Instrument for hematologi (endast for in vitro-diagnostik)

ABX Minocal

O

01/08/08

A01A00049DSV

. 2032002
ABX Micros 45/60
ABX Micros ABC Vet
ABX Micros ES60/ESV60 2ml
SCIL Vet ABC Plus
ABX Micros CRP/CRP 200 IVD
ABX Pentra 60/60 C+ C E
ABX Pentra 80/XL 80
ABX Pentra 120 u
ABX Pentra 120 Retic
ABX Pentra DX 120/DF 120

l Exklusiv anvandning:

HORIBA ABX
BP 7290 - 34184 Montpellier
cedex 4 - France

1. Anvandningsomréde sakra laboratorierutiner enligt Biosafety in Microbiological and
Biomedical Laboratories (HHS Publication Number [CDC] 84-8395).
ABX Minocal ar en multiparameterkalibrator som ar avsedd for

W L . a ..
kalibrering av HORIBA Medical-blodkroppsraknare®. 5 Bruksanwsnmg

2. Sammanfattning Lds instrumentets anvandarmanual, avsnittet “Kalibrering”.

Parametrarna WBC, RBC, HGB, HCT och PLT pé instrumenten kraver 6
regelbunden kalibrering. ABX Minocal ar ett stabilt preparat som

kan anvédndas for att kalibrera instrumenten. Kalibratorvdrden for

ABX Minocal har erhallits fran replikatanalyser pa instrument som

har helblodskalibrerats till varden fran referensmetoder.

Forvaring och hallbarhet

Far ej frysas. ABX Minocal-flaskorna ska vara tdtt forslutna och
forvaras i 2-8°C ndr de inte anvdnds. ABX Minocal ar héllbart i
1 dag efter att flaskan har 6ppnats om den hanteras pa rdtt satt
och kyls omedelbart efter anvandning. Odppnade flaskor med
Kalibrator ABX Minocal ar hallbara till det datum som anges pa etiketten om
de forvaras i 2-8°C.

&

ABX Minocal innehdller humana réda blodkroppar, vita blodkroppar

fran mammalier och trombocyter i en plasmaliknande vatska. 7. Metodens begréinsningar
4. Varningar och forsiktighetsﬁtgarder 1. De komponenter som anvands vid simulering av vita blodkroppar
i ABX Minocal dr inte ldmpliga for morfologisk differentialanalys.
Potentiellt biologiskt riskmaterial. For in vitro-diagnostisk 2. Ofullstédndig blandning av innehallet i flaskan fore anvdndning
anvandning. innebdr att bade det erhallna provet och det som &terstar i ABX
Varje blodgivarenhet som har anvints vid beredning av detta Minocal-flaskan inte gar att anvanda.

material har testats med FDA-godkdnda metoder och befunnits vara
icke-reaktiv for antikropp mot HIV-1/HIV-2, antikropp mot hepatit 8
C och for ndrvaro av hepatit B-ytantigen och HIV-1-antigen.
Eftersom det inte finns ndgon testmetod som fullstdndigt kan
garantera att produkter som erhalls fran humant blod inte Gverfor
infektionssjukdomar, ska produkter som innehaller material av
humant ursprung hanteras som potentiellt infektiosa. Tillimpa

Forvantade viarden

De kalibratorvdrden som erhalls for varje ABX Minocal-parameter ar
specifika for den sats som anges pa analysvardebladet.

a.Modifiering fran index D till E: ABX Minos & ABX Argos tas bort, ABX Micros ABC Vet, SCIL Vet
ABC Plus, ABX Micros ES60/ESV60 har lagts till.
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Analysvardena baseras pa replikatanalyser pa helblodskalibrerade
instrument med HORIBA Medical-reagens for hematologi.

Enligt god laboratoriesed ska en serie kontroller analyseras efter
kalibreringen som en kvalitetskontrollatgard. Om védrdena fran
analysen av kontrollmaterial ligger utanfor tillatet intervall kan det
vara en indikation pd att kalibratorn, kontrollen eller reagenset ar
for gamla, pa ett funktionsfel i instrumentet eller ett felaktigt
testforfarande.

1. Kontrollera bipacksedeln for att bekrdfta satsnummer och
utgangsdatum pa kalibratorn och kontrollprodukterna. Undersok
reagensen for att se om det finns indikationer pa kontaminering
och for att forsakra dig om att de inte har passerat
utgangsdatumet.

2. Las i anvandarhandboken om hur instrumentet ska anvadndas och
underhallas pa korrekt satt.

Referensmetoder

©

1. WBC och RBC: En enstegsspddning med stor volym gdrs med
kalibrerat glasgods. Berdkningar gors pa en cellrdknare med en
oppning (impedans) och korrigeras for sammantraffanden pa alla
berdkningsnivaer.

2. HGB: Hemoglobinvardet bestams genom spektrofotometri enligt
standarden H15-A2 fran NCCLS och &r sparbar till ICSH/WHO
International Haemiglobincyanide Standard.

3.HCT:  PCV  (Packed Cell Volume) mdts genom
mikrohematokritmetoden enligt standarden H7-A2 fran NCCLS.
Ingen korrigering gors for s kallad instangd plasma.

4, MCV: MCV berdknas pa foljande satt: PCV/RBC x 10.

5. PLT: Prover spads i 1 procent ammoniumoxalat. Trombocyter
berdknas med hemocytometer och faskontrastmikroskop.

6. MPV: MPV kalibreras enligt instrumenttillverkarens instruktioner.

10. Referenser

1. National Committee for Clinical Laboratory Standards. Reference
and Selected Procedures for the Quantitative Determination of
Hemoglobin in Blood, Second Addition; Approved Standard. NCCLS
document H15-A2. Villanova, PA, 1994.

2. International Committee for Standardization in Hematology.
World Health Organization International Standard held by
Rijksinstituut Voor Volksgezondheiden Milieuhygiene-Bilthoven-
The Netherlands. Haemiglobincyanide Solution.

3. National Committee for Clinical Laboratory Standards. Procedure
for determining packed cell volume by the microhematocrit
method, Approved Standard. NCCLS publication H7-A2. Villanova,
PA; 1993.

4, Henry, JB. Clinical Diagnosis and Management by Laboratory
Methods. 18th Ed. Philadelphia, WB Saunders Co., 1991.

5. Van Assendelft, OW and England, MB, Advances in Hematological
Methods: The Blood Count. CRC Press, Inc. Boca Raton, FL, 1982.

Senaste versionsdokumenten finns pa
S.AS au capital de 41.700.000 Euros- RCS Montpellier 328 031 042 - SIRET 328 031 042 000 42 - APE 332 B www.horiba-abx.com




<<
  /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
  /CreateJDFFile false
  /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

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /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 <>
    /PTB <>
    /SUO <>
    /SVE <>
    /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


