


: RECOMMENDED FOR DlAPER DERMATITIS

DESCRIPTIQN LOTRlSONE Cream and Lot:on contain oombmatsons of dotnmazole a synthetnci'f o

annfungal agent and betamethasone dnpropnonale. a synthehc cort:oostero:d for dermatologlc; S
- use.. o o : , . _ :

R Chemlcallyrclotnmazole is 1—(o—chloro-a.a—dnphenylbenzyl)lmldazole wsth the empmcal formula: R
. szHwClNz. a molecular weight of 344.84, and the following structural formula

Clotnmazole |s an odorless. whlte cryslallme powder msoluble m water and soluble in elhanol

—— Betamethasone dvpropuonate has the chemlcal name 9-ﬂuoro-11B 17 21-tnhydroxy-16[3‘.

: ‘a molecular welght of 504 59, and the followmg structural formula

- ' 'Betamethasone dnpropuonate is & white lo creamy whlte, odorless crystallme powder msolubleffz? z
e m water ~ : : . : e

R Each gram of LOTRISONE Cream contams 1o mg clotrimazole and ' L Lo e
:‘-cream consisting of purified water, mineral oil, white petrolatum. oetearyl alcohol 70/30,

- ceteareth-30, propyleneglycol sodlum phosphate monobasnc. and phosphonc acid, benzyl
‘ aleshol as preservative. . ... -

':LOTRISON'= Cream s smooth unrform and whlte to off-whnte m color G

'Each gram of LOTRlSONE Lotlon contams 10 mg clotnmazole and 0. 643 mg T
“betameihasone dipropionate (equivalent to 0.5 mg betamethasone), in a hydrophxhc base of o
- purified water, mineral oil; white petrolatum, cetéaryl alcohol 70/30; ceteareth-30, propylene =
' glycol, sodium phosphate monobasic monohydrate;, and phosphoric acid; benzyt alcohol as a -
- preservative. LOTRISONE Lotion may contam sodrum hydroxlde LOTRISONE Lotionis .
.;“Opaque and whue in color. D L . ’
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CLINICAL PHARMACOLOGY

: -'~3--~Mwsone Jroplonate . S
LOTRISONE Cream has been shown to be at least as effective as clotrimazole alone ina-- "

ifferént cream vehicle. No comparatlve studres have been conducted wrth LOTRISONE Lotton'ff
and clotnmazole alone _ S e -

3 Use'-of oort:costerords m the treatment of a fungal mfectlon may Iead to suppressron of host':f_
mﬂammahon Ieadrng to worsenlng or decreased cure rate.. - :

- ' Clotnmazole S R T
g Skm penetratuon ‘and systemtc absorption: of . clotrimazole: foltowmg topml apphcatnon ofiif P
. LOTRISONE Cream or Lotion have not been studied. The following information was obtained -+ -
-~ using. 1% clotrimazole .cream and solution - formulations. Six hours: after the application-of =
- " radioactive clotrimazole 1% cream and 1% solution onto intact and ‘acutely inflamed skin; the - "=
SR concentratron of clotrimazole varied from 100 mcg/cm in the stratum -corneum, to 0.5t0 1 - ..
. 'mcg/cm in the reticular. dermis, and 0.1 mcglcm in“the subcutis.: No measurable amount of NS
© = " radioactivity (<0.001 mcg/mL) was found in the serum within 48 hours after application under :: -

occlusive dressing of 0.5 mL of the solution or 0.8 g of the cream. Only 0 5% or less of the. -
apphed radloactlvrty was excreted i the unne

i Mtcrobtology o T T
“Mechanism of Action: Clotrtmazole is an nmldazole antnfungal agent Imndazoles mhrbrt 14-a- ,
: demethyiation of lanosterol in fungi by bindirig to-one of the cytochrome P-450 enzymes: This
. leads to the sccumulation of 14-o-methylsterols and reduced concentrations of ergosterol, a =~
- sterol essential-for a normal fungal cytoplasmic membrane:- The methylsterots may affect the "
. electron transport system thereby rnhtbmng growth of fungt = : o

fj'Actwsty In V:vo Clotnmazote has been shown to be actnve agamst most strams of the
- following dermatophytes, both.iri vitro and in clinical infections as described inthe .-~ * *' -
-INDICATIONS AND USAGE section:. Ep/den'nophyton ﬂoccosum Tnchophyton S
mentagfophytes and Tnchophyton rubrum‘ : R

