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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), 3amecTutenn [upekTtopa perynstopHoro otgena Esponbl,
BamkHero BocToka, Adpukn un [MakmuctaHa 3660TT Tmox m Ko. KI (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAWwmM yA0CTOBEpPStO,
4yTO npunaraeMble  JOKYMEHTbl B HWKenpuBedeHHOM 00beMe  CTpaHWL,  SBNSIOTCA
3KCM/yaTaUMOHHOW fOKYMeHTauved. 3TU LOKYMEHTbI NOMHOCTbIO COOTBETCTBYHOT aKTyaslbHOW
[LOKYMEHTaLMKN Npon3BOANTENS.
JkcnnyataunoHHas  AOKyMeHTauum  gns (Operational
documentation for medical device):

MeANLUNHCKOro n3gennAa

Ha6op peareHTOB A48 KOMMYECTBEHHOr0 onpegeneHns obliero 6unmpy6brHa B CbIBOPOTKE
AU NnasMe KPOBU B3POCMbIX J/0Aeld M HOBOPOSILLEHHBIX CMEKTPONOTOMETPUUECKUM
MeTOOM Ha Ouoxmmuyeckux aHanmsatopax Alinity ¢ «bunupy6uH o6wunin PeareHTbl
(AUnity c Total Bilirubin Reagent Kit)»

Mo TEKCTY 3KbILLYaTaLMOUHBLIX [OKYMEHTOB BCTPEUAOTCS BapuaHTbl HaVMEHOBAHWIA MeSMLIHCKUX
V3LENMiA, NpUBEAEHHbIE B Tab/MLE HWKe, KOTOPble SBMAKOTCA CNpaBe/IMBbIMA U PaBHO3HAYHbIM
(Operational documentation contains the following true and equivalent short names of medical devices
listed in table);

HaviveHoBaH/e  HavmeHOBaHWE MeULIMHCKOTO M3AENS Ha PYCCKOM Si3bIKe CokpalLeHHoe

Ha aHr IMIACKOM HavMMeHoBaHMe (o
A3bKE TEKCTY JOKYMEHTA)

Alinity ¢ Total Ha6op peareHTOB [yl KO/MUYECTBEHHOTO OMNPELENEHUs  BUnMpY6UH 00LLMIA

Bilirubin obLiero 6unMpybrHa B CbIBOPOTKE WM rMasMe KpoBM PeareHTsl  (Alinity ¢

Reagent Kit B3pOC/IbIX nopen n HoBOpOXeHHbIX  Total Bilirubin Reagent
CMEKTPO(IOTOMETPUYECKIM METOAOM Ha Broxvmmuecknx  Kit)
aHanmsatopax Alinity ¢ «bunmpybuH 06LWmin PeareHTbl
(Alinity c Total Bilirubin Reagent Kit)»

Alinity C Habop kambpatopoB Ais 06ecreyeHVs MNpaBWIbHOCTU  BUAMpy6uH

Bilirubin KO/MYECTBEHHOIO OnpeesnieHns 6unmpybuHa B CbiBOpoTKe  Kanmepatopb! (Alinity ¢

Calibrator Kit

WM nasme KpoBW B3POCNbIX MOAel M HOBOPOXAEHHbIX
CHeK-(pochoTOMErpUYECKMM METOLOM Ha BGUOXUMUYECKMX
aHanmsatopax Alinity ¢ «bluwpybuH  Kanmépatopb!
(Alinity ¢ Bilirubin Calibrator Kit)»
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Alinity ¢
Total Bilirubin Reagent Kit

R«vi»ed October 2018.

ins"TJCtlons must be carefutiy followed. Reilabiilty of assay results
cannot be guaranteed if there are any deviations from these
instructions.

u NAME
Alinity ¢ Total Bilirubin Reagent Na (also referred to as Bili Total)

BIINTENDED USE
The Alinity ¢ Total Bilirubin assay is used fcK Nee quantitation of total
biiirubin in human serum or piasma of adults and neonates on the
Alinity ¢ analyzer.

ISUMMARY AND EXPLANATION OF THE TEST
Red blood cells at the end of their circulating lives are broken down
In the reticuloendothelial system, mainly the spleen. The resulting
heme Is converted to bilirubin upon removal of iron. Hiis process
accounts for about 80% of the 500 pmol (292 mg) of bilirubin formed
dally. Other sources of bIHwbIn 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
bilirubki. In the liver, bilirubin is conjugated to glucuronic acid (mono-
and dUglucuronides) by the enzyme uridyl diphosphate giucuronyt
transferase to form conjugated bHrvbIn. Conjugated biiirubin or direct
bilirubin Is eiu::reted via the blllary system into the Intestine, where it
is metaUrollzed * bacteria to a group of products known collectivety
as steroobilinogm. Elimination is almost complete and serum levels
are normally negllgibie.
Total bLUrbln Is the sum of the unconjugated and conjugated
fractioris. Total bilirubin is elevated in hepatitis, cirrhosis, hemolytic
disorders, several inherited enzyme deficiencies, and conditions
causing hepatic obstruction.
Neonatal bilirubin quantitation Is used to monitor diseases causing
jaundice in the newborn, chiefly erythroblastosis fetalis (aiso called
hemolytic disease of the newborn or HDN). HON is caused by
maternal alloimmunization to RhD, antibodies invofvir>g additional
biood groups, and ABO incompatibility.*
The average full-term newborn infant has a peak serum bilirubin
concentration of 5 to 6 mg/dL (88 to 103 pmol/t). Physiologic
jaundice is seen at serum bllwbIn concentrations from 7 to 17 mg/dL
(120 to 291 pmol/L). Serum bilirubin concentrations greater flian
17 mg/dL may be pathologic. The primary concern Is the potential
for bllimbin encephalopathy or kernicterus. The term *kernicterus*
was introduced In the early 1900s to refer to the yellow «alnirtg of
the basal ganglia observed in infanta who died wth severe jaundice.”
/Additional causes of neonatai jaundice are hematoma/hemorrhage.
hypothyroidism. Crigler-Najjar syndrome, obstructive jaundice,
galactosemia, sepsis, syphilis, toxoplasmosis, cytomegalovirus,
rubella, glucose-6-phosphate dehydrogenase (G-6-PDH) deficiency,
pyruvate kinase deficiency; and spherocytosis.* »
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| PRINCIPLES OF THE PROCEDURE
Traditional methods of measuring bilirubin are based on the reacbon
of bilirubin wHh a diazo reagent to form the colored compound
azobllirubin. The diazo reaction can be accelerated  the addition
of various chemicaJs. For example. McUioy-Evelyn™ used methanol.
Jendrasslk-Grdf* used caffeine, and Waitors-Gerarde” used dimethyl
sulfoxide (DMSO). Modifications of these methods included the
addition of surfacbints as solubilizing agents.®
Total (conjugated and unconjugated) bilirubin couples virith a diazo
reagent in the presence of a surfactant to form azobllirubin. The
diazo reaction Is accelerated by b\e addition of surfactant as a
solubilizing agent. The increase In absorbance at 548 nm due to
azobllinjbin Is directly proportional to the total bilirubin concentration.
Methodology: Diazonium Salt

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

| REAGENTS

Kit Cor"ents

Alinity ¢ Total Biiimbtn Reagent Kit 04V51

NOTE: Some kit sizes are not available in all countries. Please
contact locs” distributor.

Vokjmes (mL) listed in the table below Indicate the volume per
cartridge.

C4vs121 04Vv6131
Tests per cartridge 275 360
Number of cartridges 10 10
per kit
Tests per kit 2750 3600
0 52.9 mL 68.1 mL
0 16.8 mL 21.0 mL

0 Active Ingredients: Surlaclanis (4.53%), HCI (9.33 g/L).

0 Active ingredients: 2,4-dIchloroaniline (0.81 g/L), HCI
(51183 g/L), Sodium nitrite (0.345 g/L), Surfactant (1,96%).

Warnings and Precautions

+ H
« For In Vitro Diagnostic Use
o [itoOMYj

Safety Precautions

CAUTION; This product requires the handling of human specimens.
Il'is recommended that ail human-sourced materials be considered
potentially infectious and handled in accordance with the OSHA
Standard on Bloodbome Pathogens. Biosafety Lovol 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing Infectious agents.
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The following warnings and precaudons apply to:

DANGER

H360
H314

H290
H40r
H411

fAevention

P201

P234

P260

P264

P280

P273

Resporme
P308-rP313
P301+P330+P331

P305+P351+P338

P303+P361+P3S3

P310

P390

Disposal
P501

Contains sodium borohydrlde, hydrochforic
acid, polyoxyethylene lauryl ether, and
polyethylene gfycol octylphenyl ether.

