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I, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co.
KG., hereby certify that the attached documents that keep the number of pages indicated below are the
operational documentation. These documents are in a full accordance with actual manuals of
manufacturer.

A. 3amaH XaH (Zaman Khan), 3amectutens AnpekTopa no HopMaTuBHbIM Bonpocam OTaena EBponbl,
BavxHero Boctoka, Adpuku 1 MaknctaHa 3660TT MM6X 1 Ko. KI™ (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToALWuM yA0CTOBepst0, YTO npunaraemole
AOKYMEHTbI B HYXKENPUBEAEHHOM 06beMe CTpaHuL, ABASIOTCA 3KCMAyaTauMOHHON AOKYMeHTaue.
3TV AOKYMEHTbI NMOMHOCTHH COOTBETCTBYHOT aKTya/lbHON AOKYMEHTaLUN Npou3BOLUTENS.

3KcnnyaTaunoHHas OKYMeHTaunsa ans MeanumnHekoro ngenus (Operational documentation
for medical device):

Habop peareHTOB 418 KOAMYECTBEHHOIO OMpeaeneHns NpsmMoro 6unnpyorHa B CbIBOPOTKE MU Mia3Me
KPOBM 4efnioBeKa CMeKTPO(hOTOMETPUYECKUM METOAOM Ha 6uoxummueckux aHanmsatopax Alinity ¢
"Bunupy6uH npsmoii PeareHTsl (Alinity ¢ Direct Bilirubin Reagent Kit)"

Mo TekcTy 3KcnayaTauWOHHbIX AOKYMEHTOB BCTPEYaloTCs BapuaHTbl HaMMEHOBaHWIA MeLULMHCKUX W3Aenui,
npuBefeHHble B Tabnuue HWXe, KOTOpble SBAAOTCA CMpaBeA/iMBbIMM 1 paBHO3Ha4HbIMK (Operational
documentation contains the following true and equivalent short names of medical devices listed in table);

HanmeHoBaHue Ha HavMeHOoBaHMe MeANLMHCKOTO U3AENNS Ha PYCCKOM S3blKe CokpalleHHoe
aHrIMNCcKOM HanmmeHoBaHuWe(no
A3bIKe TEKCTY [OKYMEHTa)

Alinity ¢ Direct HaGop peareHTOB Ans  KOJMYECTBEHHOTO — onpefeneHws bunupybud  npsmoi
Bilirubin Reagent npsmoro 6unupy6uHa B CbIBOPOTKE uAM nna3me Kposu PearenTol (Alinity ¢
Kit YyesioBeka CNEeKTPOhOTOMETPUYECKMM MeTO0M Ha Direct Bilirubin
ouoxmmmnyecknx aHannsatopax Alinity ¢ "Bunnpy6uH npsmoit  Reagent Kit)
PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit)"
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Alinity c
Direct Bilirubin Reagent Kit

Read Highlighted Changes: Revised March 2018.

Instructions must be carefully followed. Reliability of assay results
cannot be guaranteed if there are any deviations from these
instructions.

INAME
Alinity ¢ Direct Bilirubin Reagent Kit (also referred to as Bili D)

BINTENDED USE
The Alinity ¢ Direct Bilirubin assay is used for the quantitative
analysis of direct bilirubin in human serum or plasma on the Alinity c
analyzer.

ISUMMARY AND EXPLANATION OF THE TEST
Red blood cells at the end of their circulating life are broken down
in the retiouloendothelial system, mainly the spleen. The resulting
heme, once the iron is removed, is then converted to bilirubin.
This process accounts for about 80% of the 500 pmol (300 mg)
of bilirubin formed daily. Other sources of bilirubin include the
breakdown of myoglobin and cytochromes and the catabolism of
immature red blood cells in the bone marrow.
Once formed, bilirubin is transported to the liver bound to albumin.
This fraction of bilirubin is referred to as indirect or unconjugated
bilirubin. In the liver, bilirubin is conjugated to glucuronic acid (mono-
and diglucuronides) to form conjugated bilirubin by the enzyme uridyl
diphosphate glucuronyl transferase. Conjugated bilirubin or direct
bilirubin is excreted via the biliary system into the intestine, where it
is metabolized by bacteria to a group of products known collectively
as stercobilinogen. Elimination is almost complete and serum levels
are normally negligible.
Direct bilirubin is the sum of the conjugated fractions. Direct bilirubin
is elevated in conditions causing hepatic obstruction, hepatitis,
cirrhosis, several inherited enzyme deficiencies, and inherited
defects in canalicular excretion.

EIPRINCIPLES OF THE PROCEDURE
Bilirubin determination is generally based on the reaction of
bilirubin with a diazotized sulfanilic acid, described by Ehrlich,” In
this method, direct (conjugated fractions) bilirubin couples with a
diazonium salt in the presence of sulfamic acid to form the colored
compound azobiiirubin. The increase in absorbance at 548 nm due
to azobilirubin is proportional to the direct bilirubin concentration.

Methodology: Diazo Reaction

For additional information on system and assay technology, refer to

the Alinity ci-series Operations Manual. Section 3.
IREAGENTS

Kit Contents

Alinity ¢ Direct Bilirubin Reagent Kit 07P97

Volumes (mL) listed in the table below indicate the volume per
cartridge.
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Bill D

07P97
G71326R04
B7P970

@ 07P9720

07P9720
Tests per cartridge 360
Number of cartridges per kit 4
Tests per kit 1440
" 68.1 mL
(] 21.0 mL

[m ] Active ingredient: Sulfamic acid (9.7 g/L).

Active ingredients: 2, 4-dichloroaniline {< 0.1 g/L), Sodium nitrite
(< 0.1 g/L), HCI (33.54 g/L).

Warnings and Precautions
e ®
¢ For In Vitro Diagnostic Use

Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is recommended that all human-sourced materials be considered

potentially infectious and handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infectious agents."®

The following warnings and precautions apply to:

DANGER
H314

Prevention
P260
P264
P280

Response
P301+P330+P331

P305+P351+P338

P303+P361+P353

P310

Disposal
P501

Contains sulfamic acid.
Causes severe skin burns and eye
damage.

Do not breathe mist / vapors / spray.
Wash hands thoroughly after handling.
Wear protective gloves / protective
clothing / eye protection.

IF SWALLOWED: Rinse mouth. Do NOT
induce vomiting.

IF IN EYES: Rinse cautiously with water
for several minutes. Remove contact
lenses, if present and easy to do.
Continue rinsing.

IF ON SKIN (or hair): Take off immediately
all contaminated clothing. Rinse skin with
water / shower.

Immediately call a POISON CENTER or
doctor / physician.

Dispose of contents / container in
accordance with local regulations.



The following warnings and precautions apply to:

<$>

DANGER Contains hydrochloric acid.

H314 Causes severe skin burns and eye
damage.

H332 Harmful if inhaled.

H290 May be corrosive to metals.

Prevention

P260 Do not breathe mist / vapors / spray.

P264 Wash hands thoroughly after handling.

p271 Use only outdoors or in a well-ventilated
area.

P280 Wear protective gloves / protective
clothing / eye protection.

P234 Keep only in original container.

Response

P301+P330+P331 IF SWALLOWED: Rinse mouth. Do NOT
induce vomiting.

P305+P351+P338 IF IN EYES: Rinse cautiously with water
for several minutes. Remove contact
lenses, if present and easy to do.
Continue rinsing.

P303+P361+P353 IF ON SKIN (or hair): Take off immediately
all contaminated clothing. Rinse skin with
water / shower.

P304+P340 IF INHALED: Remove person to fresh air
and keep comfortable for breathing.

P310 Immediately call a POISON CENTER or
doctor / physician.

P390 Absorb spillage to prevent material
damage.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

Safety Data Sheets are available at www.abbottdiagnostics.com or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, refer to the Alinity ci-series Operations Manual, Section 8.

Reagent Handling

* Upon receipt, place reagent cartridges in an upright position
for 1 hour before use to allow bubbles that may have formed to
dissipate.

« If a reagent cartridge is dropped, place in an upright position
for 1 hour before use to allow bubbles that may have formed to
dissipate.

* Reagents are susceptible to the formation of foam and bubbles.
Bubbles may interfere with the detection of the reagent level in
the cartridge and cause insufficient reagent aspiration that may
adversely affect results.

For a detailed discussion of reagent handling precautions during

system operation, refer to the Alinity ci-series Operations Manual,

Section 7-
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Reagent Storage

Storage Maximum Additional Storage
Temperature Storage Time Instructions

Unopened 2to 8C Until Store in upright position.
expiration
date
Onboard System 28 days
Temperature
Opened 2to 8'C Until Store in upright position.
expiration Do not reuse original

date reagent caps or
replacement caps due to
the risk of contamination
and the potential to
compromise reagent
performance.

Reagents may be stored on or off the system. If removed from the
system, store reagents with new replacement caps in an upright
position at 2 to 8°C. For reagents stored off the system, it is
recommended that they be stored in their original trays or boxes to
ensure they remain upright.

For information on unloading reagents, refer to the Alinity ci-series
Operations Manual, Section 5.

Indications of Reagent Deterioration

Deterioration of the reagents may be indicated when a calibration
error occurs or a control value is out of the specified range.
Associated test results are invalid, and samples must be retested.
Assay recalibration may be necessary.

For troubleshooting information, refer to the Alinity ci-series
Operations Manual, Section 10.

IINSTRUMENT PROCEDURE
The Alinity ¢ Direct Bilirubin assay file must be installed on the Alinity
¢ analyzer prior to performing the assay.

For detailed information on assay file installation and viewing and
editing assay parameters, refer to the Alinity ci-series Operations
Manual, Section 2.

For information on printing assay parameters, refer to the Alinity ci-
series Operations Manual, Section 5.

For a detailed description of system procedures, refer to the Alinity
ci-series Operations Manual.

Alternate Result Units

Edit assay parameter "Result Units" to select an alternate unit.
Conversion formula:

(Concentration in Default result unit) x (Conversion factor) -
(Concentration in Alternate result unit)
Default Result Unit Conversion Factor
mg/dL 171

Alternate Result Unit
jjmol/L
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EBspecimen collection and preparation

FOR ANALYSIS

Specimen Types

The specimen types iisted beiow were verified for use with this
assay.

Other specimen types, coliection tube types, and anticoaguiants
have not been verified with this assay.

Specimen Type Collection Vessel Special Conditions

Serum Serum tubes (with or
without gel barrier)

Plasma Collection tubes The use of tubes
Acceptable containing sodium

anticoagulants are: fluoride/potassium
Lithium heparin (with or ~ Oxalate is not
without gel barrier) recommended due to the
Sodium heparin potential of hemolysis
formation with this
EDTA .
anticoagulant.

e The instrument does not provide the capabiiity to verify specimen
types, it is the responsibiiity of the operator to verify that the
correct specimen types are used in the assay.

* Abbott Laboratories has not verified the assay performance
characteristics with neonatal specimens.

NOTE: Abbott Laboratories recommends the use of sample
interference indices in the semi-quantitative mode to assist in the
determination of sample integrity for all specimens. Refer to the
Sample Interference Indices (HIL) application sheets.

Specimen Conditions

e For accurate results, serum and plasma specimens should be
free of fibrin, red blood cells, and other particulate matter. Serum
specimens from patients receiving anticoagulant or thrombolytic
therapy may contain fibrin due to incomplete clot formation.

« For accurate results, plasma specimens should be free of
platelets and other particulate matter. Ensure centrifugation is
adequate to remove platelets.

* Use serum or plasma specimens without visible hemolysis
or lipemia. Refer to the SPECIFIC PERFORMANCE
CHARACTERISTICS section of this package insert.

» To prevent cross contamination, use of disposable pipettes or
pipette tips is recommended.

Preparation for Analysis

* Follow the tube manufacturer's processing instructions for
collection tubes. Gravity separation is not sufficient for specimen
preparation.

« Specimens should be free of bubbles. Remove bubbles with an
applicator stick before analysis. Use a new applicator stick for
each specimen to prevent cross-contamination.

To ensure consistency in results, recentrifuge specimens prior to

testing if

« they contain fibrin, red blood cells, or other particulate matter.

NOTE: If fibrin, red blood cells, or other particulate matter are

observed, mix by low speed vortex or by inverting 10 times prior to

recentrifugation.
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Specimen Storage
Specimens shouid be protected from bright light as biiirubin is
photoiabiie.® Direct biiirubin is stabie in serum and piasma as foiiows;

Specimen Type Temperature Maximum Storage Time
Serum/Plasma 20 to 25"C 2 days"

2to 8"C 7 days™ ®

20'C 3 months®

-80'C 3 months®

Avoid multiple freeze/thaw cycles.

Guder et al. suggest storage of frozen specimens at -20'C for no
longer than the time intervals cited above.®

Each laboratory may establish a range around -20‘C and/or -80'C
from either the freezer manufacturer’s specifications or your
laboratory standard operating procedure(s) for specimen storage.
Stored specimens must be inspected for particulates. If present, mix
with a low speed vortex or by inversion and centrifuge the specimen
to remove particulates prior to testing.

Specimen Shipping
Package and label specimens in compliance with applicable state,

federal, and international regulations covering the transport of clinical
specimens and infectious substances.

B procedure

Materials Provided
07P97 Alinity c Direct Bilirubin Reagent Kit

Materiais Required but not Provided

¢ Alinity c Direct Bilirubin assay file

« 08P6101 Alinity ¢ Bilirubin Calibrator Kit

« Commercially available controls containing direct bilirubin

» Saline (0.85% to 0.90% NacCl) for specimen dilution

For information on materials required for operation of the instrument,
refer to the Alinity ci-series Operations Manual, Section 1

For information on materials required for maintenance procedures,
refer to the Alinity ci-series Operations Manual, Section 9.

Assay Procedure

For a detailed description of how to run an assay, refer to the Alinity

ci-series Operations Manual, Section 5.

« If using primary or aliquot tubes, refer to the Alinity ci-series
Operations Manual, Section 4 to ensure sufficient specimen is
present.

« To minimize the effects of evaporation, verify adequate sample
cup volume is present prior to running the test.

e Minimum sample volume requirements:

Sample volume for single test: 5.0 pL.

NOTE: This amount does not include the dead volume

plus the additional over-aspiration volume. For total sample
volume requirements, refer to the Alinity ci-series Operations
Manual, Section 4.

* Refer to the Alinity ¢ Bilirubin Calibrator Kit package insert and/
or commercially available control material package insert for
preparation and usage.

« For general operating procedures, refer to the Alinity ci-series
Operations Manual, Section 5.

« For optimal performance, it is important to perform routine
maintenance as described in the Alinity ci-series Operations
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.

Abbott



Sample Dilution Procedures

Samples with a direct bilirubin value exceeding

15.0 mg/dL (256.6 pmol/L) are flagged with the code "> 15.0 mg/dL"
(> 256.5 pmol/L) and may be diluted with either the Automated
Dilution Protocol or the Manual Dilution Procedure.

Automated Dilution Protocol

If using an automated dilution protocol, the system performs a
dilution of the sample and automatically calculates the concentration
by multiplying the result by the dilution factor. For details on
configuring automated dilutions, refer to the Alinity ci-series
Operations Manual, Section 2.

Manual Dilution Procedure

Dilute the sample with saline (0.85% to 0.90% NaCl).

The operator must enter the dilution factor in the Specimen or
Control tab of the Create Order screen. The system will use this
dilution factor to automatically calculate the concentration of the
sample and report the result.

If the operator does not enter the dilution factor, the result must be
manually multiplied by the appropriate dilution factor before reporting
the result. If a diluted sample result Is less than the lower value of
the measuring interval of 0.1 mg/dL (1.7 pmol/L), do not report the
result. Rerun using an appropriate dilution.

For detailed information on ordering dilutions, refer to the Alinity ci-
series Operations Manual, Section 5.

Calibration

For instructions on performing a calibration, refer to the Alinity ci-
series Operations Manual, Section 5.

Calibration is stable for approximately 14 days (336 hours), but is
required with each change in reagent lot. Verify calibration with
at least 2 levels of controls according to the established quality
control requirements for your laboratory. If control results fall outside
acceptable ranges, recalibration may be necessary.

This assay may require recalibration after maintenance to critical
parts or subsystems or after service procedures have been
performed.

Quality Control Procedures

As appropriate, refer to your laboratory standard operating

procedure(s) and/or quality assurance plan for additional quality

control requirements and potential corrective actions.

* Two levels of controls (normal and abnormal) are to be run every
24 hours.

« If more frequent control monitoring is required, follow the
established quality control procedures for your laboratory.

e If quality control results do not meet the acceptance criteria
defined by your laboratory, sample results may be suspect.
Follow the established quality control procedures for your
laboratory. Recalibration may be necessary. For troubleshooting
information, refer to the Alinity ci-series Operations Manual,
Section 10.

* Review quality control results and acceptance criteria following a
change of reagent or calibrator lot.

Commercial controls should be used according to the guidelines

and recommendations of the control manufacturer. Concentration

ranges provided in the control package insert should be used only for
guidance.

For any control material in use, the laboratory should ensure that the

matrix of the control material is suitable for use in the assay per the

assay package Insert.
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Quality Control Guidance

Refer to “Basic QC Practices" by James O Westgard, Ph.D. for
guidance on laboratory quality control practices."®

Verification of Assay Claims

For protocols to verify package insert claims, refer to Verification of
Assay Claims in the Alinity ci-series Operations Manual.

BRESULTS

Calculation

The Alinity ¢ Direct Bilirubin assay utilizes the Linear data reduction
method to generate a calibration and results.

For information on alternate result units, refer to the INSTRUMENT
PROCEDURE, Alternate Result Units section of this package insert.

Flags

Some results may contain information in the Flags field. For a
description of the flags that may appear in this field, refer to the
Alinity ci-series Operations Manual, Section 5.

Measuring Interval

Measuring interval is defined as the range of values in mg/dL
(pmol/L) which meets the limits of acceptable performance for
linearity, imprecision, and bias.

The measuring interval of the Alinity ¢ Direct Bilirubin assay is 0.1 to
15.0 mg/dL (1.7 to 256.5 pmol/L).

ILIMITATIONS OF THE PROCEDURE
Some specimens may give a direct bilirubin result slightly greater
than the total bilirubin result. During internal testing at Abbott
Laboratories, specimens with total bilirubin concentrations of
0.2 mg/dL (3.4 pmol/L) or less occasionally gave a direct bilirubin
result that slightly exceeded their respective total bilirubin result. This
may be observed when nearly all reacting bilirubin is direct bilirubin.
For patients undergoing evaluations involving the administration of
indocyanine green (ICG), it is recommended that samples are drawn
after ICG has been eliminated. See the Interference section for
additional information.”
Abbott Laboratories has not verified the assay performance
characteristics with neonatal specimens.
Refer to the SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS and SPECIFIC PERFORMANCE CHARACTERISTICS
sections of this package insert.

BEXPECTED VALUES
This study was performed on the ARCHITECT ¢ System-
Representative performance data are provided in this section.
Results obtained in individual laboratories may vary.
It is recommended that each laboratory determine its own reference
range based upon its particular locale and population characteristics.
Serum’'®

Rarge (od/)

0.0t0 8.6

Range (mg/dL)
Adult 0.0to 0.5

A study was conducted using 136 serum samples from volunteers
ranging in age from 25 to 66 years. Data were analyzed as described
by NCCLS C28-A.’™ From this study, 95% of all specimens fell within
0.0 to 0,5 mg/dL, with samples ranging from 0.1 to 0.6 mg/dL.
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B specific performance characteristics
Representative performance data are provided in this section.
Results obtained In Individual laboratories may vary.

The Alinity ¢ analyzer and the ARCHITECT ¢ System and AEROSET
System utilize the same reagents and sample/reagent ratios.

Unless otherwise specified, all studies were performed on the Alinity
c analyzer.

Precision

Within-Laboratory Precision

A study was performed based on guidance from CLSI EP05-A2."®
Testing was conducted using 1 lot of the Alinity ¢ Direct Bilirubin
Reagent Kit, 1 lot of the Alinity c Direct Bilirubin Calibrator Kit, and

1 lot of commercially available controls and 1 instrument. Three
controls and 2 human serum panels were assayed in a minimum of 2
replicates at 2 separate times per day on 20 different days.

Within-Run Within-Laboralory
(Repeatability) (Total)*
Sinple n (mg/dL) D Y%ev D Yev
Qotd Levd 1 120 04 002 39 002 39
Qotrd Levd 2 120 12 002 14 0.06 48
Qtd Levd 3 120 23 002 08 0.09 40
Pd 1 120 35 004 13 0.06 17
Pard 2 120 86 0.08 09 011 13
®Includes within-run, between-run, and between-day variability.
Within-Run Within-Laboratory
(Repeatability) (Total)*
Sanple n (pmoliL) D Yev D wV
Qoid Led 1 120 6.8 028 41 028 41
Qoid Led 2 120 214 029 14 103 48
Qi Led 3 120 07 03 08 158 40
Pad 1 120 605 0.76 13 1083 17
Pad 2 120 1476 137 09 188 13

®Includes within-run, between-run, and between-day variability.

Lower Limits of Measurement

A study was performed based on guidance from CLSI EP17-A2."®
Testing was conducted using 3 lots of the Alinity ¢ Direct Bilirubin
Reagent Kit on each of 2 instruments over a minimum of 3 days. The
maximum observed Limit of Blank (LoB), Limit of Detection (LoD),
and Limit of Quantitation (LoQ) values are summarized below.

mg/dl pmoiL
LB 00 00
LoD 01 17
L 01 17

®The LoB represents the 95th percentile from n a 60 replicates of
zero-analyte samples.

The LoD represents the lowest concentration at which the analyte
can be detected with 95% probability based on n r 60 replicates of
low-analyte level samples.

AThe LoQ was determined from n a 60 replicates of low-analyte
level samples and is defined as the lowest concentration at which a
maximum allowable precision of 20 %CV was met.

Linearity
A study was performed based on guidance from CLSI EP06-A.""

This assay is linear across the measuring interval of 0.1 to
150 mg/dL (1.7 to 256.5 pmol/L).
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Interference

Potentially Interfering Substances

Potential interference in the Direct Bilirubin assay from

62 mg/dL (0.62 g/L) hemoglobin, 125 mg/dL (1.25 g/L) Intralipid,
or 0.50 mmol/L Indican (tndoxyl sulfate) is £ 10% or + 0.1 mg/dL,
whichever is greater, at the medical decision level of the analyte.
This study was performed on the ARCHITECT ¢ System and the
AEROSET System.

Potential interference in the Direct Bilirubin assay from 6.3 mg/L
(8.1 pmoi/L) indocyanine green is £ 10% or + 0.1 mg/dL, whichever
is greater, at the medical decision level of the analyte.

This study was performed on the ARCHITECT c System.

These studies were performed based on guidance from NCCLS
EP7-P.'®

Interference effects were assessed by Dose Response and Paired
Difference methods at the medical decision level of the analyte.

