Ziska Pharmaceuticals Ltd.
Text & Measurement Approval of Secondary Packaging

Product: Fungitac
Secondary Packaging:

Measurement: L

Insert

219 mm, W =105 mm

TGS

ARBICRIAICET Aews & 3% Tlae/efae
lcu i
&S & FIfIGT T AT ARG T2E5 [ 20 frar, |
FrfiterEfe

ARG 36 afewrene, @b afSwree e fees @@ owge | e 379
A5 P Tt A, TRee € 9 27 (@, At enfieeia ARG Pieeo e
SRCSEHE LT (F LT AW FA AT FIST I ANF | NSO 2002 FIGHie @ (e
CNET G G0 TN 4T SAMA | 9 AW AT (FICE ARG AT 1 S ey
AR (R ASTR AT FITSL G (I FOMAT T |

oot
FIfAGE @I 3 9 I ST TR ITET 2BE-TCfenre B (ofes @ wiwrie @it @y
e |

TRERE

THR-RefEtE B fifesT a3 v FITET S 2% M 42 99 8 AR T FIRE A0S
T | WG A AL A1 S AN 20 @ O NGFS AT AT TS T G SR
APET T ToH 90 WgS A | «@f5 (514, T @I @INAT IR FA AT A

pa

ool

FIPNEF @ % SqNE $F IILEE & | AW AT Sge W, JIXE 9 FA00 I 4R
BT AF e @ | AW GIEE & QBTN SR ALIMARNETST WZ S (G
TEFS! SRR FACo TF | Tt et eifsferar zrs = |

i ot
AR ARG TGS AT I (I SATAT N2AT ST QPToRT (@I S0 @l sy
LA ACHEEAE HALAATATS! SR SR (0@ ARG IS @i elfs Fwfre |

inf efSferar
TpfererTeT BraeeT @te e A afefaan ze, 613 TNBRG, ¥F 9, 9 QEICOTST, A
FICT AT ST |

SR AT elfSferar
TFIFAGF BT 2%-9F AL ST ST (I ST WA 47 S (@I A1 27 |

TSI '@ THAITICT

(e B refa 57 )

SS! NfZETH Toi7 (i o elfsfaar sieg e o @ Adie oy Arnear ARl | FfIGE ST
SIS TR UL (ST AN T O TSt e Grare @ 20 |

FRAEGE E Moqeah F1:0afre = foar o wmr IR | GrRE ORI S ede! e T
Tfoe |

frwa cFe@
3 TEET Feoa Freard (@ FRPIGT SN 3% Fopg IR @Rk frarem ot efsfoe =fv

TR CFC
Y QT AT @M (w@ TG @i afefEm ene e o oy [ ot wEr
[ |

T@fEy
FIAGE ST T@IfEy 0T (@ eforams @2 |

eI
ST (AT 0, GF @ TST FIe g | Fretwe elieeray Aifzea a0 | Fpver reieaer = o

RMEEEIEY
&S FIHT IR 20 AN PN FAHeTe A3 BT g Iz 72T Q6 Tt |

Manufactured by

ZISKA

PHARMA
Ziska Pharmaceuticals Ltd.
Kaliakoir, Gazipur, Bangladesh

AGM, Production

QA & Compliance Manager

Manager, PD

AGM, Marketing

BE/SBE/GPM



Ziska Pharmaceuticals Ltd.
Text & Measurement Approval of Secondary Packaging

Product: Fungitac

Secondary Packaging:

Insert

=219 mm, W =105 mm

Measurement: L

Fung|tac Cream

Sertaconazole Nitrate BP 2% w/w

Composition
Each gram Fungitac cream contains Sertaconazole Nitrate BP 20 mg.

Pharmacology

Sertaconazole is an antifungal that belongs to the imidazole class of antifungals. While the
exact mechanism of action of this class of antifungals is not known, it is believed that they
act primarily by inhibiting the cytochrome P450-dependent synthesis of ergosterol.
Ergosterol is a key component of the cell membrane of fungi. Lack of this component
leads to fungal cell injury primarily by leakage of key constituents in the cytoplasm from
the cell.

Indication

Fungitac cream 2% is indicated for the topical treatment of interdigital tinea pedis in
immunocompetent patients 12 years of age and older, caused by Trichophyton rubrum,
Trichophyton mentagrophytes and Epidermophyton floccosum.

Dosage & administration

In the treatment of interdigital tinea pedis, Fungitac cream 2% should be applied twice
daily for 4 weeks. Sufficient amount of Fungitac cream 2% should be applied to cover both
the affected areas between the toes and the immediately surrounding healthy skin of
patients with interdigital tinea pedis. Not for ophthalmic, oral, or intravaginal use.

Precaution

Fungitac cream 2% is for use on the skin only. If irritation develops, treatment should be
discontinued and appropriate therapy instituted.

Physicians should exercise caution when prescribing Fungitac cream to patients known to
be sensitive to azole antifungals, since cross-reactivity may occur.

Contraindication
Fungitac cream 2% is contraindicated in patients who have a known or suspected
sensitivity to sertaconazole nitrate or any of its components or to other imidazoles.

Side effect
Most common adverse reactions observed in clinical trials were contact dermatitis, dry
skin, burning skin, application site skin tenderness.

Drug Interaction
Potential interactions between Fungitac cream 2% and other drugs have not been
systematically evaluated.

Pregnancy & Lactation

Pregnancy Category C.

There are no adequate & well-controlled studies conducted with Fungitac cream in
pregnant women. Fungitac cream should be used during pregnancy only if the potential
benefit justifies the potential risk to the fetus.

It is not known if Fungitac cream is excreted in human milk. Because many drugs are
excreted in human milk, caution should be exercised when prescribing Fungitac cream to
a nursing woman.

Pediatric Use
The efficacy and safety of Fungitac cream 2% have not been established in pediatric
patients below the age of 12 years.

Geriatric Use
Clinical trials of Fungitac cream 2% did not include sufficient numbers of subjects aged 65
and over to determine whether they respond differently from younger subjects.

Overdose
Overdosage with Fungitac cream 2% has not been reported to date.

Storage
Store in a cool & dry place, protect from light. Keep out of reach of children. Do not freeze.

Packaging
Each carton contains a tube of 20 g cream of Sertaconazole Nitrate 2% and an insert.
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