Actrvrty ln V:tro In wtro ctotnmazole has been shown to have actrvrty agamst many
: dermatophytes but the clinical significance of thrs information is unknown

Drug Resnstance Strarns ‘of dermatophytes havmg a natural resistance to ctotnmazole have ;"..:
" not been reported. Resistance to ezoles mcludnng clotnmazole has been reported insome-..
..‘Cand:daspeme's*— S R U O . : L

“No snngle-step or muttrple-step resistance to clotnmazole has devetoped dunng successive
.rpassages of Tnchophyton mentagrophytes - . T

S Betamethasone Drgrogronat - a
etamethasone drpropronate a corticosteroid, has been shown to have topical (dermatologrc)-_.-:
nd systemuc pharmacolognc and metabolnc effects charactenstrc of thls class of drugs
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Pharmacokmetncs The extent ‘of peroutaneous absorptnon of topncal cortreosterords |s:f'-
* deterrhined by many factors, including the vehicle, the interrity of the epidermal barrierand the-
use. of occlusive dressings (See DOSAGE.AND ADMINISTRATION:  section).: . Topical -
" corticosteroids- can be absorbed from normiat intact skin.: Inflammation and/or other disease s
- processes in the skin'may increase percutanecus absorption of topical corticosteroids. 'Occlusive
= dressings’ substantially increase the percutaneous absorptron of topmt oortloosterolds (See-;
; DOSAGE AND ADMINISTRATION sectron); L i

Once absorbed through theskm. the phannacokmetrcs of toprcal cort:costeronds are snmrlar tof s
systemically administered corticosteroids: - ‘Corticosteroids are bound to plasma proteins in-
" varying:degrees. - Corticosteroids are metabolized primarily in the liver and are then excreted by - .

- the kldneys Some of the toprcal corbcosterords and therr metabohtes are also exereted into the -
_;brle : o S

EEp btudles performed wrth LOTRISONE Cream and Lotron mdmte that these topncal combmatlon T
T antr-fungal/cortrcosterords may have vasocontrictor potencies in a range that is comparable to .

- high potency topical corticosteroids. Therefore use is not recomimended in patlents less than 12 -
) years of age in diaper- demtatltrs and under occlusion. .

B CLINICAL STUDIES (LOTRISONE Cream) '
: .. . In clinical studies of tinea corporis, tinea cruris,’ and tmea pedrs patrents treated with -

"~ LOTRISONE Cream showed a better clinical response at the first return visit than patrents ,
~treated with' clotrimazole cream. In tinea corporis and tinea cruris, the patient returned 3 to 5
~days after starting treatment, and in tinea pedis, after 1 week.- Mycological cure rates - L
" cbseved in patients treated with LOTRISONE Cream were as good as or better than in’ those e
~ patients tréated with ciotrimazole cream. In these same clinical studies; patients treated with.
LOTRISONE Cream showed better clinical responses and mycological cure rates when

c0mpared wrth patlents eated wrth betamethasone drpropronate cream

{*CLINICAL STUDIES (LOTRISONE Lotlon) RERR L S e
In the'treatment of tinea pedis twice daily for four weeks LOTRISONE Lotron was shown to e

- superior to vehicle irrelieving symptoms of ‘erythema, scahng, pruritus, and maceration at week. -
- 2-LOTRISONE Lotion was also shown to have a superior mycological ctire rate compared to
“vehicle two weeks after discontinuation of tréatment. It is unclear if the relief of symiptoms at 2 -
-weeks: in: this: clinical study. with LOTRISONE . t.otron was due to the oontnbutlon of, B
betamethasone drpropronate clotnmazole or both Lo Do o