Potentially Interferent Level Direct Bilirubin
Interfering Target Level  Difference from
Substance Defat Units ~ Altemate Units~ (mg/dl)  Target (mg/lcll)
Henogobin 31 my/dL 03L gL 04 01

62 my/dL 062gL 04 01

125 my/dL 125gL 04 02

250 my/dl 2509l 04 02

500 my/dL 500gL 04 02
Huren 519mydl 586 Mol 04 01
triglyceride 1034mgdl  11.68 moliL 04 03
Intralipid 125 ngdl 125gL 04 01

250 nydL 250gL 04 o1

500 nydL 500 gL 04 04
Indocyanine 6.3mglL &1 prollL 03 =0l
Gemn 125mglL 161pnoliL 03 ®Q3

188mgl 242 pollL 51 +04

250mglL 323 pmoll 51 +05

Taki et al. reported indoxyl sulfate concentrations up to 8.62 mg/dL
(0.40 mmol/L), with an average of 3.52 mg/dL (0.17 mmol/L), in

224 hemodialysis (HD) patients."® Indoxyl sulfate does not cause
significant interference with this direct bilirubin method. Testing

at Abbott Laboratories demonstrated that addition of 12.57 mg/dL
(0.50 mmol/L) 3-indoxyl sulfate potassium salt to specimens
increased the direct bilirubin concentration by a maximum of

0.1 mg/dL.

Indocyanine green solutions at the above concentrations were
prepared by the individual addition of Indocyanine green to two pools
of plasma, one with a high concentration of bilirubin and one with a
low concentration of bilirubin.

Interferences from medication or endogenous substances may affect
results."®

Method Comparison
A study was performed based on guidance from CLSI EP09-A3 using
the Passing-Bablok regression method.®"
Correlation Concentration
Unts n  Coefficent Intercept Sope  Range

AlintycDrect Serum  ng/dl 132 100 000 100 02to147
Bilirubin vs proiL 1% 100 000 100 34t02506
ARCHTECT
Direct Bilinbin

3 Abbott



IBIBLIOGRAPHY

1

15.

16

17

19.

20.

Burtis CA, Ashwood ER. editors, Tietz Textbook of Clinical Chemistry,
3rd ed. Philadelphia, PA; WB Saunders; 1999:1136.

US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

US Department of Health and Human Services. Biosafety in
Microbiological and Biomedical Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

World Health Organization. Laboratory Biosafety Manual. 3rd ed.
Geneva: World Health Organization; 2004.

Clinical and Laboratory Standards Institute (CLSI). Protection

of Laboratory Workers From Occupationally Acquired Infections:
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Note for number formatting:

A space is used as thousands separator (example: 10 000
specimens).

A period is used to separate the integer part from the fractional
part of a number written in decimal form (example; 3.12%).
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ADDENDUM
to the Instruction for Use Alinity ¢ Direct Bilirubin Reagent Kit for Russia
SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for devices are 2-8°C. Medical devices must be stored in
refrigerators/refrigerator chambers to ensure regulated temperature conditions with a daily temperature record.

Medical devices must be carried out in single-use thermal containers containing coolant elements, or in reusable
thermo containers with automatically maintained temperature or in refrigerated trucks using thermal indicators.

Device is stable until the expiration date indicated on the package. Device is no longer suitable for use if shipping
temperature limits have been violated. Ship in an any kind of enclosed carrier vehicle in accordance with shipping
rules, applicable to the respective type of transport.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as intended.
Manufacturer set the maximum shelf life of

Alinity ¢ Direct Bilirubin Reagent Kit- 14 months from date of manufacturing.
MAINTENANCE

Not required

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the requirements of SanPin 2.1.7.2790-10 dated
December 12, 2010 “Sanitary-epidemiological Requirements for the Management of Medical Waste”. Transmit and
dispose of a product and its components and packaging in accordance with local regulations

LIST OF APPLICABLE STANDARDS

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), EN ISO 9001, ISO 13485, EN ISO 14971, EN 13641EN
ISO 15223-1, EN ISO 15223-2, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3,1S0 80000-1,
1999/45/EC

POTENTIAL USER

The Alinity ¢ Direct Bilirubin Reagent Kit is intended to be used in a variety of clinical and laboratory conditions,
including, without limitation, hospitals, diagnostic centers, reference laboratories and blood transfusion facilities
around the world, whose personnel have been trained in the use of the Alinity c analyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE
Does not contain any drugs

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION

Medical device is intended for one-off usage

MATERIALS OF ANIMAL ORIGIN

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



indicated in SDS. Safety Data Sheets are available
Materials of animal origin are tested and risks of NN
at www.abbottdiagnostics.com or contact your local representati

indications and contraindications for use

Not applicable.

TECHNICAL CHARACTERISTICS

Alinity ¢ Direct Bilirubin Reagent 1; pH-value at 20 °C: 1-1 4
Density at 20 X : 1.012 g/cm3

Alinity ¢ Direct Bilirubin Reagent 2: pH-value at 20 X : <0.5
Density at 20 X : 1.019 g/cm3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE

No available data.

COLOUR AND ODOUR

Alinity ¢ Direct Bilirubin Reagenti: Odourless and Colourless
Alinity ¢ Direct Bilirubin Reagent 2: Odourless and Colourless
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Alinity ¢

BunupybuH npsmoi PeareHTbl

(Alinity c Direct Bilirubin Reagent Kit)

Cm . BblAe/ieHHble n3MeHeHnsa. Pepgakuma: mapt 2018 r.

Heobxoaymo TOYHO cnefoBaTb VNHCTPYKUMAM. [py OTKIOHEHUN OT
VIHCprKLl,VIVI Ha[leXXHOCTb pe3ysibTatoB TeCTa He rapaHTupyetTca.

IHAVMEHOBAHUE (CokpalieHHOe)

Bunupy6uH npsimoli PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit)
(Tarke BCTpevaeTcs no TekcTy: Bili D)

IHA3HAUEHVE

TecT ¢ Ucnosb3oBaHneM BunupyouH npsmoii PearenTsi (Alinity ¢

Direct Bilirubin Reagent Kit) npegHa3sHaveH Ans KOM4eCcTBEHHOro

onpeaeneHns npsMoro 6unupybuHa B CbIBOPOTKE U Mia3Me KpoBu
yenoseka Ha aHanusartope Alinity c.

IKPATKOE OMWCAHWE TECTA
Mo OKOHYaHWK CPoKa LMPKYNSILMU 3pUTPOLUTLI paspyLuaroTcs
B PETUKY/I03HAOTENNANBLHOM cMCTEME, NPENMYLLECTBEHHO B
ceneseHke. OCBOOOAMBLUMIACA reM nocfie OTAeNeHns xenesa
npespaliaeTcs B 6UInpy6uH. 3TOT npouecc obycnaBmBaeT OKOI0
80% oT1 500 pmol (300 mg) 6unupybrHa, obpasytoLLerocs 3a CyTKu.
OcTanbHON 6UNMPYBUH BbIAENSIETCS NPU pacnage MUornobuHa n
LIMTOXPOMOB, @ Takxke Mpu paspyLUeHUN He3pesbiX 3PUTPOLUTOB B
KOCTHOM MO3re.
O6pasoBaBLUMiics GUNNPYOWH 3aTeM TpaHCNOPTMPYeTCA B NeYeHb
B CBA3@HHOM C a/ibbyMnHOM BuAae. d1a dpakums 6unmpybrnHa
HasbIBaeTCS HENPSIMbIM WM HEKOHBIOTMPOBAHHLIM GUMPYOMHOM.
B neueHun ¢ nomoLllbio hepmeHTa ypuamnandocaTrioKypoHuaTpa
Hcdhepasbl NPONCXOANT KOHbOraums 6unnpyorHa ¢ rnoKypoHOBOM
KNCNOTOW, B pe3ynbTare 4yero obpasyeTcs KOHbIOrMpOBaHHbIN
6UNNPYOUH (MOHO- W AUIIHOKYPOHUABI). KOHBHOMMPOBaHHBINA, W
NPSIMOiA, GUANPYBUH MO XeN4yeBbIBOAALLMM MyTAM nonagjaeT B
KULLEYHWK, T4e OH MeTabonmsupyeTcs 6aktepusimy A0 rpynnbl
NPOZYKTOB, U3BECTHbIX NOA OOLMM Ha3BAHUEM CTEPKOGUIMHOTEHbI.
TakuMm cnoco6oM GUAMPYGUH BbLIBOAUTCS MOYTK MOSIHOCTBLIO, U
YPOBEHb €70 B CbIBOPOTKE KPOBW B HOPME HE3HAYUTE/EH.
Mpsamoii 6uNnpy6buH 3TO CyMMa KOHbIOTMPOBAaHHbIX (hpakLmiA.
YpoBeHb NPSMOro 6uanpybmHa NoBbILLAETCA NPy 06CTPYKLUM
XEen4yeBbIBOAAWWMX NyTel, renarnute, LYppo3e, BPOXAEHHOM
HeL0CTaTOYHOCTU HEKOTOPbIX (DEPMEHTOB, @ Takke BPOXAEHHbIX
necbektax kaHanbLEeBol AnCKpeLmn.

INPVHUMNBLI MPOLELYPHI

OnpegeneHvie ypoBHst 6unnpy6uHa obblYHO 6asmpyeTcs Ha
peakuum 6unupybuHa ¢ AMasoTUPOBAHHON CynbhaHWI0BO
KMcnoToi, onucaHHol Ehrlich.” Mpu aTom meToae npsiMoit
6unMpyobuH (KOHbIOTMpoBaHHaA hpakums) CoOefuHAETCS C COMbio
[1a30HUsA B MPUCYTCTBUM CyNb(daM1HOBOI KUC/OTbI, 0bpasyst
OKpaLLEeHHbIVi peareHT a3o6unnMpy6buH. YBennyeHme onTuyeckoi
NIoTHOCTY Npu 548 NT B pe3ynbTare obpas3oBaHus azobumpybuHa
NPOMNOPLMOHAILHO KOHLEHTpaumy NpsiMoro 6unnpybuHa.
MeTtopgonorus: Anaszopeakuus

Moapo6Hyto MHhopMaLMIo O cUCTEME U TEXHOMNOTUM aHanmnsa cMm. B
PykoBoacTtse no akcnayartauum Alinity cl-series, Pasgen 3.
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07P97
G76322R04
B7P97R

ra 07P9720

BPEAMEHTHI

Copepxummoe Habopa

BunnpybuH npsmoii PeareHTsl (Alinity ¢ Direct Bilirubin Reagent Kit)
07P97

06bem (ML), ykaszaHHbIli B Tabmue Hmke, 0603Ha4YaeT 06BHEM Ha
KapTPUAX.

ref| 07P9720

Konnuyectso TeCTOB B KapTpuaxe 360

Konuuectso kapTpuaxei B 4

Habope

Konuuectso TecToB B Habope 1440

M 68.1 mL
21.0 mL

AKTUBHbIE MHrpeaueHTbl: CynbtammHoBas kucnota (9.7 g/L).

AKTUBHbIE UHTPeAueHTbI: 2, 4-anxnopoaHwvH (< 0.1 g/L),
HUTPUT HaTpusa (< 0.1 g/L), HCI (33.54 g/L),¥

MpeaynpexaeHna n mepbl NPeAoCTOPOXHOCTHU
e 1
[na anarHoctukm In Vitro

Mepbl NpefoCTOPOXKHOCTU

BHVIMAHWE: [laHHblii NpodykT npegnonaraeT paboTy ¢
obpasuamu, noslydeHHbIMK OT YesoBeka. PekoMmeHayeTcs cunTaTtb
BCE Martepuasibl, NONyyYeHHbIe OT YesioBeka, NoTeHLNaNbHO
WHEKLMOHHbIMK 1 06paLLaTbCa C HAMU B COOTBETCTBUN

co CtaHjapToM no obpatleHunio ¢ reMOKOHTaKTHbIMM
naToreHamu, paspaboTaHHbiM YnpasneHvem CLUA no oxpaHe
Tpy4a v NpoMmblLLieHHON rurneHe (OSHA). Mpu pabote ¢
maTtepvanamu, cogepxawiumu unm npeanonoxuTensHo
cofepxalmmn NHPEKLMOHHbIe areHTbl, cneayeT cobnojarb
npaswna 6nonornyeckoin 6e30nacHoCTH, YpoBEHb 2, UK Apyrue
COOTBETCTBYIOLME NpaBuia 6uonornyeckoli 6esonacHocTn.N®
Cnepyiowme npegynpexaeHs n Mepbl NpefocTOPOXHOCTM
oTHocATCA K: Im J

OMACHOCTb CofiepXuT Cy/ibd)aMUHOBYIO KUC/OTY.
H314 Bbi3blBaeT cepbe3Hble 0XOrnm KOXu u
NoBPEeXAeHNa rnas.

MpepoTBpaleHne

P260 M3beratb BAbIXaHWsi TymaHa/napos/
asposoneil.

P264 Mocne paboThbl TWAaTeIbHO BbIMbITb PYKU.

P280 Monb3oBarbCcs 3alMUTHBIMK nepyaTkammn/

3aWNTHOW oaexaoi/cpeacTBamMmm 3awmThl
rnas.



PearnposaHue
P301+P330+P331

P305+P351+P338

P303+P361+P353

P310

YTunusauums
P501

PV TIPOIMNATBIBAHWW: Tpononockatb
por. HE BbI3biBaTL PBOTY.

MNP MONAOAHNNA B TN1IA3A: OCTOPOXHO
NPOMbITb BOAOW B TEUEHUE HECKOMbKUX
MUHYT. CHATb KOHTaKTHbIE JINH3bI, ec/n
Bbl UMW MOJIb3yeTeCb U eC/in 3TO NIErKo
caenatb. MNpoAo/HKUTL NPOMbIBaAHUE N1as.
MNP NONALAHUN HA KOXY (nnmn
BOJI0CbI): CHATb HEME[JIEHHO BCHO
3arpsA3HEHHY0 ogexay. MpoMbITb KOXY
BOAOWA/NPUHATL Ayl

emef/IeHHO 06paTUTLCH B
TOKCUKOMOTNYECKUIA LIEHTP nnm k
Bpauy-cneyuanncTy/TepanesTy.

YTUNn3uNpyiTe cogepxmmoe/koHTeliHep B
COOTBETCTBUW C CAHWUTAPHLIMU HOPMaMM
P® (CanlNuH 2.1.72790-10 ot 09,12.2010).

Cnepytowe npefynpexaeHns 1 Mepbl NPefoCTOPOXHOCTY

OTHOCATCA K; ®

OlNACHOCTb
H314

H332
H290
MNpepgoTepalyeHne
P260
P264
P271

P280

P234

PearnposaHue
P301+P330+P331

P305+P351+P338

P303+P361+P353

P304+P340

P310

P390

COLEPXNT COMSIHYIO KUC/IOTY.
Bbl3bIBAET CEPLE3HbLIE OXOMY KOXM 1
noBpexaeHns rnas.

HaHocuT Bpea Npu BabIXaHWM.

MOXeT Bbi3blBaTb KOPPO3NIO META/I/IOB.

M3b6eratb BApIxaHus TymaHa/napos/
asposoneil.

Mocne pa6oTbl TLWATebHO BbIMbITL PYKM.
Mcnonb3oBath TO/IbKO Ha OTKPLITOM
BO3[yXe WM B XOPOLLO BEHTUIMPYEMOM
mecre.

Monb3oBaTbCsA 3aWUTHLIMU NepyaTkamm/
3almUTHON oAexaoli/cpeacTBaMu 3alluTbl
rnas.

XpaHuTb TONIbKO B KOHTelHepe 3aBofa-
N3rOTOBUTENSA.

MPW MPOINATbBIBAHUW: Mpononockatb
poT. HE BbI3bIBaThL PBOTY.

MNP MONMALAHAW B TNNA3A: OCTOPOXHO
NPOMbITb BOZONM B TEUYEHMNE HECKOSbKUX
MUHYT. CHATb KOHTaKTHblE fIMH3bI, ecnn
Bbl UMW NO/Mb3yeTecb U ecnn 3TO Nerko
caenatb. MpoAo/MUTL NPOMbIBaHVE /a3
MPY NOMAJAHUNI HA KOXY (unn
BOJI0CbI): CHATb HEMELIEHHO BCIO
3arpsA3HEHHYI0 ogexay. MpoMbITb KOXY
BOZO/NPUHATL AyLL.

NPV BALIXAHNW: BbiHecTn
NoCcTpajaBLIEro Ha CBeXWii BO3AyX

1 o6ecneynTb emy MOsHbIA NOKOW B
YAO06HOM [/151 [ibIXaHUS NOSIOXEHNN.
HemepneHHo o6patutbCcs B
TOKCWVKONOIMYECKNIA UENTP nm k
Bpauy-cneuvanucTy/TepanesTy.
AbcopbupoBaTh NPONVBLUEECS BeLLecTBO,
YTOGbI HE JOMYCTUTL NOBPEXAeHNe
mMaTtepnasnos.
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YTunusauus

P501 YTunusumpyiite cogepxmmoe/koHTeHep B
COOTBETCTBMM C CaHMTapHbLIMWU HOpMaMu
P® (CanluH 2.1.72790-10 ot 09.12.2010).

MacnopTa 6e3onacHOCTW AOCTYMHbI Ha caiTe
www.abbottdiagnostics.com unm y MectHoro npegcrasutens,
Moapo6Hyto MHOpMaLMI0 O HEOOXOAMMBIX Mepax
NpeAoCTOPOXHOCTN MpK paboTe C aHa/IM3aTOPOM CM. B
PykoBogcTBe no akcnnyatauum Alinity ci-series, Pasgen 8.
O6paLleHue ¢ peareHTamMm
* Tocne nosyyeHus Habopa ocTaBbTe KapTPWAKN peareHToB Ha 1
yac B BEPTUKAIbHOM MOJIOXEHUN O UCYE3HOBEHWS MYy3bIPHKOB,
KOTOpble MOr/IM 06pa3oBaThCs.
* Ecnu kapTpugx peareHTa OnNpoKvHy/Cs, NpuBeauTe ero
B BepTVKasIbHOE MOJIOXeHUe M ocTaBbTe Ha 1 yac o
MCYE3HOBEHMS NYy3bIPLKOB, KOTOPbIE MOI/IM 06Pa30BaTLCS.
* PeareHTbl nogBepXeHbl (HOPMMPOBAHUIO MEHbI U My3bIPbKOB.
My3bipbky B peareHTe MOryT nomellaTb OnpeaeneHuo
YPOBHS1 peareHTa B KapTpuapke U NPpUBECTU K HEeAOCTaTOuHOl
acnupauum peareHTa, Kotopasi MOXeT 3HaUNTeNIbHO BUSTb Ha
NpaBUIbHOCTL Pe3y/bTaToB.
Moapo6Hyto MHpopMauuio 06 obpalleHnn ¢ peareHTaMmu npu
paboTe C aHrmM3aTopom cM. B PyKOBOACTBE MO 3KchayaTtauum
Alinity ci-series, Pasgen 7.

XpaHeHne peareHToB

JlononHurensHble
VMHCTPYKLMKN MO
XpaHeHuto

Temnepatypa Makc, Bpemsi
XpaHeHusi XpaHeHus

HeBckpbITbIli 2 - 8'C [lo okoHuaHua  XpaHuTte B

KapTpuaxX Cpoka rogHOCTU BEPTUKaUTbHOM
NONOXEHWN.
Ha 6opTty TemnepaTypa 28 gHeii
B cucTeme
BCKpbITbIl 2-8C [0 okoHuyaHusa  XpaHuTte B
KapTpuax CpoKa rofiHOCTU BEPTUKA/IbHOM

MOMOXEHUN.

He vcnonbayiite
MOBTOPHO
KPbILLIKW peareHTa
U3roTOBUTENS

WM 3aMEeHsIEMbIE
KPbILIKU BBUAY pUCKa
KOHTamMuHaLmn

1 BO3MOXHOCTM
HapyLueHus paboumx
XapakTepucTuk
peareHTa.

PeareHTbl MOXHO XpaHWUTb Kak Ha 60pTy CUCTEMBbI, TaK U BHe

ee. lNocne n3BNeYEHNss peareHToB U3 CUCTEMbI XpaHUTe UX B
BEPTUKA/IbHOM MOJIOXEHUN C HAETbIMU HOBLIMY 3aMEHAEMbIMM
KpbllWKamMun npu Temneparype 2 - 8'C. PeareHTbl, XpaHsLimecs

BHE CUCTEeMbI, PEKOMEHAYETCS XpaHnTb B (DabpnuHbIX 0TKax u
ynakoBkax [y 06ecrneyeHns BePTUKaIbHOTO MOJIOXEHUS.
MoapobHyo MHOPMAaLIMIO O BbIrPY3ke peareHToB U3 CUCTEMbI CM. B
PykosogcTse no skcnnyartauuu Alinity ci-series, Pasgen 5.

[Noka3aresiv nopym peareHToB

OwunbKa KanMbpoBKM WM BbIXOA, 3HAYEHUSI KOHTPONSA 3a npenesibl
AvanasoHa AoMyCTUMbIX 3HAYEHWA MOXeT CBUAETebCTBOBaTb O
nopue peareHToB. Pe3ynbTaTbl COOTBETCTBYIOLLMX TECTOB criedyeT
cuuTaTh HEBEPHbIMU, 06pasLibl AOMKHBI BbiTb NPOTECTUPOBAHbI
MOBTOPHO. MoXeT noTpe6oBaTbCsi MOBTOPHAsA kaMbpoBka TecTa.
WMHbopmaumio 06 ycTpaHeHnn HeucnpaBHocTel cM. B PykoBoacTse
no akcnnyatauwum Alinity ci-series, Pasgen 10,
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| NMPOLUEAYPA PABOTbl HA AHAJTM3ATOPE
Heobxoaumo yctaHoBuTb ¢haiin Tecta Alinity ¢ Direct Bilirubin nepep
npoBegeHnem TecTa Ha aHanm3artope Alinity c.

MoppobHyto MHhopmaumio 06 ycTaHOBKe chalina Tecta, npocmoTpe
1 peflakTMpoBaHun napameTpoB aHansa cM. B PykoBoacTse o
akcnnyatauum Alinity ci-series, Pasgen 2.

MHchopmaupio 0 BbIBOJE Ha Mevarb napameTpoB aHasvM3a CM. B
PykoBogacTee no akcnnyatauum Alinity ci-series, Pasgen 5.
Mogpo6Hoe onucaHwe npoueayp paboTbl C CUCTEMOIA CM. B
PykoBoacTBe no akcnayaTauuu Alinity ci-series.

AnbTepHaTMBHbIE eAMHULbI N3MepeHnsa pesynbrara

[ins Bbl6oOpa anbTepPHATUBHON eAuHULbI U3MEHWUTE napameTp TecTa
"EAMHULBI U3MepeHus”,

chopmyna nepecyerta:

(KoHueHTpaumua B cTaHfapTHbLIX eAnHULEaX U3MEPEHUs pesy/bTarta)
X(chaktop nepecyeta) ¢ (KOHUEHTpauuMsa B anbTepHATUBHbIX
efiMHMLax U3MepeHns pesysbTara)

CraHfapTHble AnbTepHaTVBHblE
e[IUHNLbI U3MepEeHNst eAVHNLbI N3MepeHns
pesynbTara dakTop nepecyeta pesynbrara

mg/dL 171 pmol/L

1 CBOP OBPA3LUA V1 NMOATOTOBKA K AHANN3Y

Tunbl 06pasuoB

MepeyuncneHHble Hke TWMbl 06pa3LoB 6blM BepUdULMPOBaHbI Ha
NPUroAHOCTb K UCMOJ/Ib30BaHMIO B AaHHOM TecTe.