May damage fortuity or the unborn cNId.
Causes severe skin burns and eye
damage.

May be corrosive to metals.

Toxic to aquatic life.

To)dc to aquatic life with long lasting
effects.

Obtain special instructions before use.
Keep only in original container.

Do not breathe mist / vapors / spray.
Vifosh hands thoroughly after handling.
Wear protective gloves / protecthre
clothirtg / eye protection.

M)id release to the environment.

IF exposed or concerned: Get medical
advice / attention.

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.

IFON (or h”r): Take off immediately
all contamfoated clothing. Rinse skin with
water / shower.

Immediately call a POISON CENTER or
doctor / physician.

Absorb spillage to prevent material
damage.

Dispose of contents / container In
accordance with local regulations.

* Not applicable where regulation EC 1272/2008 (CLP) or OSHA
Hazard Communication 29 CFR 1910.1200 (HCS) 2012 have been

implemented.

The tallowing warnings and precautions apply to: ®

DANGER

H314

H290
Prevention
P234
P280
P284
P280

Contains hydrochloric acid and
polyoxyethylene lauryl ether.
Causes severe skin burns and eye
damage.

May be corrosive to metals.

Keep obly In original container.

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

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

P305+P35UP338 IF M EYES: Rinse cautiously with water
for severe) minutes. Remove contact
lenses, if present and easy to do.
Continue rinsing.

P303+P361+P353 IF ON SKIN {or hair): Take off immediately
all contamfaiated clothing. Rinse skin wlih
water / shower.

P310 Immediately call a POISON CENTER or
doctor / physician.

P390 Absorb spillage to prevent materiai
damage.

DiapoMi

P501 Dispose of contents / container in

accordance with local regulations.

Safety Data Sheets are available at www.abbottdiagnostics.com or

comact your local representative.

For a detailed discussion of safety precautions during system

operation, refer to the Alinity ci-serles Operations Manual. Section B.

Reagent Handlirtg

+ Reagents are shipped on wet ice.

« Upon receipt, piaco reagent cartridges In an upright position for
8 hours before use to allow bubbles that may have formed to
dissipate.

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

« Do not invert reagent cartridges prior to use.

« 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 operatiorv refer to the Minify cl-series Operations Manual.

Section 7.

Reagent Storage

Storage Maximum Additional Storage
Temperature  Storage Time instructions
Unopened 2 to 8C Until Store in upright position.
expiration
date
Onboard Sy*em 21 days
Temperature
Opened 2ws8’cC Until Store in upright position.
expiration Do not reuse origmal
date reager” caps or

repiacement caps due to
the risk of contamination
and the potently to
compromise reagent
performance.

Reagents may be stored on or off the system, tf 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 Neey be stored ki 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.
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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 recallbratlon may be necessary.

For troubleshooting Information, teler to the Alinity cl-series
Operations Manual. Section 10.

IINSTRUMENT PROCEDURE

The Alinity ¢ Total Bilirabln assay file must be installed on the Alhity

0 analyzer prior to performing the assay.
The Alinity ¢ Total Bilirubin assay file Is also known as Bill Total

assay file.

For detailed Information on assay file Installation and viewing and
editing assay parameters, refer to the Alinity oi-serles 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-serles Operations Manual.

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

(Concentration in Delault result unit) » (Conversion factor) -
(Concentration In Alternate result unit)

Default Result Unit

mg/dL

71

Conversion Factor

Aftemate Resuft Unit
pmol/L

| 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 \hith this assay.

Specimen Type ColNiction We»el

3erwn

Plasma

Serum tubes (with or
withwt gel barrier)
Collection tubes
Acceptable
anticoagulants are:
Uihlum heparin (with or

Special Contftlorm
Protect from lighl.’

Protect from ljghf»
The use of tubes
containing sodium
fluoride/ potassium

without gel barrier)
Sodium heparin

O)whIB is not
recommended due to the

EDTA potential for hemolysis

with this anticoagulant.

m  The instrument does not provide the capability to verify specimen

types. It is the responsibility of the operator to verify that the
correct spedmen types are used in the assay.

Mablx Comparison Data Analysis

This study was performed on the ARCHITECT ¢ System.
Serum vs. plasma matrices were compared utilizing a Least-Squares
Linear Regression analysis for glass serum lube (x-oxis) vs. various

tube types (y-axis).

Inisrespt  tnifircept
tutMlYps N Coifficieflt Slope  (me/SL)  (iuaot/L)
Swixn Separator Tube (SSI) 30 0.997 100 -0.01 -0.17
K2 EDTA Plasfna Tube 30 0.9995 107 -0.15 «2.57
(non-oei)
lithium Hepartn Plasma Tube 30 0.9998 1.00 -001 017
(noR-gd)

W wn Kepvin PasmaTube 30 0.9999 100 0.00 0.00
(Plasma Sg»rator Tube-

PST)withgt

Sodkjm Heparin Rasma Tube 30 0.9339 099  -001 017
(non'Dd)
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Specimen Conditions

« For accurate results, serum and plasma specimens should be
free of fibrin, red blood colls, and other particulate matter. Serum
specimens from patients receiving anticoagulant or thrombotytic
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.

To prevent cross contam”tion, use of dispossi*le pipettes or
pipette tips is recommended.

Preparation for Analysis

« Follow the tube manufacturer's processing instroctlons for
coflection tubes. Gravity separation is not sufficient for specimen
preparation.

« Specimens should be free of bubbles. Remove bugles 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 p~Alculate matter are

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

recerrtrifugation.

Specimen Storage

Maximum Storage

Specimen Type Tempersttve Time

Serum/Plasma 20 to 2S'C 1 da)(*
2108C 7 days*™ ~
-20C e months™
-80'C 6 months’»

Specimens should be protected from bright light as bilirubin is
photolabile.

Avoid muiUpie 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 >60*0
from either the freezer manufacturer's specifications or your
laboratory standard operating procedurefs) for specimen storage.
Stored specimens must be inspected for particulates. If present, mix
wth a low speed vortex or by Inversion and centrifuge the specimen
to remove particulates prior to testing.

Specimen Shipping

F~ckage and label specimens in compliance with applicable state,
federal, and imernational regulations coverkig the trsmsport of clinical
specimens and Infectious substances.

IPROCEDURE

Materials Provided
04V51 Alinity ¢ Total Bilirubin Reagent Kt

Materials Required but not Provided

« Alinity ¢ TotaJ Bilirubin (Bill Tol") assay file

« 08P6101 Alinity ¢ Bilirubin Calibrator Kl

« Commercially available controls containing bilirubin

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

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

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

¢ Minimum sample volume roquirements:

- Sample volume for single test: 2.6 pl_
NOTE: This amount does not include the dead volume
plus the additionai over-aspiration volume. For total sample
volume requirements, refer to the Alinity a-series Operations
Manuai, Section 4.

« Refer to the Alinity ¢ Bilirubin Calibrator Kit package Insert and/
or commercially available control material package Insort 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 Operetions
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.

Sample Dilution Procedures
Sampies with a totsU bilirubin value exceeding

25.0 mg/dL (427.5 pmol/L) are flagged with the code «> 25.0 mg/dL"

(*> 427.6 pmol/L") and may be diluted with either the Automated
Dilution Protocol afthe Manuai Oiiution Procedure.

Automated Dilution Protocol

The system performs a 1:5 or a irlO dilution of the sample and
automatically calculates the concentration by multiplying the result by
the dliution factor.

Manual Dilution Procedure

ChMuts 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 LLe result.

If the operator does not enter the dikjtion 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 (1.71 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 Manuai, Section 5.

Calibration

For instructions on performing a calibration, refer to the Alinity cl-

series Operations Manual, Section 5.

Calibration is stable for approximately 14 days (336 hours), but is

required with each change In reagent lot. \AiHfy calibration with

at least 2 leveis of controls according to the established quality

control requirements for your laboratory, if control results fall outside

acceptable ranges, recailbration may be necessary.

This assay may require recalibretion after makttenance 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 poter’tial corrective actions.

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

« If more frequent control monitoring is required. foHow the
established quality control procedures for your laboratory.
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« if quality control resuits do not meet the acceptance criteria
defined by your laboratory, sample results may be suspect.
Follow the established quality control procedures for your
laboratory. Recailbration may be necessary. For troubleshooting
Information, refer to the Aiinity d-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.

Quality Control Guidance

Refer to “Basic QC Practices* by James O Westgard, Ph.D. for

guidance on laboratory quality control practices.