: I A the treatment of tmea cruris twuce darly for two weeks LOTRISONE Lotlon was shown to be N

- superior to vehicle in the relief of symptoms of erythema. scaling; and pruritus after 3 days. Iti is
unclear if the - relief of symptoms after 3 days in this clinical study with LOTRISONE Lotron was o
. due to the contnbutlon of betamethasone drpropronate clotnmazole or both » . SRR

'vehrcle have not been studied in the treatment of tinea pedns or tinea cruris of tinea corporis: The: :
comg arative effi cacy ‘and safety of LOTRISONﬁ Lotion and LOTRISONE Cream have also not'
beenstudled T N S T .
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INDICATIONS AND USAGE s ‘ P e e Pl
LOTRISONE Cream and Lotion are lndmted for the topml treatment of symptomatrc

- inflammatory tiriea pedis, tinea crur.s and tinea corporis due to- Epidennophyton ﬂoccosum
. Trichophyton mentagrophytes, and Trichophyton rubrum. Effective treatment without the: nsks
associated with topical corticosteroid use may be obtained using a topical antifungal agent.. ...
that does not contain a corticosteroid, especially for noninflammatory tinéa infections. The.
efficacy of LOTRISONE Creamn or Lotion for the treatment of infections caused by zoophlhc
dermatophytes (e.g. M:crosporum cams) has not been estabhshed T

Several cases of reatment failtire of LOTRISONE Cream in the lreatment?of mfectuons S 3-
caused by M:crosporum cams have been reported Do

j“CONTRAHHMCAﬂONS ta-1~“ T L S
" LOTRISONE Cream or Lotion is contramdrcated in_patients who are sensitive to cIotnmazole
;- betamethasone drproplonate other comoosterords or amudazoIes or to any mgredrent in Ihese
i preparatrons ~ : .

;ﬁPRECAUﬂONS o e o S
© - General: Systemic absorptton of toprcal cortucosterords can produce reversuble hypothalamrc- S
- pituitary-adrenal (HPA) axis suppression with.the potential for glucocorticosteroid insufficiency. -~ -
= after withdrawal of treatment. Manifestations of Cushing’'s syndrome, hyperglycemia, and .. -

-glucosuria can also be produced- in: some" patrents by systemxc absorptron of toprcal"i.j_'
. cortacosterouds while on treatment o L ;

Condmons whuch augment systemrc absorptron mcIude use overlarge surface areas, prolonged:§
use; and use under occlusive dressings. Patients applying LOTRISONE Cream or Lotien to &'
* large’surface area or to areas under occlusion should be evaluated periodically for evidence of

HPA axis suppressron .This may be done by usmg the ACTH stumulatron mommg plasma:
w cortnsol and unnary free cortisol tests 7 i'_j S S : -

e LOTRISONE Cream was apphed usung Iarge dosages 7 g dalIy ror 14 days (BID) to the crurﬂi
' -area 6f normal subjects. Three of the eight normal subjects on whom LOTRISONE Cream was ',
_~applied exhibited low moming plasma cortisol levels during treatment.- One of these subjects had - -~
afn abnormal Cortrosyn test.. The effect on mOmIng pIasma cortrsol wasﬂansnent and subjects;
recovered one week after dlscontmumg dosmg N D

if ’HPA axis suppressron is noted an attempt should be made to wlthdraw the drug. to reduoe the
frequency of application, or to substitute a less potent corticosteroid.. Recovery of HPA' axis,;
function is generally prompt upon discontinuation of topical corticosteroids. Infrequently; signs:-
and symptoms of qucocomcosterOId msufﬁctency may occur. requmng supplemental systermc;
cortncosteronds ' . : : T R T 2

