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Creatinine
mod. Jaffe

Diagnostic reagent for quantitative in vitro determination of creatinine in human
serum, plasma or urine on photometric systems

Kit Size Configuration

D03111B 1x1.25mL 1x1LR1+1x0.25LR2
D95595 5x 100 mL 4 x100 mLR1+1x 100 mL R2
D00616 5 x50 mL 4 x50 mLR1+1x50mLR2
D00617 5x25mL 4x25mLR1+1x25mLR2
D00618 5x10mL 4x10mLR1+1x10 mLR2
D66911 10 x 50 mL 10 x40 mL R1 + 4 x 25 mL R2
D0422917 5x62.5mL 4 x62.5mL R1 + 1 x 62.5mL R2
DA0823 5 x50 mL 5x40 mLR1+5x10 mL R2
DT1023 4 x62.5 mL 4 x50 mLR1+4x12.5mL R2
DK0722 5 x50 mL 4 x50 mLR1+1x50mLR2
DE1823 4 x62.5 mL 4 x50 mLR1+4x12.5mL R2
DB20317 4x62.5mL 4x50mLR1+4 x12.5mLR2

Additionally available:

D94592 1x3mL Creatinine Standard

D98485 5x3mL Calibrator Diacal Auto
D98485SV 1x3mL Calibrator Diacal Auto

D98481 12x5mL Control normal Diacon N

D14481 5x5mL Control normal Diacon N
D98481SV 1x5mL Control normal Diacon N

D98482 12x5mL Control abnormal Diacon P

D14482 5x5mL Control abnormal Diacon P
D98482SV 1x5mL Control abnormal Diacon P

D08581 12x5mL Urine Ctrl. normal Diacon Urine Level 1
D08581SV 1x5mL Urine Ctrl. normal Diacon Urine Level 1
D08582 12x5mL Urine Ctrl. abnormal Diacon Urine Level 2
D08582SV 1x5mL Urine Ctrl. abnormal Diacon Urine Level 2

For professional in vitro diagnostic use only.
GENERAL INFORMATION

Method Colorimetric, "mod. Jaffe”, 2 point kinetic, increasing reaction
Shelf life 24 months

Storage 2-25°C

Wavelength Hg 492 nm (490 nm - 510 nm)

Temperature 20-25°C/37°C

Sample Serum, heparin plasma, urine

INTENDED USE

Diagnostic reagent for quantitative in vitro determination of creatinine in human serum,
plasma or urine on photometric systems.

DIAGNOSTIC SIGNIFICANCE [1, 2]

Creatinine is a waste product excreted by the kidneys mainly by glomerular filtration.
The concentration of creatinine in plasma of a healthy individual is fairly constant,
independent from water intake, exercise and rate of urine production. Therefore,
increased plasma creatinine values always indicate decreased excretion, i.e. impaired
kidney function. The creatinine clearance enables a quite good estimation of the

Substrate Start:

Storage: at2-25°C

Stability: up to the expiration date
Sample Start (Working Reagent):

Stability: at15-25°C 5 hours

WARNINGS AND PRECAUTIONS
1. Reagent 1: Warning

H290: May be corrosive to metals.
H315: Causes skin irritation.
H319: Causes serious eye irritation.
P234: Keep only in original container.
P264: Wash hands and face thoroughly after handling.
P280: Wear protective gloves/protective clothing/eye protection.
P302+P352: IF ON SKIN: Wash with plenty of water/soap.
P332+P313: If skin irritation occurs: Get medical advice/attention.
P305+P351+P338: IF IN EYES: Rinse cautiously with water for several
minutes. Remove contact lenses, if present and easy to do. Continue rinsing.
P337+P313: If eye irritation persists: Get medical advice/attention.
P390: Absorb spillage to prevent material damage.
2. Reagent 2: Warning

&

3. High homogentisic acid concentrations in urine samples lead to false results.

4. In very rare cases, samples of patients with gammopathy might give falsified
results [11].

5. Eltrombopag medication leads to falsely low or high results in patient samples.

6. Please refer to the safety data sheets and take the necessary precautions for the
use of laboratory reagents.

7. For diagnostic purposes, the results should always be assessed with the patient’s
medical history, clinical examinations and other findings.