Verilicatlon 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 ¢ Total Bilirubin assay utilizes the Linear data reduction

method to generate a calibration and resutis.

For information on alternate resuil units, refer to the INSTRUMENT

PBOCLHMPE. Alternate Result Units section of this package insert.

Flags

Some results may corrtain Informatitm In the Flags field. For a
description ol the flags that may appear in this field, refer to the
AINty ci-serles Operations Manual, Section 5.

Measuring interval

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

The measuring Interval of the Aiinity ¢ Total Bilirubin assay Is 0.1 to
25.0 mg/dL (1.71 to 427.5 pmol/L).

ILIMITATIONS OF THE PROCEDURE
For patients undergoing evaluations involving the administration of
indocyanine gre” (ICG), it is recommended that samples are drawn
after IOC has been eliminated. See the Interference section for
additional information. ®*
in samples where the concentration of bHmbIn is low, or where
conjugated bilirubin is the predominant form, the Direct Bilirubin
assay may report results that are greater Nean results obtained using
the Total Bilirubin assay. Under these circumstances, report the
Total Bilirubin results for both the Total Bilirubin and Direct Bilirubin
assays.
Refer to the SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS and SPECIFIC PERFORMANCE CHARACTERISTICS
sections of this package irtsert.

BIEXPECTED VALUES
ft Is recommended that each laboratory determine Its ovm refererico
range based upon Its particular locale and pc”latlon characteristics.
Reference Range
Serum/Plasma

Range

Renge

02t012 3410205

A confirmation study was conducted '*h the Tot” Bilirubin assay
(List Number 6L45) on tile ARCHITECT c System using 26 serum
and plasma samples from adult wlunleers. Data were analyzed as
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described In CLSI protocol NCCIS C28-A3c.™ From this study 96%
of results were within the range of 0.2 to 1.2 mg/dL, confirming the
adult reference Interval.

Rings Range
(m™4L) (M
Prwnatufs (sensn)®

<24 hours <8.0 <136.8
<46 tours <12.0 <205.2
3to5diys <15.0 < 2565
7days <15.0 <256.5

FuSterm Newtiom (serum)**
< 24 hours <6.0 <102.6
< 48 hours <10.0 < 1710
3to5days <12.0 <205.2
Tdays <10.0 < 1710

For additiona) information on neonatal bilirubin values, refer to the
American Academy of Pediatrics recommendation In Management
of HypGfbUinjbinemia in the Newborn Infant 35 or More V”e/rs of
Gestation.®

| SPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section.
Results obtained W individual laboratories may vary.
The Alinlty c analyzer and tire ARCHITECT c System utilize the same
reagents and sample/reagent ratios.

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

Precision

Withln-Laboratory Predsion

A study was performed based on guidance from CLSI EP05-A2.”
Testing was conducted using 1 lot of the Alinity ¢ Total Bilirubin
Reagent Kit, 1 lot of the Ailnity ¢ BlUrvbIn Calibrator KH, 1 lot of
commercially available controls, and 1 instrument. Three controls
and 1 serum panel were assayed in a minimum of 2 replicates at 2
separate times per day on 20 different days.

WHhinBuR wratin-Lsboratary
Meae (RepeslabHHy)
Sampis n (mg/liL) 80 %ev 0 %cv
Conbol Lnd 1 120 07 0.01 13 001 13
Cofitral Level r 120 26 0.02 0.9 0.03 0.9
Contol Level 3 120 59 Qs oe 0.07 t3
Panel 120 154 0.07 04 0.14 0.9

*includes within-run, between-run. and between-day varltilfty.

WHitiinAufl \WMiiin-Laberatory
(RapBtab\ty) {mniLp
Sampis n 0 %ev 0 %ev
CorbblLevel 1 120 12.0 0.16 13 0.16 13
Quttirol Level 2 120 47.8 041 0.9 043 0.9
Onnbal Level 3 120 101.5 o.ai 0.6 127 12
Panel 120 262.9 113 0.4 235 0.9

« 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 ¢ Total Bilirubin
Reagent Kit on each of 2 instruments over a minimum of 3 days.
The Limit of Blank (LoB), Limit of Detection (LoD), and Limit

of Quantitation (LoQ) values are summarized below. These
representative data support the lower limit of the measuring Interval.

mg/riL
LoB* 0.02 0.34
Lo o4 0.68
LoCP <0.1 <1.71

* The LoB represents the 95th percentile from nr 60 replicates of
zero-analyte samples.
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The LoD represents the lowest concentration at which the analyte
can be detected with 95% probability based on n 2 60 replicates of
low-analyte level samples.

~The LoQ is defined as the lowest concentration at which a
maximum allowable precision of 20 %CV was met.

*This value represents the observed LoQ on the ARCHITECT
System. The LoQ observed on the Alinity ¢ analyzer supports this
LoQ.

Urtearfty

A study was performed based on guidance from CLSI EPO6-AM
This assay is lirtear across the measuring intervai of 0.1 to

25.0 mg/dL (171 to 427.5 pmol/L).

Interference

This study was performed on the ARCHDECT c System.
Potentially Interfering Substances

A study was performed based on guidance from CLSI EP07-A2.25
Interference effects were assessed by Dose Response and Paired
Difference methods at 2 testing intervals. A bias outside the limits of
1 10% or + 0.3 mg/dL Is considered significant interference.

Pni.nti.Dv TeW BUIrubiR
Interfsrkig Insirtsrsm Lavel ~ Tirgst Lsvtl Obssivid Observed
Substance Oefaut Units (my/dL) wr
ilemoglobin 1000mAdL 107 113 105
2000 mrydL 107 1.09 101
1000 my/dL 14.08 1411 100
2000 mg/dL 14.08 14.07 100
intrain 750 rntyd| 127 157 123
1000 mg/dL 127 178 140
750 mg/dL 16.50 16.62 101
1000 mg/dL 16.50 16.61
indican (indoxyi  0.175 mmol/L 132 159
Sulfate) 0200 mmoH 132 155 125
0.750 mmoi/L 16.01 16.83 105
1.{+3® mmoH. 16.01 18.96 106
indocyarrine 18.8 mylL 153 1.1 115
Gren 25.0 mglL 153 185 121
75.0mg/lL 14.27 1518 106
100.0 mg/L 14.27 15.46 108

* Percentages have been rounded to whole numbers.

Tslal 6LLFobin

iRterfering inteiisrenl Lsnd  Target Isve! Observed Observed
Substance Altemsts Units llimol/l) (%)
liemoQlobin 10g/L 1830 10.32 105
20gfl. 18.30 18.64 101
oan. 240.n 241.28 100
20g/L 240.n 240.60 100
intrhipld 769L 21.72 26.85 123
1Qgfl. 21.72 3044 140
75glL 262.15 284.20 101
10g/L 282.15 284.03 101
Indican (Indoxyi Q7S mmoliL 2257 2719 120
Sulfate) 0.200mmou 257 2822 125
0.750 mmolA 273.1 287.79 105
1.000 mmolA. r7a,n 230.02 105
indocyanine 24.2 {imow. 26.18 30,27 115
Greert 32.3 pmolr 2616 3164 1
96.8 pmol/L 244.02 259.58 106
129.0 |uroNe 244 02 264.37 168

* Percentages have been rounded to whole numbers.

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

Method Comparison

A study svas performed based on guidance from CLSI EPO3-A3™"
using the Passing-Babiok regression method.

a Abbott



Conslitian CencantraOon
Units  n  Cseffleteitt Intmei® Slen Ranee
Allnity c Total ~ Senim mg/dL 116 100 0.00 100 02to214
BNaubinvs. (imoa 116 100 000 100 34103651
nHvrlilkwi )
Neoruit® mg/dL 51 100 0-00 101 02to204
(LN6L45) Seum  ymolll 51 100 004 101 34103460

I
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16.

17

18.
19.

20.
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23.
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25.
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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 ttie integer part from the fractional
part of a number written In decimal form (example: 3.12%),
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ADDENDUM
to the Insbuctton for Use Allr*ty cTotai Bihubtn ReaeentK it (for Russia)
SHIPPING

Reeximfreiwied eWpping condi6ons for dertce is 2*8 In singte-use hermo containers
oonteirer* £s>dam rterrents. or In musable dwtmo containera automatftcaity
maintained forrtierature or In auforefr*rafont usmg foermal irfoicatoni. Devk» Is
stable until foe expiration date Indicated on foe padcage. Device is no longer suitable
for use if shipping temperature limits have been vioiated. Ship in an enclosed carrier
vehWe blany Wnd In accordance wtfo shipping res, applictile to foe respective

carrier.
WARRANTY

Manufacturer guarantees that device remains st*e untit the ex;‘reton date when
stored and ttandied as directed. The maumum sh”f Hfe of the medicai device Is 10
monthsbom date of manufacturing. Device must be dtscarded if stored wifo des"aUons
in manufacturers requirements.