Peduatnc paaents may be more susoeptlble to systemnc toxuaty from equwaIent doses due to theurf'»:
Iarger skm surface to body mass ratlos (See PRECAUTIDNS Pediatﬂc Use) T

lf"rrr.tat.on develops. LOTRISONE Cream or Lquon shouId be dnscont:nued and appropnatv
-3'_'therapymshtuted R o R LI G e o c
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D THE SAFETY OF LOTRISONE CREAM OR LOTION HAS NOT BEEN DEMONSTRATED IN S

..~ THE TREATMENT OF DIAPER DERMATITIS.. ADVERSE EVENTS CONSISTENT WITH .-~

- - CORTICOSTEROID. 'USE HAVE BEEN OBSERVED'IN. . PATIENKS- TREATED WITH ;

" LOTRISONE CREAM FOR DIAPER DERMATITIS:- THE USE OF LOTRISONE CREAM OR : |
- LOTION tN THE TREATMENT OF DIAPER DERMATITIS IS NOT RECOMMENDED :

|nformat|on for Patlents Patrents usrng LOTRISONE Cream or t.otron should receive the';ii
foltowrng rnformatron and tnstructlons o ;.;.,'= : Lol o

; ;{_‘The medncatlon is to be used as drrected by the physrcuan and is hot recommended for use'-i‘
- longer than the prescribed time penod tt is for external use only Avoud contact with the-i», ,
o eyes the mouth, or- rntravaglnally e S t , o

2. This medication is to'be used for the full prescnbed reatment trme. even though the»f'}é’f
- symptoms may have improved.. Notify the physrcran if there is no improvement after Uveek S,
‘ _“of treatment for tinea cruris or tmea corpons or after 2 weeks for tlnea pedrs '

IR 3. Thrs medncatlon should only be used for the drsorder for which |t was prescnbed

fif 4 The treated skin area should not be bandaged covered, or wrapped so as to be occluded
(See DOSAGE AND ADMINISTRATION sectron) : N — L ‘

;:~ *5“‘7\ny sugns of Iocat adverse reactrons should be reported to your physrcran

: L;" Fauents should avoxd sources of mfecbon or remfectron

: EfWhen usmg LOTRISONE Cream or Lotron in- the groin: area patnents should use the = :
-~ medication for two weeks only, and apply the cream or lotion sparingly.: Patients should wear. .-
':_-:f-‘loose-f ttmg clothing.. Notify the physician if the condntron persrsts after 2 weeks ‘

8. The safety of LOTRISONE Cream or Lotron has not been demonstrated m the treatrnent of S
- f'draper dermatitis. Adverse events consistent with corticosteroid use have been observed. in = .
 patients treated with LOTRISONE Cream for-diaper dermatitis.. The use of LOTPISONE"V -

Cream or Lotron in the treatment of draper dermatntrs is not recommended ‘ : &

:Laboratory Tests lf there is a Iack of response to LOTRISONE Cream or Lotron appropnate
. confirmation of the “diagnosis, including possrble myco!ogrcal studres. |s mdrcated before
rnstntutmg another course of therapy L e L :

»:"::The followmg tests may be helpful m evaluatmg HPA-axrs suppresslon due to the oortroosteroud
'_'.'components ;-”__ S A S EERRT * A

U"naryfreecorusoltest
- Morning plasma cortisol test = -~ | SR
ACTH strmulatron test B L PO

e Carcmogenesrs, Mutagenesrs. lmpanment of Fertrhty There are no laera.ory ammal
" - studies with either the combination of tlotrimazole and betamethasone dupropronate or with-



erther component mdrvrdually to evaluate mrcmogenesrs

Betamethasone was’ negahve in the bactenal mutagenrorty assay (Salmonella typhrmunum
and Escherichia coli); and in the mamnialian cell mutagenicity assay (CHO/HGPRT). Itwas - g
- positive in the in vitro human lymphocyte chromosome aberration assay, and equivocal in the -

in"vivo mouse bone marrow micronucleus assay This pattem of response is stmnlar to that of

dexamethasoneand hydrocortrsone

“ins genotoxucrty testnng of clotnmazole chromosomes of the spermatophores of Chrnese
. hamsters, which had been-exposed to five daily oral clotrimazole doses of 100 mg/kg body i
:‘WEIghl were exammed for structural changes dunng the metaphase - ; :