8.  For professional use only!

SPECIMEN COLLECTION AND STORAGE

Sample preparation (Urine): Dilute urine 1 + 49 with dist. water. Multiply result by 50.
(The urine controls Diacon Urine must be prediluted in the same way as patient
samples).

H290: May be corrosive to metals.

P234: Keep only in original container.

P280: Wear protective gloves/protective clothing/eye protection.
P390: Absorb spillage to prevent material damage.

Stability [5]:
In serum/plasma at4-25°C 7 days
at-20°C at least 3 months
In urine: at20-25°C 2 days
at4—- 8°C 6 days
at-20°C 6 months
Freeze only once! Discard contaminated specimens.
STANDARD

(not included in the kit; has to be ordered separately)

Concentration 2 mg/dL (177 pmol/L)

Storage: 2-25°C

Stability: up to the indicated expiration date
Protect from light! Close immediately after use! Do not freeze!
TEST PROCEDURE

Bring reagents and samples to room temperature.

Substrate Start

glomerular filtration rate (GFR) which allows better detection of kidney di
monitoring of renal function. For this purpose creatinine is measured simultaneously in
serum and urine collected over a defined time period.

TEST PRINCIPLE

Creatinine forms a coloured orange-red complex in an alkaline picrate solution. The
difference in absorbance at fixed times during conversion is proportional to the
concentration of creatinine in the sample.

Creatinine + Picric acid —— Creatinine picrate complex

REAGENT COMPOSITION
COMPONENTS CONCENTRATION
Reagent 1
Sodium Hydroxide 0.2 mollL
Reagent 2
Picric Acid 20 mmol/lL

MATERIAL REQUIRED BUT NOT PROVIDED
e NaCl solution (9 g/L).

e Clinical chemistry analyser.

REAGENT PREPARATION

Substrate Start:

Reagents are ready to use.

Sample Start:
Mix 4 parts of Reagent 1 with 1 part of Reagent 2.
(= working reagent)

STORAGE AND STABILITY

Conditions: Protect from direct light.
Close immediately after use.
Do not freeze the reagent.
Avoid contamination.
F 011_V03

and Pipette into test tubes Blank Std/Cal. Sample
Reagent 1 1000 pl 1000 pL 1000 pL
Sample - - 50 pL
Std./Cal. - 50 uL -
Dist. water 50 pL - -
Mix. Incubate 0 - 5 min., then add:
Reagent 2 [ 2s0pL [ 250pL [ 250 4L
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Mix. Incubate for exactly 1 min. and read A1 against reagent blank. Incubate
for exactly 2 min. and read A2 against reagent blank. Calculate: AA = (A2 -
A1) sample or standard/calibrator

Sample Start
Pipette into test tubes Blank Std/Cal. Sample
Working Reagent 1000 pL 1000 pL 1000 pL
Sample - - 50 pL
Std./Cal. - 50 pL -
Dist. water 50 pL - -

Mix. Incubate for exactly 1 min. and read A1 against reagent blank. Incubate
for exactly 2 min. and read A2 against reagent blank. Calculate: AA = (A2 -
A1) sample or standard/calibrator

Automation
Special adaptations for automated analysers can be made on request.

INTERPRETATION OF RESULTS
Calculation
Serum/Plasma:

AA Sample

AA Std/Cal x Conc. Std/Cal [mg/dL]

Creatinine [mg/dL] =

Urine:

AASample . oone std/cal mgfdi] x 50

Creatinine [mg/dL] = A Std/Cal
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Creatinine Clearance [7]

[mL/min/1.73 m?] =

mg Creatinine/100 mL Urine x mL Urine

mg Creatinine/100 mL Serum x min Urine collection time
The calculated creatinine clearance refers to the average body surface of an adult (1.73
m2).