MAINTENANCE

Notrequired.

REPAIRS

Notrequired.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Desbuct and dispose a(a medical dewce fo accordance v*Mo the reqtiremenis of
SanPIn  2.UJ2?90-10 dated December 12, 2010 ‘SJWHitary-epidemioiogical
Requirements for foe Martagementof M edici Waste*.

Tranarititand dispose of a produd end its corr*nonls and padieging in eccordance
Whhiocai regulations.

LIST OF APPLICABLE STANDARDS

BC Regulation 1907/2Ct06 (REACH) as amended. 98/79/EC. 1999MS5/EC.
1272/2008/EC (CLP) as amended, CLASS 2013 (as amended), WHSR Part7.1 (as
amended), EN ISO 9001, ISO 13485:2016, ISO 14S71 (equivaiert la
ENISO 14971;20!Z), EN ISO 18113-1, EN ISO 18113-2.EN ISO 18113-3. EN 13641,
EN 980, EN (SO 1S223-1. EN ISO 15223-2, ISO 80000-1

POTENTIAL USER

The Atinity ¢ T<LLl Bitrubin Reagent tOt Is intertded to be used in a variety of ctinical
ard iaboratwy corKtitions, Including, without imitatir»}, hospKals and laboratories,
whose personnel have been trained In foe offoe AHtMy lamiyzer.
INFORMATION ABOUT PRESENCE OF DRUGS |IN
COMPOSITION OF MEDICAL DEVICE

Does not coniam any drxigs

STERILIZATION

Medical dewce is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPUCATION

MediCt" device canrrotbe re-applied

MATERIALS OF ANIMAL ORIGIN

Matorlatis ofanimal origin are tested LU risks of ublng LU are indicated ih SOS. Safety

Data Sheets are avatiabte at www.abbottdiagnastics.c»m or contact your local
mpresentetive.

INDICATIONS AND CONTRA-INDICATIONS FOR USE
Notitepilcabie.

STORAGE AND USE CONDITION

SbHage of Medical device ata ternperatore of2 *C to 8 *C should be caniad outin cdd
rootrrs or In nafrightom providing a regulated ten”erature re*me with a dally
temperature record.
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Alinity c

BunnpyouH obwumnin PeareHTbl (Alinity ¢ Total Bilirubin

Reagent Kit)

Pepakums; okta6pb 2018 T.

Heo6x041MO TOUYHO CNeaoBaTh MHCTPYKUMAM. MpU OTKIOHEHUN OT
VHCTPYKLWIi HafeXHOCTb Pe3yNbTaToB TeCTa He rapaHTUpyeTcs.

IHAVMEHOBAHVE (CokpalieHHOE)

Bunnpy6uH o6wwmit PearenTsbl (Alinity ¢ Total Bilirubin Reagent Kit)
(Takxe BCcTpeyaeTcst No TekcTy; BLU Total)

IHA3HAYEHME

Tect C ucnonb3oBaHneM Bunupy6uH o6wumit PeareHtoB (Alinity ¢
Total Bilirubin Reagent Kit) npegHa3Ha4yeH 415 KONMYECTBEHHOIO
onpegenexnus 6unmpybrHa B CbIBOPOTKE MM Nnasme KpoBu
B3POC/bIX Nt0Ael 1 HOBOPOXAEHHBIX Ha aHanusatope Alinity c.

IKPATKOE OMUCAHVE TECTA
Mo OKOHYAHWUM XU3HM IPUTPOLUTLI PaspyLIaloTCs B
peTvky/loanfoTeNnanbHoli cucTemMe, NPeMMyLLLECTBEHHO B
ceneseHke. OcBO6OAMBLUNIACS TeM NOCNE OTAENEHUS Xenesa
npespaujaeTca B 6unmpyouH. 1ot 6unnpybuH coctaansisT OKO/IO
80% n3 500 pmol (292 mg) 6unupybuHa, obpasyroLierocs B CyTKu.
OcTanbHO GUNMPYBUH BbiAENSIETCA NPU pacnaze M1ornobrHa
1 LIMTOXPOMOB, @ Takke Npy paspyLueHnn Hespesbix KIeTok
3PUTPOUAHOrO psiia B KOCTHOM MO3re.
O6pasoBasLUniica GUNMpPY6KH 3aTeM TpaHCNOPTUPYeTCs B NeYeHb
B CBA3aHHOM C afibbyMWHOM Buge. 3T1a hpakuma bunmpybrnHa
Ha3bIBAETCA HEMPSIMb M UMW HEKOHBIOTMPOBAHHBLIM GUAMPYGUHOM.
B neueHun ¢ nomoLpo  Muekra ypuaniandocatriiokypoHus-
TpaHcdepasbl NPOMCXOANUT KOHblOrauma 6unupybrHa c
T7I0KYPOHOBOW KUCNOTOW, B pe3y/bTate Yero o6pasyercs
KOHBIOTMPOBAHHBIA GUANPY6UH (MKO' 1 AUrIHOKYPOHUABI).
KOHBIOTMPOBaHHbI 1M NPAMOI GUANPYGUH MO XeN4YEBbIBOASALLMM
nyTsM nonagaeT B KMLWIEYHWK, TAe OH MeTabonmanpyeTcst
6GaKkTepusaMy 40 rpynnbl NPOAYKTOB, U3BECTHBIX NOJ, 06LLMM
Ha3BaHMeM CTepKOOUANHOreHbl. Takum cnoco6om 6unupy6uH
BbIBOAMTCS MOYTW NOHOCTbIO, U YPOBEHb €70 B CbIBOPOTKE KPOBU B
HOPMe He3HauuTesneH.
O6LWuii GUNMPYBUH * 3TO CyMMa HEKOUbIOTMPOBAHHO 1
KOHBIOTMPOBAHHOM hpakumnii. YpoBeHb 06LLero 6unmpyéuHa
noBbILIAETCS NPU renarutax, UMppose neveHu, remonuse n
BPOX/EHHON He0CTaTOYHOCTN HEKOTOPbIX (hePMEHTOB.
Onpefenexne cofepXaHns HeoHaTa/lbHOro GUINPYGUHa
ucnosb3yeTcst LA MOHMTOPUHIa 3a60/eBaHuii, BbI3bIBAOLLMX
XENTYXy HOBOPOX/AEHHbIX, KaKk NpaBuio apuTpo61acToa nioja
(HasbiBaeMyto TaKkKe reMosIMTUYECKO 60Ne3HbI0 HOBOPOXAEHHbIX
unu TBH). FBH BbI3bIBAETCA MaTEPUHCKON annoummyHusaupeii RhD,
aHTUTEeNamu, CONnPsHKEHHbIMM C AOMNO/HUTENbHBIMI TPYNNamMu KpoBy,
1 ABO HECoBMECTUMOCTbI0.N
V cpefiHeCTaTUCTNYACKOro AOHOLLEHHOrO pebeHka nnkosas
KOHLEHTpaLmst 6unMpy6uHa B CbiBOPOTKe KPOBM JocTuraeTt
5 *8 mg/dL (86 - 103 pmot/L). consnonormyeckas xentyxa
[AnarHocTupyeTtcs npu kK LeHTpaymsax 6unnpybrHa B CbiBOPOTKe
7 + 17 mg/dL (120 - 291 pmol/L). )*HueHTprwmmn 6unnpybuHa B
CbIBOPOTKE KpOBK Bbile 17 mg/dL puoryT 6bITb NATONOTMYHBIMU.
OCHOBHOI# OMacHOCTbI0 SB/IAETCA NOTEHLUMasIbHas NPy NMOBbILIEHHOM
6unmpy6rHe aHLedanonaTs nan saepHas xentyxa. TepMuH
“apepHas xenTyxa* Bowwen B ynoTpebneHve B Havane 1900-
XTT. B OTHOLUEHU XENTYLIHOro OKpalUMBaHWs NOAKOPKOBbIX
Y3/10B, Ha6/1I04aEeMOr0 Y HOBOPOX/AEHHBIX, YMEPLUKX OT TSHKENO
npoTekasLUeit XenTyxu.A
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dMTotal
04V51
G76567R02
B4V51R