N mg/kg by the intramuscular route and in mice up to 33 mg/kg by the intramuscular route - o
~indicated no impairment of fertility except for dose:related increases in fetal resorption rates in ‘o
S both szpecres These doses are approximately 5- and 38-fold the human dose based on a - N
- .- ~mg/m” comparison, respectively: Oral doses of clotrimazole.in mice resulted in decreased' LT

~ litter size at-doses of 120 mg/kg and higher. This dose is approxrmately 10-fold the human
- . dose based ona mg/m companson A

LA Segment I-{fertility and general reproductron) study of clotnmazole was conducted inrats. ..

“Males and females were dosed orally (diet admixture) at doses of 5, 10, 25 or 50 mg/kg/day-. ‘-
~for.10 weeks prior to mating. . At 50 mg/kg (approximately 8 times the human dose based on'a
mg/m7 comparnson) there was an adverse effect on maternal body weight gain and rearing of
“the: o‘fsp'mg Deses of 25 mg/kg kg (approximately 4 times the human dose basedona. . :

_mg/m? companson) and Iower were well toterated and produced no adverse effects on fertrhty
"-‘or reproductron : R : : SR

,-Pregnancy Category c: There have been no teratogentc studres performed in ammals or
humans w:th the combrnatron of clotnmazole and betamethasone drpropronate o T ,7—,;

,d'A Segment lI (teratology) study in pregnant rats wrth mtravagmal doses up to 100 mg/kg'-';i
~clotrimazole have revealed no ewdence of harm tethe fetus. Thrs dose is approxlmately 17-fold:
: thehuman dose based on a mg/m companson e : ’

'egment It (teratotogy) .,tudres of ctotnmazole were conducted by the oral (gavage) route in rats.-;
“mice, and rabbits. In rats -administered 25, 50,: 100, or 200. mg/kg/day, no' increase in”
_malformations was seen at doses-up: to 200 mg/kg. Doses- cf: 100 and. 200. mg/kg were
“embryotoxic (increased resorptions) as well as matemally toxic; while doses:of 25 and 50 ma/kg.
- were well tolerated by both the dams 2nd the fetuses These doses were approxrmately 4- 8-

17 and 34- fold the human dose based on a mg/m companson respectrvely

‘In pregnant mlce clotnmazole at oral doses of 25 50 100 or 200 mg/kg/day was not teratogenrc; g
-and'was well tolerated by both the darns and the fetuses These doses were approximately 2-;
-4-, 8-'and 17-fold the human dose based on a mg/m? comparisof, respectively. No evidence of -
‘materral toxicity or embryotoxicity was seen in pregnant rabbits dosed orally with 60, 120, or 180°

'mg/kgz day. These doses were approxrmately 20- 40- and 61-fold the human dose based on a;-
'mg/m companson respectwely . T o i
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_ Betamethasone drpropronate has been shown to be teratogenrc in rabbrts when grven by the'
intramuscular route at doses of 0.05 mg/kg. This dose is approximately one-fifth the “¥iman dose

~based on. a mg/m? oompanson The abnormalmes observed rncluded umbmcal hemras,i‘
cephalocele and cleft palates : : - . :

5 Betamethasone drpropronate has not been tested for teratogemc potentral by the dermal route'

-of administration. Other corticosteroids have been shown to bé tératogenit in laboratory animals:

“whén administered systemically at relatively low dosage levels. Some oortlcosterords have been
shown to be teratogenrc after dermal applmtron to laboratory anlmals «

: N_i)_’rSing'Mothers: Systemiwlly'admini'ste'r‘ed ‘wrtiooSteroidsabpear in hu'man milk and could-
"+ suppress growth; interfere with-endogenous corticosteroid production, or cause other untoward- ©
:' ~ effects.. Itis'not known whether topical administration of corticosteroids could result in sufficient. -~ -
-'systemic absorption to produce detectable quantities in human milk. Because many drugs'are =
. excreted in human milk; caution should be exercrsed when LOTRISONE Cream or Lotron is -
. admrmstered toa nursing woman. - S