Unit Conversion
Creatinine [mg/dL] x 88.4 = Creatinine [umol/L]

COMPENSATED METHOD [3,4]

Picric acid which forms the coloured complex reacts unspecifically with interfering
serum components, so-called pseudo-creatinines. This leads to falsely elevated
creatinine values in serum and plasma samples especially in the low measuring range.
To compensate these interferences the calibrator value for the compensated method
indicated in the value sheet of Diacal Auto has to be used for calculation. Additionally
0.3 mg/dL (27 pmol/L) has to be subtracted from the calculated creatinine value. For
use of the compensated method calibration with the calibrator Diacal Auto is strictly
recommended. The method is applicable only for serum and plasma samples.

QUALITY CONTROL AND CALIBRATION

All controls with Creatinine values determined by this method can be used.

We recommend the Dialab serum controls Diacon N (control serum with values in the
normal range) and Diacon P (control serum with values in the abnormal range) as well
as the Dialab urine controls Diacon Urine Level 1 (control urine normal) and Level 2
(control urine abnormal).

Each laboratory should establish corrective action in case of deviations in control
recovery.

Calibration

The assay requires the use of a creatinine standard or calibrator.

We recommend the Dialab Creatinine Standard and the Dialab multi calibration
serum Diacal Auto

PERFORMANCE CHARACTERISTICS

LINEARITY, MEASURING RANGE

The test has been developed to determine creatinine concentrations within a measuring
range from 0.2 — 15 mg/dL (18 — 1330 pmol/L). When values exceed this range,
samples should be diluted 1 + 1 with NaCl solution (9 g/L) and the result multiplied by
2.

SENSITIVITY/LIMIT OF DETECTION
The lower limit of detection is 0.2 mg/dL (17.7 ymol/L).

PRECISION (at 37 °C)

Intra-assay Mean SD CcvV
n=20 [mg/dL] [mg/dL] [%]
Sample 1 0.56 0.01 1.30
Sample 2 1.24 0.01 0.83
Sample 3 6.73 0.06 0.93
Inter-assay Mean SD CcvV
n=20 [mg/dL] [mg/dL] [%]
Sample 1 0.81 0.03 3.63
Sample 2 1.60 0.01 0.87
Sample 3 5.73 0.05 0.85

SPECIFICITY/INTERFERENCES

no interference up to:

Ascorbic acid 30 mg/dL
Bilirubin 4 mg/dL
Hemoglobin 500 mg/dL
Triglycerides 2000 mg/dL

For further information on interfering substances refer to Young DS [10].
METHOD COMPARISON

A comparison of Dialab Creatinine (y) with a commercially available Jaffé method (x)
using 68 human sera samples within a range of 0.6 — 10 mg/dL (53.0 — 884 ymol/L)
gave following results:

y =1.014 x - 0.031 mg/dL; r = 1.000.

A comparison of Dialab Creatinine compensated (y) with an enzymatic method (x) using
65 human sera samples within a range of 0.5 — 4.3 mg/dL (44.2 — 380 umol/L) gave
following results:

y =0.986 x + 0.043 mg/dL; r = 0.998.

TRACEABILITY

The values of Creatinine Jaffé-method compensated and not compensated in the
calibrator Diacal Auto have been made traceable to NIST (National Institute for
Standardization) Standard Reference Material SRM 967 using level 1 and 2 and
therefore to GC-IDMS (gas chromatography — isotope dilution mass spectrometry).