Opyrue Tunbl o6pasuos, Npobupok Ans cbopa 06pasLoB u
AHTUKOArynsiHTOB He Gbinv BEPUULMPOBaHbI HA NPUTOAHOCTb K
MCMo/b30BaHNIO B JAHHOM TecTe.

EmkocTtn ansi céopa

Tun o6pasya  06pasLoB CrieunanbHble ycrioBus

CbIBOpOTKaA Mpo6upkn ans

KpoBu CbIBOPOTKN KpoBM (C
pasgenuTenbHbIM reneM
nnm 6e3s)

Mnasma kpoBu [pobupku ansa céopa He pekomeHpgyetcs
o6pa3LoB 1CMosib30BaHve
[OonycTumble npo6uMpoK, cofepxarlnx
AHTUKOATYyNSAHTbI: propug, HaTpus/

Nutunii renapuH (c okcanat kKanwus,

pasgenuTenbHbIM refnem  13-3@ BO3MOXHOTO

unn 6e3) remMosnnsa ¢ aTumMu
HaTpuii renaput aHTVKoarynstHTamu.
EDTA

e [ins aHanu3aTopa He npegycMoTpeHa onuus Bepudukalmm
TUMNOB UCMNO/b3yeMbiX 06pa3LoB. B 06s3aHHOCTM onepaTopa
CMUCTEeMbl BXOAUT MPOBEPKa NPaBU/IbHOCTU yKa3aHus TUMOB
06pasLoB, UCNob3yeMbiX B TecTe.

« Komnanusi Abbott Laboratories He Bepudmumposana paboune
XapakTepucTuku Tecta npu uccnefosaHun obpasLos
HOBOPOXAEHHbIX.

MPUMEYAHVIE: KomnaHusa Abbott Laboratories pekomeHayeT
MCronb30BaHne MHAEKCOB MHTepdepeHumMn obpasua B
NnoNyKoONMYEeCTBEHHOM pexuMe C Lenbio onpeaenexHns
npurogHocTy obpasuos. CMm. Tabnuubl MHAEKCOB
nHTepchepeHumn obpasua (HIL).

CocTosiHme 06pa3uyoB

e UTOo6bl NONYYNTHL MPaBU/IbHbLIE pe3ysibTaTbl, 06pasLibl
CbIBOPOTKM Y NNa3Mbl KPOBU crieflyeT OTAeNUTb OT (MbpuHa,
3PUTPOLMTOB 1 APYrUX TBEpPAbIX YacTuy,. Ob6pasLbl CbiIBOPOTKM
KPOBW NauMeHTOB, NOMYYaOLLMX aHTUKOATYNALUMOHHYIO Win
TPOMOBOIMTUYECKYIO Tepanuio, MOryT cogepxarb oMbpuH B
pesynbTare He3akOHYeHHOro 0b6pas3oBaHns CryCcTKOB.
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e [Ns NOMyyYeHVst TOUHbIX Pe3y/bTaToB 06pasLbl Nasmbl KPOBK He
[O/DKHBI cofiepXaTtb TPOMGOLMTLI 1 Apyrue TBepAble YacTuLpl.
Y6eauTech, 4TO TPOMGOLMTLI yAasieHbl LeHTPrUtyrupoBaHueM.

e Vcnonb3yiiTe 06pasLbl CbIBOPOTKM UM Nasmbl KPOBU
6e3 BUAMMOro remonusa wunu nunemun. Cwm, pasgen
CNELMOUNYECKNE PABOYME XAPAKTEPVCTUKW paHHol
VHCTPYKUMM NO NPUMEHEHNIO.

* PekomeHfyeTcsi NCMO/Ib30BaHNE OfHOPA30BbIX MUNETOK
1 HAaKOHEYHWKOB A/151 MUNETOK /151 NPefoTBpaLleHNns
NepekPecTHON KOHTaMUHaLMK.

MNoaroToBka K aHanusy

* CnepyiiTe UHCTPYKLMAM M3roTOBUTENSI MPOGMPOK Ast coopa
o6pasLo.. lNpu NogroToske 06pasLioB K TECTUPOBAHMIO
rpaBUTaLVIOHHOTO pa3fAesfieHnst HeoCTaTOuHO.

* B obpasuax He AOMKHO ObITb My3bIPbKOB. YAasmMTe My3bipbKu
annnkaTopoMm A0 Havasia TecTupoBaHus. Mcnonbayiite
HOBbI annaukaTop Ana Kaxaoro obpasua, 4tobbl n3bexarb
nepeKpecTHOW KOHTaMUHaLWW.

[N noslyYeHns cornacoBaHHbIX pe3y/ibTaToB pekoMeHAyeTCs

NpoBOAUTL NOBTOPHOE LieHTpUdbyruposaHue o6pasLoB nepes

TecTMpoBaHueM, ecnu

*  OHW cofepxarT bpyH, IPUTPOLUTLI UK Apyrue TBepAble
yacTuupl,

MNPUMEYAHUE: Ecnu obpasupl cogepxat MOpuH, 3puTpoLuTbl

wnn apyrve TBepAble YacTulbl, nepemeluaiiTe Ux Ha BopTekce

Ha HW3KOI cKkopocTu uin nepesepHys 10 pa3 nepef NOBTOPHbLIM

LIeHTpUdpyrpoBaHnem.

XpaHeHne 06pa3uos

3awmwainte obpasLpbl OT APKOro CBETa, Tak Kak 6unmpybuH
choTonabuneH.® MNpsmoi 6unnpy6muH ctabuneH B CbIBOPOTKE W
nnasme KpOBU NpW CeAyoLmX YCOBUAX:

MakcumasnbHoe Bpems

Tun obpasua Temnepartypa XpaHeHus
CbiBOpOTKa/ 20 - 25*C 2 pHah
nnasma Kposu 2.8C 7 aHeliv ®

-20'C 3 mecaua®
-80'C 3 mecsaua®

M36eraiiTe MHOroKkpaTHbIX LMKI0B 3aMOPO3KN/PasmMmopo3Ku,
Guder 1 ap. pekoMeHAYT XpaHUTb 3aMOPOXeHHble 06pasLpbl Npu
-20'C He npeBbllWas ykasaHHblii Bbille BPEMEHHOI AnanasoH.”
Kaxpgoli nabopaTopuy peKkomeHAyeTcs ycTaHasBnvBaTb
TemnepaTypHbIii pexumm xpaHeHus obpasuos npu -20*C nvnn
-80'C ucxofsa U3 cneundvikaumnii NPOM3BOAUTENA XOMOAUTbHUKA
WM 13 cTaHaapTHbIX(0i) npoueayp(bl) XpaHeHns o6pasLoB Ballel
naboparopuu.

XpaHusLrecs o6pasubl JO/KHbI ObITb NPOBEPEHbI HAa Hasnune
TBEpAbIX yacTuy,. Ecnu B obpasuax NpucyTCTBYIOT TBepAble
YyacTuubl, nepes TecTMpoBaHneM nepemelualite obpasLbl Ha
BOpPTEKCE Ha HM3KOI CKOPOCTM WM nepeBopaynBasi Npobupku, a
3aTeM LeHTpudyrmpyiite obpasLbl, 4TOObI YAaIUTb 3TN YacTuLl.

TpaHcnopTupoBka 06pasLoB
YnakoBbiBaiiTe 1 Mapkupyiite o6pasLbl B COOTBETCTBUM C
rOCYAapCTBEHHbIMY, (hefepasibHbIMA 1 MEXAYHAPOLHLIMU

Tpe6oBaHUAMM MO TPAHCMOPTMPOBKE KAMHUYECKUX 06pasLioB U
VHMEKLMOHHBIX BELLECTB.

InPOLEAYPA

MpepocTaBnsiemble matepuanbi

07P97 BunupybuH npsimoii PeareHTbl (Alinity ¢ Direct Bilirubin
Reagent Kit)

Heobxofumble, HO He NpefocTaBAsAemMble maTepuasibl
* Alinity c Direct Bilirubin dpaiin Tecta

e 08P6101 BununpybuH Kanuépatopsbl (Alinity ¢ Bilirubin Calibrator
Kit)



KoMmepueckne KOHTponu, cogepxatyue npsmoin 6unupy6muH
chmnsnonoruyecknii pacteop (0.85 - 0.90% NaCl) gns
pasBefieHns obpasua
MHdopmaumio o MaTeprclinax, Heo6xoAnMMbIX 418 paboTbl
aHanmsaTopa, cM. B PykoBogcTtee no akcnayatauuu Alinity ci-series,
Pasgen 1
WNHchopmauuio 0 matepuanax, HeobxoaMmbIx 418 npoueayp
TEXHUYECKOro 06CnyxusaHunsi, CM. B PyKOBOACTBE N0 3KCn/yaTauymm
Alinity ci-series, Pasgen 9.

MNpoueaypa aHanmsa
Moppo6Hoe onucaHve npoleaypbl NPOBEAEHNA TecTa CM. B
PykoBogcTtee no akcnnyartauuu Alinity ci-series, Pasgen 5.
WHdopmauumio 06 obecneyeHnn AocTaTtoyHoro ob6bemMa obpasua
nayueHTa npy UCNonb30BaHUN NEPBUYHBIX UWIN aNIMKBOTHbIX
npo6upok cm. B PykoBoacTtee no akcnayatauum Alinity ci-series.
Pazgen 4.
¢ Yr106bl MMHMMU3MPOBaTL 3hdEKTbI UCNapeHusi, nepeq
npoBeAeHVeM TecTa y6eauTech, YTO B yalleyke As18 0b6pasLos
NPUCYTCTBYET [OCTATOYHbIN 06BbeM obpasua.
W MvHMMasbHbIN 06beM 06pasua;
- O6bem o6pasua Ha Kaxablii TecT; 5.0 pL.
MPMEYAHWE; B ykazaHHOe KOIMYECTBO He BXOOUT
MepTBbIi 06bEM M AONONHUTENBHbIA 06bEM A/18 acnupaumu.
MonHyto nHdopmaumio o TpeboBaHMsAX K 06bemy obpasia
cM. B PykoBogcTBe no akcnnyatauuu Aiinity ci-series.
Paspgen 4.

*  VHcbopmaumio 0 NoAroToBKe KannbpaTopoB U KOHTPONER CM.

B MHCTPYKLMWU NO NPUMEHEHUO K BunmpyouH KanmbpaTtopam
(Alinity ¢ Bilirubin Calibrator Kit) n/wunn B MHCTpyKUMM no
NMPUMEHEHWIO K KOMMEPYECKUM KOHTPOMAM.

¢ VHcopmaumio 06 06LmMX onepaLoHHbIX npoleaypax cM. B
PykoBogacTBe no akcnnyatauwum Alinity ci-series. Pasgen 5.

e [na JOCTMXEHWUA ONTUMAaSIbHBIX Pabounx XxapakTepucTuk
BaXHO CrefosaTb CTaHAAPTHLIM NpoLedypaM TEXHUYECKOro
06cnyxuBaHus B COOTBETCTBUM C PyKoBOACTBOM NO
akcnnyataumm Alinity ci-series, Pasgen 9, Ecnn npasuna pa6otbl
B Balleil nabopartopumn TpebytoT 6onee HacToro TEXHUYECKOro
06CNyXNBaHNA, cneayinTe NPUHATON NpakTUKe.

Mpouenypbl passeneHns obpasLos
O6pa3sLpbl CO 3HaYeHNEeM KOHLEHTpaLuu npsamMoro 6unmpybuHa
6onee 15.0 mg/dL (256.5 pmol/L) nomeyatoTcsa KOAOM
"> 15.0 mg/dL" (> 256.5 pmol/L) n moryT 6bITb pa3BefeHbl ¢
1Cnosib30BaHNeM NPOTOKO/1a aBTOMATUYECKOro pasBefeHuns um
npoLeaypbl Py4HOro passefeHus.
[MpoTOKOM aBTOMATUYECKOrO pa3sBefeHns
Mpy ncnonb3oBaHNM NPOTOKONA aBTOMAaTUYECKOrO pas3sefeHns
cucteMa pasBoauT obpasel, 1 aBTOMaTUHeCKn paccHuTbiBaeT
3HayYeHne KOHLEHTpaLum, yMHOXan pesy/bTaT Ha COOTBETCTBYIOLLWIA
hakTop passegeHus. MogpobHyo MHOpMaLMIo 0 KOHdMrypauum
aBTOMaTUYeCKMX pasBegeHuii cM. B PykOBOACTBE MO 3KCh/yaTaumu
Alinity ci-series, Pasgen 2.
Mpoueaypa py4HoOro passeneHus
[nA pa3BefeHns obpasua ncnonb3yinte rU3n0oNormMieckunii pacTeop
(0.85 - 0.90% NaCl).
Onepartop A0/KeH BBECTU (haKTOp pas3BefieHns B aKpaHbl 3aKasa
nauveHTa um KoHTpons. Cuctema 6yaeT UCMONb30BaTb AaHHbIV
dhakTop pasBefeHVs /1 aBTOMaTUYeCKOro pacyeta KOHUEeHTpauum
ob6pasua 1 coobLeHns pesynbTtata.
Ecnn onepatop He BBen hakTop passBedeHus, Heobxoanmo
YMHOXWTb pe3y/ibTaT Ha COOTBETCTBYIOLLMIA (hakTop passeAeHVs Ao
coobLeHns pesynstara. Ecnm pesynbTtar passefieHHoro obpasua
MEHbLLIE HWXKHEro 3HadeHns nHTepsasa nmepenus 0.1 mg/dL
(1,7 pmol/L), He coobLiaiiTe aTOT pe3ynbTar. MoBTopUTE TECT,
1Ccrnosb3ya npasuibHOE pasBefeHue.
MoapobHyto MHhopMaLumio O 3akase pasBefeHuii cM. B PykoBoacTBe
no akcnnyartaumm Alinity ci-series. Pasgen 5.
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Kann6poska

WHCTpYKUMKU 0 npoBefeHun kanmbpoBku cM. B PyKoBOACTBe Mo
akcnnyatauun Alinity ci-series. Pasgen 5.

Kanubposka ocTaeTcs cTabunbHOW B TeYeHne npubnnsnTensHo

14 pHeit (336 4YacoB), HO ee He06X0AMMO NPOBOAUTL C

BBEJIEHNEM Ka)XXA0ro HOBOr0 HOMEpa Cepun peareHTa.

MpoBepbTe Ka/IMBGPOBOYHYHD KPUBYIO C MOMOLLLID HE MeHee 2
YPOBHeli KOHTpO/Eel B COOTBETCTBUAN C YCTAHOB/IEHHbIMI Balleii
na6opatopveil Tpe6oBaHWsIMI KOHTPOS kavecTBa. Ecnu pesynbTartsl
KOHTPO/IEll BbIXOAAT 3a PaMKK YCTAHOB/IEHHbIX AVANa3oHOB, MOXET
noTpe6oBaTbCA NOBTOPHAsH KaMGPOBKA.

MoxeT noTpe6oBaTbCcs MOBTOpHas KasMbpoBka TecTa nocsne

npoLieAypbl TEXHUYECKOTO 06CTY)XMBAHNSA OCHOBHbIX YacTeit

CUCTEMbI UM ee KOMMOHEHTOB WK Nocie NPoBeAEeHUs CePBUCHBIX

npoueayp.

Mpouenypbl KOHTPONSA KavyecTBa

Mpy HEO6XOAMMOCTU NPUMEHEHMUSI AONOSTHUTENBHLIX TPe6oBaHUM

K KOHTPOJII0 KayecTBa M NOTEHLMA/bHbLIX KOPPEKTUPYIOLLMX Mep

cnepfyite ctaHgapTHOV(bIM) onepauyoHHol(biM) npoueaype(am)

Ballell nabopatopum n/mnu nnaHy obecneyeHus Kkayecrtsa.

e Kaxgble 24 yaca AOMKHbI TECTUPOBATLCS [ABa YPOBHSI KOHTPOEH
(HOpMasbHbIA 1 aHOMAaIbHBIIA).

« Ecnu npoueaypbl Baweit nabopatopun TpebytoT 6onee
4acToro MOHWUTOPUHIA KOHTPO/IS Ka4yecTBa, crieayiite NpuHATOM
npakTuke.

* Ecnu pesynbTarbl KOHTPONSA kayecTBa He COOTBETCTBYIOT
NPVHSATLIM KPUTEPUAM, YCTAHOB/IEHHbIM Balleli naGopartopueil,
3HaYeHNs pe3y/bTaToB TECTVPOBAHNSA 06pa3LoB OT NauMeHToB
MOTYT 6bITb COMHUTE/IbHbIMU. CnefyiiTe NpUHATLIM Balleit
na6opatopuveil npoueaypaM KOHTPOsst kavecTBa. MoxeT
notpebosaTbCsi NOBTOpPHas Kasimbposka. Hdopmaumio
06 ycTpaHeHWn HeucnpasHocTel cM. B PykoBoacTBe Mo
akcnnyataumm Alinity ci-series. Pasgen 10.

« Tocne 3arpyskv B CUCTEMY HOBOIi cepun peareHTa wum
KanmbpaTopa npoBepbTe pe3ynbTaTbl KOHTPO/ISA kadecTsa n
KpUTepun nNpremMaemocTu.

Mcnonb3oBaHne KOMMepPYeCckuX KOHTPO/e JO/MKHO MPOBOAUTLCS B

COOTBETCTBMM C PYKOBOACTBaMW U PeKOMEHJALUMAMMN U3roTOBUTENS

KOHTpOss. [Mana3oHbl 3HaUYeHWiA KOHLEHTpaLuii, ykasaHHble B

WHCTPYKLUM MO NPUMEHEHMIO K KOHTPOJT0, HOCAT UCK/TIOUUTENBHO

pekoMeHaaTesNbHbIl XapakTep.

Mpn v“cnonb3oBaHUW NOGOro KOHTPOSILHOTO MaTepuana faéoparopus

[OKHA y6eanTbes, YTO MaTPUKC KOHTPOSIBHOTO MaTepuana

npurogeH st UCNONb30BaHWsl B TECTE B COOTBETCTBUM C

MHCTPYKLUMEeW No NpUMEHEHUIO K TECTy.

PekomeHaaLuy no npouesype KOHTPO/A KayecTBa

PekomeHgaumy no npoueaypamM KOHTPO/si KayecTsa nadoparopum

cm. B “Basic QC Practices”, James O Westgard, Ph.D.

MoareepHafenvie 3asB/IEHHbIX XapaKTepucTuK Tecta

MpoToKO/bI A1 NOATBEPXAEHNS 3asIB/IEHHbIX B UHCTPYKLMM
Mo NPUMEHEHNIO XapaKTePUCTHK TecTa CM. B PykoBoACTBe
no akcnayatauun Alinity ci-series. Pasgen "MoatsepxaeHne
3asIB/IEHHbIX XapaKTePUCTUK TecTa'".

BPE3YNLTATHI

Pacuet

Tect Alinity ¢ Direct Bilirubin ncnons3syeTt MeTog, IMHeRHoro
npeobpasoBaHna AaHHbIX 15 NONYyYeHUs KannbpoBKu 1
pesynbTaTos.

VHchopmMauyio 06 aslbTepHATVBHBIX eAvHULAX U3MEPEHUS
pe3ynbTaroB Tecta cm. B pasgene NMPOLIEAYPA PABOTHI
HA AHAJTIM3ATOPE, "AnbTepHaTnBHbIE €4UHNLIbI U3MEPEHUs
pe3ynbTaToB" AaHHOW MHCTPYKLUMUM NO NPUMEHEHUIO.
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Pe3ynbTaTbl HEKOTOPbIX TECTOB MOFYT COMPOBOXAATLCA
nHchopmaumeli B none "dnaru”. OnucaHune chnaros, KOTopble MOryT
NOSIB/IATLCS B 3TOM Mosie, CM. B PyKOBOZACTBE MO 3KCnyaTauum
Alinity ci-series, Pa3zgen 5.

VIHTepBas nsmepeHus

WHTepBan n3MepeHus onpefenseTcs kak Ananas3oH 3HauyeHuii B
mg/dL (pmol/L), KOTOpbIi COOTBETCTBYET rpaHMLamM npuemaemMblx
paboumx xapakTepUcTUK A/1s NMHeiHOCTU, BOCNPOU3BOAMMOCTM U
OTK/IOHEHMSA.

WHTepBan usmepenus tecta Alinity ¢ Direct Biiirubin coctasnset 0.1
¢ 15.0 mg/dL (1.7 - 266.5 pmol/L).

| orpaHmyeHuna npouenypbl

HekoTopble 06pasLibl MOryT AaBaTb pe3y/ibTarbl N0 NpsMOMy
6UNMpYOKHY, HEMHOTO MpeBbialoLLme pesysbTar no oobemy
6unmpybuHy. Bo Bpems BHyTpeHHero uccnegosanusi Abbott
Laboratories 06pa3subl CO 3HAYEHNAMM KOHLEHTpauuii obLiero
6unmpy6uHa 0.2 mg/dL (3.4 pmol/L) nnn Hnxe Bpems oT

BpEMEHV faBanv pesynbTar no npsamMoMy 6unupy6uHy, HEMHOro
npeBbIWaoLWNii COOTBETCTBYIOLWMIA pe3ynbTaTr no obLemy
6unupybuHy. 3To MOXeT HabnaaTbes, Korga novtn Becb
6UNUPY6VH a peakunn ABNSeTcs NPsAMbIM 6UNNPYOUHOM.

O6pasupl OT NaUMEHTOB, NPOXOAALLMX ANArHOCTUKY C NPUMEHEHNeM
nHAoumaHuHa 3eneHoro (ML3), pekomeHayeTcs uccneposartb nocne
BbiBeAeHua V3. JononHWTeNbHY0 MHgopmaumio cM. B pasgene
"ViHTepdepupytowme Bewecrtea". M

Komnanusi Abbott Laboratories He BepudmympoBania pabouve
XapakTepucTuky TecTa nNpu nccneposaHun ob6pasLos oT
HOBOPOX/EHHbIX.

Cm. pasgensi CBOP OBPA3LA 1 MOATOTOBKA K AHANN3Y

n CMEUMOUNYECKUE PABOUYNE XAPAKTEPUCTUKW paHHoOi
WHCTPYKLMN NO NPUMEHEHUIO.

1 OXNAAEMbBIE 3HAYEHWA

JaHHoe uccneposaHne nposogunock Ha cucteme ARCHITECT ¢
System.

B paHHOM pasfene npejcTassieHbl JaHHbIe MO penpe3eHTaTBHbLIM
pabouvm xapaktepucTukam. PesynbTarbl, NosyYeHHbIE B OTAE/bHbIX
nabopatopusx, MOryT OT/IMYaTLCA OT NPUBELAEHHbIX AaHHbIX.

Kaxgoit nabopaTopun pekomeHAyeTcs ycTaHaBNMBaTb COOCTBEHHbIN
pedhepeHCHbI Anana3oH, OCHOBaHHbIN Ha cnewuudmrke pernoHa un
XapakrepucTvkax nonynsumu.

