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DESCRIPTION: Each gram of QUADRIDERM Cream contains betamethasone valerate equivalent to 0.5
mg betamethasone, gentamicin sulfate equivalent to 1.0 mg gentamicin, 10 mg tolnaftate and 10 mg
clioquinol (iodochlorhydroxyquin) in a paraben- and lanolin-free water washable cream base containing
0.1% chlorocresol as a preservative.
Inactive ingredients: chlorocresol, monocetyl ether of polyethylene glycol, white petrolatum, sodium
phosphate, and purified water.
ACTIONS: QUADRIDERM Cream combines the anti-inflammatory, antipruritic and vasoconstrictive agent
betamethasone valerate, the wide-spectrum antibiotic gentamicin sulfate, the fungicidal agent tolnaftate
and clioquinol, an antibacterial and antifungal agent.
INDICATIONS AND USAGE: QUADRIDERM Cream is indicated for the relief of the inflammatory
manifestations of corticosteroid-responsive dermatoses when complicated by secondary infection caused
by organisms sensitive to the components of this dermatologic preparation or when the possibility of
such infection is suspected.
Such disorders include: inguinal dermatosis, chronic dermatitis of the extremities, erythrasma,
balanoposthitis, herpes zoster, eczematoid dermatitis, contact dermatitis, follicular dermatitis,
dyshidrosis, paronychia, anal pruritus, seborrheic eczema, intertrigo, seborrheic dermatitis, pustular acne,
impetigo, neurodermatitis, angular stomatitis, photosensitivity dermatitis, lichenified inguinal
dermatophytosis and tinea infections such as tinea pedis, tinea cruris and tinea corporis.
DOSAGE AND ADMINISTRATION: A thin film of QUADRIDERM Cream should be applied to cover
completely the affected area two or three times daily, or as prescribed by the physician. Frequency of
application should be determined according to severity of the condition.
Duration of therapy should be determined by patient response. In cases of tinea pedis, longer therapy (2-
4 weeks) may be necessary.
ADVERSE REACTIONS: Local adverse reactions reported with the use of topical corticosteroids,
especially under occlusive dressings, include: burning, itching, irritation, dryness, folliculitis,
hypertrichosis, acneiform eruptions, hypopigmentation, perioral dermatitis, allergic contact dermatitis,
maceration of the skin, secondary infection, skin atrophy, striae and miliaria.
Rash, irritation and hypersensitivity have been reported with the topical usage of gentamicin sulfate,
clioquinol and rarely with tolnaftate.
CONTRAINDICATIONS: QUADRIDERM Cream is contraindicated in those patients with a history of
sensitivity reactions to any of its components.
PRECAUTIONS: Any of the side effects that are reported following systemic use of corticosteroids,
including adrenal suppression, may also occur with topical corticosteroids, especially in infants and
children.
Systemic  absorption of topically applied gentamicin may be increased if extensive body surface areas
are treated, especially over prolonged time periods or in the presence of dermal disruption.  In these
cases, the undesirable effects which occur following systemic use of gentamicin may potentially occur.
Cautious use is recommended under these conditions, particularly in infants and children.
Systemic absorption of topical corticosteroids will be increased if extensive body surface areas are
treated or if the occlusive technique is used. Suitable precautions should be taken under these conditions
or when long-term use is anticipated, particularly in infants and children.
Prolonged use of topical antibiotics occasionally may result in overgrowth of non-susceptible organisms.
If this occurs or if irritation, sensitization or superinfection develops, treatment with QUADRIDERM
Cream should be discontinued and appropriate therapy instituted.
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Systemic absorption of clioquinol may interfere with thyroid function tests.
The ferric chloride test for phenylketonuria can yield a false-positive result if clioquinol is present in the
urine.
Slight staining of linens or clothing due to clioquinol may occur.
QUADRIDERM Cream is not for ophthalmic use.
Pediatric patients may demonstrate greater susceptibility to topical corticosteroid-induced hypothalamic-
pituitary-adrenal (HPA) axis suppression and to exogenous corticosteroid effects than mature patients
because of greater absorption due to a large skin surface area to body weight ratio.
HPA axis suppression, Cushing’s syndrome, linear growth retardation, delayed weight gain, and
intracranial hypertension have been reported in children receiving topical corticosteroids. Manifestations
of adrenal suppression in children include low plasma cortisol levels and absence of response to ACTH
stimulation. Manifestations of intracranial hypertension include a bulging fontanelle, headaches and
bilateral papilledema.
Since safety of topical corticosteroid use in pregnant women has not been established, drugs of this
class  should be used during pregnancy only if the potential benefit justifies the potential risk to the
fetus. Drugs of this class should not be used extensively in large amounts or for prolonged periods of
time in pregnant patients.
Since it is not known whether topical administration of corticosteroids can result in sufficient systemic
absorption to produce detectable quantities in breast milk, a decision should be made to discontinue
nursing or to discontinue the drug, taking into account the importance of the drug to the mother.
OVERDOSAGE: Symptoms: Excessive or prolonged use of topical corticosteroids can suppress pituitary-
adrenal function, resulting in secondary adrenal insufficiency, and produce manifestations of
hypercorticism, including Cushing’s disease.
A single overdose of gentamicin would not be expected to produce symptoms.
Excessive or prolonged use of topical antibiotics may lead to overgrowth of lesions by nonsusceptible
organisms.
Systemically, tolnaftate is pharmacologically inactive.
Clioquinol rarely produces iodism.
Treatment: Appropriate symptomatic treatment is indicated. Acute hypercorticoid symptoms are usually
reversible. Treat electrolyte imbalance, if necessary. In case of chronic toxicity, slow withdrawal of
corticosteroids is advised.
If overgrowth by nonsusceptible organisms occurs, stop treatment with QUADRIDERM Cream and
institute appropriate therapy.
HOW SUPPLIED: QUADRIDERM Cream, tube of 15 gm.
Store between 2° and 30° C.
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* Trademark
Made in Spain by Schering-Plough, S.A., Madrid - Spain,
wholly owned subsidiary of Schering-Plough Corporation/U.S.A.
Do not use beyond the expiry date.
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© 1994, 11/2004 Schering-Plough Corporation/U.S.A.
SCHERING-PLOUGH CORPORATION/U.S.A.

