Daktarin

NAME OF THE MEDICINAL PRODUCT
DAKTARIN C

Wiconazole iate 20 g topial crea.
DAKTARIN Powder

Table 1: Adverse drug reactions reported by patients in
inerrotmentgroy in z| aanhn—hhnd Clinical trisks

Miconaz
DAKTARIN Loli

Miconazole ivate 20 ma/g topical tio.
DAKTARIN Tinciure

Miconazole 20 mg/mL topica tinctue.

DAKTARIN Gream: Each gram contains 20mg of the.
acive substance miconazole iate.
DAKTARIN Pouder: Each gram contains 20mg of the.

active substancs miconazole niate.
DAKTARIN Tinctue: Each milier contains 20 mg of the.
sthe sustarce monazde

¢ excipients, sae List of Excpiens,

MACEUTICAL FC

CAKTARIN Groa inhs oriogeneous cea fr topical
DAKTARIN Powder: Write powder for opical use.
DAKTARIN Lotion: White homogeneous emulsion for tpi-

J sppication o
DAKTARIN Tinciure: Clear cooress solution for topical
appiication o the nal.
cunioaL pARTICULARS

apeutic Indications.

clions due to dermatophytes or yeasis, and other

s, corpors, manuum, barbas,

Wiconszois | Pl
256 Croam |Cream Base|
6. % (n=408), %
nd subcutancous
tissue disorders.
02 07
Skin nflmmation 0z -
Skin hypopigmentation 02 -
Appicaton st irtation 01 0s
Appicaton st buring 02 02
Appicaton st prurus 02 -
Appicaion st reaction NOS | 02
Appicaion sfe warmin 02

Note: Indiioual patients may have reported more than &
sngle event

Posimarketing data
Advers g roctions ram sponaneous epers g
the woridwide post-marketing Sxperince wih DAKTAF
e ot ebetd et e petosod n Ta . Tho
adverse chug reactons are ranked by fraquancy. sing the
folowing conventin:

Very common 21110

Common 00 and < 1110
Uncommon  21/1000 and <1/100

ro “inooon, /1000
Very are 10000, inclucing s por
e el et e s o

bactora, it oses secondarly
Infcted wi w. mmz o napie domani
DAKTARN

Usually n cummnmmn wih cream o ofon:

avere g sctons o ponarecs aprts. 10 o
reciee catimates of nodence that
HGh: oo ooaied I ikl o epdomioga Soges.

‘Table 2 Postmarketing reports of adverse drug reactions.

 rapin darnai
el
L demaopes o o

posive bactera, 1 may be used in mycoses secor-

oy andenctc escton. sy
goneuroic edems
Skinan suboutaneous tosus disorders
urcariacotact domat s, ey,

prurtus, skin
Gones dacrdrs tration site conditions.
e spplason ot reacors, mooing

Gardy nfe
DAKTARIN Tiocture
Tl 21 raled ictons cavse by Gomatshyo o

M!um:m fopcal medaton fo te et of ony-
chom

Since’ BAKTARIN has an antbactral efect on certan
famesiive bactera, .y bousedin mycoses secr-
Garly nfcted with s

Poacogs et Moo Of it

Aol some cream to the lesions tice dail. Rub the
cream into the skin with your fger uti t has fully pene-

ratd
1fihe powder s used with the crsam, 2 once iy appica-
tion of botn formuiatons s ecommends
The duration of therapy varis from 2 10 6 wasks depend-
ing on the acalztion and the severy o i leson
Treatment should be continued at east one wedk afer
disappearance of a signs and symploms.

KTARIN Pouer

Overdose

Smetems

Topical uso: Excessive use can resul in skin tation,
which usualy dsappears atar discontnuation of therapy.
Treatment

Accidental ingostion: DAKTARIN Cream, Powder, and
Lotion are ntended for topical use, ot for oral use.
Shod acadetal orl ngeston f e auaniies of
hese poducts oo, an apexcprial metod of s
motying may be u e necessan.
ol taion o e conaing powder Hasshe
scodenl sprton o DACTAN P
Slockage of snuays. Respiratory ares <o
m Freted i lersive spporie herpy nd oxgen
respiraion encotrachaal ntubation,
enowal O iMpacied matea and aste! PSRN
‘Showkd bs consdersd,
Symptoms.

Apply some pow
1fiha powde s used with tha cream or loion. a e daly

i
ustally disappears aiter ciscontinuaion of te terapy.

Ronce daiy prophylactic use of e powdsr n shoss and
Socke s uffcint

The duraton of therapy varies fom 2 10 & vesks depend-
ing on the acalzation and the sevariy o t lesion.
Trsiment shid e connusd o et e ek afer
disappearance o a signs and symplom:
DAKTARIN Lotion

Skin nfecton:

Apply some loton 1o the lesons once or t
e loion into the skin it your fnger unt
penetated.

1 he powdar is used with the loton, a once daly appica-
tion of both formuiations s recommendec.

The duraton of therapy varies f1om 2 10 & vesks depend-
ing on the acalzation and the severiy o t lesion.
Treatment should be contnued at least one wesk after
disappearance of al signs and symploms.

Nai mections:

The nfected nals should be cut as short as possibl.

oncs o wice daly. The weated nall o bo coversd
v octhuive bandage.
‘restment shoud 5o contnued wihout nteruption
unm e rowt ol nw raf s st i el cure
- rarely oss than 3 months).
DA T
T

infecied nais should bo cut as short as possibl.
Gy,

Treatment
Accidental ingestion: A specifc antdote is not avaiabe
Troatment & Symplomati and supportive, However, the
cuantiy of alcahol hat has been ingested must be faken
into accoun, especial in chren.