CbIBOpOTKa KpoBU™"

[JvnanasoH (mg/dL) [Junana3soH (Jimol/L)
Bspocribie 0,0-0.5 0.0 m8.6

VccnepgoBaHve NpoBOAMIOCH C UCNONb3oBaHnem 136 o6pasLos
CbIBOPOTKM KPOBW OT A06POBO/bLEB B Bo3pacTe 25 « 66 neT.
[aHHble aHanM3nmpoBasiv B COOTBETCTBMM C npoTokosioM NCCLS
C28-A."" Mo gaHHbIM 3TOro nccnegosaHmss 95% Bcex 06pasLoB
Haxogunuch B gnanasoHe 0.0 - 0.5 mg/dL, gnana3oH o6pasLoB 6bin
0.1 - 0.6 mg/dL.

Bcneyndprnueckme padboune
XAPAKTEPUCTUKN

B j@aHHOM pasfene npeActaBfieHbl AaHHble N0 penpe3eHTaTUBHbIM

pabouvm xapaktepucTukam. PesynbTarbl, NosyYeHHble B OTAE/bHbIX

nabopatopusx, MOryT OTMYaTbCA OT NPUBEAEHHbBIX AaHHbIX.

Ha aHanusatopax Alinity ¢, ARCHITECT ¢ System n AEROSET

System WCNonb3yTCA OAHN U Te Xe peareHTbl U COOTHOLLIEHUS

obpasua/peareHTa.

Ecnv He ykasaHo [pyroe, BCe UCC/efoBaHWA NPOBOAWINCE Ha

aHanusarope Alinity c.
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BocnpounssognmocTtb

BocnpoussogmMMocTb BHYTpW naboparopum

BbI10 NpoBefeHo uccnegoBaHne B COOTBETCTBUM C
pekomeHgaumamu gokymenta CLSI EP05-A2,'®ViccneposaHue
NpoBOAMIOCH C UCMOMb30BaHMeM 1 cepun Bunmpy6buH npsimoii
PearenToB (Alinity c Direct Bilirubin Reagent Kit), 1 cepun
BunupybuH Kanmbpatopos (Alinity ¢ Bilirubin Calibrator Kit) n 1
Cepun KOMMepYeCcKMX KOHTposeli Ha 1 aHanusatope. Tpy KOHTpOns
1 2 NaHesn CbIBOPOTKM KPOBY YesioBeka Bblin NpoTecTUPOBaHbI He
MeHee Yem B 2 NnoBTopax 2 pasa B AeHb B TeueHue 20 gHeli.

BHyTpu cepumn BHyTpn naboparopuu
(noBTOPSEMOCTB) (obiee)™

O6pazel, BO (mg/dL) xOo %KB o %KB
KoHTporib, ypoBeHs 120 04 0.02 39 0.02 39
1

KoHTposib, ypoBeHb 120 12 0.02 14 0.06 4.8
2

KoHTposib, ypoBeHb 120 23 0.02 0.8 0.09 4,0
MaHenb 1 120 35 0.04 13 0.06 17
MaHenb 2 120 86 0.08 0.9 011 13

®Bkto4YaeT BapuabenbHOCTb BHYTPU CEPUU , MEXAY CEpuamu 1
MeXAay AHAMU.

BHyTpW cepum BHyTpu nabopatopumn
(noBTOpPSIEMOCTb) (obuee)'

Ob6paseLy BO (pmol/L) cko %ke (0@ %kB
KoHTporib, ypoBeHb 120 6,8 0,28 41 0.28 41
1

KoHTposib, ypoBeHs 120 214 0.29 14 1.03 48
2

KoHTposib, yposeHs 120 39.7 0.32 0.8 1.58 4.0
MaHerb 1 120 60.5 0.76 13 1.03 17
lMaHernb 2 120 147.6 1.37 0.9 1.88 13

®BknoyaeT BapnabenbHOCTb BHYTPU CEPUUN, MEXAY CEPUAMMN U
mexay OHAMU.

Hw)KkH1e rpaHuLbl n3MepeHns

BbIno nposefeHo uccnefoBaHne B COOTBETCTBUM C
pekomeHpaunamn gokymeHta CLSI EP17-A2."® ViccnepoBaHne
NpoBOAMIOCH C MCNOMb30BaHMeM 3 cepuit bunupybuH npsamoii
PeareHTb! (Alinity ¢ Direct Bilirubin Reagent Kit) Ha 2 aHanu3aTopax
B TeyeHne He MeHee 3 gHeli. Hanbonee BbiCOKMe 3HaYeHUS
npegena 6naHka (MB), npegena obHapyxenus (MO) n npegena
KonuyectseHHoro onpegenenuns (MKO) npusefeHbl HUXe.

mg/dL pmol/L
" 0.0 0.0
no« 01 17
MKO' 01 17

® T onpepeneH kak 95-i NPOLEHTWIb MO pesy/bTatam
nccnefoBaHns 06pasLoB C HyNeBOW KOHLEeHTpauvein aHanuta B n
1 60 nosTOpax.

" TO onpepfeneH Kak camas Hu3kas KOHLEeHTpauus, npu
KOTOPOW aHaMT MOXET ObITb BbisiBNIeH C 95%-1i BEPOATHOCTbLIO
no pesyfnbTaram UCCnefoBaHys 06pasLoB C HU3KUMU YPOBHAMM
KOHLeHTpauun aHaimTta B N 2 60 nosTopax.

® TIKO onpepferneH Kak camas HM3kas KOHUeHTpauumsa ¢
MaKkCUmasbHbIM 3HayeHnemMm socnpounssoammoctn 20% KB no
pesynbTatam uccrefoBaHns 06pasLoB C HU3KUMU YPOBHAMMN
KOHLEeHTpauun aHanuta B n > 60 nosTopax.

JNnHeliHoCcTb

Bbino nposefeHo nccrnegosaHe B COOTBETCTBUM C
pekomeHpaunsamu gokymeHta CLSI EPO6-A.A

JINHENHOCTb AAHHOr0 TecTa COXpaHAeTCs B MHTepBasle U3MepeHus
0.1 - 15.0 mg/dL (1.7 - 266.5 pmol/L).



VHTepcepeHymsa

MoTeHunanbHO MHTEpdepupyoLme BellecTsa

MoTeHumanbHaa uHTepdepeHuus B Tecte Direct Bilirubin B
npucytcTBum 62 mg/dL (0.62 g/L) remornobuHa, 125 mg/dL

(1.25 g/L) uHTpanunuga nwam 0.50 mmol/L nHamkaHa (MHAoKCUN
cynbhata) Npu KOHLEHTpaumMn aHanunTta, CoOTBETCTBYIOLL e

TOYKE MPUHATUA MEAMLMHCKOro pelleHusi, coctasnseT s 10% wam
+ 0.1 mg/dL, B 3aBUCUMOCTW OT TOro, 4YTo GosibLUe.

[aHHoe nccnepoBaHne nNpoBogunock Ha aHanmsaropax ARCHITECT
c System n AEROSET System.

MoTteHumansHas wHTepdepeHumsa B Tecte Direct Bilirubin B
npucytcTeumn 6,3 mg/L (8.1 pmol/L) nHgounaHnHa 3eneHoro npu
KOHLEHTpaLuM aHasmTa, COOTBETCTBYIOL el TOUKE NPUHATUA
MeAMLMHCKOro pelueHuns, coctasnseT s 10% wnm £ 0.1 mg/dL, B
3aBUCMMOCTM OT TOrO, YTO BosbLUE.

[laHHoe uccnepoBaHve NpoBoAWIOCL Ha aHasim3aTtope ARCHITECT
c System.

VccneposaHusa 6b11M NpoBefieHbl B COOTBETCTBUN C
pekomeHpaumammn gokymenta EP7-P NCCLS."®

OchchexTbl MHTEPEepeHLn onpeaensanncs ¢ NOMOLLbI0 METOLO0B
peakumm Ha 403y ¥ NapHbIX pasiMuunii NpW KOHLEHTpaLuax aHannTa,
COOTBETCTBYIOLLMX TOUKAM NPUHATUA MEULMHCKOTO peLleHuns.

KoHueHTpaums nHTeptbepeHTa Direct Bilirubin
TMoTeHumanbHo PasHuLia oT Le-

uHTepdoepupyto-  CTaHaapTHble  AnbTepHarus-  LlenieBoe 3Ha-  /1eBOTO YPOBHS

e BellecTBa eVHULbI Hble efuHuLbl  YeHve (mg/dL) (mg/dL)
emor1o6uH 31 mg/dL 031 gL 0.4 -0.1
62 mg/dL 0.62 g/L 0.4 01
125 mg/dL 1.25gL 0.4 -0.2
250 mg/dL 2,50 g/L 04 -0.2
500 mg/dL 5,00 g/L 04 0,2
Tpurnvuepnap! 519 mg/dL 5.86 mmol/L 0.4 -0.1
Herosexa 1034 mg/dL  11.68 mmol/L 0.4 03
VHTparmnnap! 125 mg/dL 1.25¢g/lL + 04 01
250 mg/dL 2.50 g/L 0.4 01
500 mg/dL 5.00 g/L 04 0.4
VHpoupaHnH 6.3 mg/L 8.1 pmol/L 0.3 401
3ereHbii 12.5 mgiL 16.1 }imol/L 03 403
18,8 mg/L 24.2 pmol/L 51 +0.4
25,0 mg/L 32,3 pmol/L 51 +0.5

Taki n gp. coobLanm o KOHLEHTpaLuu NHAOKCHA cynbdara ao
8,62 mg/dL (0.40 mmol/L) co cpegHum 3HayveHnem 3.52 mg/dL
(0.17 mmol/L) y 224 nauyueHToB Ha remoguanuse (F'4)."~ MIHpokcun
CynbgiaT He BbI3bIBAET CYLLECTBEHHOM MHTEPdIEPEHUMN B aHHOM
mMeToAe onpegeneHus npsMoro 6unupyéuHa. ViccnegosaHue,
nposegeHHoe Abbott Laboratories, nokasano, 4to gobasneHne
12.57 mg/dL (0.50 mmol/L) 3-uHgokcmn cynbar kasimeBoii conm K
obpasuam yBennynBasio KOHLEHTpaLmMio NpsMoro 6unnpybmHa He
6onee yem Ha 0.1 mg/dL.

PacTBopbl MHAOLMAHVHA 3e/1eHOT0 CO 3HAYEHUSMU KOHLIEHTpaLuid,
npuBefeHHbIMK B Tabnuue, 6binv NoAroTos/eHbl Aob6asneHneM
WHAOUMAaHWHA 3e1eHOr0 K BYM My/IMPOBaHHbIM Nia3mam KpoBu:
O[IHOW C BbICOKOI KOHLleHTpauuei 6unmpybrnHa, BTOPOW - C HU3KOW
KOHUEHTpauueii 6unmpyonHa.

HTepdepeHLMa ekapCTBEHHbIX NpenapaTos Wi 3HAOTEHHbIX
BELLEeCTB MOXET OKa3blBaTb B/MSAHME Ha pe3ynbTarbl Tecta.'=

CpaBHeHue MeTo/10B

Bbino npoBefeHo nccnefoBaHne B COOTBETCTBUM C
pekomeHpaumammn gokymenta CLSI EP09-A3 ¢ ncnonb3oBaHnem
meToda perpeccun Passing-Bablok.™"

Koadhcp. [JvnanasoH
Emn- Kom- koppe- [epece- Ha-  KOHUEHTpa-
HUUBI BO nagmn YyeHve K/OH umn
Alinity ¢ Direct ~ CbiBopotka mg/dL 132 1.00 000 100 0.2-14.7
BiliruDin B CpagH. KpoBM pmolL 132 100 000 100 3.4-250.6
¢ ARCHITECT
Direct Bilirubin
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chopmart uucen:

e B KauecTBe pasfenurens TbiCAY UCMOJb3yeTcs npoben (npumep:
10 000 o6pasLoB).

e B KauyecTBe pasfenvrens JecATUYHbIX 3HAKOB UCMO/b3yeTcs
Touka (npumep: 3.12%).
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Wcnonb3oBaTb f0/CpoK rogHOCTU
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X TemnepaTypHblii grnana3oH
2

MeguunHckoe nsgenue ans
anarHoctuky In Vitro
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Lpyrve cMmBosbl
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"1 PeareHT 2

1IRX ONLY 1 [nsa ncnonb3oBaHWsA TOSIbKO

MELULMHCKUM PaBGOTHUKOM
(MPUMEHVMO TONbKO K
knaccudpmkaunm CLUA)

Alinity, ARCHITECT n AEROSET fBNst0TCA TOProBbIMM Mapkammu
KomnaHun Abbott Laboratories B pasnunyHbIX OPUCANKLUSX.
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NPUNOXEHUE
K MHCTPYKUUKX NO npumMeHeHunto BunupybuH npsamoii PeareHnTol (Alinity ¢ Direct Bilirubin Reagent Kit) gna Poccumn

YCNoBuA TPAHCIOPTUPOBKW N XPAHEHUWA

N3penve pekoMeHAyeTCcsl TPaHCMoOpTMPOBATb W XpaHuTb Npu Temnepatype 2-8°C. MeauUMHCKUE WU3AENUst AO/DKHbI
XPaHUTCS B XOMOAUMbHbLIX KaMmepax Wan B XON0Au/bHUKax, obecneymBaloLlinX pernameHTUpOBaHHbI TeMnepaTypHbIii
pPeXnm ¢ exegHEBHON perncrpaymein Temnepartypsl.

TpaHcnopTMBKAa [0/KHA  OCYWECTBASTLCS B TEPMOKOHTeliHepax OfHOPAa30BOr0 MO/b30BaHWs,  COAepXalux
XnagoanemMeHTbl, win B TepMOKOHTeVIHean MHOTOKpaTHOro npumMmeHeHnsa C aBTOMaTU4YeCKn no,qp'epxmsaelvloﬁ
Temnepatypoii uiv B aBTopedpuxeparopax ¢ UCNosib30BaHUEM TEPMOUHAMKATOPOB.

M3penuve octaeTcs CTabu/bHbIM 40 OKOHYAHUSI CPOKA FOAHOCTH, YKA3aHHOTO Ha YNaKoBKe.

Mpn TpaHCMOPTMPOBAHUM C HapyweHuem TeMnepaTypHOro pexuma usgenve He MoANeXuT MPUMEHEHUIo.
TpaHCNopTUPOBKA OCYLLECTBASETCA BCEMU BUAAMU TPAHCNOPTA B KPbITbIX TPAHCMOPTHLIX CPeACTBax B COOTBETCTBUM C
npaBuiamy NepeBo3kn rpy3oB, AEWCTBYOLWMMU HA KaXAOM Buae TpaHcrnopta

FAPAHTUWHBLIE OBA3ATE/IbCTBA

Mpoun3BoanTENb rapaHTMpyeT, YTO MpyW NPaBWIbHOM XpaHeHUW W obpalleHun u3genne ocTaeTcs CTabubHbIM A0
MCTeYEeHUs1 CpoKa rofHOCTU. MakcMMasbHbIi CPOK TOAHOCTU:

BunnpybuH npsmoii PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit) - He 6onee 14 mecsiLeB ¢ gaTbl NPON3BOACTBA;

TEXHWYECKOE OBCNY>XXNBAHWE
He TpebyeTcs.

TEeKYyWNnm peMOHT
He TpebyeTcs.

OAHHBIE ANnAa YTUNN3AUMN N YHUUTOXEHUA MEANUMNHCKOIO N3AENNA

MeauunHckoe nsgenue yTuansnpyoT U YHUUYTOXalT B COOTBETCTBUMN C Npasuiamu obpalieHusa ¢ meguumHCKUMn
oTxogamu noCaHluH 2.1.7.2790-10 ot 12.12.2010 «CaHnTapHO-anngeMmunosiornyeckme tpebosaHmsa Kk obpalleHunto
C MeAULUHCKUMMN OTXO4aMmn».

Heo6xoauMo cnefoBaTh HalMOHaNbHLIM CTaHAApPTaM Npy nepegade v yTuAu3aLum u3aenus, ero KOMNoHEeHToB 1
YNaKoBKU.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANUNHCKOE N3AENVNE

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), EN ISO 9001, ISO 13485, EN ISO 14971, EN 13641EN
ISO 15223-1, EN ISO 15223-2, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3,ISO 80000-1,
1999/45/EC

MOTEHUMANBHbLIA MOTPEBUTE/b

MeguunHckoe nagenne bunupy6uH npsamoii PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit) npegHasHauyeHo gns
MCMNO/Ib30BaHUSI B Pas/INUHbIX KAMHUKO-NabopaToOpHbIX YCOBUSIX, BK/OYasi, 6e3 orpaHuyeHusi, 60nbHULbI,
AvarHocTnyeckne LEHTpbl, peddepeHTHble /abopaTopun K yUYpexaeHus nepenuBaHus KPOBWM MO BCEMY MUpy,
nepcoHas KOTopbIX NpoLes obyyeHne No Ucnosb3oBaHuio aHanusartopa Alinity ¢

NH®OPMALMA O HANNYN B MEAVNUWNHCKOM U3AENN NEKAPCTBEHHOIO CPEACTBA
He copepxut

CTEPNIbHOCTb
MocTaBnsieTcs B HecTepuibHOM Buge. CTepunusauus nepej npuMeHeHnem He TpebyeTcs.

NH®POPMALINA O BO3MOXHOCTW NOBTOPHOIO NMPUMEHEHNA
He noanexuT NOBTOPHOMY NMPUMEHEHWIO.

MATEPWANbI XKUBOTHOIO NMPONCXOXAEHWNA

MaTtepuanbl XWBOTHOTO MNPOUCXOXAEHUA TMPOBEpPEeHbl U puUCKM npumeHeHna MW  ykasaHbl B [lacnopte
6e3onacHocTu. MNacnopta 6e30NacHOCTU MOXHO HaliTu Ha calite www.abbottdiagnostics.com wnnm o6paTtutech K
MeCTHOMY NnpeAcTaBuUTesNIo.

MOKA3AHVA N MPOTUBOMOKA3AHNA K MPUMEHEHWIO
He npumeHumo.
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TEXHUYECKUNE XAPAKTEPUCTWKW

PeareHT 1 (Alinity c Direct Bilirubin Reagent 1);
3HaueHne pH npu 20 °C: 1-1.4
MnoTtHocTb npu 20 °C: 1.012 r/cT3

)JDKHBI
/PHbI PeareHT 2 (Alinity ¢ Direct Bilirubin Reagent 2)
3HaueHne pH npmn 20 X : SO5
<awmx MnotHocTk npu 20 °C: 1.019 r/cT3
aemoi
CBEAEHWA OB W3BECTHbIX OFPAHUYEHUAX MO COBMECTHOMY MNPUMEHEHWIO MEAVLUWHCKUX W3LENUNA MO
HA3HAYEHUIO
€Hulto. OTCYyTCTBYIOT.
=B/ Cc
LUBET 1 3AMNAX
PeareHnT 1 (Alinity c Direct Bilirubin Reagent 1) BecuBeTHbIli 1 6e3 3anaxa
PeareHT 2 (Alinity ¢ Direct Bilirubin Reagent 2): BecuyBeTHbIn 1 6e3 3anaxa
M po
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2660TT MM6X & Ko. KIM Ten:+4961 22580
Makc-INnaHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303. 65011 BucbageH

Moanuce: /nognucaHo/ [Hata: 9 pekabpa 2019r.

3amaH KxaH (Zaman Khan)

3amecTuTens AMpekTopa

Mo HOpPMaTMBHO-MPaBOBOMY PerynMpoBaHuio
PervoH EEBA u MaknctaH

3660TT M'M6X & Ko. KI

2660TT I'M6X & Ko. KIM
Makc-NnaHk-PuHr 2

65205 BucbageH-[enbkeHxanm
MepmaHus

/MeyaTb: 3660TT
2660TT N'MO6X & Ko. KI
Makc-TnaHk-PuHr 2
65205 BucbapgeH/

KOpugmnueckuii agpec: BucbageH

PaiioHHbI cyn BucbageHa HRA 4888 YnpaBnsioLLmii;

Hecyuwinii nepcoHanbHy 0TBETCTBEHHOCTb KOMMAHbOH: Kpuctunan Mpanoy (Kristian Grapow)
3660TT MeHemKMeHT T'M6X per Anbbepr (Greg Ahlberg)
FOpuanyeckuii agpec: BucbageH Mpeacenarens HabnoLaTeNLHOTO COBETA:
PalioHHbIN cyn BucbageHa HRB12889 Xalime A. KoHTpepac (Jaime A. Cintreras)

0 (byuma.]bHoe 3acBlbicrcbClBOBaHME

HacToausHM ocdhmunwibno  ypoctosepsieTcs, 40 r-u 3amvam  Xau
1660TT TM6X & Ko. KI' Makc-IMnamk-Prnvr 2. 63rO* BucbageH,
CO6CrBCMMOPYYHO MOCTaBW/ BbILLCCTOUTYHO MOAMUCL B MPUCYTCTBUN
MnoAnVCaHLLIErocst MpesccaaTc/ia MECTHOrO cyfa.

BucbageH, \0.i2.2019 .

NeB peectpe 876.7,9

oLl TMHa B COOTBETCTBUM C 110a0KeHVeM 0 cbopax B paTMmcpe 6 eBpo
oatadena

m'TXxbwcano'

Mpencenarens MeCTHOO cyfa

“MeyaTb: .MecTHbIi cyg r. Bucbapen X1 *2'

/noanucaHo/9 aekabpsi 2019T.

3amaH KxaH (Zaman Khan)

TeKCT B [OKYMeHTe «IKCnnyaTalunoHHas JOKYMEHTaUWsA» Ha aHrMACKOM W PyCCKOM Si3blKax
MONHOCTbI COBMajaeT.

MepeBog c aHrINIACKOro 1 HEMELKKOIo A3blIKOB Ha pyCCKMVI A3bIK BbINO/MHEH NepeBoAvYNKOM
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Poccuiicnas degepauus. Mopog Mockea.

CeMHaguaToro gekabps gse ToicA4YM AeBATHaAALATOr 0O roga.

A, baxTag3e 3nbmupa lOpbeBHa, HOTapuyc r. MOCKBbl, CBUAETENbCTBYH MOAIMHHOCTbL
noanucu nepesogyuvka llaTtHeBa Unbn AnekceeBuya.

Moanuch caenaHa BMOEM MPUCYTCTBUM.
/IMYHOCTb NoanMncaBlero AOKYMEHT YyCTaHOB/eHa.

3aperucTpupoBaHo B peectpe: M77/52-H/77-2019- [~ [/
B3bickaHo no Tapudy 100 py6.

Xue ycnyr npaBoBOro U TeXHM4YeCKOro xapakrtepa: --

T o . '

2.10. baxTagse
< Ay r

Ar- Vvs>' w- 5

e * V

Bcero npowHypoBaHo, npo”jiy”~epoBan”
N CKpenseHo neyarbi - .25 . JucT. .<??
HoTapuyc.
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npunoxeHue 3

«COI'MACOBAHO» «YTBEPXOAHK »

[VpeKTop perynsaTopHoro otgena AvpeKTop HanpaBneHus
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Abbott GmbH & Co. KG Tel. +496122 58 o

Max-Planck-Ring 2 Fax +49 612258 1244
65205 Wiesbaden

Postfach 1303, 65011 Wiesbaden

Abbott

I, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co.
KG., hereby certify that the attached documents that keep the number of pages indicated below are the

operational documentation. These documents are in a full accordance with actual manuals of
manufacturer.