@ 04Vv5121
S04V5131

Cpeau apyrux npuunH xtemyxH y HOBOPOXAEHHbIX MOTYT GbiTb
raMaToOMbl/KPOBOTEUBHWS, TMNOTUPEOMAN3M, CUHAPOM Kpurnepa-
Haiisipa. 06CTpylOTMBHAS XanTyxa, rasnakrosemus, cencuc,
cucpnnvc, Tokconna’Mos, LUToOMerasicBupyc. kpacHyxa, Aecuunt
rnoKo3sa-6-thochat gerngporeHassl (0-6-POH), gedmumnt
nupyBaTtkmHasbl 1 chepoLuTos.N*"

INPUHUMNBLI NPOLEAYPbI
TpaAMLMOHHbIE METO/Abl U3MepeHns GunupybuHa 6asvpytotcs
Ha peakunu 6unupybuHa ¢ AnasopeareHToM ¢ o6pasoBaHueM
OKpaLLIEeHHOro coeAuHeHna a3obunup”™uH. flnasopeakums Moxet
KaTanm3npoBaTbCcs [o6aBNeHNeM Pas/INUHbIX XMMUYECKUX BELLeCTB.
Hanpumep, MsUloy-Evelyn® ncnons3osanun metaxon, Jendras8lk-Gr6f*
« koheuH, a Waiters-Gerarde”™ ncnonb3oBanv AMMeETUNCYIbGIOKCUS,
(AMCO). Mogudmkaums aTux METOAOB BK/IOYAET a cebs
MCMoNb30BaHMe cypthakTaHTOB B ka4yecTBe COM0GUIN3NPYIOLNX
areHToB.®
O6WNii (KOHBIOTMPOBAHHBI U HEKOHBIOTMPOBAHHLIA) GUAMPYOUH
coeAvHsieTcs B MPUCYTCTBUM CypdhakTaHTa ¢ AuasopeareHTom ¢
o6pasoBaHneM a3obunnpyouHa. Juasopeakuusi katanmupyeTcs
[o6aBneHneM cypchaktaHTa B kKayecTBe CO/M0GUIN3NPYIOLLEro
areHTa. YBenuuyeHve noroLaioleiit cnoco6HoCTU npu AnvHe
BO/IHbI 546 NT M3-3a npucyTcTBUS asobunupybuHa npsmo
NpoNopLUMC3HaNBbHO KOHLEHTpauumn obuero 6unupybuHa B obpasue.
Merogonorus: Conb AnasoHus
MoapobHyto NHopMaLMo 0 CUCTEME W TEXHONOTMKN aHanu3a CM. B
PykoBogcTBe no akcnayatauuu Alinity ci-series. Pasgen 3.

IPEArEHTBLI

Copgep”knumoe Habopa

Bunupy6uH o6wuii PeareHTbl (Alinify ¢ Total Bilirubin Reagent Kit)
04v51

MPUMEY"ME: HekoTopble (hacoBKW JOCTYMHbI HE BO BCEX CTpaHax.
O6paTnTech K Balemy MecTHOMY AUCTPUGLIOTOPY.

0O6beM (ML), ykazaHHblii B Tabnnue HUxe, 0603HaYaeT 06bEM Ha
KapTPUAX.

@ 04v5121 04v5131
KonuuecTso TectoB B 275 380
KapTpuaxe

KonuuecTso 10 10
KaoTPUAXANi a Habope

KonunuecTso Tecx>8 B 2750 3600
Habope

n 52.9 mL 88.1 mL
S 16.8 mL 21.0 mL

n AKTVBHbIe UHrpeaueHTbl: MAB (4.53%). HCI (9,33 g/L).
[A] AKTUBHblE MHTpeaneHTbl: 2.4-anxnopanHnnuH (0.81 g/L). HCI
(5.563 g/L). HUTpUT HaTpua (0.345 g/L), MAB (1.96%).

MpegynpeAcaeHns n Mepbl NPeaoCcTOPOAHOCTHN
* H

« [na guawocTtuku In VHro

o [ihcOMiy[
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Mepbl NPefoCTOPO)KHOCTM

BHUMAHMWE: [aHHblii NpoAyKT npegnonaraeT paboTty ¢
o6pasuamu, Nosly4eHHbIMU OT YesloBeka. PekmieHayeTcs cuntaTb
BCE MaTepuasibl, NOMyYeHHble OT YesioBeka, nereHuuanbHoO
VH(EKLIMOHHBIMK 1 06pallaTbCst C HAMU B COOTBETCTBUM

co CTaHAapToM MO 06paLLeHNio C reMOKOHTaKTHbIMU
naToreHamu, paspabotaHHbIM Ynpasnennem CLUA no oxpaxe
TpyAa U NpoMbineHHoi rurneHe (OSHA). Mpu pa6oTe ¢
MaTepuanamu, CoAepxXallumMu v NpeanoswKUTeNsHO
coflepxallMn NHEKLUMOHHbIe areHTbl, criegyeT cobopars
npgavna 6Monornyeckoil 6e3onacHoCcT, ypoBeHb 2, UK Apyrve
COOTBETCTBYHOLME NpaBuna 6ronoruyeckoin 6esonacHocTu/ M
Cnepytolve npegynpexaeHnst 1 Mepsl npeAocTop<TbcTu
oTHocATCA K: U

OMNACHOCTb Copepxut 6opornapug Hatpus,
COISHYIO KUCMOTY, NONIMOKCUITUNEH
IBYPWSIOBBIN 3CMP U MONMATUNEHTIMKO b
OKTUICPEHNMOBBI 3chup.

H360 MoxeT HaHecTu yuiep6 nnogoBUTOCTH
VN HEPCOKAEHHOMY pebeHky.

H314 Bbi3blBaeT cepbesHble 0XOru KOXM 1
NOBPEeXAeHNs rnas.

H290 MoxeT BbI3blBaTb KOPPCIOMIO METas/10B.

H401* TOKCUYHO A1 BOAAbIX ~3raHM3MOB.

H411 TOKCUYHO /151 BOAAbIX OPraHM3MoB C
[ONTOCPOYHBLIMU MOCNEACTBUSMU.

MpepoTBpaLlleHne

P201 Mepep ncnonb3oBaHWeM MosyynUTbL
cneynanbHble UHCTPYKLUN.

P234 XpaHuTb ToNbI(0 B KOHTEHEPE 3aBoga-
nsrotosure/m.

P260 W3beratb BAbIxaHWs Tymama/napos/
aspo3oneit.

P264 Mocne paboThbl TWATENBHO BbIMbITh Pyl

P2BO Monb3oBaTLCA 3aWMUTHBIMY NepyaTkamu/
3alMTHOI ofex/oii/cpecTBamMM 3aluThl
rnas.

P273 Ha ponyckaTb nonagaHusa B OKpYyXatoLlyto
cpegy.

PearnpomHue

P308+P313 B C/IYYAE Bo3geiicTBuA unm

o6ecnokoeHHoCTU: OMWTUTLCA K BpaYy.
NPV NPOINATbIBAHUW; Mpononockats
poT. HE Bbi3biBaTb pPBOTY.

MPW NMONALAHNW B MMTA3A: OCTOPOXHO
NPOMbITb BOZIOV B TEYEHWNE HECKOMbKUX
MUHYT. CUATb KOHTaKTHbIE JIMH3bI, ecn
Bbl MU MO/Ib3yeTeCh W €C/IN 3TO JIerko
cAenatb. MpoAo/MKNTL NMPOMbIBAHWE [/1a3.
MPY MOMAJLAHUN NA KOXY (nnn
BO/10CbI): CHSATb HEMEA/IEHHO BCHO
3arpAsHeHHyo ogexay MpomMbITb KOXy
BOAAI/NPUHATL AyLL.

HemepgneHHo obpaTtnTbea B
TOKCUKONOTNYECKUIA LIEHTP nm k
Bpayy-cneynanncTy/TepanesTy.
Ab6copbypoBaTb NPONUBLLEECS BELLECTBO,
4TOGbI HE JOMYCTUTL MOBpPEXAeHne
MaTepuasios.

P301+P330-"P331

P305+P351+P330

P303+P361+P353

P310

P390

Yrunmsaums

P501 YTunusupyiite cofepXxvmoe/KoHTeliHep B
COOTBETCTBUM C CAHUTAPHLIMU HOPMamm
P (CaHMuH Z1.7.2790-10 ot 09.12.2010).
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* He NpMMeHUMO Ha TeppuTopum aeiicTensi Pernamenta EC Na
1272/2008 (CLP) unu CrwwapTa onoseLieHnss 06 onacHocTn
YnpaBnexus CLUA no oxpaHe TpyAa U NPOMBILLIEHHOW rUrneHe
(OSHA) 29CFR 1910.1200 (HCS) 2012.

