midazolam, fluconazole resuted « womtartal »ormans »
midazolam concentrations and psychomotor effects.

WARNINGS AND PRECAUTIONS:

Pregnancy

There are no adequate and well controllied studies in pregnant women Fiu razole should be et

in-pregnancy only if the potential benefits justifies the possibie risk 1o the s 5

Nursing Mothers

Fluconazole is secreted in human milk at concentrations umﬂu to plasrra TMergfore, e use of

fluconazole in nursing mothers is not recommended.

DOSAGE AND ADMINISTRATION:

S,

DOSAGE SCHEDULE 1
Vaginal candidiasis 150mg as a singe oral dose 3
| infections including Tinea pedis,| 150Mg once weekly 1or 2 1o 4 weess but T rea 3
corporis, cruris and Candida infections | pecis may require veaiment for £106 weaks, §
Tinea Versicolor 300Mng once weekly for 2 wees 1 1
Tinea unguium 150mg once weekly treatmen be contrved |
until infected na'l is replaced 4 i
Presentation: :
Flucoaim 150mg tablet is available in a blister pack of one tabiet '
Flucoaim 150mg Ceapsule is available in a blister pack of one caps.
PRECAU‘NON i
‘ Use as prescribed by the physician. -Br&‘f
. Keep out of the reactiof children. ;
. Store at room lemperature. o L s Ny
+  Protectfrom drect sunlight, heat & moisture LA Mf-u%d}' e
Manufactured by JLMM

Piot # 201, Industrial Triangle
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