A, 3amaH XaH (Zaman Khan), 3amectutens AmpekTopa No HOpMaTBHbIM Bonpocam OThena EBporbl.
BnvxHero Boctoka, Adpunkun n MaknuctaHa 9660TT F'M6x 1 Ko. KIM (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAWMM YAOCTOBEPSAIO, YTO NpUnaraemble
[JOKYMEHTbI B HUXKENPUBELEHHOM 06beMe CTpaHUL, SBASAKOTCA 3KCNyaTalMOHHOW LOKYMEHTaLmnei.
3TN JOKYMEHTbI MOJIHOCTLIO COOTBETCTBYHOT aKTya/lbHOW JOKYMEHTaLUUW NPOU3BOAUTENS.

JKcnnyatauMoHHaa JOKYMeHTaumsa ana meanunHckoro nsgennsa (Operational documentation
for medical device):

Habop peareHTOB 11 KOIMYECTBEHHOIO OMpPeAesieHns NpPsAamMoro 6unmpyorHa B CbIBOPOTKE WU MJia3me

KPOBM 4eNnoBeKa CMeKTPO(hOTOMETPUYECKMM METOAOM Ha OMOXMMMYECKMX aHanmusatopax Alinity ¢
"Bunupy6uH npamoii PearenTsl (Alinity ¢ Direct Bilirubin Reagent Kit)"

Mo TeKCTy 3KCMyaTauMOHHbIX LOKYMEHTOB BCTPEYarOTCS BapuaHTbl HAUMEHOBAHWIA MeAULMHCKUX W3Lennii,
MpvBeAEHHbIE B Tabnuue HWKe, KOTOpble SBAAKOTCA CrpaBedMBbIMA M paBHO3HauHbIMM  (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HavmeHoBaHVe Ha HanmMeHoBaHMe MeAULIMHCKOIO M3OENNSA Ha PYCCKOM A3bIKe CokpalLeHHoe
aHr/IMIACKOM HammeHoBaHne(No
A3bIKe TCKCIV JO0KYMEHTA)

= Alinity ¢ Direct Habop peareHTOB A1  KOMMYECTBEHHOrO  OnpedeneHus BunmpybuH — npsmoit
I Bilirubin Reagent npamoro 6unuMpy6brHa B CbIBOPOTKE WM Mfa3Me Kposu  PeareHtbl (Alinity ¢
Kit YesnoBeka CMEKTPOOTOMETPUYECKUM MEeTOZ0M Ha Direct Bilirubin
6roxmmmnyecknx aHanmsatopax Alinity ¢ "Bunnpy6uH npsmoin - Reagent Kit)
PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit)"

Sitz der Gesellschaft: Wiesbaden

Amtsgericht Wiesbaden HRA 4888 Geschaftsfuhrer:

Personlich haftende Gesellschaftcrin: Christian Grapow Page 10f2
Abbott Management GmbH Greg Ahlberg

Sitz der Gesellschaft: Wiesbaden Vorsitzendcr des Aufsichtsrates:

Amtsgericht Wiesbaden HRB 12889 Jaime A. Contreras
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Abbott

CocrTas (contents):

# HaumeHoBaHue (Title) Kon-Bo cTpaHu,
(Number of pages)
1 Instruction for use for Alinity ¢ Direct Bilirubin Reagent Kit with 8
ADDENDUM for Russia.
2. WHCTpyKuMsa no npuMeHeHUto bunupy6uH npsmoii PeareHTsl (Alinity ¢ 9

Direct Bilirubin Reagent Kit) ¢ MPUNOXXEHWEM ana Poccun.

Signed: Date:
Zaman Khan.

Associate Director Regulatory
Affairs EMEA and Pakistan,
Abbott GmbH & Co. KG.

Abbott

Abbott GmbH & Co. KG

Abbott GmbH & Co. KG Max-Planck-Ring 2

Max-Planck-Ring 2 65205 Wiesbaden
65205 Wiesbaden-Delkenheim
Germany
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Alinity c
Direct Bilirubin Reagent Kit

Read Highlighted Changes: Revised March 2018.

Instructions must be carefully followed. Reliability of assay results
cannot be guaranteed if there are any deviations from these
instructions.

Ename
Alinity ¢ Direct Bilirubin Reagent Kit (also referred to as Bili D)

B intended use

The Alinity ¢ Direct Bilirubin assay is used for the quantitative
analysis of direct bilirubin in human serum or plasma on the Alinity ¢
analyzer.

| SUMMARY AND EXPLANATION OF THE TEST

Red blood cells at the end of their circulating life are broken down

in the reticuloendothelial system, mainly the spleen. The resulting
heme, once the iron is removed, is then converted to bilirubin.

This process accounts for about 80% of the 500 pmol (300 mg)

of bilirubin formed daily. Other sources of bilirubin include the
breakdown of myoglobin and cytochromes and the catabolism of
immature red blood cells in the bone marrow.

Once formed, bilirubin is transported to the liver bound to albumin.
This fraction of bilirubin is referred to as indirect or unconjugated
bilirubin. In the liver, bilirubin is conjugated to glucuronic acid (mono-
and diglucuronides) to form conjugated bilirubin by the enzyme uridyl
diphosphate glucuronyl transferase. Conjugated bilirubin or direct
bilirubin is excreted via the biliary system into the intestine, where it
is metabolized by bacteria to a group of products known collectively
as stercobilinogen. Elimination is almost complete and serum levels
are normally negligible.

Direct bilirubin is the sum of the conjugated fractions. Direct bilirubin
is elevated in conditions causing hepatic obstruction, hepatitis,
cirrhosis, several inherited enzyme deficiencies, and inherited
defects in canalicular excretion.

| PRINCIPLES OF THE PROCEDURE

Bilirubin determination is generally based on the reaction of
bilirubin with a diazotized sulfanilic acid, described by Ehrlich." In
this method, direct (conjugated fractions) bilirubin couples with a
diazonium salt in the presence of sulfamic acid to form the colored
compound azobilirubin. The increase in absorbance at 548 nm due
to azobilirubin is proportional to the direct bilirubin concentration.
Methodology: Diazo Reaction

For additional information on system and assay technology, refer to
the Alinity ci-series Operations Manual, Section 3.

| REAGENTS

Kit Contents

Alinity ¢ Direct Bilirubin Reagent Kit 07P97

Volumes (mL) listed in the table below indicate the volume per
cartridge.
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Bili D
07P97
G71326R04

B7P970

07P9720

07P9720
Tests per cartridge 360
Number of cartridges per kit 4
Tests per kit 1440
" 68.1 mL

21.0 mL

[m ] Active ingredient: Sulfamic acid (9.7 g/L).

\n\ Active ingredients: 2, 4-dichloroaniline (< 0.1 g/L), Sodium nitrite
(< 0.1 g/L), HCI (33.54 glL).

Warnings and Precautions
Lin
« For In Vitro Diagnostic Use

Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is recommended that all human-sourced materials be considered
potentially infectious and handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infectious agents.®

The following warnings and precautions apply to; 0

DANGER Contains sulfamic acid.

H314 Causes severe skin burns and eye
damage.

Prevention

P260 Do not breathe mist / vapors / spray.

P264 Wash hands thoroughly after handling.

P280 Wear protective gloves / protective
clothing / eye protection.

Response

P301+P330+P331 IF SWALLOWED: Rinse mouth. Do NOT
induce vomiting.

P305+P351+P338 IF IN EYES; Rinse cautiously with water
for several minutes. Remove contact
lenses, if present and easy to do.
Continue rinsing.

P303+P361+P353 IF ON SKIN (or hair): Take off immediately
all contaminated clothing. Rinse skin with
water / shower.

P310 Immediately call a POISON CENTER or
doctor / physician.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.



The following warnings and precautions apply to: [EM

DANGER Contains hydrochloric acid.

H314 Causes severe skin burns and eye
damage.

H2 Harmful if inhaled.

I-m) May be corrosive to metals.

Prevention

P260 Do not breathe mist / vapors / spray.

P264 Wash hands thoroughly after handling.

P271 Use only outdoors or in a well-ventilated
area.

P280 Wear protective gloves / protective
clothing / eye protection.

P234 Keep only In original container.

Response

P301+P330+P331 IF SWALLOWED: Rinse mouth. Do NOT
induce vomiting.

P305+P351+P338 IF IN EYES: Rinse cautiously with water
for several minutes. Remove contact
lenses, if present and easy to do.
Continue rinsing.

P303+P361+P353 IF ON SKIN (or hair): Take off immediately
all contaminated clothing. Rinse skin with
water / shower.

P304+P340 IF INHALED: Remove person to fresh air
and keep comfortable for breathing.

P310 Immediately call a POISON CENTER or
doctor / physician.

P390 Wisorb spillage to prevent material
damage.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

Safety Data Sheets are available at vww.abbottdiagnostics.com or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, refer to the Alinity ci-series Operations Manual, Section 8.

Reagent Handling

« Upon receipt, place reagent cartridges in an upright position
for 1 hour before use to allow bubbles that may have formed to
dissipate.

« If a reagent cartridge is dropped, place in an upright position
for 1 hour before use to allow bubbles that may have formed to
dissipate.

* Reagents are susceptible to the formation of foam and bubbles.
Bubbles may interfere with the detection of the reagent level in
the cartridge and cause insufficient reagent aspiration that may
adversely affect results.

For a detailed discussion of reagent handling precautions during

system operation, refer to the Alinity ci-series Operations Manual,

Section 7.
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Reagent Storage

Storage Maximum Additional Storage
Temperature Storage Time Instructions
Unopened 2to 8C Until Store in upright position.
expiration
date
Onboard System 28 days
Temperature
Opened 2to 8°C Until Store in upright position.
expiration Do not reuse original

date reagent caps or
replacement caps due to
the risk of contamination
and the potential to
compromise reagent
performance.

Reagents may be stored on or off the system. If removed from the
system, store reagents with new replacement caps in an upright
position at 2 to 8‘C. For reagents stored off the system, it is
recommended that they be stored in their original trays or boxes to
ensure they remain upright.

For information on unloading reagents, refer to the Alinity ci-series
Operations Manual, Section 5.

Indications of Reagent Deterioration

Deterioration of the reagents may be indicated when a calibration
error occurs or a control value is out of the specified range.
Associated test results are invalid, and samples must be retested.
Assay recalibration may be necessary.

For troubleshooting information, refer to the Alinity ci-series
Operations Manual, Section 10.

IINSTRUMENT PROCEDURE
The Alinity ¢ Direct Bilirubin assay file must be installed on the Alinity
¢ analyzer prior to performing the assay.
For detailed information on assay file installation and viewing and
editing assay parameters, refer to the Alinity ci-series Operations
Manual, Section 2.

For information on printing assay parameters, refer to the Alinity ci-
series Operations Manual, Section 5.

For a detailed description of system procedures, refer to the Alinity
ci-series Operations Manual.

Alternate Result Units

Edit assay parameter "Result Units" to select an alternate unit.
Conversion formula:

(Concentration in Default result unit) x (Conversion factor) =

Alternate Result Unit
pmol/L

Default Result Unit Conversion Factor
mg/dL 171
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| SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types
The specimen types listed below were verified for use with this
assay.

Other specimen types, collection tube types, and anticoagulants
have not been verified with this assay.
Specimen Type Collection Vessel
Serum Serum tubes (with or
without gel barrier)
Collection tubes
Acceptable
anticoagulants are:

Lithium heparin (with or ~0xalate is not

without gel barrier) recommended due to the
potential of hemolysis
formation with this
anticoagulant.

Special Conditions

The use of tubes
containing sodium
fluoride/potassium

Plasma

Sodium heparin
EDTA

« The instrument does not provide the capability to verify specimen
types. It is the responsibility of the operator to verify that the
correct specimen types are used in the assay.

« Abbott Laboratories has not verified the assay performance
characteristics with neonatal specimens.

NOTE: Abbott Laboratories recommends the use of sample
interference indices in the semi-quantitative mode to assist in the
determination of sample integrity for all specimens. Refer to the
Sample Interference Indices (MIL) application sheets.

Specimen Conditions

* For accurate results, serum and plasma specimens should be
free of fibrin, red blood cells, and other particulate matter. Serum
specimens from patients receiving anticoagulant or thrombolytic
therapy may contain fibrin due to incomplete clot formation.

« For accurate results, plasma specimens should be free of
platelets and other particulate matter. Ensure centrifugation is
adequate to remove platelets.

« Use serum or plasma specimens without visible hemolysis
or lipemia. Refer to the SPECIFIC PERFORMW'.JCE
CHARACTERISTICS section of this package insert.

« To prevent cross contamination, use of disposable pipettes or
pipette tips is recommended.

Preparation for Analysis

« Follow the tube manufacturer’s processing instructions for
collection tubes. Gravity separation is not sufficient for specimen
preparation.

« Specimens should be free of bubbles. Remove bubbles with an
applicator stick before analysis. Use a new applicator stick for
each specimen to prevent cross-contamination.

To ensure consistency in results, recentrifuge specimens prior to

testing if

« they contain fibrin, red blood cells, or other particulate matter.

NOTE: If fibrin, red blood cells, or other particulate matter are

obsen/ed, mix by low speed vortex or by inverting 10 times prior to

recentrifugation.
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Specimen Storage
Specimens should be protected from bright light as bilirubin is
photolabile.® Direct bilirubin is stable in serum and plasma as follows:

Specimen Type Temperature Maximum Storage Time
Serum/Plasma 20 to 25'C 2 days”

2to 8'C 7 days™ ®

-20C 3 months®

m30'C 3 months®

Avoid multiple freeze/thaw cycles.

Guder et al. suggest storage of frozen specimens at -20'C for no
longer than the time inten/als cited above.®

Each laboratory may establish a range around -20*C and/or -80‘C
from either the freezer manufacturer’s specifications or your
laboratory standard operating procedure(s) for specimen storage.
Stored specimens must be inspected for particulates. If present, mix
with a low speed vortex or by inversion and centrifuge the specimen
to remove particulates prior to testing.

Specimen Shipping

Package and label specimens in compliance with applicable state,
federal, and international regulations covering the transport of clinical
specimens and infectious substances.

IPROCEDURE

Materials Provided
07P97 Alinity c Direct Bilirubin Reagent Kit

Materials Required but not Provided

« Alinity c Direct Bilirubin assay file

e 08P6101 Alinity ¢ Bilirubin Calibrator Kit

« Commercially available controls containing direct bilirubin

e Saline (0.85% to 0.90% NaCl) for specimen dilution

For information on materials required for operation of the instrument,

refer to the Alinity ci-series Operations Manual, Section 1

For information on materials required for maintenance procedures,

refer to the Alinity ci-series Operations Manual, Section 9.

Assay Procedure

For a detailed description of how to run an assay, refer to the Alinity

ci-series Operations Manual, Section 5.

« If using primary or aliquot tubes, refer to the Alinity ci-series
Operations Manual, Section 4 to ensure sufficient specimen is
present.

« To minimize the effects of evaporation, verify adequate sample
cup volume is present prior to running the test.

¢ Minimum sample volume requirements:

- Sample volume for single test: 5.0 pL.
NOTE: This amount does not include the dead volume
plus the additional over-aspiration volume. For total sample
volume requirements, refer to the Alinity ci-series Operations
Manual, Section 4.

* Refer to the Alinity ¢ Bilirubin Calibrator Kit package insert and/
or commercially available control material package insert for
preparation and usage.

« For general operating procedures, refer to the Alinity ci-series
Operations Manual, Section 5.

«  For optimal performance, it is important to perform routine
maintenance as described in the Alinity ci-series Operations
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.



Sample Dilution Procedures

Samples with a direct bilirubin value exceeding

15.0 mg/dL (256.5 pmol/L) are flagged with the code "> 15.0 mg/dL"
(> 256.5 [jmol/L) and may be diluted with either the Automated
Dilution Protocol or the Manual Dilution Procedure.

Automated Dilution Protocol

If using an automated dilution protocol, the system performs a
dilution of the sample and automatically calculates the concentration
by multiplying the result by the dilution factor. For details on
configuring automated dilutions, refer to the Alinity ci-series
Operations Manual, Section 2.

Manual Dilution Procedure

Dilute the sample with saline (0.85% to 0.90% NacCl).

The operator must enter the dilution factor in the Specimen or
Control tab of the Create Order screen. The system will use this
dilution factor to automatically calculate the concentration of the
sample and report the result.

If the operator does not enter the dilution factor, the result must be
manually multiplied by the appropriate dilution factor before reporting
the result. If a diluted sample result Is less than the lower value of
the measuring interval of 0.1 mg/dL (1.7 pmol/L), do not report the
result. Rerun using an appropriate dilution.

For detailed information on ordering dilutions, refer to the Alinity ci-
series Operations Manual, Section 5.

Calibration

For instructions on performing a calibration, refer to the Alinity ci-
series Operations Manual. Section 5.

Calibration is stable for approximately 14 days (336 hours), but is
required with each change in reagent lot. Verify calibration with
at least 2 levels of controls according to the established quality
control requirements for your laboratory. If control results fall outside
acceptable ranges, recalibration may be necessary.

This assay may require recalibration after maintenance to critical
parts or subsystems or after service procedures have been
performed.

Quality Control Procedures

As appropriate, refer to your laboratory standard operating

procedure(s) and/or quality assurance plan for additional quality

control requirements and potential corrective actions.

* Two levels of controls (normal and abnormal) are to be run every
24 hours.

* If more frequent control monitoring is required, follow the
established quality control procedures for your laboratory.

« If quality control results do not meet the acceptance criteria
defined by your laboratory, sample results may be suspect.
Follow the established quality control procedures for your
laboratory. Recalibration may be necessary. For troubleshooting
information, refer to the Alinity ci-series Operations Manual,
Section 10.

* Review quality control results and acceptance criteria following a
change of reagent or calibrator lot.

Commercial controls should be used according to the guidelines

and recommendations of the control manufacturer. Concentration

ranges provided in the control package insert should be used only for

guidance.

For any control material in use, the laboratory should ensure that the

matrix of the control material Is suitable for use in the assay per the

assay package insert.
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Quality Control Guidance

Refer to “Basic QC Practices" by James O Westgard, Ph.D. for
guidance on laboratory quality control practices.

Verification of Assay Claims

For protocols to verify package insert claims, refer to Verification of
Assay Claims in the Alinity ci-series Operations Manual.

IRESULTS

Calculation

The Alinity ¢ Direct Bilirubin assay utilizes the Linear data reduction
method to generate a calibration and results.

For information on alternate result units, refer to the INSTRUMENT
PROCEDURE, Alternate Result Units section of this package insert.
Flags

Some results may contain information in the Flags field. For a
description of the flags that may appear in this field, refer to the
Alinity ci-series Operations Manual, Section 5.

Measuring Interval

Measuring interval is defined as the range of values in mg/dL
(pmol/L) which meets the limits of acceptable performance for
linearity, imprecision, and bias.

The measuring interval of the Alinity ¢ Direct Bilirubin assay is 0.1 to
15.0 mg/dL (1.7 to 256.5 jimol/L).

ILIMITATIONS OF THE PROCEDURE
Some specimens may give a direct bilirubin result slightly greater
than the total bilirubin result. During internal testing at Abbott
Laboratories, specimens with total bilirubin concentrations of
0.2 mg/dL (3.4 pmol/L) or less occasionally gave a direct bilirubin
result that slightly exceeded their respective total bilirubin result. This
may be observed when nearly all reacting bilirubin Is direct bilirubin.
For patients undergoing evaluations involving the administration of
indocyanine green (ICG), it is recommended that samples are drawn
after ICQ has been eliminated. See the Interference section for
additional information."
Abbott Laboratories has not verified the assay performance
characteristics with neonatal specimens.
Refer to the SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS and SPECIFIC PERFORMANCE CHARACTERISTICS
sections of this package insert.

BEXPECTED VALUES

This study was performed on the ARCHITECT ¢ System.
Representative performance data are provided in this section.
Results obtained in individual laboratories may vary.
It Is recommended that each laboratory determine its own reference
range based upon its particular locale and population characteristics.
Serum™

Range (mg/dL)
Adult 0.0t0 0.5

Range (pmol/L)
0.0t0 86

A study was conducted using 136 serum samples from volunteers
ranging in age from 25 to 66 years. Data were analyzed as described
by NCCLS C2B-A." From this study, 95% of all specimens fell within
0.0 to 0.5 mg/dL, with samples ranging from 0.1 to 0.6 mg/dL.
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m SPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section.
Results obtained in individual laboratories may vary.

The Alinity ¢ analyzer and the ARCHITECT c¢ System and AEROSET
System utilize the same reagents and sample/reagent ratios.

Unless otherwise specified, all studies were performed on the Alinity
c analyzer.

Precision

Within-Laboratory Precision

Astudy was performed based on guidance from CLSI EP05-A2."®
Testing was conducted using 1 lot of the Alinity ¢ Direct Bilirubin
Reagent Kit, 1 lot of the Alinity ¢ Direct Bilirubin Calibrator Kit, and
1lot of commercially available controls and 1 instrument. Three
controls and 2 human serum panels were assayed in a minimum of 2
replicates at 2 separate times per day on 20 different days.

Within-Run Within-Laboratory
Mean (Repestability) (Totaly*
Sanpe n Jmg/dL) D Y%cv D LY
Qoid Levdl 1 120 04 0.02 39 002 39
Qo Level 2 120 12 0.02 14 0.06 48
Cotrd Led 3 120 23 0.02 08 0.09 40
Pad 1 120 35 (107! 13 0.06 17
Pard 2 120 86 0.08 09 on 13
®Includes within-run, between-run, and between-day variability.
Within-Run Within-Laboratory
Meen (Repealability) (Total)*
Sanple n (pmol/L) D Y%cv D 9wV
Contrd Level 1 120 6.8 028 41 028 41
Cortrd Levd 2 120 214 029 14 103 48
Qonrd Level 3 120 397 03 08 158 40
Pad 1 120 605 0.76 13 103 17
Pard 2 120 1476 137 09 188 13

®Includes within-run, between-run, and between-day variability.

Lower Limits of Measurement

A study was performed based on guidance from CLSI EP17-A2."®
Testing was conducted using 3 lots of the Alinity ¢ Direct Bilirubin
Reagent Kit on each of 2 instruments over a minimum of 3 days. The
maximum observed Limit of Blank (LoB), Imit of Detection (LoD),
and Limit of Quantitation (LoQ) values are summarized below.

my'dL poliL
LB 00 00
LoD’ a1 17
LoQ a1 17

®The LoB represents the 95th percentile from n a 60 replicates of
zero-analyte samples.

The LoD represents the lowest concentration at which the analyte
can be detected with 95% probability based on n a 60 replicates of
low-analyte level samples.
®The LoQ was determined from n > 60 replicates of low-analyte
level samples and is defined as the lowest concentration at which a
maximum allowable precision of 20 %CV was met.

Linearity
A study was performed based on guidance from CLSI EPO6-A.""

This assay is linear across the measuring interval of 0.1 to
150 mg/dL (1.7 to 256.5 pmol/L).
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Interference

Potentially Interfering Substances

Potential interference in the Direct Bilirubin assay from

62 mg/dL (0.62 g/L) hemoglobin, 125 mg/dL (1.25 g/L) Intralipid,
or 0.50 mmol/L Indican (indoxyl sulfate) is s 10% or + 0.1 mg/dL,
whichever is greater, at the medical decision level of the analyte.
This study was performed on the ARCHITECT ¢ System and the
AEROSET System.

