Summary of Product Characteristics/ SPC

1. NAME OF THE MEDICINAL PRODUCT

Kamistad®

20 mg lidocaine hydrochloride/185 mg chamomile flower extract per 1 g of oromucosal gel.
2. QUALITATIVE AMD QUANTITATIVE COMPOSITION

1 g of gel contains 20 mg lidocaine hydrochloride 1H,O and 185 mg chamomile flower
extract (1:4-5). Extractant: ethanol 50% (v/v) with 1.37% trometamol (adjusted to pH 7.3

with 98% formic acid).

For a full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Gel
4. CLINICAL PARTICULARS

4.1 Therapeutic indications

Traditionally used as a mild-acting medicinal product in cases of mild inflammation of the
gums and oral mucosa.

A doctor should be consulted if signs of inflammation do not improve within one week.
4.2 Posoiogy and method of administration

Adults and children over 12 years, of age
Apply % cm ribbon of gel approx., three times a day.

Children below the age of 12 years
As insufficient studies have been performed, Kamistad® should not be used in children
below the age of 12 years.

Method of administration and duration of use
The gel is applied onto inflamed areas and rubbed gently in.

In principle, there are no time restrictions on the length of treatment.
4.3 Contraindications

- Hypersensitivity to the active substances, other amine-type local anaesthetics or to any
of the excipients of the product.



4.4 Special warnings and precautions for use
As insufficient studies have been performed, Kamistad® should not be used in children
below the age of 12 years.

Kamistad® should not be allowed to come into contact with the eyes or open wounds. The
hands should be thoroughly washed after application of Kamistad®.

Benzalkonium chloride may cause skin irritation.

4.5 Interaction with other medicinal products and other forms of interaction
There are no known interactions with other agents within the dose range stated.

4.6 Pregnancy and Lactation
As insufficient studies have been performed, Kamistad® should not be used in pregnant
women and during lactation.

4.7 Effects on ability to drive and use machines
To date, no effects on the ability to drive and use machines have been reported.

4.8 Undesirable effects

In this section, frequencies of undesirable effects are defined as follows: very common
(>1/10); common (>1/100 to <1/10); uncommon (lA/1,000 to <1/100); rare (> 1/10,000 to
<1/1,000); very rare (<1/10,000 or not known).

Skin and subcutaneous tissue disorders
Uncommon: Transient mild stinging may occur following application of the gel.

Immune system disorders
Very rare: As this product contains lidocaine, cinnamon and chamomile, allergic reactions
may occur (e.g. contact allergy). Such reactions may also occur in patients who are
hypersensitive to members of the daisy family (e.g. mugwort) and Peruvian balsam (due to
so-called cross reactions).

If dermal or mucosal hypersensitivity reactions occur, Kamistad® should be discontinued
and a doctor consulted.

4.9 Overdose
To date, no cases of intoxication or overdosage with Kamistad® have been reported.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties
Pharmacotherapeutic group: stomatological preparations
ATC code: AO1AE51

Lidocaine
When compared with procaine, lidocaine is characterised by its longer duration of action and
better tolerability.

Chamomile, or rather the liquid extract obtained from chamomile flowers, contains a
complex of substances with various structures. Among these, the most therapeutically
significant are sesquiterpenes, which represent the major component (up to 50%), with
chamazulene and (-)a-bisabolol also playing a significant role.



5.2 Pharmacokinetic properties
Not applicable.

5.3 Preclinical safety data

There is evidence to suggest that 2.6 xylidine, a lidocaine metabolite occurring in the rat and
possibly humans, might have mutagenic effects. This evidence is based on in vitro tests, in
which this metabolite was used at very high, almost toxic concentrations. There are currently
no indications to suggest that lidocaine (the parent substance) it is mutagenic.

In rat carcinogenicity study involving a highly sensitive test system (transplacental exposure
and postpartum treatment with 2.6 xylidine over 2 years at very high doses), malign and
benign tumours were observed particularly in the nasal cavity (ethmoid turbinates). It seems
not wholly improbable that these findings may also be relevant for humans. High doses of
Kamistad® (lidocaine) should therefore not be administered over prolonged periods.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients
Benzalkonium chloride solution 50%, ethanol 96%, formic acid, carbomers, sodium
saccharin, trometamol, purified water, oil of cinnamon.

5.2 Incompatibilities
Not applicable.

6.3 Shelf life
5 years.
Shelf life once container is opened: 12 months.

6.4 Special precautions for storage
Do not store above +30°C.

6.5 Nature and contents of container
Aluminium tube with internal protective lacquer and PE seal. Original packs of 10 g gel.

6.6 Special precautions for disposal
Any unused product or waste material should be disposed of in accordance with local
requirements.

7. MARKETING AUTHORISATION HOLDER

STADA Arzneimittel AG
Stadastraf3e 2-18
D-61113 Bad Vilbel
Germany

Tel.: +49(0)6101 603-0
Fax: +49(0)6101 603-259
Website: www.stada.de



8. MARKETING AUTHORISATION NUMBER(S)

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

10. DATE OF REVISION OF THE TEXT

September 2007




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /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 /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 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
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /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
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /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 ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