Cnegyiolve npefynpeLLjoHns U Mepbl NpefoeTOPoXHOOTH
atmoonTcs K: i*!

OMACHOCTb CofepXuT CONAHYI0 KNCNOTY U
NOJIMOKCUITUIIEH NTaypUIIOoBbIi achmp.

H314 BbiI3blBaET Cepbe3HblE 0XOM KOXU U
NOBPEeXAEeHNs! 11a3.

H290 MoxeT BbI3biBaTb KOPPO3UIO META/I/IOB.

Mpepotepan|M«ue

P234 XpaHuUTb TOMbKO B KOHTeliHepe 3aBoja-
nsrotosuten?.

P260 W3beratb BAbIXaHna TymaHa/napos/
r\pctooneii.

P264 Mocne paboTbl TWATENBHO BbIMbITL pyim.

prao Monb3oBarbes 3alWUTMbMK nepyaTkamm/
3alMTHON oaexaoii/cpeacTBamMmn 3aluThbl
rnas.

PearnposaHue

P301+P330+P331 NPV MPOINTATbIBAHUW: Mpononockatb
pot. HE BbI3blBaTb PBOTY.

P305+P351+P338 MPY MOMAJAHUN B TTTIA3A: OCTOPOXHO
NPCMbMb BOAOI B TeYEHUE HECKObKNX
MUHYT. CHATb KCXTaKTHblE IN"0bl, €Cn
Bbl UMW NOMb3yeTech N eC/in 3TO Ierko
caenatb. MpcmpamiuTb Npoli<BaHn8 rnas.

P303+P381+P353 MPW MOMAJSAHUN HA KOXY (nnun
BO/10CbI): CHSATb HEME//IEHHO BCHO
3arps3HeHHyto oaexay. MpoMbITb KOXy
BOAON/NPUHATL AyL.

P310 HemepnneHHo o6paTuThes B
TOKCUKONOMMYECKNA LIEHTP nnu k
Bpayy-cneuuanucTy/TepanesTy.

P390 AbcopbmpoBaTb NPONUBLLEECS BeLLecTBo,
4TOGbI HE JOMYCTUTbL NOBPEeXAeHne
Matepuasios.

Ytunusauuna

P501 YTunusupyiite conepxvumoe/KoHTeliHep B

COOTBETCTBUN C CaHUTapHLIMI HOpMamm
P® (CaHlMuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTta 6e30nacHOCTY AOCTYMHbI Ha caiite
www.abbottdlagnostics.com nnv y MecTHoOro npegacrasutens.
Moapo6Hyto nHhopmaumio 0 HeobXoAUMbIX Mopax
npefocTOPCPKHOCTY Npy paboTe ¢ aHaNM3aToOpoM CM. B
PykoBogcTBe no akcnnyartauum Alinity ci-serles, Pasgen B.
O6palleHue ¢ peareHTamn

«  PeareHTbl NoANeXaT TPAHCNOPTUPOBKE HE MOKPOM fiby.

e Tocne nony4eHnsi Ha6opa ocTaBbTe KApPTPUAXLL PeareKkToB
Ha B 4acoB B BEPTUKA/ILHOM MOIOKEHUN A0 UCHE3HOBEHUS
My3bIPLKOB, KOTOPbIE MOIIN 06PA30BaTLCS.

e Ecnu kapnpugxk peareHta onpoKuHy/ICs, NpuseguTe ero
B BEpPTUKa/bHOE MOMOXEHNe U 0CTaBbTe Ha 8 4acos A0
MCYE3HOBEHUS NYy3bIPbKOB, KOTOPblE MOr/N 06pa3oBaTbCS.

* He nepeluspauunBaiite KapTpuaxXn PeareHToB nepeq
1CNO/b30BaHNEM.

e PeareHTbl NogBePKEHbI (POPMUPOBAHMIO NEHbI W NMY3bIPLKOB.
My3bipbkK B peareHTe MOryT MoMeLLaTb OnpeaeneHuto
YPOBHSI peareHTa B KapTpuaxXe U NPUBECTU K HELOCTATOYHOM
acnupayun peareHTa, KoTopasi MOXeT 3HaUNUTeNIbHO BAMSATb Ha
npaBuIbHOCTL PE3y/bTATOB.
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Moaoo6Hy0 MH<"apmaumio 06 o6palleHnn ¢ peareHTamMu npu
paboTe C aHanM3aToOpoM CM. B PyKOBOACTBE MO 3KCMayaTauum
Alinity d-series, Pasgen 7.

XpaHeHue peareHToB

MakcumanbHoe [CTONMHUTE bHbIE
Temnepatypa Bpemsi VHCTPYKLWK No

XpaHeHust XpaHeHust XpaHeHuo
HeBcKkpbIThIl 2 ¢ 8'C [0 OKOHYaHWsA  XpaHuTe B
KapTpumKe cpoka TOPTVKa/IbHOM
rofaoctu NOMOXEHUN.
Ha 6opTy Temnepatypa 21 geHb
B cucteme
BekpbITblii  2-8*C [lo oKoHuaHuii XpaHute B
KapTpuaTK cpoka BEPTUKa/IbHOM
rofjHocTn NOIOXEHUN.
He ncnonbayiite
NOBTOPHO
KPBILLIKK peareHTa
U3roToBuTENS

nnn 3amMeHsiemMmble
KPbILIKW BBUAY pUcKa
KOHTaMuHauymun

N BO3KIOXHOCTU
HapyleHus paboumx
XapakTepuctmk
peareHTa.

PeareHTbl MOXHO XpaHUTb Kak Ha 6OpTy cUCTeMbI, Tak U BHe

ee. [ocne V3BEYEHNst peareHToOB U3 CUCTEMbI XpPaHUTe UX B
BEPTUK/TbHOM MOJIOKEHUN C HAAETbIMA HOBbIMU 3aMeHsieMbIMU
KpbllKaMu npu Temnepatype 2 * 8'C. PeareHTbl, xpaHsLmecs

BHE CUCTEMbI, PEKOMaM/yeTCsi XpaHUTb B habpuyHbIX S10TKaxX 1
ynakoBKax y1st 06ecneyeHnst BepTUKa/IbHOTO MOJIOKEHUS.
Mozpo6Hyto MHOPMALIMIO O BbIrPY3Ke peareHToB U3 CUCTEMbI CM. B
PykoBogcTBe no akcnnyartauum Alinity ci-series, Pasgen 5.
MokasaTtesin Nopun peareHTOB

Own6Ka KaIMGPOBKN UMW BbIXOA 3HAYEHWsSI KOHTPO/ISA 3a Npeaerbl
[AnanasoHa AonyCTUMbIX 3HAUYEHUI MOXET CBUAETENbCTBOBATL O
nopye peareHTOB. Pe3ynbTarbl COOTBETCTBYIOLMX TECTOB crnefyeT
cunTaTh HeBepHbIMUK, 06pasLibl JO/KHbI GbiITb MPOTECTUPOBAHSI
nosTOpHO. MoXxeT noTpeboBaTbCA NOBTOpHaA kannbpoBka TecTa.
WHhopmaumio 06 ycTpaHeHU HeucnpaBHOCTel cM. B PykoBoacTBe
no akcnnyarauum Alinity ci-series, Pasgen 10.

| NMPOLEAYPA PABOTbl HA AHATN3ATOPE
Heob6xoaumo ycTaHoBuUTL ¢haiin Tecta Alinity ¢ Total Bilirubin nepes
nposejeHvem Tecta Ha aHanusartope Alinity c.

cpaiin Tecta Alinity ¢ Total Bilirubin n3BecteH TBKxW Kak paiin Tecta
Biti Total.

Mopapo6Hyo nHgopmauuio 06 ycTaHoBKe ¢halina Tecta, NpocMoTpe
U pefakTMpoBaHWK napamMeTpoB aHasn3a cM. B PykoBOACTBE Mo
akcnnyatauum Alinity cl-series. Pasgen 2.

WHhopmMaLmio 0 BbiBOZE Ha neyaTtb napameTpoB aHasms3a cM. B
PykoBogcTBe no akcnnyatauuu Alinity ci-series. Pasgan 5.
Mopalo6Hoe onucaHve npoleayp paboTsl C CUCTEMOM CM. B
PykoBogcTBe no akcnnayatauuu Alinity ci-series.