Potential interference in the Direct Bilirubin assay from 6.3 mg/L
(8.1 pmol/L) indocyanine green is s 10% or + 0.1 mg/dL, whichever
is greater, at the medical decision level of the analyte.

This study was performed on the ARCHITECT ¢ System.

These studies were performed based on guidance from NCCLS
EP7-P/®

Interference effects were assessed by Dose Response and Paired
Difference methods at the medical decision level of the analyte.

Potentially Interferent Level Direct Bilirubin
Interfering Target Level  Difference from
Substance Defauit Units ~ Altemate Units~ (mg/dl)  Target (mydl)
Hemoglobin 31 my/L 03L gL 04 01

62 myldL 062gL 04 01

125 myal 125gL 04 02

250 nydL 250gL 04 02

500 nydL 500g/L 04 02
Huren 519myd. 586 mmoilL 04 01
trighycerice 1034 myd. 1168 mollL 04 03
Inralipid 125 gl 125gL 04 01

250 my/dL 250¢gL 04 01

500 my/dL 500 gL 04 04
Indocyanine 6.3 mglL 81 pmoliL 03 01
Gen 125mglL 16.1pmol/L 03 $03

188nmgL 242 pmollL 51 +04

50myl  323polL 51 w05

Taki et al. reported indoxyl sulfate concentrations up to 8.62 mg/dL
(0.40 mmol/L), with an average of 3.52 mg/dL (0.17 mmol/L), in

224 hemodialysis (HD) patients."® Indoxyl sulfate does not cause
significant interference with this direct bilirubin method. Testing

at Abbott Laboratories demonstrated that addition of 12.57 mg/dL
(0.50 mmol/L) 3-indoxyl sulfate potassium salt to specimens
increased the direct bilirubin concentration by a maximum of

0.1 mg/dL.

Indocyanine green solutions at the above concentrations were
prepared by the individual addition of indocyanine green to two pools
of plasma, one with a high concentration of bilirubin and one with a
low concentration of bilirubin.

Interferences from medication or endogenous substances may affect
results.®@®

Method Comparison
A study was performed based on guidance from CLSI EP09-A3 using
the Passing-Bablok regression method.®"

Correlation Concentration
Uits  n  Coefficent Intercept Slope Range

AinitycDret  Seum ngdl 12 100 000 100 0.2t04.7
Bilinkin vs L 12 10

prol 000 100 34102506
Direct Biliruoin
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Note for number formatting:

A space is used as thousands separator (example: 10 000
specimens).

A period is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%).
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X Temperature limitation
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In Vitro Diagnostic Medical
Device
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List Number

Serial number
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DISTRIBUTED IN THE USA BY] Distributed in the USA by
INFORMATION FOR USA ONLY 1 Information needed for United
States of America only
PRODUCED FOR ABBOTT BY 1 Produced for Abbott by
JPRODUCT OF CANADA | Product of Canada
|/| Reagent 1
Reagent 2
RxonLy 1 For use by or on the order of a

physician only (applicable to USA
classification only).

Alinity, ARCHITECT, and AEROSET are trademarks of Abbott
Laboratories in various jurisdictions. All other trademarks are property
of their respective owners.

Max-Planck-Ring 2
65205 Wiesbaden
Germany
wm49-6122-580

Abbott GmbH & Co. KG C €

IPRODUCED FOR ABBOTT BY | DISTRIBUTED IN THE USA BY

Sekisui Diagnostics P.EL. Inc. Abbott Laboratories

70 Watts Avenue Abbott Park, IL 60064 USA
Charlottetown

Prince Edward Island

C1E 2B9 Canada

Customer Service: Contact your local representative
or find country-specific contact information on
www.abbottdiagnostics.com
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ADDENDUM
tothe Instruction for Use Alinity ¢ Direct Bilirubin Reagent Kit for Russia
SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for devices are 2-8*C. Medical devices must be stored in
refrigerators/refrigerator chambers to ensure regulated temperature conditions with a daily temperature record.

Medical devices must be carried out in single-use thermal containers containing coolant elements, or in reusable
thermo containers with automatically maintained temperature or in refrigerated trucks using thermal indicators.

Device is stable until the expiration date indicated on the package. Device is no longer suitable for use if shipping
temperature limits have been violated. Ship in an any kind of enclosed carrier vehicle in accordance with shipping
rules, applicable to the respective type of transport.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as intended.
Manufacturer set the maximum shelf life of

Alinity ¢ Direct Bilirubin Reagent Kit - 14 months from date of manufacturing.
MAINTENANCE

Not required

REPAIRS

Not required

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the requirements of SanPin 2.1.7.2790-10 dated
December 12, 2010 “Sanitary-epidemiological Requirements for the Management of Medical Waste” Transmit and
dispose of a product and its components and packaging in accordance with local regulations

LIST OF APPLICABLE STANDARDS

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), EN ISO 9001, I1SO 13485, EN ISO 14971, EN 13641EN
ISO 15223-1, EN ISO 15223-2, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3,150 80000-1,
1399/45/EC

POTENTIAL USER

The Alinity ¢ Direct Bilirubin Reagent Kit is intended to be used in a variety of clinical and laboratory conditions,
including, without limitation, hospitals, diagnostic centers, reference laboratories and blood transfusion facilities
around the world, whose personnel have been trained in the use of the Alinity c analyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE
Does not contain any drugs

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION

Medical device is intended for one-off usage

MATERIALS OF ANIMAL ORIGIN

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Materials of animal origin are tested and risks of using MD are indicated in SDS. Safety Data Sheets are available
at www.abbottdiagnostics.com or contact your local representative.

INDICATIONS AND CONTRAINDICATIONS FOR USE

Not applicable.

TECHNICAL CHARACTERISTICS

Alinity c Direct Bilirubin Reagent 1. pH-value at 20 °C: 1-1.4
Density at 20 °C: 1.012 g/cm3

Alinity ¢ Direct Bilirubin Reagent 2: pH-value at 20 °C: ~0.5
Density at 20 *C: 1.019 g/cm3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.
COLOUR AND ODOUR

Alinity ¢ Direct Bilirubin Reagent 1: Odourless and Colourless
Alinity ¢ Direct Bilirubin Reagent 2: Odourless and Colourless
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Alinity c

BunupybunH npamoii PeareHTbl

(Alinity ¢ Direct Bilirubin Reagent Kit)

Qv BblaeneHHble 3MeHeHVs. Pegakums: mapT 2018 .

Heo6Xx0AMMO TOYHO CnefoBaTb MHCTPYKUMSAM. Mpu OTKNOHEHWUN OT
VIHCTPYKUMIA HaAeXHOCTb pe3y/nbTaToB TecTa He rapaHTMpyeTcs.

| HAUMEHOBAHWE (CokpauweHHoe)
BunupybuH npsimoii PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit)
(Tarke BcTpeyaeTca no TekcTty: Bill D)

| HABHAUYEHVE

TecT ¢ ncnonb3oBaHMeM BunupyouH npsmoii PeareHTsl (Alinity ¢

Direct Bilirubin Reagent Kit) npegHasHayeH 419 KO/IMY4ECTBEHHOTO
onpeaeneHyst NPSIMOro 6unNMpy6uHa B CbIBOPOTKE ¥ Ma3Me KpoBu
yenoseka Ha aHanmsatope Alinity c.

| KPATKOE ONWCAHUE TECTA

Mo OKOHYAHMN CPOKa LMPKYNALMY 3pUTPOLUTLI paspyLuaroTces

B PETVIKY/I03HAOTENNA/IbHON CUCTeMe, NPeVMYLLEeCTBEHHO B
ceneseHke. OCBO6OAMBLLNIACA FemM Noc/e OTAeNEeHNs xenesa
npespalyaeTca B 6unupybuH. ITOT npouecc obycnaenmeBaeT OKoO0
80% o1 500 pmol (300 mg) 6unupyburHa, 06pasyroLLerocst 3a CyTKu.
OcTtasnbHol 6unvpybuH BbigenseTca Npu pacnage MuornobuHa un
LIMTOXPOMOB, @ TakXe npy paspyLleHnn He3pesbix 3pUTPOLUTOB B
KOCTHOM MO3re.

O6pa3zoBaBLUNiic GUNNPYOUH 3aTeM TPaHCNOPTMPYETCS B NeyYeHb
B CBSI3aHHOM C a/ibbyMVHOM Buge. 3Ta dipakuma bunupyouHa
Ha3bIBaeTCA HEMpPSAMbIM UM HEKOHBIOTMPOBAHHBLIM GUIMPYBUHOM.
B neveHun c nomoLlblo depmeHTa ypuamnandocdatriiokypoHUaTpa
Hcdhepasbl NPOMCXOAMT KOHborauma 6unnpybrHa c riKypoHoBo
KICMOTOM, B pe3ynbTare Yero o6pasyeTcst KOHbIOTMPOBaHHbI
6unmpyouH (MOHO- 1 AUTAOKYPOHUADI). KOHBIOTMPOBAaHHBIN, Win
nPsIMOiA, BUAMPYBUH MO XeNYeBbIBOAALLMM NyTAM nonajaeT B
KULLIEYHVK, TAe OH MeTabonmsupyetcsi 6akTepusaMu 4o rpynnbl
NPOAYKTOB, U3BECTHbLIX NOA 06LNM Ha3BaHUEM CTEPKOGUIMHOTEHbI.
Takm cnoco6oM 6UNMpYGUH BbIBOAMTCSI MOUTU NOMHOCTbIO, U
YPOBEHb €0 B CbIBOPOTKE KPOBU B HOPME HE3HAuMUTesIeH.

Mpsmoii 6uNNPYOUH 3TO CyMMa KOHbIOTMPOBaHHbIX (hpakLum.
YpoBeHb NPSAMOro 6uAnpy6rHa NOBLILLIAETCS MPU 06CTPYKLMN
XKeNYeBbIBOAALLWMX NyTeld, renatute, LYppo3e, BPOXAEHHOM
HeL0CTaTOYHOCTU HEKOTOPbIX (PEPMEHTOB, a TakKe BPOXAEHHbIX
nedektax kaHasbLeBOW AucKpeLuun.

| MPUHUWNbI NPOUEAYPbI

OnpegfeneHvie ypoBHA 6UNnpybrHa 06bIuHO 6asmpyeTcs Ha
peakuum 6unnpybuHa ¢ AMa3oTMPOBaHHONM CynbghaHnIoBoi
KMCNoTOW, onucaHHoi Ehrlich.” Mpu aTom mMeToae npsimoit
6UMpPY6rH (KOHBbIOTMpoBaHHasn hpakums) coeamnHsAeTCs C COMblo
[1a30HNS B NPUCYTCTBUMN Cy/b(haMUHOBOW KUCIOTbI, 06pasys
OKpaLleHHbIli peareHT azobunupybuH. YsenmueHme onTmyeckoin
NNOTHOCTM Npu 548 NT B pesynbTare 06pa3oBaHus a3obumpy6rHa
NPONOPLMOHANBHO KOHLEHTPALMN NPSAMOro 6unupybuHa.
MeTogonorus: [inasopeakums

Moapo6HY0 MHOPMaLMI0 O CUCTEME U TEXHOMNOTMKN aHannsa cM. B
PykoBoacTee no akcnayaTaumm Alinity ci-series. Pasgen 3.
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Bill D

07P97
G76322R04
B7P97R

@ 07P9720

IPEATEHTB

CopepA(nmoe Habopa

BunupybuH npsimoii PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit)
07P97

O6bem (ML), ykasaHHbI B Tabnuue Hmke, 0603Ha4YaeT 06bemM Ha
KapTpuox.¥

07P9720
Konnyectso TecToB B KapTpuaxe 360
KonuuyecTtBo kapTpuaxeii B 4
Habope
Konunyectso TectoB B Habope 1440
[A71 68.1 mL
21.0 mL

n AKTVUBHbIEe MHrpeguneHTbl: CynbthamuHoBas kucnota (9.7 g/L).

AKTUBHbIE WHrpeaneHTbl: 2, 4-anxnopoaHnavH (< 0.1 g/L),
HUTPUT HaTpua (< 0.1 g/L), HCI (33.54 g/L),

Mpegynpe>kaeHns 1 Mepsbl NPeaoCTOPOXHOCTY
e U

e [na gnarHocTtukm In Vitro

Mepb! MpesocTopoXHOCTU

BHAMAHVIE: faHHbiii npoaykT npegnonaraeT pa6oty ¢
obpasuamu, nosyyYeHHbIMK OT YenoBeka. PekomeHgyeTcs cuutaTtb
BCE MaTepuasibl, NO/ly4YeHHblE OT YesioBeka, NOTeHUWILILHO
VHMEKLUMOHHBLIMY 1 06pallaTbCs C HAMU B COOTBETCTBUM

co CraHapTom no o6palleHnto C FeMOKOHTaKTHLIMU
naToreHamu, paspaboTaHHbIM Ynpasnennem CLUA no oxpaHe
TpyAa n npomblwneHHon rurneHe (OSHA). Mpu paboTe ¢
matepuasiaMun, cofepxalyMu Uan npeanosoxuTesiHo
cofepxalyMn MHEKLMOHHbIE areHTsl, cnedyeT cobnogarb
npasuia 6nonornyeckoit 6e3onacHoOCTn, ypoBeHb 2, U apyrue
COOTBETCTBYIOLME npasuia 6ruonornyeckoli 6esonacHocTU.N®

Cnepgywouwme npegynpexgeHis n Mepbl NPeaoCTOPOXHOCTN
oTHocATes K i?1l

OMACHOCTb CoaepXnT CyNb(amM1MHOBYHO KUC/OTY.

H314 BbI3biBaeT cepbesHble 0XOrM KOXu 1
noBpexaeHns rnas.

MpepotBpaLleHe

P260 M3b6eraTtb BAbIXxaHusi TymaHa/napos/
asposoneii.

P264 Mocne paboTbl TWaTe/IbHO BbIMbITb PYKM.

P280 Monb3oBaTbcsa 3alUTHBIMU NepyaTkamu/

3alWnTHOM oaexaoli/cpeacTBamMmn 3alUnTbI
rnas.



PearnposaHue
P301+P330+P331

P305+P351+P338

P303+P361+P353

P310

Ytunnusauunsa
P501

MPY MPOIMNMATBIBAHN; MpononockaTb
pot. HE BbI3biBaTh PBOTY.

NP1 NOMAJAHUN B TNTA3A: OCTOPOXHO
NPOMbITb BOAOV B TEYEHWNE HECKOMbKMUX
MUHYT. CHATb KOHTaKTHbIE /IMH3bI, €CNN
Bbl UMW NOJIb3yeTeCh U €C/ 3TO SIerKOo
caenartb. MNpoAoKUTL NPOMbIBaHME 1N1as.
MNP MOMNAJAHUN HA KOXXY (nnm
BO/10CbI); CHATL HEME[/IEHHO BCIO
3arpA3HEHHyY0 ofexay. MpPoMbITb KOXy
BOAOW/NPUHATL AyLL.

HemepneHHo obpaTtuTbCs B
TOKCUKONOMNYECKUIA LIEHTP unn k
Bpady-cneyuanncTy/Tepanesty.

YTUnusupyiite cogepxumoe/koHTeiliHep B
COOTBETCTBUW C CaHUTapHbLIMK HOpMamm
P® (CanluH 2.1.7.2790-10 ot 09.12.2010).

Cnepyowe npeaynpexaeHnst n Mepsl NpesocTopoXHOCTM

OTHOCATCA K]

ONACHOCTb
H314

H332
H290
MpegoTBpaleHne
P260
P264
p271

P280

P234

PearnposaHue
P301+P330+P331

P305+P351+P338

P303+P361+P353

P304+P340

P310

P390

CofepXuUT COMSHYIO KUCOTY.
BbI3bIBAET CEPLE3HBIE OXOTM KOXU W
MOBPEXAEHVSI rnas.

HaHocuT Bpeg npu BabIXaHuM.

MOXeT BbI3blBaTb KOPPO3NIO META/IOB.

MN3beraTb BAbIXaHUA TymaHa/napos/
aspo3oneit.

Mocne pa6oThbl TIWATENBHO BbIMbITh PYKU.
Mcnonb3oBaTb TO/IbKO Ha OTKPbITOM
BO3[yXe WU B XOPOLLUO BEHTU/IMPYEMOM
mecTe.

Monb3oBaTbCs 3aLUTHBIMU NepyaTkamu/
3alNUTHON opexaoi/cpeacTBaMy 3alnTbl
rnas.

XpaHWTb TONbKO B KOHTEHEPE 3aBofa-
U3roToBUTENS.

MNP MNPOIMMATbLIBAHWW; MNpononockatb
poT. HE BbI3bIBaTh pBOTY.

NPV MONAJAHNI B TN1IA3A; OCTOpOXHO
NPOMbITb BOLON B TeYEHWNE HECKONbKUX
MUHYT. CHATb KOHTaKTHbIE NINH3bI, ecnn
Bbl MW NOJIb3yeTeCh W eC/N 3TO J1Eerko
caenatb. MNpofoKUTL NPOMbIBaHME T1a3.
MPY NONALAHUN HA KOXY (unmn
BOJIOCHI): CHATb HEMEJJIEHHO BCHO
3arpasHeHHyo0 ogexay. MNMpoMbITb KOXY
BOLON/NPUHATL AyL.

NP BABIXAHNW: BbiHecTu
nocTpaAaBLUEro Ha CBEXMIA BO3AyX

1 06ecneynTb emy MNoJHbIA NoKoli B
YA06HOM A/19 AbIXaHWS NONOXEHWUN.
HemegneHHo obpatutbes B
TOKCWVKONOMMYECKUIA LIEHTP um k
Bpauy-cneymnanncTy/TepanesTy.
AbcopbuposaTtb NPosMBLIEECH BeLecTBo,
4TO6bI HE AOMYCTUTL NOBPEXAEeHVEe
maTepuasnos.
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YTunusaumnsa

P501 YTunusupyiite cogepxmmoe/koHTeliHep B
COOTBETCTBUM C CaHUTapHbLIMU HOpMaMu
P® (CanluH 2.1.7.2790-10 ot 09.12.2010),

MacnopTa 6e30MacHOCTM AOCTYMHbI Ha calite
www.abbottdiagnostics.com nnn y mecTHoro npegcrasutens.
Moapo6Hyto MHOpMaLMI0 0 HEOOXOAMMBIX Mepax
NpeAoCTOPOXHOCTN MPpK paboTe C aHa/IM3aTOPOM CM. B
Pykosogctse no akcnnyatauuu Alinity ci-series, Pasgen 8.

O6palleHune ¢ peareHTamu

» locne nony4yeHus Habopa ocTaBbTe KapTpUAXKU peareHToB Ha 1
yac B BEPTVIK&/IbHOM MOJIOKEHUN [0 UCUE3HOBEHUS My3bIPbKOB,
KOTOpble MOr/IM 06pa3oBaTLCS.

» Ecnm kapTpumx peareHTa ONpOKVHY/CS, NPpUBEAUTE €ro
B BEPTUKa/IbHOE MOJIOKEHVE 1 OcTaBbTe Ha 1vac Ao
MCYe3HOBEHMSA Ny3bIPbKOB, KOTOPble MOF/IN 06pa3oBaTLCS.

* PeareHTbl noABepxeHbl (HOPMUPOBAHUIO MEHbI U My3bIPbKOB.
MMy3bIpbk B peareHTe MOryT nomeluatb onpeAeneHunto
YPOBHSI peareHTa B KapTpuke 1 NpuBECTU K He[OCTaTO4HOM
acnupaLuu peareHTa, Kotopas MOXeT 3HaUMTeNlbHO BMATb Ha
NpaBWIbHOCTb Pe3y/bTaToB.

MoapobHyto nHchopMaumio 06 obpalleHun ¢ peareHTamy nNpu

paboTe ¢ aHa/M3aTOpoM CM. B PyKOBOACTBE MO 3KCM/yaTauun

Alinity ci-series, Pasgen 7.

XpaHeHve peareHToB

[JononHutensHble
Temnepatypa Makc, Bpems VHCTPyKUMn no
XpaHeHusi XpaHeHus XpaHeHWIo
HeBckpbIThbIii 2 - 8'C [lo okoHuaHua  XpaHuTe B

KapTPUaX CpoKa roHoOCT BepPTUKa/IbHOM
NOJIOXKEHUN.
Ha 6opty Temnepatypa 28 gHeii
B cucteme
BCKpbITbI 2-8C [lo okoHuaHuA  XpaHuTe B
KapTpuax Cpoka rofHOCTU BePTUKaUTbHOM

NONOXEHUN.

He ncnonbayiite
MOBTOPHO

KPbILLKW peareHTa
N3roToBuUTENA

UNN 3amMeHsieMble
KPbILKK BBUAY pucka
KOHTamMuHaLmu

1 BO3MOXHOCTM
HapyLleHns paboumx
XapaKTepucTuk
peareHTa.

PeareHTbl MOXHO XpaHWUTb Kak Ha 60pPTy CUCTEMBI, TaK U BHE

ee. llocne 3BNEYEHNSI PeareHToB U3 CUCTEMbI XpaHUTe 1X B
BEPTUKA/IbHOM MOSIOKEHNN C HAAETBIMY HOBBIMW 3aMEHSeMbIMM
KpbILWKamun npu Temneparype 2 - 8'C. PeareHTbl, XpaHsLiuecs

BHE CUCTeMbI, PeKOMEHYETCA XpaHUTb B (habpuuHbIX 10TKax U
ynakoBKax [1 o6ecneyeHnss BepTUKa/IbHOTO MOJSIOKEHUS.
Moapo6HY0 MHhOPMAaLMIO O BbITPy3ke peareHToB U3 CUCTEMbI CM. B
PykoBogcTtee no akcnnyatauuu Alinity ci-series. Pasgen 5.

Moka3arenu nopyn peareHToB

OLlmnbKa KaMBPOBKN UM BbIXOA, 3HAYEHUS KOHTPOS 3a Npefesbl
[AvanasoHa JOonyCTUMbIX 3HaYeHUn MOXET CBMAETE/IbCTBOBATbL O
ropye peareHToB. Pe3y/bTaTbl COOTBETCTBYIOLMX TECTOB CrieayeT
cuuTaTbh HeBEpHbIMU, 06pasLibl JO/MKHbI ObiTb NPOTECTUPOBAHbI
NOBTOPHO. MoXeT noTpe6oBaTbCsi NOBTOPHAsA KasMbpoBka TecTa.
MHpopmaumio 06 ycTpaHeHun HemcnpasHOCTel cM. B PykoBogcTee
no akcnayatauun Alinity ci-series. Pasgen 10.
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m [TPOUEAYPA PABOTbl HA AHAJTTM3ATOPE
Heobxognmo yctaHoBuTb haiin Tecta Alinity ¢ Direct Bilirubin nepeg
npoBefeHVeM TecTa Ha aHanusatope Alinity c.

MoapobHyto nHhopmaumio 06 ycTaHOBKe (haiina Tecta, NpocMoTpe
1 pefakTVpoBaHnM napameTpoB aHannsa cMm. B PykoBoacTee Mo
akcnnyatauun Aiinity ci-series, Pasgen 2.