EXPECTED VALUES
Serum/plasma, Jaffé-method not compensated:

Adults [1] mg/dL pmol/L
Women 06-1.1 53 -97
Men 0.7-1.3 62 -115
Children [2,8]

Neonate 05-1.2 44 — 106
Infant 04-0.7 35-62
Child 0.5-1.2 44 — 106
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Serum/plasma, Jaffé-method compensated:
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Adults [3] mg/dL umol/L
Women 05-0.9 44 — 80
Men 0.7-12 62— 106
Children [9]
Neonate 0.24 —1.04 21-92
Infant 0.17-0.42 15— 37
Child 0.24-0.87 21-77
24h Urine [1]:
| Women | 11-20mg/kg/24h | 97 — 177 umol/kg/24h |
| Men | 14—26mg/kgi24h | 124 —230 umol/kg/i24h |

Creatinine clearance [2]:

95- 160 mL/min/1.73 m? |
98 - 156 mL/min/1.73 m?> |

[ Women |
| Men [

* Each laboratory should check if the reference ranges are transferable to its own
patient population and determine own reference ranges if necessary.

LIMITATIONS

e Eventual Creatinine (mod. Jaffe) carry-over to reagents Phosphorus Inorganic
(Molybdate), Iron (Ferene), LDH-L (IFCC) and LDH-P (opt. DGKC). The actual
carry-over depends on the analyser.

WASTE MANAGEMENT
Please refer to local legal requirements.

LITERATURE

1. Newman DJ, Price CP. Renal function and nitrogen metabolites. In: Burtis CA,
Ashwood ER, editors. Tietz Textbook of Clinical Chemistry. 3 ed. Philadelphia:
W.B Saunders Company; 1999. p. 1204-1270.

2. Thomas L. Clinical Laboratory Diagnostics. 1% ed. Frankfurt: TH-Books
Verlagsgesellschaft; 1998. p. 366-74.

3. Mazzachi BC, Peake MJ, Ehrhardt V. Reference Range and Method Comparison

Studies for Enzymatic and Jaffé Creatinine Assays in Plasma and Serum and Early

Morning Urine. Clin. Lab. 2000; 46: 53-55

Swanson AF, Swartzentruber M, Nolen PA et al. Multicenter Evaluation of the

Boehringer Mannheim Compensated, Rate-Blanked Creatinine/Jaffe Application

on BM/Hitachi Systems. Advances in Clinical Diagnostics. 1993. Boehringer

Mannheim Corporation

5. Guder WG, Zawta B. Recommendations of the Working group on Preanalytical
Quality of the German Society for Clinical Chemistry and the German Society for
Laboratory Medicine: The quality of Diagnostic Samples. 1% ed Darmstadt: GIT
Verlag 2001; p. 24-5,50-1

6. Levey AS, Coresh J, Greene T, Marsh J et al: Expressing the Modification of Diet
in Renal Disease Study Equation for Estimating Glomerular Filtration Rate with
Standardized Serum Creatinine Values. Clin Chem 2007; 53 (4): 766-72.

7. Junge W, Wilke B, Halabi A, Klein G. Determination of reference intervals for
serum creatinine, creatinine excretion and creatinine clearance with an enzymatic
and a modified Jaffé method. Clin Chim Acta 2004; 344: 137-148

8. Soldin SJ, Brugnara C, Wong EC, eds. Pediatric Reference Intervals. 6 ed. AACC
Press, 2007: p.77-78

9. Schlebusch H, Liappis N, Klein G. Ultrasensitive CRP and Creatinine: Reference
intervals from infancy to childhood. Clin Chem Lab Med. 2001; 39 Special
supplement pp S1-S448; May 2001. PO-T042

10. Young DS. Effects of Drugs on Clinical Laboratory Tests. 5" ed. Vol. 1 and 2.
Washington, CD: The American Association for Clinical Chemistry Press 2000.

11.  Bakker AJ, Micke M. Gammopathy interference in clinical chemistry assays:
mechanisms, detection and prevention. ClinChemLabMed 2007;45(9):1240-
1243.

3

»

25°C

IVD| ..

Rev.10, 2020-05-25




<<
  /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