Conforme Laboratorio:

I/C01-01. Rev. 0

PRUEBA N.º 7

Fecha: 13/06/06

LABORATORIO SCHERING-PLOUGH, S.A.

PRODUCTO: QUADRIDERM CREAM

CODIGO: 401197/02 ANULA AL 401197/01
PAPEL: offset blanco GRAMAJE: 50 gr
LAETUS N.º 140 ESCALA 100%
PANTONES: Process Black DIMENSIONES: 120x160 mm
PLANO Nº: PLEGADO: SIN PLEGAR
TIPOGRAFIA: Univers Condensed (normal, bold, cursiva)

Tamaño 7 puntos - Interlínea 7,1 puntos.



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /SyntheticBoldness 1.00
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /FRA <>
    /ENU (Use these settings to create PDF documents with higher image resolution for improved printing quality. The PDF documents can be opened with Acrobat and Reader 5.0 and later.)
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308000200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e30593002537052376642306e753b8cea3092670059279650306b4fdd306430533068304c3067304d307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
    /KOR <FEFFd5a5c0c1b41c0020c778c1c40020d488c9c8c7440020c5bbae300020c704d5740020ace0d574c0c1b3c4c7580020c774bbf8c9c0b97c0020c0acc6a9d558c5ec00200050004400460020bb38c11cb97c0020b9ccb4e4b824ba740020c7740020c124c815c7440020c0acc6a9d558c2edc2dcc624002e0020c7740020c124c815c7440020c0acc6a9d558c5ec0020b9ccb4e000200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /CHS <FEFF4f7f75288fd94e9b8bbe7f6e521b5efa76840020005000440046002065876863ff0c5c065305542b66f49ad8768456fe50cf52068fa87387ff0c4ee563d09ad8625353708d2891cf30028be5002000500044004600206587686353ef4ee54f7f752800200020004100630072006f00620061007400204e0e002000520065006100640065007200200035002e00300020548c66f49ad87248672c62535f003002>
    /CHT <FEFF4f7f752890194e9b8a2d5b9a5efa7acb76840020005000440046002065874ef65305542b8f039ad876845f7150cf89e367905ea6ff0c4fbf65bc63d066075217537054c18cea3002005000440046002065874ef653ef4ee54f7f75280020004100630072006f0062006100740020548c002000520065006100640065007200200035002e0030002053ca66f465b07248672c4f86958b555f3002>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [595.000 842.000]
>> setpagedevice