VHhopMaumio 0 BbIBOJE Ha Mevyartb napaMeTpoB aHasim3a CM. B
PykoBoacTBe no akcnnyaTaumm Aiinity ci-series, Pasgen 5.
Mogpo6Hoe onucaHve mpoledyp paboTbl C CUCTEMON CM, B
PykoBoactee no akcnnyatauun Alinity ci-series.

AnbTepHaTVBHble eAUHULbI U3MEPEHUA pe3ynbTara

[na Bbi6opa anbTepHaTUBHON eAnHULbI U3MEHWUTe napameTp Tecta
'EANHULBI n3MepeHns”,

dhopmyna nepecueTa,;

(KoHueHTpauys B CTaHAAPTHLIX eJuHMLax N3MepeHus pesysbtara)
X(thaktop nepecueta) - (KoHUEHTpauMsa B a/lbTEPHATUBHbIX
eMHNLAX N3MepeHns pesy/nbTara)

CraHfapTHble AnbTepHaTVBHble
eAVHNLIbI U3MEPeHUs eVHNLbI U3MepeHns
pesynbTara dakTop nepecyeta pesynbTara

mg/dL 171 pmoi/L

1 CBOP OBPA3SLUA N NMOATOTOBKA K AHANN3Y

Tunbl 06pasyoB
MepeuncneHHble HXe Tunbl 06pasLoB 6blIM BepUdMLMPOBaHbI Ha
npurogHoCTb K UCNONb30BaHUIO B AaHHOM TecTe.

[pyrve Tunbl 06pasLoB, NPo6MPOK A1 cbopa 06pasLoB 1
AHTUKOAry/ISIHTOB He OblIM BEPUNLMPOBaHbI HA NMPUTOAHOCTL K
UCNONb30BaHMIO B AHHOM TecTe.

EmkocTtn gnsa céopa

Tvn obpasua  06pasLoB CneupasibHble ycrosus

CbIBOpOTKa Mpobupkn ans

KpoBu CbIBOPOTKN KpOBM (C
pasfenuTenbHbIM renem
nnn 6e3s)

Mna3va kposu Tpobupkn gns céopa He pekomeHayeTcs
o6pasuoB 1Cnosib3oBaHve
OonycTumble NPOGMPOK, COAEpXaLLnxX
aHTUKOArynsAHTbI: ¢propug Hatpus/

JTnii renapun (¢ okcanart kams,

pasgenuTenbHbIM renem  “3-3a8 BO3MOXHOTO

nnn 6e3) remosnmsa ¢ aTumm
HaTpuii renaput aHTUKOaryIsHTamMu.
EDTA

¢ [nA aHanusatopa He npegycMoTpeHa onuus Bepudmkaumm
TUNOB MCMONb3yeMblX 06pasLoB. B 06a3aHHOCTM onepaTopa
CMCTeMbl BXOAUT NPOBEpPKa NPaBUIbHOCTU yKa3aHUs TUMOB
06pasLoB., UCNoNb3yeMbIX B TECTE.

« KowmnaHusa Abbott Laboratories He Bepucuumposasia padouve
XapakTepucTuK1 TecTa npu nccnefosaHnn obpasLos
HOBOPOXEHHbIX.

MPUMEYAHWE: Komnanusi Abbott Laboratories pekomeHgyeT
1CNonb30BaHne MHAEKCOB MHTepdiepeHuun obpasua B
NoNYKOIMYECTBEHHOM peXvMe C Lefblo onpeaeneHns
npurogHocTn obpasuos. Cm. Tabnuubl NHAEKCOB
nHTepdepeHLmn obpasua (HiL).

CocTosiHne 06pasLioB
e UYTo6bl MONY4NTb NpaBUsibHbIE pe3ynbTaThl, 06pasLibl

CbIBOPOTKM M Na3Mbl KPOBW CliesyeT OTAeNMUTb OT (pnbpuHa,
3PUTPOLMTOB 1 APYTUX TBEPAbIX YacTul,. O6pasLbl ChbIBOPOTKM
KPOBU MaLMEHTOB, MOJyYaloLUX aHTUKOArY ILUMOHHYI0 WK
TPOMBOIMTHYECKYIO Tepanuio, MOryT cogepxaTtb MbpuH B
pe3ynbTare He3aKoHYeHHOro 06pa3oBaHNsi CryCTKOB.
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e [lna nonyyeHrst TOYHbIX pe3y/ibTaTtoB 06pasLbl Naas3mbl KPOBU He
[O/MKHbI CoAepXaTb TPOMGOLMUTLI U ApYyrie TBepAable YacTulbl.
Y6eautechb, UTo TPOMGOLUTLI YAANEHbI LLEHTPUDYTMPOBAHUEM.

*  Vcnonb3yiite 06pasLbl CbIBOPOTKM WM Na3Mbl KPOBU
6e3 BUAVMMOro remonusa wiam nunemun. Cm. pasgen
CNEUNPUNYECKUNE PABOYME XAPAKTEPUCTUKW paHHol
VHCTPYKLMW MO NMPUMEHEHMIO.

*  PekomeHfyeTcsl MCNo/ib30BaHWE OAHOPA30BbIX NUMNETOK
1 HAKOHEYHVKOB A1 NUNETOK ANA NpefoTBpaLleHus
NepeKpPecTHOl KOHTaMUHaLWW.

[MoaroTtoBka K aHannsy

* CniepyiiTe VHCTPYKUMAM M3roTOBUTENS MPO6MPOK 418 c6opa
06pa3uoB. Mpu noaroToBke 06pasLoB K TECTUPOBAHMIO
rpaBUTaLMOHHOIO pas3fenieHnst HeAOCTaTOuHO.

e B o6pasuax He JO/MKHO GbiTb My3bIpbKOB. YAanuTe ny3blpbku
annukaTopom A0 Havana TecTvpoBaHus. Vcnonbayiite
HOBbI annaukaTop ANa Kaxaoro obpasua, 4Tobbl n3dexarb
NepeKkpecTHON KOHTamuHaLun.

L[lnsi nonyyYeHUs CornacoBaHHbIX Pe3y/bTaToB PEKOMEHAYETCS

NPOBOANTL NOBTOPHOE LieHTpUdhyrpoBaHue o6pasLoB nepes,

TeCcTUpoBaHneM, ecnu

* OHU cofepxaT mbpVH, 3PUTPOLUTLI MU Apyrne TBepAble
yacTuupl.

MPVYMEYAHUE: Ecnun obpasupl cogepxat mbpuH, 3puTpoLmTbI

Wnu apyrue TBepaple YacTulbl, NepemellainTe nx Ha BopTekce

Ha HK3KOI CKOPOCTM unn nepeBepHyB 10 pa3 nepef noBTOPHLIM

LLeHTPUgyrMpoBaHneM.

XpaHeHne o6pasuos
3awmuwainte obpasLpl OT APKOro CBeTa, Tak Kak 6unmpy6uH

choTonabuneH.® Mpsmoii 6UNMPyGUH cTabunieH B CbIBOPOTKE W
nnasme KpoBu Npu CReayoLmx yCnoBusx:

MakcumansHoe Bpems

Tun obpasua Temneparypa XpaHeHus
CbiBOpOTKa/ 20 - 25*C 2 pHsh
nnasma Kposu 2.8¢C 7 pHei™ ®

-20*C 3 mMecsaua®
-80°C 3 mecaua®

M36eraiiTe MHOTOKpaTHbIX LMK/I0B 3aMOPO3KIN/Pa3MOpO3Ky,
Guder v gp. peKOMeHIYI0T XpaHUTb 3aMOPOXEHHbIE 06pa3Libl Npu
-20'C He npeBbllWas ykasaHHbIii Bbille BPEMEHHON ananasoH.
Kaxpgoli nabopatopun pekomeHAyeTcsa ycTaHasBnvBaTb
TemnepaTypHblii pexunm xpaHeHusi o6pasuos npu -20°C n/mnnu
-80'C ucxofs v3 cneymdmkaumii Npon3BoaUTENS X00ANIbHUKA
nnn 13 ctaHgapTHoix(oli) npoueayp(bl) XpaHeHnst 06pa3uoB Ballen
naboparopuu.

XpaHuBLUMecs 06pa3Libl AO/MKHbI ObiTb NPOBEPEHbI HA Hannyve
TBEpAbIX YacTul. Ecnu B obpasuax NpucyTCTBYIOT TBEpAble
YyacTuupbl, Nepes TeCTMpoBaHWeM nepemeLlaiite ob6pasLbl Ha
BOPTEKCE Ha HW3KOI CKOPOCTW WM MepeBopayvBas nMpo6upku, a
3aTeM LeHTpudyrupyiiTe obpasLpbl, YTO6bI yAannMTb 3T YacTupbl.
TpaHcnopTupoBka 06pasLos

YnakoBbIBaiiTe 1 Mapkupyite obpasLbl B COOTBETCTBUM C
rocyAapCTBeHHbIMU, hefepasibHbIMU U MEXAYHAaPO4HbIMN

Tpe6oBaHVsIMM MO TPAHCTMOPTUPOBKE KAMHUYECKUX 06pasLoB v
MHEEKLMOHHBIX BELLECTB.

InPOLUEAYPA

MpepocTtasnsaemble maTepuansl

07P97 BunupybuH npsmoii PeareHTbl (Aiinity ¢ Direct Bilirubin

Reagent Kit)

Heobxogumble, HO He NpefocTaBseMble Marepuassl

« Alinity ¢ Direct Biiirubin daiin Tecta

¢ 08P6101 Bunupy6uH Kanubpartopbl (Aiinity ¢ Biiirubin Calibrator
Kit)



* Kommepueckne KOHTPO/M, codepxalive npsmoi 6uampy6uH

* dwmsnonornyeckuii pactsop {0.85 - 0.90% NaCl) gna
pasBefieHns obpasua

VHhopmaumio 0 Mmatepuanax, Heob6xoanmbIx Ana paboTbl

aHasmsaropa, CM. B PykoBofcTBe Mo akcnayartauuu Alinity ci-series,

Pasgen 1

WHdopmaumio o matepuanax, HeobxoaMmbIxX Ans Npoueayp

TEeXHUYECKOro 06CnyxumBaHus, cM, B PykoBoAcTBe Mo aKcnayatauum

Alinity ci-series, Pasgen 9.

Mpouenypa aHanusa

Mogpo6Hoe onucaHne npoueaypbl NPOBefeHns Tecta CM. B

PykoBogcTBe no akcnnyatauun Alinity ci-series, Pasgen 5.

*  VHcbopmaumo 06 obecneyeHun goctaToyHoro obbema obpasua
naymeHTa Npy UCnosib30BaHUN NEPBUYHbLIX UIN &/TUKBOTHBIX
npo6upok cm, B PykoBoacTtee no akcnayataumm Alinity ci-series,
Paspen 4,

¢ Y106bl MMHMMM3NPOBATL 3hheKTbl ncnapeHus, nepes,
npoBegeHVeM TecTa ybeauTech, 4TO B Yalleyke 415 06pasLoB
NPUCYTCTBYET [OCTATOYHbIN 06beM obpasua,

*  MuHuMManbHbIi 06bem obpasua:

- O6bem obpasua Ha Kaxgpblii TecT: 5.0 pL.
MPUMEYAHWE: B ykaszaHHOe KO/IMY4eCTBO He BXOAMUT
MepTBbIli 06bEM W AOMOMHUTENbHBIV 06BEM A/ acnvpaLum.
MonHyto nHchopmMaumio o TpeboBaHuax K 06beMy obpasLa
cM. B PykoBoacTee no akcnayartauum Alinity ci-series,
Paspen 4.

*  WHdopmaumio 0 NoAroToBKe KaMGpaTopoB U KOHTPOEH CM.

B VHCTPYKUMM NO NpUMeHeHuto K Bunupybun KanubpaTtopam
(Alinity ¢ Bilirubin Calibrator Kit) n/wnn B MHCTpyKUMM no
NPUMEHEHNIO K KOMMEPYECKUM KOHTPOSIAM.

¢ WHdpopmauymio 06 obLmx onepaumoHHbIX npoueaypax cM. B
PykoBogcTtee no akcnnyartauum Alinity ci-series. Pa3gen 5.

e [N fOCTMXEHUA ONTUMASIbHBIX Pabounx XxapakTepucTuk
BaXHO C/lefoBaTb CTaHAAPTHLIM NpoLieaypam TEXHUYEeCKOro
06C/IyXUBaHNA B COOTBETCTBMU C PYKOBOACTBOM MO
akcnnyatauun Alinity ci-series, Pasgen 9. Ecin npasuna paboTbl
B Balleil nabopatopun TpebytoT 60nee HacToro TEXHUYECKOro
obcnyxuBaHus, cnefyiite NPUHATON NpakTuUke.

Mpoueaypsl passefeHns o6pasLoB

O6pasLbl CO 3HAYEHNEeM KOHLEHTpauum npsMoro 6unnpyorHa

6onee 15.0 mg/dL (256.5 pmol/L) nomeyaroTcs KOAOM

"> 15.0 mg/dL" {> 256.5 pmol/L) n mMoryT 6bITb pa3BefeHbl C

1CNonb3oBaHNeM MPOTOKONa aBTOMATUYECKOro pasBefeHus unm

npoueaypbl py4YHOro passefeHus.

MpoTOKON aBTOMATUYeCKOro passefeHns

Mpy ncnonb3oBaHUK NPOTOKO/IA aBTOMAaTUYECKOTO pasBefeHns

cucTemMa pas3BoauT obpasel, 1 aBTOMaTUYeCcKn paccuuTbiBaeT

3HaYeHne KOHLEHTpaLun, YMHOXas pesy/bTar Ha COOTBETCTBYIOLLWIA
chakTop passegeHusi. NogpobHyto NHGopMaLmio 0 KoHUrypauum
aBTOMaTU4ecknx passefeHuli cM. B PyKOBOACTBe MO akcnayatauuu

Alinity ci-series, Pasgen 2.

Mpoueaypa py4yHOro pasBefeHus

[na passefeHus obpasua ncnonbsyiite hruanonornyecknii pacteop
(0.85 - 0.90% NacCl).

Oneparop A0/KeH BBECTW hakTop pa3BefeHVs B 9KpaHbl 3akasa
naumeHTa uam KoHTponsa. Cuctema 6yAeT UCnosb3oBaTb AaHHbI
hakTop passBefeHns /11 aBTOMaTUYeCKOro pacyeta KOHLeHTpaumm
o6pasua 1 coobLeHns pesynbTarta.

Ecnu onepatop He BBen hakTop passefeHusi, Heo6xoAMMO
YMHOXWTb pe3y/ibTaT Ha COOTBETCTBYIOLMI (hakTop pasBegeHus oo
coobLueHnsa pesynbrata. Ecnv pesynbtar passegeHHoro obpasua
MeHbLLE HWKHEro 3HadeHuss uHTepsana nmepenns 0.1 mg/dL

(1.7 pmol/L), He coobLaliTe 3TOT pe3ynbrar. [oBTopUTe TECT,
MCnonb3ys NpaswbHOE pas3BefeHve.

MoapobHyto MHopMaumMio 0 3aka3e pa3BefeHuin cM, B PykoBoacTse
no akcnnayatauum Alinity ci-series. Pa3gen 5.
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Kanu6poska

VIHCTpYKLUK O NpoBeAeHWn kannbpoBku cMm. B PykoBoAcTBe Mo

akcnnyatauun Alinity ci-series. Pasgen 5.

Kannbposka ocTaeTcs CTabuIbHON B TeueHue npubamsnTensHo

14 pHeli (336 yacoB), HO ee HEO6XOAUMO NPOBOAUTL C

BBE/IEHVEM KaXX[0ro HOBOrO HOMepa Cepun peareHta.

MpoBepbTe KaSIMGPOBOYHYIO KPUBYHO C MOMOLLBIO HE MeHee 2

YPOBHeli KOHTPO/IEl B COOTBETCTBMU C YCTAHOB/IEHHbIMW Ballei

nabopatopueii TpeboBaHUSAMN KOHTPONS KavecTsa. Ecnu pesynbrartsl

KOHTpOneli BbIXOAAT 3a PaMKU YCTAHOB/IEHHBIX AMana3oHOB, MOXET

noTpe6oBaTbCs NOBTOpPHaA Kannbposka.

MoxeT noTpeboBaTbCcs NOBTOPHAsA kannbpoBka TecTa nocne

npoweaypbl TEXHUYECKOrO 06CNYXMBAHNA OCHOBHbIX YacTel

CUCTEMbI WM €e KOMMOHEHTOB WK NOC/NEe NPOBEAEHNS CEPBUCHBIX

npoueayp.

lMpouenypbl KOHTPONA KayecTsBa

Mpy HEO6X0AMMOCTU NPUMEHEHNST [ONOMHNTENbHBIX TPe6oBaHui

K KOHTPO/IIO KayecTBa U NOTEeHL A bHbIX KOPPEKTUPYIOLWMUX Mep

cnepyiTe ctaHAapTHOW(bIM) onepaumoHHOi(bIM) npoueaype(am)

Balleii nabopatopuy u/mnu nnaHy obecneveHnss kavecTsa.

e Kaxgble 24 yaca [O/KHbI TECTUPOBATLCA ABa YPOBHA KOHTpONel
(HOpManbHbIli N aHOMasTbHBI).

« Ecnu npoueaypb! Balleli naboparopum TpebytoT 6onee
4acToro MOHUTOPWHIa KOHTPONS KadecTsa, Cneayite NpuHATON
npakTuke.

e Ecnu pesynbTarbl KOHTPONA KayecTBa He COOTBETCTBYIOT
NPUHATBIM KPUTEPUSAM, YCTAHOB/IEHHbIM Ballei naéopartopuei,
3HauYeHVs pe3ynbTaToB TeCcTMpoBaHWSA 06pasLoB OT NauvMeHToB
MOTYT 6bITb COMHUTENIbHbIMU. CnefyiiTe NPUHATLIM Baluel
naboparopueli npoueaypam KOHTPONs kadectsa. Moxet
noTpe6oBaTbCS NOBTOPHAA kanubposka. VHdopmaumo
06 ycTpaHeHun HencnpasHOCTen cM. B PyKoBOACTBE MO
akcnnyatauun Alinity ci-series, Pasgen 10.

* Tlocne 3arpyskn B CUCTEMY HOBOW Cepun peareHTa wuim
Kanbpatopa nposepbTe pesysibTarbl KOHTPO/IA KayecTsa n
KpUTEPUM NPUEMNIEMOCTH.

Mcnonb3oBaHne KOMMEpPYECKNX KOHTPOJIel A0/MKHO NPOBOAUTLCA B

COOTBETCTBUM C PYKOBOACTBAMU W PeKOMeHAaLMsAMN U3roToBUTENSA

KOHTpONs. [mana3oHbl 3HAYEHW KOHLEHTpauuii, ykasaHHble B

MNHCTPYKLMWN MO NMPUMEHEHWIO K KOHTPOSIIO, HOCAT UCKTHOUUTENBHO

pekoMeHaaTeNbHbIN XapakTep.

Mpn ncnonb3oBaHUM M1OBOr0 KOHTPO/ILHOTO MaTepuana naboparopust

[0/MKHA y6e[unTbCs, 4TO MaTPUKC KOHTPOJILHOIrO mMatepuana

npuroAeH 415 UCMOMb30BaHWs B TeCTe B COOTBETCTBUM C

WHCTPYKLUMENR NO NPUMEHEHWIO K TecTy.

PekomeHpauunn no npoueaype KOHTPONA KayecTBa

PekomeHgaumn no npoueaypam KOHTPONs kavectsa nabopartopuu

cMm. B “Basic QC Practices”, James O Westgard, Ph.D.”®

MNoarsep>kaeHVe 3asB/IEHHbIX XapaKTepPUCTUK TecTa

MpoToKo/bl A1A NOATBEPXAEHUA 3aABIEHHbIX B UHCTPYKLUM

no NPYMEHEHWI0 XapaKTepucTuK TecTa cM, B PykoBoacTee

no akcnnyartauum Alinity ci-series, Pasgen "lMNoaTrsepxaeHne

3asB/IeHHbIX XapakTepucTrk TecTa".

BPE3YNLTATHI

Pacuet

TecT Alinity ¢ Direct Bilirubin ncnonb3yeTt meTog MHeRHoro
npeo6pa3oBaHNs AaHHbIX A1 NOyYEeHUs KaMbpoBKM 1
pesynbTaTos.

MHdpopmaumio 06 anbTepHATUBHBIX e4UHULEX N3MEepeHus
pe3ynbTaroB TecTa cMm. B pasgene NPOLUEAYPA PABOTHI
HA AHAJI3ATOPE, "AnbTepHaTuBHblE eVHULLbI U3MEPEHUs]
pe3ynbTaToB" AaHHOW MHCTPYKLUW MO MPUMEHEHMIO.
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Pe3ynbTaTbl HEKOTOPbIX TECTOB MOrYT COMPOBOXAATHLCA
nHbopmaumein B none “chnarn”. OnucaHve cnaros, KOTOpble MOryT
nosiBNATLCS B 9TOM None, cM. B PyKoBOACTBe MO aKcnayaTauum
Alinity ci-series. Pa3gen 5.

WHTepBan nsmepeHns

WHTepBan nsMepeHnsi onpeAensietca Kak guanasoH 3HaveHuii B
mg/dL (pmol/L), KOTOpbIA COOTBETCTBYET rpaHunLam npuemaembix
pabounx xapakTepucTuK Ans IMHENRHOCTU, BOCNPOU3BOAMMOCTN U
OTK/TOHEHMS.

MHTepBan nsmepexus tecta Alinity ¢ Direct Bilirubin coctaBnsiet 0.1
- 15.0 mg/dL (1.7 - 256.5 pmol/L).