- Pedratnc Use: The safety of LOTRISONE Cream or Lotion has not been demonstrated m-f-i'}‘-f
. pediatric patrents under 12 years of age. Adverse events consistent with corticosteroid use have - - |
- been observed in patients under 12 years of age treated with LOTRISONE Cream. THEUSE:

-~OF LOTRISONE CREAM OR LOTION IN THE TREATMENT OF PATIENTS UNDER 12 YEARS e
OF AGE OR PATIENTS WITH DIAPER DERMATITIS IS NOT RECOMMENDED T

Becasse cf hrgher ratro of skin- surface area t6 body mass pednatnc pabents under the age of 12* =
- years are at a higher risk with LOTRISONE Cream or Lotion. They are‘at increased risk of ‘-
-developing Cushing’s syndrome while on treatment and adrenal insufficiency after withdrawal of
“treatment.. Adverse effects, including striae and- growth retardation, have been reported with™ *:
- inappropriate. use of LOTRISONE Cream rn mfants and chrldren (see PRECAUTIONS and"--.é'
"-ADVERSE REACTIONS sect:ons) : e R

- retardation; delayed weight gain; and intracranial hypertensron have been reported in chudren'
“ réceiving topical corlicosteroids.- Manifestations of adrenal suppression in ) children include low:
~plasma -cortisol “levels-and absence of response. to ACTH - stimulation. Manifestations- of
Jntracranral hypertensron nnclude bulgrng fontanelles, headaches and bllateral paprlledema

: Genatnc Use Clrmcal studnes of LOTRISONE Cream and Lotron drd not mclude sufr crent
“numbers’-of subjects aged 65 and over to determine whether they respond differently from

“younger subjects. Fost-market adverse event reporting for LOTRISONE Cream in patrents
-aged 65 and above includes reports of skin atrophy and extremely rare reports of skin -
“ulceration. Caution should be exercised with the use of these corticosteroid containing toplcal -
j products on thinning skin. THE USE OF LOTRISONE CREAM OR LOTION UNDER -

E OCCLUSION SUCH AS IN DIAPER DERMATITls IS NOT RECOMMENDED -
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ADVERSE REACTIONS L ' R

Adverse reactions reported for LOTRlSONE Cream rn Cllﬂ'.a' tnals were: paresthesra in 1 9%
of patients, and rash, edema, and secondary infection, each in less than 1% of patients.-
.-Adverse reactions reported for LOTRISONE Lotion in clrnrczl tnals were bumrng and dry skm m‘: o
1 6% of patrents and strngmg rn less than 1% of patrents : s

The followmg Iowl adverse reactrons have been reported w:th toprcal oomoosterords and may
~~occur more: frequently with the use of occlusive dressings. - These reactions are listed in:-an
approximaté decreasing order of occurrence: itching, imitation, dryness; folliculitis; hypertrichosis;
acneiform eruptions, hypopigmentaticn, perioral dermatitis, allergic contact demmatitis, maceration. -
--of the skin, secondary infection, skin atrophy, striae; and miliaria..’ In' the pediatric population, *
:“reported adverse events for LOTRISONE Cream include growth retardation, benign intracranial -:

. hypertension, Cushmgs syndrome (HPA axis suppressron). and local cutaneous reactrons :
fﬂmcludmg skin- atrophy e S e -

e Adverse reactrons reported wrth the use of elotnmazole are as follows erythema stmgmg IR
blrstenng. peelrng, edema, pruntus urticaria and general irritation of the skin.