PHARMACOLOGICAL PROPERTIES
samic Properties
Prarmacoirapedc " Sasstcaton, (rifungas for
fomnatologicaltopical use; imidazole dervative)

TC code: DOTA G2

Miconazole combines an antfungal actty against the

common domatopnyas, yeasts and varous aier i
an anibactenal activy aganst carain gram-posive

s the biosynithesi of ergos .
S hanges th compcson of hr Ipg componens
the mebrane, resuitng in fungal so pecross
Miconszole o be affectie in sacon-
darly nfoctad mycoses.
Usualy, mconazl ais ey iy on s whe
werily sccompanies dermatophye and yeast infec-
o s oot Imrovsnen 5 e blrs oo
st Signs o healing are observed.

Pharmacokinetic Proparties
Homortion: orszo enginen e s o ot

abrush 10 the nfected nail and the sumounding e and
alowed 16 dry 1o an occlusive i I s ecommendd to
cloan the nall and the sumounding area wih scetons.

b ‘o appication of the nci.
The trastment shouid be continged without inerruption,
untl a new nail has stariad 1o grow and definite cure can
o ooy s an 3 o).

GAKTARIN Cream Poucer,Loton,and Ticur areconta-
st in s Wi s knoun Mersensuy to
miconazole or anoiner ngrediet of the formulation
Specinl Warings and SpellPrcautons o Use
I3 Teactin Sigesing carsivy o miaion shoud

Ydays.
i 8 iovasabiy of s han 1% o

azole. Plasma concon-
laboltes wora meas.

o s mite

iratod ater
o infants with caper
‘Garmaits. Pasma loves of miconazole were undetectable

istribution: Absorbed micanazole is bound to piasma
oiens (3529 e o s (106%.
Motabolism and Excretion. The smal amount of micona.
2o thal s sbaotoed 5 lmnated pedminarty n feces
a5 both uncharged crug and meabolte ov  four-<ay
mal

BAKTARIN Groam, o

coms inta contact i
ecauss the tncturs 1 an dcobolic solaton, tcamot be

applied o open esions, nta he eyes or on mucous mem-

Lotion, and Tinciure must not

DAKTARIN Powder conains tac. Avoid Inhalation of the.

provent intation of arways. In paricuiar, when

{raatng infants and chicr ncvelu\ipphuuonlhw\d be
used! 10 provent inhalaton by the.

Medicinal Prodiucts and Other

Miconasole ummum rstemicaly i fnoun t i
temic avalabity after

istored with miconazole, can' b Increased and caution
e excrcioad

Prognancy and Lactation

OACTARN Cream, Pouder, Lo, s Trcure sl
ol ar i, 3067003 o svs!ermc crcua:
o ooy trotind v e
it miconazele s ambryotoxi o ferstogeni n anmas,
potential hazards of prescribing DAKTARIN Cream, Pow
der, Lotion, or Tincture curing prognancy should ahways.
be Weighed against the expected tnerapeutc benefts.
Laciaen

Pl m s minimaly absorbed into
T Sysemi crcuaton and 1 15 no known whether
micanazole is sxcrated i human braast mik. Caution
Should be exercised when using opically applied micona
2500 products curing lactation. (Sea Interactions with other

g and metaboites aso appent n urne.

Procinical cata reveal no specil h

o conventionalstudies of loca ritation single and
peated doss toxcty, genoloxicity, and toxiciy o repro-
cton

PHARMACEUTICAL PARTICULARS
Listof Excipients.

Crtan: The cram formuiaton coniss of
PEG-5 (and) PEG-32 (anc) glycol scarate,
goighcordes, i parain, onzolc S oaes

v foiaton consiss of
1z o Cobo shoon e

for: Th ltion formulation consiss of PEG-6
(o PEOLS (mx Siveol et oy macroglye-
e, 10, paratn, boroic aci, it ooy~
prosigirle
BAKTARIN Trcture, T ticture formulaton consiss of
acrylacrylate copolymes, propylene giycol and aicohol

Incompativities
Non known

sheifLite
‘Observe oxpiy date on the outer pack.
Spocia rocautions for torage
ar Stor at 25°C or bl
DATARIN o Srrsbatween 15 on 30° .
I Lotion: Stora between 15 and 30° C. Protect
from excessive
DAKTAI Tt Storsbewosn 154040 C.
e, Loton, and Tincure out
e of oo

Dacan roam s suppled s of 15,94 %0 g

Not applcabl.
Undesirable Effects

Acverse crug resctions sients who

Suppliod n shakors of 205

ing 1o

arin ticture containing 20 mg of miconazole per i)

received miconazole 2% cream andlor piacebo cream
base'n 21 dousieind cncl i o reseried
Table T beow. abla e al acvers vents
Conidored 1o b Toe 0 Sy . & daen o
hat the adverse reacton was ot raporied by palients
the specifed treatment aroup.

ond Handing <and Disposa

DAKTARIN Gream: To open the tUbe, unscrew the

Ton e e e f 1 Wba wi he o on e 0p o

e

mmnw Powder: Not applicable.
1 Lo Sl o sy ot o rss

o P ow fanes elre spvar

DAKTARIN Tincres Use th brsh aached 10 the cap of

the ot to apply the thcure.
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