AnbTepHaTUBHblIe €ANHNLbI N3MEpPEeHUs pesynbTata

[1/5 BbiGOpa anbTepHATUBHOI eANHULIBI N3MEeHWUTEe napameTp TecTa
'EAVHMLBI n3mepeHns”,

chopmyna nepecyeta:

(KoHUATrTpauust B CTaHAApTHBIX eUHMLAX U3MEPEHUs pesyrnbTara)
X (cbakTop nepecyeta) - (KoHUueHTpauusa B anbiB|*aTUBHbIX
e/INHNLaX U3MEpeHUs pesy/ibTara)

CraHgapTHble AnbTepHaTMeHble
eNHULbI n3mMepeHnsa eanHNLbI UsmMepeHus
pesynbrara hakTop nepecueta pesynbrara

mg/dL 171 pmoi/L
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| cBOP OBPA3LIA UIOATOTOBKA K AHANN3Y
Twunbl 06pasLos

MepeyncneHHble HUXe TUNbl 06pasLoB 6bin BeputnLMPOBaHbl Ha
NPUroAHOCTb K UCMO/b30BaHUIO B J@HHOM TecTe.

[pyrue Tunel 06pasLoB, Npobupok ana cb6opa o6pasLos u
AHTVKOAry/IIHTOB He GbUIM BEPUULMPOBaHbI HA NPUTOAHOCTb K
1CMo/Ib30BaHNIO B JaHHOM TecTe.

EMmKocTu ans c6opa

obpasua  obpasue» CneupnasnbHble ycnosus
CbiBOpOTKA Mpo6upkn gna 3awmulaiite oT cBeTa.
KPOBM CbIBOPOTKM KpoBY (C

pasfenuTenbHbIM reneM
nnn 6es Hero)
3awyuaiite oT caeta. ™M

o6pasuos He pekomeHgyeTcs
[JonycTumble 1CNonb30BaTb NPOGUPKY,
AHTVKOArysIsHTbI: coaepxalive dropug

HaTpwii/okcanar
Kanus, n3-3a pucka
remonnsa c gaHHbIM
aHTUKoarynaHToM.

NnTuii renapvH (¢
pasfenuTenibHbIM renem
nnn 6e3 Hero)

Hartpwii renapux

EDTA

« [ns whanusatopa He nNpefycMoTpeHa onuus Bepudukaum
TUNOB WCMOMb3yeMbIX 06pasLoB. B 06513aHHOCTU onepaTopa
cUCTeMbl BXOAUT NPOBepka NpaBuIbHOCTU YKasaHus TUMOB
06pasLoB, UCNONb3yEMbIX B TecTe.

AHann3 flaHHbIX CPaBHUTENILHOTO UCCNEf0BaHNSA MaTPUKCOB

JlaHHOB uccnegosaHue nposoannocb Ha cucteme AHCHIBCT ¢

System.

6bI710 NpCloefieHo CpaBHUTE/IbHOE UCCef0BaHNe MaTPUKCOB

CbIBOPOTKM ¥ NMasmMbl KPOBU C UCMOJIb30BaHNEM MeToa

HaVMeHbLLUX KBAApaToB NpU IMHEHO perpeccun B CTEKISHHOM

npo6upke AN CbIBOPOTKMA KPOBM (OCb X) M pasHbIX TUMOB NPO6GUPOK

(ocb y).

MNsaP>mBulan8 Mepecsussiae

(ffig/dL) (liiiuVIl

0.9999 1.00 -0.01 -0.17

TK8 npo&ipui Kan-8o koppubiuss Humun
CblBopoTka thosn 30
C pa3BMMTO/NbHLIM

ranem (S6T)

Mnasva kposK ¢ K2 30
EDTA (6e3 retw)

Mnasva KpoBK ¢ 30
WTUIA renapyHoM

(6es3 rers)

Mnasva kposm ¢ 30
NINTIA renapyHom

(Mnasma kposm ¢
paspermTeNbHbM
renem-PST)

Mnasma kposw ¢ 30
HaTpwii ren MHoM
(6e3rers)

0.9995 107 -0.15 -2.57

0-9998 100 -0.01 -0.17

0.9999 100 0.00 0.00

0.9999 0.99 -0.01 -0.17

CocTosiHme o6pasLos

¢ Yro6bl NONYYMTb NPaBU/bHbIE pe3ynbTaTbl, 06pasLbl
CbIBOPOTKN W NNa3mbl KPOBU CreayeT oTAeNnUTb oT mbpuHa,
IPUTPOLMTOB U APYrux TBepablx YacTuy. ObpasLbl CbIBOPOTKY
KPOBW NauMeHTOB, NOJYyYaloLUX aHTUKOAryIALUUOHHY0 1Un
TPOMBONMTMYECKYIO Tepanuio, MOryT cogepxatb ubpuH B
pesynbTare He3aKOHYEHHOro 06pa3oBaHUsA Cr\rrKoB.

« [lns nonyYyeHns TOYHbIX Pe3y/bTaToB 06pasLbl Naa3Mbl KPOBU He
[O/MKHBI cofiepXaTb TPOMOOLMTBI 1 Apyrve TBepAble YacTuLbl.
Y6epanTech, 4TO TPOMOOUWTBI YAaneHb! LeHTpUyrupoBaHnem.

. PeKOMeHAyBTCﬂ Mcnonb3oBaHne 04aopas3oBbiX NUNETOK
1 HaKOHEYHWKOB A1 NUMNETOK ANA NpeAoTBpaLleHns
NepekpecTHOW KOHTaMuUHaLUK.
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McwrotoBka K aHa/IN3y

« CnepyiiTe UHCTPYKLMSIM U3rOTOBUTE/ISt NPOGUPOK A/1s c6opa
06pasyoB. Mpn NoAroToBke 06pasLOB K TECTUPOBAHNIO
rpaBUTALMOHHOTO pa3feneHns HeJoCTaTOYHO.

* O6pasupl He [OMKHbI COAEPXaTb My3bIPbICOB BO3AyXa.
YAW)nTB Ny3bipbkit annankaTopom Ao Havasia TeCTUPOBaHMS.
Vcnonb3yiiTe HOBbI annamkaTop A kKaxaoro oépasua, 4Toob!
u3bexartb NepekpecTHOW KOHTaMMHaLmuu.

[Ns nony4yeHK» COrnaco”HHbIX pesynbTaToB PeKOMeHyeTcs

npoBoAnTb NOBToiM0s LekTpudyrpoELwHne 06pasLos nepes

TeCTMpOBaHUeM, ecnu

*  OHM cofepxarT (PUOPUH, 3PUTPOLMTLI AN Apyrie TBepAble
YyacTuupl.

MPUMEYAHWE: Ecnv 06pasubl cogepxat mbpuH, 3puTpoLuThbl

Unu gpyrue TBepfple YacTulbl, NepemeLLaiite ux Ha BopTekce

Ha HU3KOI CKOpOCTM WK nepeBepHyB 10 pa3 nepez NOBTOPHbLIM

LeHTpUdyrmpoBaHuem.

XpaHeHve o6pa3uos

MakcumansHoe
TVin o6pasua Temneparypa BPLISA XpaHeHus
CbiBOpOTKa/Nnasma 20 - 25*C 1 neHb'2
KpoBn 2-8C 7 aHeiint
-20'C 6 mecsAueB®' '*
-80*C 6 mecsauyes”

O6pasLbl HeO6XOAMMO XPaHUTb B 3aLLMLLEHHOM OT SPKOTO CBeTa
MecTe, Tak Kak 6unupybmH paspyliaeTtcs Ha ceety.M

M36eraiiTe MHOrOKpaTHbIX LMK/I0B 3aMOPO3KU/Pa3MOpPO3KK.
Guder 1 /cb. peKOMeHAYIT XpaHUTb 3aMOPOXEHHbIE 06pa3Libl Npu
>20*C He NpeBbIllas ykasaHHblii Bbllle BPEMEHHOI AnanasoH. M
BBuay orpw”vyeHuii paboTsl 1abopaTopHOro 060pya0BaHUs
KNMHUYecknm nabopaTopusiM He06X0ANMO YCTaHCIOUTb
TEMNEePSINYpPHbIA TMMUT XpaHeHWsi 06pa3LoB NpUGAN3uTENbID -20°C
n/vnn -o *C.