L OVERDOSAGE ' ‘ R
—-Amounts greater than 45 glweek of LOTRISONE Cream or 45 mLIweek of LOTRISONE Lotron,ﬁ.} L
- should not be used._Acute overdosz ge with topical application of LOTRISONE Cream or Lotion::;
tis unlrkely and would not be expected to lead to life-threatening situation. LOTRISONE Cream;'g
: or Lotron should not be used for longer than the prescnbed tlme perrod S )

i Toprcatly apphed oomoosterords such as the one oontarned in LOTRISONE Cream or Lotron mn
be absorbed in suff cient amounts to produce systemrc effects (see PRECAUTIONS sectron)

DOSAGE AND ADMINISTRATION I L Pl e T
Gently massage sufficient LOTRISOl\E Cream or Lotron mto the atfected skrn areas tw:ce a day.
N the momrng and evenmg : . L : : - S

LOTRISONE Cream-or Lotron sheeld not be used longer than 2 weeks in the treatment of
" tinea corporis-or tinea crutis; ‘and amounts greater than 45 g per week of LOTRISONE -
> Creami or amourits greater than 45 mL: per week of LOTRISONE Lotion-should not be used..
~If a'patient with tinea corporis or tinea: cruris shows no clinical improvement after one week of-.: .
3 treatment wrth LOTRISON: Cream or Lotron the dragnosrs should be revrewed .

_‘ tinea pedrs, ‘and amounts greater than 45 g per week of LOTRISONE Cream or amounts
" greater than 45 mL per week of LOTRISONE Lotion should not be used. :If a patient with
- tinea pedis shows no clinical improvement after 2 weeks of treatment wrth LOTRlSONE Cream
< or Lotron the dragnosrs should be revrewed T i G : : :

'?_f‘LOTRlSONE Cream or Lotwr should riot be used wrth occluswe dressrngs '
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ow-suppusn e BN 3
OTRISONE Cream is supplled in 15-gram (NDC 0085-0924—01 ) and 45-gram tubes (NDC
: 0085-0924-02) boxes of one Store between 2° and 30'(7(36‘ and BG’F) :

; LOTRISONE Lotlon is supphed in 30-mL botﬁes (NDC 0085—0809—01) box of one:- Store at 25°C'
: (77°F) in the upnght posmon only. excursions permutted between 15°c and 30°C (59°F and o
B6°F). o N S PO

HAKE WELL BEFORE EACHUSE

' R only ; - .
: 'Manufactured by Schenng/KEY : L

i Schenng Corporation/KEY" Pharmaceutncals Ine.
Kemlworth NJ 07033 USA ’

:ﬁ'Rev;sed 12/07/2000

B f‘ECopynght© 2000 Schenng Corporataon All nghts reserved.
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LOTRISONE Criam
LOTRIS"\NE Lotron

Patrentilnformatron Leaﬂet

What is LOTRISONE Cream or Lotlon? SRS : R B
LOTRISONE Creamand Lotion are medmtions used on the skln to treat fungal mfectlons ofi_

:: the feet, groin, and body, as diagnosed by your doctor. LOTRISONE Cream or Lotion should-

* be used for fungal infections that dre inflamed and have symptoms of redness and/or itching. .
Talk to your doctor if your-fungal infection does riot have these symptoms:: LOTRISONE - -
Cream‘and Lotion contain a corticosteroid: Notify your doctor if you notice side effects \mth

- the' use of LOTRISONE Cream or Lotion (sée “What are-the possible side effects of

s LOTRISONE Cream and Lotion?” below).. L_OTRlSONE Cream or Lotlon is not to be used : :

“in the eyes in the mouth, or in the vagina.

How do LOTRISONE Cream and Lotron work" C

“LOTRISONE Cream and Lotion are combinations of an antlfungal agent (clotnmazole) and a R

.- corticosteroid (betamethasone dipropionate). Clotrimazole works against fungus.

