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DECLARACIÓN DE CONFORMIDAD DE LA UE 
 

Nombre de producto/ 
Nombre comercial 

 
 
 

Basic UDI-DI (BUDI-DI) 
 

  
Illumina DNA Prep with Enrichment Dx with UD Indexes Set A  
(16 samples)  
 
20051354 
 
0081627002IDPENV 

 
Nombre de producto/ 

Nombre comercial 
 
 
 

Basic UDI-DI (BUDI-DI) 
 

  
Illumina DNA Prep with Enrichment Dx with UD Indexes Set B  
(16 samples) 
 
20051355 
 
0081627002IDPENV 

 
Nombre de producto/ 

Nombre comercial 
 
 
 

Basic UDI-DI (BUDI-DI) 
 

  
Illumina DNA Prep with Enrichment Dx with UD Indexes Set A  
(96 samples) 
 
20051352 
 
0081627002IDPENV 

 
Nombre de producto/ 

Nombre comercial 
 
 
 

Basic UDI-DI (BUDI-DI) 
 

  
Illumina DNA Prep with Enrichment Dx with UD Indexes Set B  
(96 samples) 
 
20051353 
 
0081627002IDPENV 

 
Nombre de producto/ 

Nombre comercial 
 
 
 

Basic UDI-DI (BUDI-DI) 
 

  
Local Run Manager DNA GenerateFASTQ Dx Module for 
MiSeqDx 
 
20063022 
 
081627002IDPESWRF 

 
Nombre de producto/ 

Nombre comercial 
 
 
 

Basic UDI-DI (BUDI-DI) 
 

  
Local Run Manager DNA GenerateFASTQ Dx Module for  
NextSeq 550Dx 
 
20063024 
 
0081627002IDPESWRF 
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Finalidad prevista 

 
 
 
 
 
 
 
 

  
Illumina DNA Prep with Enrichment Dx Kit es un conjunto 
de reactivos y consumibles usados para preparar librerías de 
muestras a partir de ADN genómico derivado de células y 
tejidos humanos. Para la preparación de librerías específicas 
para regiones de interés genómicas concretas se requieren 
paneles de sonda proporcionados por el usuario. Las librerías 
de muestras generadas están concebidas para su uso en los 
sistemas de secuenciación de Illumina. 
 

   
  
 
 

 Illumina, Inc. 
5200 Illumina Way 
San Diego, CA 92122 
EE. UU. 
SRN: US-MF-000013476 

   
  Illumina Netherlands B.V. 

Steenoven 19 
5626 DK Eindhoven 
Países Bajos 
SRN: NL-AR-000012614 

 
Illumina, en calidad de fabricante del (de los) producto(s) sanitario(s), asume la responsabilidad 
exclusiva y declara por la presente que el (los) producto(s) mencionado(s) arriba cumple(n) 
las disposiciones del (de los) siguiente(s) Reglamento(s)/Directivas: 
 

• Reglamento UE 2017/746 sobre los productos sanitarios para diagnóstico  in vitro  
 
 
CLASE DE RIESGO:   
 
☒ A   ☐ B  ☐ C  ☐ D   
 
VÍA DE CONFORMIDAD:  
  
Anexo I y II+III del Reglamento UE 2017/746; autodeclaración  
  
  
Especificación común (CS, Common Specification): N/P 
 
 

 

 

________________________    _________________ 

E. Joseph Mcmullen     Fecha 
Sr. Director, Regulatory Affairs       
Illumina, Inc.      
 

 

San Diego, CA 

Emitido en  

enye
Stamp



<<

  /ASCII85EncodePages false

  /AllowPSXObjects false

  /AllowTransparency false

  /AlwaysEmbed [

    true

  ]

  /AntiAliasColorImages false

  /AntiAliasGrayImages false

  /AntiAliasMonoImages false

  /AutoFilterColorImages true

  /AutoFilterGrayImages true

  /AutoPositionEPSFiles true

  /AutoRotatePages /All

  /Binding /Left

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /CalGrayProfile (Dot Gain 20%)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Warning

  /CheckCompliance [

    /None

  ]

  /ColorACSImageDict <<

    /HSamples [

      1

      1

      1

      1

    ]

    /QFactor 0.15000

    /VSamples [

      1

      1

      1

      1

    ]

  >>

  /ColorConversionStrategy /LeaveColorUnchanged

  /ColorImageAutoFilterStrategy /JPEG

  /ColorImageDepth -1

  /ColorImageDict <<

    /HSamples [

      1

      1

      1

      1

    ]

    /QFactor 0.15000

    /VSamples [

      1

      1

      1

      1

    ]

  >>

  /ColorImageDownsampleThreshold 1.50000

  /ColorImageDownsampleType /Bicubic

  /ColorImageFilter /DCTEncode

  /ColorImageMinDownsampleDepth 1

  /ColorImageMinResolution 300

  /ColorImageMinResolutionPolicy /OK

  /ColorImageResolution 300

  /ColorSettingsFile ()

  /CompatibilityLevel 1.4

  /CompressObjects /Tags

  /CompressPages true

  /ConvertImagesToIndexed true

  /CreateJDFFile false

  /CreateJobTicket false

  /CropColorImages false

  /CropGrayImages false

  /CropMonoImages false

  /DSCReportingLevel 0

  /DefaultRenderingIntent /Default

  /Description <<

    /ENU ([Based on 'High Quality Print Bookmarked'] [Based on '[High Quality Print]'] Use these settings to create Adobe PDF documents for quality printing on desktop printers and proofers.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)

