Mycofin

DESCRIPTION

Mycofin® is a preparation of Terbinafine Hydrochloride which is a synthetic allylamine
derivative reported to have a broad spectrum of antifungal activity. It is considered to act
through inhibition of fungal sterol synthesis. Mycofin® is fungicidal against dermatophytes
and some yeasts, mold, fungi. It is the agent of choice for the treatment of dermatophyte
nail infection.

INDICATIONS

* Onychomycosis of fingernails and toenails due to dermatophytes

* Ringworm infections (including Tinea pedis, cruris and corporis) where oral therapy is
appropriate (due to site. severity or extent)

* Dermatophyte infections of skin and hair

* Non-dermatophyte nail infections

* Systemic mycoses with dimorphic and rare mold fungi

DOSAGE AND ADMINISTRATION

« For Tinea cruris: 250 mg tablet once daily for 2 to 4 weeks.

* For Tinea pedis: 250 mg tablet once daily for 2 to 6 weeks.

* For Tinea corporis: 250 mg tablet once daily for 4 weeks.

* For dermatophyte infections of the finger and toenails: 250 mg tablet once daily for 6 to
12 weeks. Longer treatment is necessary for toenail infections.

« For skin and hair infections: 250 mg tablet once daily for 2 to 6 weeks depending on the
severity and extent of the infection.

CONTRAINDICATIONS
Mycofin® is contraindicated in patients with known hypersensitivity to terbinafine.

PRECAUTIONS
Mycofin® should be used with caution in patients with impaired hepatic and renal function,
pregnancy and breast-feeding.

USE IN PREGNANCY AND LACTATION
Pregnancy: Although animal studies show no fetal toxicity, there are no information on
possible adverse effects in human and it should not be given to pregnant women.

Nursing Mothers: Since the drug is excreted in breast milk, it should not be given to the
nursing mothers.
Children: Not recommended.

SIDE EFFECTS

Abdominal discomfort, anorexia, nausea, diarrhoea, headache, rash and urticaria
occasionally with arthralgia or myalgia: severe skin reaction including Stevens-Johnson
syndrome and toxic epidermal necrolysis reported (discontinue treatment if progressive
skin rash). Taste disturbance, photosensitivity and rarely liver toxicity (discontinue
treatment) including jaundice, cholestasis and hepatitis also reported.

DRUG INTERACTION

Plasma concentrations of Mycofin® may be increased by drugs that inhibit its
metabolism by cytochrome P450, such as cimetidine and decreased by drugs such as
rifampicin that induce cytochrome P450.

PHARMACEUTICAL PRECAUTION
Do not store above 30 °C. Keep away from light and wet place. Keep out of reach of
children.

PACKAGING

Mycofin® Tablet:

Box containing 1 strip of 10 tablets. Each tablet contains Terbinafine Hydrochloride BP
equivalent to Terbinafine 250 mg.

SK+F

Manufactured by

ESKAYEF PHARMACEUTICALS LTD.
SALNA, GAZIPUR, BANGLADESH

® REGD. TRADEMARK

S/PM00091 V01

Brafeeifes Sree

I

MR © Srafaife Q3mEREes a3l gl @ e Frabe wmzmatic cfrebe am
JO- (CORG TAEIAT JOATT oea (g | @b Zass @0IeT AT 4 MG IS I 0T
T T | TR © OB @ g 36, (I g waed Keew diwedr | @f woam
TIAIBIRIEE ST &) LGN A 21afs |

o

o TATBIFIZG (A QG T TRV |

o wm (B (oifeon, Gt «ae FTsfifent)-«3 HfeeT @ @31 (@i ey (ZEFTa 3,
wpel @ S ¢ fefere) |

o $F 8 pIAR TIIBIRIZG ST |

o TH-BIATBIFIRE T T |

* TS G2 TS (VT T@E 26q FIrshi NEeive |

T 8 CRARI

o o gfon: e @33 0 2eo Wl IR -8 TS & |

o fffar ooife: e aaar 03 2¢o fral, RwEs 2-b AeTed & |

« fofe eifee: T a3 0 2¢o firal, SRS 8 Ao & |

o TH-GICBTRIRE WAE ZNCE: M0 G T ¢ a1, BIRCED ©-33 AN T | T
TR TR Ty @2 ofeaAr foghr Azl 2o 2w |

o T @ PUETA URAICBIIZE Se: At @i 0 2¢o AT, BT - FeTed &0
T qpel @k = <@ fefere |

£

efffimt
BrafmIET @7 &fe SReamTaeTer AT @ TR © <RI T A= A |

bistio)
forer ¢ el o, TERE, A9 SR NE (FE NI © TOFOR AL (I Tl
e |

TERG @ G TR

FERY: A @AM TN SHeew RTEST (71 T A, ST TR (F0F TSI Fo7q 2O FoAF
@ O (72 e «f5 1SSt wfEEmE (red Tfte |

FMIE M @2Y ¢34l I e oot 27, o1 «ffs wameidt M (remr $fve |

fire: e Bfow 7 |

ot effsferr

(o5 oA, SRS, 9 A o, e, e, Tl @< St s e e
T WA T @Fed $rd afefEn w7 Fhremm-seem figm @<t e af et @z
0ol a1 g (SR $rad ToITe et AT 7w ) | WA TS, SATEARALITATTS!
OR GG, (FIECHORT G @AB1RH 72 fereiag it faree (bt a5 Fw9) |

I SR IR et

TR © @7 A AR AN @ G ARGUEN P4A50 97 el (T q4idie
e: Babien, Eirrm TRIRm © 7 FRwTel Aee AT < i e «fF s @
AT |