Betamethasone dipropionate, a corticosteroid, is used to help reheve redness, swelhng, . ': e

ttchrng, and other drscomforts of fungal mfectrons ‘-

Who should NOT use LOTRISONE Cream or Lohon'? . : RV
LOTRISONE Cream and Lotion are not recommended for use in patlents under the age of 12 :;}:_? L

years LOTRISONE Cream or Lot:on is not recommended for use in dlaper rash.
Patnep.ts'who are sensmve to clotnmazole and betamethasone dlpropuonate. other o
corticosteroids or imidazoles or- any mgredlents in the- preparatlon should not use’.
LOTRISONE Cream and Lotlon L S : SR

How should l use LOTRISONE Cream or Lotron? e 2 RS
Gently massage sufficient LOTRISONE Cream or Lotion mto the affected and surroundlng
“skin areas twice-a day; in the moming and évening. Treatment for 2 weeks on the groin or on
the body, and for'4 weeks on the feet is recommernided. The use of LOTRISONE’ Cream‘or
Lotion for longer than.4 weeks is not recommiended for any condutlon Prolonged use of
LOTRISONE Cream or Lotion ma Y lead to unwanted Srde eﬂects T

What other lmportant hformatl"on should l know about LOTRISONE Cream and Lotion?

1) : This'medicaticn is to be used for the full prescnbed treatment time; éven though the. .
.,-‘symptoms may have improved. - Notify your doctor if there is no umprovement aﬂer 1 week
“of treatment cn the groin-or body or after 2 weeks on the feet.. Di :

2) This'medication should only be used for the' disorder for which |t was prescnbed

3). The treated skin area should not be bandaged or otherwise covered or wrapped i

4).. Any signs of side. effects where LOTRISONE Cream or Lotlon is applred should be _' [
- reportéd to your doctor.. - -

5) When using LOTRI°ONE Cream or Lotnon in the grom area. rt |s espemally |mportant to

- - usé the medication for two weeks only, and to apply the cream or lotlon sparmgly You
; should tell your doctor if your problem persxsts after 2 weeks R




: NDA moro

'You should also wear loose-t‘ ttmg clothmg so’as to avord tnghtly covenng the area where
‘LOTRISONE Cream'is applied:- R
6). Thrs medncatron is not recommended‘for use in draper rash ' T ' ;;: \

Wﬁav a’re the possrble srde effects of LO‘I‘RISONE Cream and Lotton? -
The following side effects have been reported with topical corticosteroid medrcatrons xtchmg
iritation; drynéss, infection of the hair folliclés, increased hair, atne; change in skir:color, .
allergic skin reaction, skin thinning; and stretch marks. In children, reported adverse events
or LOTRISONE Cream include slower growth, Cushing's syndrome (a.type of hormone-: -
mbalarice that can be very senous) and loeat skin reactrons. rncludmg thmnrng skrn and
stretchmarks Co AT S - o SRR

: 'Can LOTRISONE Cream or Lotnon be used rfl am pregnant or plan to become pregnant L
“orifl am nursing? .. .

- Before using LOTRISONE Cream or Lotron tell your doctor rf you are pregnant or plan to
,_‘—beeome pregnant Also. tell your doctor if you are nursrng o STt

" How should LOTRISONE Cream or Lotion be stored? - oL -
- ~“LOTRISONE Cream should be stored between 2° and 30°C (36° and 86°F) LOTRISONE

..~ Lotion should only be stored in an upright posltron between 15°C and 30°C (59°F and
* 86°F). Shake well before using LOTRISONE Lotuon e O

i;'General advice about prescnptlon medlcmes R e R I SR ;
" This médicine was prescribed for your particular oondrtron Only use LOTRISONE Cream or"
- Lotion to treat the condition that yourdoctor has prescnbed |t for Do not glve LOTRtSONE
Cream or Lotron to other people Irmay harm them ~ G : ¥

Thrsl Ieaﬂet Sumarizes the most rmportant information about LOTRISONE Cream and
- Lotion: If you would like more information, talk with your doctor.: You can ask your pharmacnst
or doctor for. mformatron about LOTRlSONE Cream and Lotxon that |s wntten for health

": Schering Corporatron/Key Phannaceutrcals
Kenilwcrth; NJ 07033 NG Sl T
B Copynght@ Schenng Corp All nghts reserved SUEET S
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