  >>

  /DetectBlends true

  /DetectCurves 0

  /DoThumbnails false

  /DownsampleColorImages true

  /DownsampleGrayImages true

  /DownsampleMonoImages true

  /EmbedAllFonts true

  /EmbedJobOptions true

  /EmbedOpenType false

  /EmitDSCWarnings false

  /EncodeColorImages true

  /EncodeGrayImages true

  /EncodeMonoImages true

  /EndPage -1

  /GrayACSImageDict <<

    /HSamples [

      1

      1

      1

      1

    ]

    /QFactor 0.15000

    /VSamples [

      1

      1

      1

      1

    ]

  >>

  /GrayImageAutoFilterStrategy /JPEG

  /GrayImageDepth -1

  /GrayImageDict <<

    /HSamples [

      1

      1

      1

      1

    ]

    /QFactor 0.15000

    /VSamples [

      1

      1

      1

      1

    ]

  >>

  /GrayImageDownsampleThreshold 1.50000

  /GrayImageDownsampleType /Bicubic

  /GrayImageFilter /DCTEncode

  /GrayImageMinDownsampleDepth 2

  /GrayImageMinResolution 300

  /GrayImageMinResolutionPolicy /OK

  /GrayImageResolution 300

  /ImageMemory 1048576

  /JPEG2000ColorACSImageDict <<

    /Quality 30

    /TileHeight 256

    /TileWidth 256

  >>

  /JPEG2000ColorImageDict <<

    /Quality 30

    /TileHeight 256

    /TileWidth 256

  >>

  /JPEG2000GrayACSImageDict <<

    /Quality 30

    /TileHeight 256

    /TileWidth 256

  >>

  /JPEG2000GrayImageDict <<

    /Quality 30

    /TileHeight 256

    /TileWidth 256

  >>

  /LockDistillerParams false

  /Magnification /FitPage

  /MaxSubsetPct 100

  /MonoImageDepth -1

  /MonoImageDict <<

    /K -1

  >>

  /MonoImageDownsampleThreshold 1.50000

  /MonoImageDownsampleType /Bicubic

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /MonoImageResolution 1200

  /Namespace [

    (Adobe)

    (Common)

    (1.0)

  ]

  /NeverEmbed [

    true

  ]

  /OPM 1

  /Optimize true

  /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

      /BleedOffset [

        0

        0

        0

        0

      ]

      /ConvertColors /NoConversion

      /DestinationProfileName ()

      /DestinationProfileSelector /NA

      /Downsample16BitImages true

      /FlattenerPreset <<

        /PresetSelector /MediumResolution

      >>

      /FormElements false

      /GenerateStructure true

      /IncludeBookmarks true

      /IncludeHyperlinks true

      /IncludeInteractive false

      /IncludeLayers false

      /IncludeProfiles true

      /MarksOffset 6

      /MarksWeight 0.25000

      /MultimediaHandling /UseObjectSettings

      /Namespace [

        (Adobe)

        (CreativeSuite)

        (2.0)

      ]

      /PDFXOutputIntentProfileSelector /NA

      /PageMarksFile /RomanDefault

      /PreserveEditing true

      /UntaggedCMYKHandling /LeaveUntagged

      /UntaggedRGBHandling /LeaveUntagged

      /UseDocumentBleed false

    >>

    <<

      /AllowImageBreaks true

      /AllowTableBreaks true

      /ExpandPage false

      /HonorBaseURL true

      /HonorRolloverEffect false

      /IgnoreHTMLPageBreaks false

      /IncludeHeaderFooter false

      /MarginOffset [

        0

        0

        0

        0

      ]

      /MetadataAuthor ()

      /MetadataKeywords ()

      /MetadataSubject ()

      /MetadataTitle ()

      /MetricPageSize [

        0

        0

      ]

      /MetricUnit /inch

      /MobileCompatible 0

      /Namespace [

        (Adobe)

        (GoLive)

        (8.0)

      ]

      /OpenZoomToHTMLFontSize false

      /PageOrientation /Portrait

      /RemoveBackground false

      /ShrinkContent true

      /TreatColorsAs /MainMonitorColors

      /UseEmbeddedProfiles false

      /UseHTMLTitleAsMetadata true

    >>

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXBleedBoxToTrimBoxOffset [

    0

    0

    0

    0

  ]

  /PDFXCompliantPDFOnly false

  /PDFXNoTrimBoxError true

  /PDFXOutputCondition ()

  /PDFXOutputConditionIdentifier ()

  /PDFXOutputIntentProfile ()

  /PDFXRegistryName ()

  /PDFXSetBleedBoxToMediaBox true

  /PDFXTrapped /False

  /PDFXTrimBoxToMediaBoxOffset [

    0

    0

    0

    0

  ]

  /PageLayout /SinglePage

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /ParseICCProfilesInComments true

  /PassThroughJPEGImages true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo true

  /PreserveFlatness false

  /PreserveHalftoneInfo false

  /PreserveOPIComments false

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Preserve

  /UsePrologue false

  /sRGBProfile (sRGB IEC61966-2.1)

>> setdistillerparams

<<

  /HWResolution [2400 2400]

  /PageSize [612.000 792.000]

>> setpagedevice