TR

ST G AHST (ATF Y7F, Wo °GT. SINI@ ST €3 s A | et Jreite 126 A1 |
AR

iZCIRET© Bees:

ﬁ%mm;oﬁmw 2ifsfB Bt e 2eo Mal, Srfife «g srgey SefmifeT
RGFRIES . |

SK+F

LSRR

GAEQTF TG G 1.
ST, #ATGT=[, AT

® @& Gens



Mycofin’

Terbinafine Hydrochloride BP Cream

DESCRIPTION

Mycofin® cream is the preparation of Terbinafine Hydrochloride, which is a synthetic
antifungal compound. Terbinafine is an allylamine that has a broad-spectrum
antifungal activity. At low concentrations Terbinafine is fungicidal against
dermatophytes, moulds and certain dimorphic fungi. The activity against yeasts is
fungicidal or fungistatic depending on the species. Terbinafine interferes with fungal
sterol biosynthesis and it acts by inhibition of squalene epoxidase in the fungal cell
membrane.

INDICATIONS

* Fungal infections of skin caused by dermatophytes such as Trichophyton (e.g. T.
rubrum, T. mentagrophytes, T. verrucosum, T. violaceum) and Epidermophyton

flfloccosum.

* Yeast infections of the skin, principally those caused by Candida albicans.

* Pityriasis (tinea) versicolor due to pityrosporum orbiculare (also known as
malassezia furfur).

DOSAGE AND DIRECTION FOR USE

Mycofin® cream can be applied once or twice daily. Cleanse and dry the affected

areas thoroughly before treating with Mycofin® cream. Apply the cream to the affected

skin and surrounding area in a thin layer and rub in lightly. In the case of intertriginous

infections (submammary, interdigital, intergluteal, inguinal) the application may be

covered with gauze, especially at night.

Duration of treatment

« Tinea corporis / cruris (ringworm of the body, jock itch): 1 to 2 weeks

* Tinea pedis (athlete's foot): 1 week (One week of treatment is normally sufficient if
the cream is applied twice daily).

* Cutaneous candidiasis (skin thrush): 1 to 2 weeks

* Pityriasis versicolor: 2 weeks

Use in children: Not recommended.

CONTRAINDICATION
Mycofin® cream is contraindicated in individuals who have known or suspected
hypersensitivity to terbinafine or any of its components.

USE IN PREGNANCY & LACTATION

Pregnancy: No adequate data available regarding uses of terbinafine in pregnancy. It
can be used in pregnancy only if potential benefit outweighs risks.

Lactation: It is excreted in human milk. It is advised to avoid in lactating women.

PRECAUTIONS
Mycofin® cream is only for external use. Contact with eyes should be avoided.

SIDE EFFECTS
Redness, itching or stinging may occur at the site of application. These symptoms
must be distinguished from allergic reaction that are rare but require discontinuation.

DRUG INTERACTION
Potential interactions between terbinafine and other drugs have not been
systematically evaluated.

PHARMACEUTICAL PRECAUTIONS
Do not store above 30 °C temperature. Keep away from light and wet place. Keep out
of reach of children.

PACKAGING

Mycofin® 5 g Cream:

Tube containing 5 g cream. Each gram cream contains Terbinafine Hydrochloride BP
10 mg.

Mycofin® 10 g Cream:

Tube containing 10 g cream. Each gram cream contains Terbinafine Hydrochloride
BP 10 mg.
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Mycofin

Terbinafine Hydrochloride BP 1% Spray

DESCRIPTION

Mycofin® is a preparation of Terbinafine Hydrochloride which is a
synthetic allylamine derivative reported to have a broad spectrum of
antifungal activity. It is considered to act through inhibition of fungal
ergosterol biosynthesis. Mycofin® is fungicidal against dermatophytes
and some yeasts, molds and fungi.

INDICATIONS

Mycofin® is indicated for the treatment of fungal infections of the skin
caused by dermatophytes such as trichophyton and pityriasis (tinea)
versicolor due to Malassezia furfur.

DOSAGE AND ADMINISTRATION

Terbinafine spray is applied once or twice daily, depending on the
indication.

* Interdigital Tinea pedis: Once a day for 1 week

* Tinea corporis, cruris: Once a day for 1 week

* Pityriasis versicolor: Twice a day for 1 week

* Relief of clinical symptoms usually occurs within a few days.
Irregular use on premature discontinuation of treatment carries the
risk of recurrence.

CONTRAINDICATIONS
Mycofin® is contraindicated in patients with known hypersensitivity to
terbinafine or any of its excipients.

SIDE EFFECTS

Pruritis, skin lesion, skin exfoliation, application site pain, irritation,
pigmentation disorder, skin burning sensation, erythema, scab,
eczema, dermatitis contact.

PRECAUTIONS

* Mycofin® spray should be used with caution in patients with lesions
where alcohol could be irritating. It should not be used on the face.

 Mycofin® spray is for external use only. It may be irritating to the
eyes. Contact with the eyes should be avoided.

* In case of accidental inhalation, consult a physician if any symptoms
develop or persist.

USE IN PREGNANCY AND LACTATION

* Pregnancy: Although animal studies show no fetal toxicity, there is
no information on possible adverse effects in human and it should
not be given to pregnant women.

* Nursing Mothers: Since the drug is excreted in breast milk, it should
not be given to the nursing mothers.

* Children: Not recommended.

DRUG INTERACTION
None

PHARMACEUTICAL PRECAUTION
Do not store above 30 °C temperature. Keep away from light and wet
place. Keep out of reach of children.

PACKAGING

Mycofin® Spray:

Each bottle contains 30 mL solution. Each gram spray contains
Terbinafine Hydrochloride BP 10 mg.
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