BorPAHVMYEHNSA NMPOLUEAYPbI
HekoTopble 06pasLbl MOryT faBaTb pe3y/bTarbl N0 NpPsiMoMy
6Unnpy6rHy, HEMHOTO MpeBbilaLwmne pesynbTar no obLiemy
6unmpybuHy. Bo Bpemsi BHyTpeHHero uccnegoBaHus Abbott
Laboratories o6pasLibl CO 3HAaYEHNAMMW KOHLLEHTpaLuuin obLiero
6unupybuHa 0.2 mg/dL (3.4 pmol/L) nnm Huxe Bpems oT
BpeMeHW faBann pesy/bTar no npsiMomy 6unvMpy6uHy, HEMHOro
npeBbIlWaoLWnii COOTBETCTBYIOLMIA pe3ynbTaT no obLemy
6unupybuHy. 3T0 MOXeT HabnaaTbCs, Korga noyTn Bechb
6UNMpYyoMH B peakummn SBAseTcs NpsMbiM 6UAnpy6euHom.
O6pasupl OT NaUMeHToB, NPOXOAALMX ANArHOCTUKY C NMPUMEHEHneM
nHgoumaHuHa 3enexoro (MU3), pekomeHayeTcs uccnefosatb nocne
BbiBeAeHna VLS. JononHuTenbHyo nHdopmMaumio cM. B pasgene
"NHTepdepuvpytowne BelecTsa".” '
Komnanus Abbott Laboratories He Bepucuumposana paboune
XapaKkTepucTuk1 TecTa npu uccreposaHuy obpasyos OT
HOBOPOXAEHHBIX.
Cwm. paspgensl CBOP OBPA3LIA U MOANOTOBKA K AHANNZY
1 CNELUNDOUNYECKUE PABOYNE XAPAKTEPUCTWIKA paHHoi
MNHCTPYKLMUM MO NPUMEHEHMIO.

lO)KVILI,AEM blE 3HAYEHNA
JaHHoe nccnepgosaHve nposoauioc Ha cucteme ARCHITECT c
System.
B paHHOM pasfene npefcTaBfieHbl AaHHble Mo penpe3eHTaTUBHbLIM
pa6oum xapakTepuctukam. PesynbTatbl, NOMYYEHHbIE B OTAENbHbIX
na6opatopusix, MOTyT OT/IMYaTLCA OT NPUBEAEHHbIX [aHHbIX.
Kaxgoli nabopaTopum pekoMeHayeTcs ycTaHaBMBaTb COGCTBEHHbIN
pedhepeHcHbI AnanasoH, OCHOBaHHbIN Ha cneuudurke pervioHa u
XapakTepucTMkax nonynsumm.
CbIBOpOTKa KpoBU™"

JvaniazoH (mg/dL)
Bspoobe 0.0-0.5

VccnepgoBaHue npoBoAunoch € Ucnonb3osaHvem 136 o6pasuos
CbIBOPOTKM KPOBW OT fO6POBO/bLEB B Bo3pacTe 25 - 66 ner.
[aHHble aHanu3nposasn B COOTBETCTBUM C npoTokosiom NCCLS
C28-A." Tlo gaHHbIM 3TOro nccneposaHna 95% Bcex o6pasLoB
Haxoaunuch B gnanasoHe 0.0 - 0.5 mg/dL, gnana3oH 06pa3uoB 6bin
0.1 - 0.6 mg/dL.

[yianasoH (pmol/L)
0.0m86

Ecneyundpunueckume PABOUNE
XAPAKTEPUNCTUKUN

B gaHHOM pa3fene npefcTasfieHbl faHHble N0 penpe3eHTaTuBHbIM

pabounm xapakrtepuctukam. PesynbTarbl, NosyYeHHble B OTAe/bHbIX

naboparopusix, MOryT OT/IMYATLCA OT NPUBEAEHHbIX AaHHbIX.

Ha aHanusartopax Alinity ¢, ARCHITECT ¢ System n AEROSET

System MCMONb3YIOTCA OAHW W Te Xe peareHTbl Y COOTHOLLEHNS

obpasua/peareHTa.

Ecnn He ykasaHO Apyroe, Bce MCC/eA0BaHNA MPOBOAUINCL Ha

aHanmsarope Alinity c.
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BocnpounseBogmMmMocTb

BocnpoussoanMocTb BHYTpY nabopaTtopum

Bbino nposefieHo nccnefoBaHe B COOTBETCTBUN C
pekomeHgaunsamu gokymeHta CLSI EP05-A2."®ViccnefosaHve
NpPOBOAM/IOCHL C UCNofib3oBaHMeM 1 cepumn bBunupy6uH npsmoit
PeareHnToB (Alinity ¢ Direct Bilirubin Reagent Kit), 1 cepuu
BunupybuH Kanubpatopos (Alinity ¢ Bilirubin Calibrator Kit) n 1
cepun KOMMEpPYeCKnUX KOHTposein Ha 1 aHanusartope. Tpy KOHTpons
1 2 naHenn CbIBOPOTKM KPOBW YesioBeka bbliv NpoTecTMpoBaHbl He
MEHee YeM B 2 NoBTOpax 2 pasa B fieHb B TeueHne 20 gHeit.

BHyTv cepim BHyTv naboparopun
Qertee (NoBTOPSIEMOCTL) (cowee

ObpeseLy BO (mg/dL) CKO %8 a0 %KB
KoHTpors, yposers 120 04 0.02 39 0.02 39
1

KoHTpors, yposers 120 12 0.02 14 0.06 48
KoHTpO'b, ypoBers 120 23 002 08 0.09 40
Mebl 120 35 004 13 0.06 17
Mers2 120 86 0.08 09 on 13

®BkntoyaeT BapnabeibHOCTb BHYTPY CEpUM , MEX/Y CEpUAMA 1
MeXay AHSMM.

(NOBTOPSIEMOCTL) (obLLee)*

Obpazey BO (prmol/L) ao %KB ao %B
KoHtporb, yposers 120 6.8 0.28 41 0.28 41
1

KoHTpO/b, ypoeets 120 214 029 14 103 48
KoHTporb, yposetb 120 0.7 032 08 158 40
Mebl 120 605 0.76 13 108 17
Mers2 120 1476 137 09 183 13

®Bk/oYaeT BapnabenbHOCTbL BHYTPU Cepun, Mexay cepusivu un
Mexay GHSMU.

HuAcHwe rpaHunLbl n3mepeHus

Bbino nposeAeHo uccnefoBaHne B COOTBETCTBUM C
pekomeHpaumnammn gokymeHta CLSI EP17-A2."® WccnepoBaHue
MPOBOAM/IOCH C UCMO/b30BaHeM 3 cepuii Bunupy6uH npsimoi
PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit) Ha 2 aHannsaTtopax
B TeYeHne He meHee 3 AHel. Hanbornee BbiCOKME 3HAYEHUS
npegena 6naxka (MB), npeaena obHapyxenus (MO) n npegena
KonuyectseHHoro onpegenenuns (MKO) npusefeHbl HUXe.

my/dL prroliL
B 00 00
m o1 17
o= o1 17

® B onpegeneH kak 95-ii NpoLeHTUNb No pesynbTatam
nccnefoBaHvst 06pasLoB C Hy/lEeBOV KOHLLEeHTpauuein aHaimta B n
a 60 nosTopax.

MO onpefeneH Kak camas HU3Kasi KOHLEHTpauus, npu
KOTOPOI aHa/MT MOXeT 6bITb BbisiBNIeH ¢ 95%-1 BEpOATHOCTbIO
no pesynbratam uccrnefoBaHus 06pasLoB C HU3KUMU YPOBHAMM
KOHUeHTpauuu aHanuta B n a 60 nosTopax.
® T1KO onpepgeneH kak camast HU3Kast KOHLeHTpauus ¢
MaKkc/MMasibHbIM 3Ha4eHnem Bocnpoussogmmoctn 20% KB no
pesynbTataMm mccnefosaHns 06pasLoB C HU3KUMKU YPOBHAMM
KOHLEeHTpaLun aHannta B n a 60 nosTopax.

JInHenHoCTb

Bbino npoBefeHo mccnefoBaHne B COOTBETCTBUM C
pekoMeHpaunammn aokymeHta CLSI EPO6-A.’"

JINHEiHOCTb fJaHHOr0 TecTa COXpaHseTCsl B MHTepBasie U3MepeHus
0.1 « 15.0 mg/dL (1.7 - 256.5 pmol/L).

Abbott



VHTepdepeHuus

MoTeHumManbHO MHTephepupyoLve BellecTsa

MoTeHumansbHasa nHTepcepeHums B Tecte Direct Bilirubin B
npucytcTBum 62 mg/dL (0.62 g/L) remornobuHa, 125 mg/dL

(1.25 g/L) nHtpanunuga unm 0.50 mmol/L nHgukaHa (MHOOKCUN
cynbhata) Npy KOHLEHTpaunnM aHannTta, COOTBETCTBYIOLLEN

TOYKE NPUHATUA MEefMLMHCKOro pelleHus, coctasnset s 10% wm
+ 0,1 mg/dL, B 3aBUCMMOCTKN OT TOrO, 4YTO BOMbLLE.

JaHHoe nccnegosaHve npoBoauioch Ha aHanusaTopax ARCHITECT
c System n AEROSET System.

MoTeHumanbHas nHTepdepeHumsa B Tecte Direct Bilirubin B
npucytcTBum 6.3 mg/L (8.1 pmol/L) nHgouMaHuHa 3es1eHoro npu
KOHLEHTpaLuM aHanTa. COOTBETCTBYIOLLEA TOUKe MPUHATUSA
MeAMLMHCKOro pelleHus, coctasnseT s 10% wm + 0.1 mg/dL. B
3aBNCMMOCTM OT TOrO, YTO GOsbLUE.

[aHHoe nccnegoBaHme NPoBOAWIOCH Ha aHanm3aTope ARCHITECT
¢ System.

ViccnefosaHus 6bi NPOBEAEHbI B COOTBETCTBUN C
pekomeHpaumamn gokymeHta EP7-P NCCLS.'®

OchchekTbl UHTephepeHLUn onpeaensnncb ¢ NOMOLLbI0 METOA0B
peakuun Ha [03Yy W NapHbIX Pa3nnynii NpyU KOHLEHTPaLMsaX aHanuTa,
COOTBETCTBYIOLUMX TOUKAM NPUHATUS MEANLMHCKOrO peLleHus.

KOHLIEHTpALWA vHTEpdEpeHTa Oredt Blidan
MoTeHuyiaribHo PasH/LA OT Lie-
vHTEpEpMpYio-  ClaHigpTHbE  AnbTepHarie-  Lieriesoe 3Ha-  JIEBOO YPOBHS

Uye BELLECTBA  EIVHALBI  Hble eayHULbl  ueHve (my/dl) (mg/dL)
Tevoo6/H 31 mydL 031 gL 04 01
62 mg/dL 062 gL 04 01
125 my/dL 125gL 04 02
250 ngfdL 250glL 04 02
500 my/dL 500 gL 04 02
Tprgvmel 519 ng/dL 5.86 nmol/L 04 01
Herosea 1034myd.  11.63 ol 04 03
VHpanmvb! 125 myldl 125gL 04 01
250 ng/dL 250¢gL 04 01
500 ng/dL 500 gL 04 04
I/Hpu.vfﬂw 6.3nglL 81 jimol/lL 03 HO1
Eebu 125 mglL 161 poliL 03 +0,3
188 mglL 24.2pmoliL 51 +0.4
25.0nglL P.3rmal/l 51 +0.5

Taki n gp. coobLan 0 KOHLEHTpauMn UHAoKCUA cynbdarta [o
8.62 mg/dL (0.40 mmol/L) co cpegHum 3HayveHnem 3.52 mg/dL
(0,17 mmol/L) y 224 nauueHToB Ha remognanuse (I'4).’®MHgokeun
CynbchaT He BbI3bIBAET CYLLECTBEHHOW MHTepdepeHLM B JaHHOM
MeToAe onpeaeneHns npsamoro unupybuHa. Viccneposaxue,
nposefeHHoe Abbott Laboratories, nokasano, 4to go6asnexune
12.57 mg/dL (0.50 mmol/L) 3-uHAokcuN cynbaT KasmeBoi conm K
obpasuam yBennuMBasio KOHLEHTPaLUo NpsaMoro 6unmpybuHa He
6onee yem Ha 0.1 mg/dL.

PacTBOpbI MHAOLMAHWHA 3€/1eHOr0 CO 3HAYEHUSIMU KOHLEHTpaLWii,
npvBeLEeHHbIMM B Tabnuue, GbUI NOArOTOB/IEHbI A06aBIEHNEM
WHAOLUMAHMHA 3eM1eHOro K BYM Ny/IMPOBAaHHbLIM Ma3mMamM KpoBW:
O[HOI C BbICOKOI KOHLEeHTpauvein 6unmpybuHa, BTOpOli MC HU3KOIA
KOHUEHTpauueii unnpybuHa.

NHTephepeHLus NekapCcTBEHHbIX NPENapaToB WM 3HAOTEHHbIX
BeLLEeCTB MOXeT OkasblBaTb BAMSHUE Ha pe3y/bTarbl Tecta.\°

CpaBHeHue MeToaoB

BbIno nposeseHo nccnefoBaHne B COOTBETCTBUN C
pekomeHgauusamun gokymenTta CLSI EP09-A3 ¢ ncnosb3oBaHuem
meToda perpeccumn Passing-Bablok. "

Koedh [yanasoH
Em+ Kot koppe- [Mepece Hx  koHueHTpa-

HALBI BO /UMM uYeHe  KIOH Ly
N_i_rily_cljm GoBopoa n/dl 132 1.00 000 100 0.2-147
BilinOinBopeBH. - kposn pro/l 12 100 000 100 34-2506

¢ ARCHTECT
Direct Bllirubin
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chopmar uucen:

e B kauecTBe pasgenutens TbicAY Ucnosb3yetcsa npoden (npumep:
10 000 o6pasLoB).

e B kayecTBe pasfenurens AecsaTUYHbIX 3HAKOB WUCMOMb3yeTcs
Touka (npumep: 3.12%).
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Bce gpyrve Toproeble Mapku SIBNSAKOTCA COBCTBEHHOCTBIO
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MPNNOXXEHNE
K UHCTPYKLUMW MO npumeHeHuto bunnpybun npsimoin PearenTsl (Alinity ¢ Direct Bilirubin Reagent Kit) gna Poccun

YCNOoBUA TPAHCINOPTUPOBKN U XPAHEHUNA

N3penve pekomeHayeTcs TPaHCNopTUPOBaTh M XpaHWUTb Npu Temnepatype 2-8°C. MeauuMHCKME WU3AENUSt AO/MKHbI
XPaHUTCS B XOMOAU/IbHBIX KaMepax WU B XOM0AUSIbHUKAX, 06ecneyvBaioliMx pernaMeHTUPOBaHHbI TeMnepaTypHblii
PEXUM C exefHeBHON peructpaumeii Temneparypbl.

TpaHCNopTMBKA [A0/KHA  OCYLIECTBAATLCA B TEPMOKOHTEeliHepax OAHOPa30BOr0 MOMb30BaHMS,  COAepXallyx
XNaf03/1EMEHTbI, WAM B TEPMOKOHTEWHEpax MHOFOKPATHOrO MPUMEHEHWSI C aBTOMATUUYECKU MOAAEPXUBAEMOV
TeMnepaTypoii unu B aBTopedpmxepaTopax ¢ UCNosib30BaHNeM TepPMOVHANKATOPOB.

MN3pnenne ocTaeTcsl CTabUsbHLIM 0 OKOHYAHUSI CPOKA FOfHOCTM, YKa3aHHOIO Ha ynakoBKe.

Mpu TpaHCNOpPTMPOBaHMM C HapyweHWeM TemnepaTypHOro pexuMa usgenve He NOoANEeXUT  NPUMEHEHWUIO.
TpaHCNopTMPOBKa OCYLLECTBASIETCS BCEMW BUAAMU TPaHCMOPTa B KPbITbIX TPAHCMOPTHLIX CPEACTBax B COOTBETCTBUM C
npasunamy NepeBo3kn rpy3oB, AENCTBYIOLMMI HA KAXA0M Bue TpaHcnopTa

rapaHTuiiHble o6Aa3aTenbcTBa

MponssoanTeNb rapaHTMpyeT, 4TO MpW NPaBWILHOM XpaHeHUW U obpalleHun u3genune octaeTcs CTabubHbIM A0
MCTEYEHUs CpoKa rofAHOCTU. MakcumMasbHbIi CPOK rofHOCTW:

Bunnpy6buH npsmoit PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit) - He 6onee 14 mecsueB ¢ gatbl NPOM3BOACTBA;

TEXHWYECKOE OBCNYXWBAHWE
He TpebyeTcs.

TEKYLWWA PEMOHT
He TpebyeTcs.

OAHHBIE ANna YTUNN3AUUN N YHUUYTOXEHNA MEOANUMNHCKOIO N3AENNA

MeanunHcKoe n3genne yTuansvpyoT U YHUYTOXaOT B COOTBETCTBUN C NMpasuiaMu o6palleHns ¢ MeanumnHCKuMm
oTxogamu no CanluH 2.1.7.2790-10 o1 12.12.2010 «CaHnTapHO-anngeMmunosiorniyeckme tpebosaHmsa K obpalleHmto
C MeAVLMHCKUMMN OTX04aMmn».

Heo6xo4nMo criefloBaTb HaUMOHALHBIM CTaHAapTaM npu nepegaye u yTuamsauum u3genusi, ero KOMMnoHEHTOB U
yNaKkoBKM.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANLIMHCKOE WU3AENVE
98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), EN ISO 9001, I1SO 13485, EN ISO 14971, EN 13641EN

ISO 15223-1, EN ISO 15223-2, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3,ISO 80000-1,
1999/45/EC

MOTEHUMANBHbLIA MOTPEBUTENb

MepguumHckoe nsgenve bunnpybun npsmoii PeareHTbl (Alinity ¢ Direct Bilirubin Reagent Kit) npegHasHaveHo ans
MCMNO/Ib30BaHNA B Pas3/IMYHbIX KIMHUKO-NabopaTopHbIX YC/OBUAX, BK/IOYas, 6e3 orpaHuyeHusi, 6GOJIbHULbI,
AMarHocTuyeckue LEHTpbl, pediepeHTHble nabopaTtopuv U yUpexaeHuss nepesiMBaHus KPOBU MO BCEMY MUpY,
nepcoHasn KoTopbix NpoLies o6yyeHre No Ucnosib3oBaHMio aHanmsartopa Alinity ¢

NMHPOPMALNA O HANVMYMN B MEONLUWHCKOM N3AENNN NEKAPCTBEHHOIO CPEACTBA
He copepxut

CTEPNIBHOCTb
MocTaBnsieTca B HecTepunbHOM Buae. CTepunusaunsa nepej npuMeHeHnem He TpebyeTcs.

NMHPOPMALIMA O BO3SMOXXHOCTW MOBTOPHOIO NMPUMEHEHNA
He noanexuT NOBTOPHOMY NMPUMEHEHWIO.

MATEPUANBI XXKNBOTHOTO NMPOUCXOXAEHNA

MaTepuanbl XMBOTHOTO MPOUCXOXAEHWUSA TMPOBEPEHbI U pPUCKM MNpuMeHeHus MW ykasaHbl B [lacnoprte
6e3onacHocTu. Macnopta 6e3omacHOCTM MOXHO HaWiTu Ha caiite www.abbottdiagnostics.com nnu obpatuTtech K
MECTHOMY NpefCcTaBUTESH.

MOKA3AHNA N MPOTUBOMNOKA3AHNA K MPUMEHEHUIO
He npumeHumo.
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TEXHUYECKUE XAPAKTEPUCTUKIN

PeareHT 1 (Alinity ¢ Direct Bilirubin Reagent 1):
3HayeHue pH npn 20 X: 1-1.4
MnoTtHocTb npu 20 °C: 1.012 r/cT3

LOJIKHBbI
aTypHbI PeareHT 2 (Alinity c Direct Bilirubin Reagent 2)
3HaueHne pH npu 20 X : 20.5
chkaLLmx MnoTHocTb npu 20 °C: 1.019 r/cT3
nBaemoim
CBEAEHUA OB W3BECTHbIX OMPAHMYEHMAX MO COBMECTHOMY MPUMEHEHUIO MEAVLMHCKUX W3AEAWA MO
HA3HAYEHWIO
EHEHUI0. OTCyTCTBYIOT,
rCTBMM C
LBET 1 3AMAX
PeareHT 1 (Alinity c Direct Bilirubin Reagent 1) becuBeTHbIil 1 6€3 3anaxa
PeareHT 2 (Alinity c Direct Bilirubin Reagent 2): BecuBeTHbIli 1 6e3 3anaxa
HbIM A0
33,
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2660TT M'M6X & Ko. KIF Ten:+4961 22580
Makc-InaHr-PuHr 2, dakc; +49 61 22 58 1244
65205 BucbageH

n/a 1303,65011 BucbageH

Moanwce: /nognuncaHo/ Raja: 9 gekabps 2019r.

3amaii KxaH (Zaman Khan)

3amecTuTensb avpekTopa

MO HOPMaTMBHO-MPaBOBOMY PErY/IMPOBaHUIO
PervoH EBBA wn lMNakncTaH

3660TT 'M6X & Ko. KI

2660TT 'M6X & Ko. KIT
Makc-IMNnaHk-Puur 2

65205 BucbageH-[enbkeHxanm
"epmaHus

/MeyaTb: 9660TT
3660TT T'M6X & Ko. KI
Makc-Tnank-Puur 2
65205 BucbaaeH/

KOpuanyeckunin agpec: BucbageH

PalioHHbI cyn BucbageHa HRA 4888 YnpasnsroLuii:

Hecywmnit nepcoHanbHY0 0TBETCTBEHHOCTb KOMMaHbOH; Kpuctnan panoy (Kristian Grapow)
3660TT MeHepKMEHT MMHX per Anbbepr (Greg Ahlberg)
FOpuanyecknii agpec: BucbageH Mpegcenatens HabnogaTeNbHOro coBeTa:
PalioHHbI cyp BrucbageHa HRB12889 Xaiime A. KoHTpepac (Jaime A. Cintreras)

0 (bvlna,lbHoe ~acBUICreNbCLLOBAHUC

Hactoanlum odumumanbHO yAocToBepseTcs, 4TO r-H 3amaii  Xaum
560n M6X & Ko. KI' Make-1!namk-1"wr 2. 65205 BHc6a;teli,
CO6CTHCMHOPYYHO 110ClaBn.'1 BbILLIECTOALLY MOAMUCH H UPUCYTCTBUN
MOJMMCaHLLICIOCS Mpencenalcns MecTHOro cypa.

BucbageH, \[)J2.2919 .

Noe B peecTpe 876/YP

1low;Tna B cooTBeTCTBUM C 11onoXemmem o cbopax B paTmepe 6 eBpo
onnaveHa

ny6nmcaHo'

i lpcaccnatcnb MECTHO cyfaa

‘MeyaTb: MecTHbI cyo r. BucbageH X/ *2'

/nognucaHo/9 pekabpa 2019 .

3amaii KxaH (Zaman Khan)

TeKCT B AOKYMeHTe «3IKcnnyaTaunoHHas AOKYMEHTauus» Ha aHrMACKOM U PYCCKOM Si3blKax
MONHOCTbI COBNajaeT.

MepeBof C a@HIMWIACKOrO U HEMELKKOro $i3bIKOB Ha PYCCKWI $3blK BbIMO/HEH MEPEBOAUNKOM
LLlaTwneBbIM nbein AnekceeBnyem.
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Poccuiickas depepaumns. Mopoa MockBa.

CeMHaguaToro gekabps gse ToicA4YM AeBATHAALATOr 0 roga.

A, baxTaase 3nbvmupa OpbeBHa, HOTapuyc r. MOCKBbI, CBUAETENbCTBY MOAMHHOCTb
nognucu nepesogyuka llaTHesa Vnbu Anekceesuya.

Mognucb caoenaHa BMOEM MPUCYTCTBUN.
JInyHoCTb NognucaBlero 4OKYMeHT YCTaHOB/eHa .

3aperucTpupoBaHo B peectpe: N277/52-H/77-2019-/-

ANBANONHOYapTapudgy 100 py6.
Ynnauéib 3a okaza>We ycnyr npaBoBOro U TEXHUYECKOTO xapakrepa: -

3.10. baxTagse

Bcero npoLLHypoBaHo, NPOHOMEPOBAHO

N CKpenneHo nevarbto.....?N"....anct/ 2/
HOTaPUYC....oooiiiiieiiiee e )

lMpowwnTto B KOoNnyectse /3 JIUCTOB
«J1» 2019 ropa

[OvpekTop HanpasBneHus "KnuHuyeckne nccnefoBaH yq
000 «MHBUTPO»

A 2. HoBukoBa
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