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SECTION 1: IDENTIFICATION OF THE SUBSTANCE

AND SUPPLIER

Product name: KETOFEN tablets 5mg, 20mg

Product code: A6613, A6615

Recommended use: For the treatment of painful inflammatory conditions and for
symptomatic treatment of febrile conditions in dogs and cats.

Company details: Merial Ancare

Address: Level 3, Merial Building

Osterley Way
Manukau City

New Zealand

Telephone number: Phone: +64 9 980 1600 Fax: +64 9 980 1601
Emergency telephone Merial Ancare Freephone: 0800 800 822
number:

National Poisons Centre: 0800 764 766 (0800 POISON)

Fire Service, Ambulance: Dial 111

Date of preparation: 13 September 2007

SECTION 2: COMPOSITION/INFORMATION ON INGREDIENTS

Non steroidal anti inflammatory.

Chemical characterization:

Product components:

Name CAS Proportion
Ketoprofen 22071 -15-4 5mg or 20mg/tablet
Microcrystalline cellulose 9004 - 34 -6
Maltodextrin saccharose
Magnesium stearate 557 -04-0
Lactose 63-42-3 as

SECTION 3: HAZARDS IDENTIFICATION

Hazard classifications: 6.1D, 6.3B, 9.3C

Priority and secondary Harmful — keep out of reach of children

identifiers:

Risk and safety phrases: Harmful — may be harmful if swallowed, inhaled or absorbed through
the skin.

Do not eat, drink or smoke while using.
Warning — may cause mild skin irritation. Wash hands after contact.

Toxic to terrestrial vertebrates.

SECTION 4: FIRST AID MEASURES
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Necessary first aid measures: For advice, contact the National Poisons Centre 0800 POISON
(0800 764766) or a doctor immediately.

Eye Contact: Hold eyelids apart and flush the eye continuously with
running water for at least 15 minutes. Get medical attention.

Inhalation: Remove patient to fresh air. If not breathing, give
artificial respiration, preferably mouth-to-nose. Get medical
attention if symptoms develop.

Ingestion: If accidentally ingested seek medical attention. Decision
on treatment will depend on the quantity of tablets ingested. Do
NOT induce vomiting.

Workplace facilities: N/A

Required instructions: N/A

Notes for medical personnel: N/A

SECTION 5: FIRE FIGHTING MEASURES

Type of hazard: Product is not self-igniting and does not present an explosion
hazard.

Fire hazard properties: During a fire toxic fumes may be released.

Regulatory requirements: N/A

Extinguishing media and CO02, extinguishing powder or water spray. Fight larger fires with

methods: water spray or alcohol resistant foam.

Hazchem code: N/A

Recommended protective Wear PVC protective clothing and breathing apparatus. Cool sealed

clothing: drums with water to prevent rupture due to thermal expansion.
Contain run-off. Keep non-involved persons away.

SECTION 6: ACCIDENTAL RELEASE MEASURES

Use suitable protective equipment. Contact emergency response
personnel for large spills. Keep unnecessary persons away.

SECTION 7: HANDLING AND STORAGE

Emergency procedures:

Precautions for safe handling: N/A

Regulatory requirements: N/A

Handling practices: N/A

Approved handlers: Not required

Conditions for safe storage: Store in cool, dry place in tightly closed containers.
Store site requirements: N/A

Packaging: N/A

SECTION 8: EXPOSURE CONTROL/PERSONAL PROTECTION

Workplace exposure N/A
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standards:
Application in the workplace: N/A

Exposure standards outside N/A
the workplace:

Engineering controls: N/A
Personal protection: Protective equipment not required under normal conditions of use.
References: N/A

SECTION 9: PHYSICAL AND CHEMICAL PROPERTIES

Appearance: White cylindrical tablet with a sectile groove. Each

Specify product data: tablet contains 5 mg or 20 mg Ketoprofen.

Specific advice: N/A

SECTION 10: STABILITY AND REACTIVITY

Stability of the substance: Stable under normal conditions of use.
Conditions to avoid: N/A

Material to avoid: N/A

Hazardous decomposition During a fire toxic fumes may be released.
products:

Hazardous polymerization: Will not occur

Specific data: N/A

SECTION 11: TOXICOLOGICAL INFORMATION

Data and interpretation: N/A
Summaries data: N/A
Effects of Acute Exposure: The acute toxicity of ketoprofen has been studied in the rabbit, rat,

mouse and dog by oral and parenteral routes.
Intramuscular LD 50 (dog) is approximately 600 mg/kg.
Oral LD 50 (dog) is above 1000 mg/kg.

At extreme doses the following symptoms have been
recorded:

vomiting, diarrhoea, ataxia, polyuria, pallor and death.

Effect of Chronic Exposure: Daily administrations of 2 and 6 mg/kg/day for 5 weeks orally
without producing any major clinical, paraclinical or histological
effects. The higher doses of 18 and 36 mg/kg/d were toxic, mainly
to the stomach (ulceration), with lesser effects on the intestines.

Ketoprofen administered at a dosage rate of 24 mg/kg/day, orally,
for 6 weeks has no clinical, haematological and biochemical effect in
the baboon. Intramuscular ketoprofen does not exhibit systemic
toxicity in the baboon at doses up to 18 mg/kg/day for 26 weeks.
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SECTION 12: ENVIRONMENTAL INFORMATION

Potential environmental N/A
interactions:

Data organisation : N/A

Environmental risk and safety Not deemed hazardous to the environment.
phrases:

SECTION 13: DISPOSAL CONSIDERATIONS

Use suitable protective equipment. Contact emergency response

Disposal information : -
personnel for large spills. Keep unnecessary persons away.

SECTION 14: TRANSPORT INFORMATION

Material is NOT classed as hazardous for transport by any route.

Relevant information:

Other requirements: N/A

SECTION 15: REGULATORY INFORMATION

Registered pursuant to the ACVM Act 1997, No.s, A6613, A6615
See www.nzfsa.govt.nz/acvm for registration conditions.

Approved pursuant to the HSNO Act 1996, Approval Code
HSR002050. See www.ermanz.govt.nz for approval conditions.

Regulatory status:

HSNO and ACVM controls: Refer to Section 3

List exposure limits: N/A

SECTION 16: OTHER INFORMATION

For product information visit the Merial website www.merial.co.nz

Additional information:

While the information set forth is believed to be accurate as of the
date hereof, MERIAL NZ LTD. makes no warranty with respect
hereto and disclaims all liability from reliance thereon.



http://www.nzfsa.govt.nz/acvm
http://www.ermanz.govt.nz/


<<
  /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
  /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 <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