XpaHnuBLunecs 06pasLbl AO/MKHbI ObITb NPOBEPEHbI Ha Hannyne
TBEpAbIX YacTul. Ecin B o6pasuax npucyTCTBYIOT TBEpAble
yacTuubl, nepes TeCTMpoBaHNeM nepemMeluaiite o6pasLbl Ha
BOPTEKCE Ha HW3KOW CKOPOCTU WK MepeBopaunBas Npo6upku, a
3aTeM LEeHTpudyrnpyiite o6pasLpl, YTO6bI yAaUTb 3TN YaCTULLbI.
1MHCNOpTUpPOBKa 06pasLoB

YnakoBbiBaiiTe N MapkupyiiTe o6pasLbl B COOTBETCTBUN C
rocyiapcTBEHHbIMU, hefepasbHbIMU U MeXAYHrchoAabIMU
Tpe6GoBaHUAMW N0 TPAHCMOPTUPOBKE KIMHUYECKMX 06PasLIOoB U
VH(EKLIMOHHBIX BELLECTB.

| nPouEaYPA

MpepocTasrisieMble MaTtepuasibl

04V51 Bunupy6uH o6wuii Pearentsl (Minify ¢ Total Bilirubin Reagent
Kit)

Heob6xogumble, HO He NpegocTaBNsAeMble MaTepuanbl

« Alinity ¢ Total Bilirubin (BLU Tolll) chaiin Tecta

« 08P6101 Bunupybun Kanubpatops! (Alinity ¢ Bilirubin C*lbrator

* KomMmepueckue KOHTpONM, cofepxallyne 6unmpy6uH

« usnonornyeckuii pacteop (0.B5 - 0.90% NaCi) /urs
pasBefieHns obpasLia

VHhopmMaumio 0o matepranax, Heo6xoauMbIx s paboTbl

aHanusartopa, cMm. B PykoBogcTBe no akcnnyatauuu Alinity ci-series.

Pasgen 1

VHdopmaumio 0 matepuanax, Heo6xoAnMMbIX Ana npoueayp

TEXHUYECKOro 06CyXMBaHWsA, cM. B PyKoBOACTBe MO aKCnayatauum

Alinity ci-series. Pasgen 9.

Mpoueaypa aHannsa
Mogpo6bHoe onucaHne npoueaypbl NpoBeAeHusa Tecta CM. B
PykoBogcTee no akcnnyatauum Alinity biseries, Pasgen 5.
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¢ VHdopmauyuio 06 obecneyeHnn JOCTATOYHOTO o6bema obpasua
nauueHTa npyu UCMosib30BaHNN NEePBUYHbIX U aTMKBOTHBIX
npo6upok cm. B PykoBogcTse no akcnayartauum Alinity ci-serles.
Paspgen 4.
¢ YT1("bl MUHMMUN3MPOBATb 3hPeKTbl UCnapeHns, nepes
nposefeHnem TecTta ybeanTech, YTO B Yalleyke Ans o6pasLos
NpUCYTCTBYET AOCTATOUHbI 06beM obpasLa.
¢ MuHUManbHbI 06beM 06pasua:
--  O6bem obpasua Ha kaxgblil TecT: 2.8 pL
MPUMEYM?MME: B *3aHHOB KOMMYECTBO HE BXOAUT
MepTBbIii 06bEM 11 [JOMOHUTENbHBIN 06beM /1 acnmpauum.
MonHyto nHcopmaLmio o TpeboBaHMsX Kk 06beMy obpasLia
cM. 8 PykoBogcTBe no akcnnyatauuu Alinity cl-serles,
Paspan 4.
¢ VHchopmauwio 0 NOAroToBKe KasimbpaTopoB U KOHTPO/ER cM.
B MHCTPYKLWW MO NpUMEHeHN0 kK Bunupy6uH Kannbpartopam
(Alinity c Bilirubin C/torator Krt) n/unu B MHCTpyKLUuUn no
NPUMEHEHNIO K KOMMEPYECKNM KOHTPOMAM.
*  VHbopmaumio 06 o6LLMX ONepLI*MOHHBIX NpoLeaypax CM. B
P~oBopgcTBe no akcnnyatauum Alinity cPserles, Pasgen 5.
e [Ins JOCTUXEHWsi ONTUMasIbHbIX Paboumnx xapakTepucTuk
B&XXHO CneAoBaTh CTaHAAPTHbIM NpoLeAypam TeXHU4YeCcKoro
06C/yXVBaHUA a COOTBETCTBUK ¢ PAOBOACTBOM MO
akcnnyatayun Alinity ci-series. Pasgen 9. Ecnv npasuna pabotsl
B Ballleil 1aboparopun TpebyIoT 6oslee YacToro TeXHNYECKoro
06CNyXNBaHUA, CnefyiiTe NPUHATON NpakTuke.
Mpoueaypbl passefeHnsa o6pasLoB
O6pasLbl CO 3HaYeHNeM KOHLEeHTpauun obuiero 6unmpybuHa 6onee
25.0 mg/dL (427.5 pmoi/L) nomeyatoTcs kogcsm “> 25.0 mg/dL"
("> 427.5 pmol/L") n moryT 6bITb pa3BefieHbl C UCMOb30BaHnem!
NpoTOKO/a aBTCTAaTUYECKOro pasBefeHr st Uu npoLeaypbl Py4HOro
pasBefieH
MpoTokoN aBTOMAaTUYeCKOro pa3BefjeHus
Cwuctema pa3Boaut obpasey, B nponopuuun 1.5 nan 1:10 n
aBTOMAaTUYECKM PACcCUUTLIBAET 3HAYEHME KOHLelpaLumn. yMHoXas
pe3ynbTaT Ha COOTBETCTBYIOLMI (DaKTOp pasBeseHus.
Mpoueaypa py4HOro passefeHns
[na passefeHns obpasiia UCMosb3yiiTe husnonorniecknii pacTsop
(0.85 - 0.90% !YaCl).
Onepartop Jo/mKeH BBECTM (haKTop pasBefeHUs H aKpaHbl 3akasa
nauueHTa UM KoHTpons. Cuctema GyAeT UCMO/b30BaThb JaHHbI
chakTop pasBefeHns [as aBTOMAaTNYecKoro pacyeTa KOHLeHTpaumm
ob6pasua n cooblieHns pesynbrara.
Ecnu onepartop He BBeN hakTop pasBefeHunsi, Heo6X0ANMO
YMHOXWUTb pesy/ibTaT Ha COOTBETCTBYIOLMI (hakTop pasBefeHus [0
coobLUeHnst pesynbTaTa. Ecnn pesynstar passefeHHoro obpasta
MEHbLLUE HWXHEro 3Ha4YeHus nHTepsana namepenns 0.1 mg/dL
(1.71 pmol/L), He coobLiaiiTe 3TOT pesynbTar. MNoBTopUTE TECT,
UCMO/b3ys NpaBuibHOE pasBefeHie.
MogpoGHyto MHhopMaLmio 0 3akase pasBefieHunii M. B PykoBoAcTBe
no akcnnyatwgum Alinity ci-series, Pasgen 5.
Kann6poska
WVIHCTpYKLMM O NpoBefieHn KannbpoBku cM. B PykoBoACTBE Mo
akcnnyatauum Alinity ci-sen” Pasgen 5.
Kanu6poska octaeTtcs CTabunbHOWM B TeYEeHUe NpUBAN3NTENbHO
14 pHeit (336 yacoB), HO ee HeO6XOAMMO NPOBOAUTL C
BBE/IEHMEM Kax/0ro HOBOTO HOMepa Cepun peareHTa.
MpoBepbTe KAMBEP<»0UHYI0 KPUBYIO C MOMOLLBID He MeHee 2
YPOBHeli KOHTpOsIell B COOTBETCTBUM C YCTAHOB/IEHHbIMM Balleit
na6opatopueii Tpe6oBaHNe!MM KOHTPO/IS kavecTBa. Ecnu pesynbrarsl
KOHTpO/EN LUAXOASAT 33 PaMKU YCTaHOB/IEHHbIX ANANa30HOB, MOXeT
notpe6oBaTbCs MOBTOPHas kaMbpoBKa.
MoxeT notpeboBaTbCs NOBTOpHas kanbpoBka TecTa nocne
npoLefypbl TEXHUYECKOTO 06CNYXKMBAHWS OCHOBHbIX YacTeil
CUCTEMBI UM ee KOMMOIOHTOB WK Moc/e NPoBeAeHUs CePBUCHbIX
npoueayp.
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npoueaypbl KOHTPOJISA KayecTBa

Mpwn HeoB)loAUMOCTY NPUMEHEHUS [OMONHUTENBHBIX TPe6oBaHWii

K K<KTPOJIIO KauyecTBa 1 NOTEHLMasbHbIX KOPPEKTUPYIOLLNX Mep

cnefyiiTe cTauapTHO(bIM) onepaLnoHH»1(biM) npoueaype(am}

Balleil na6opaTtopun n/mnm nnaHy obecneyeHnst kKayecTsa.

*  Kaxpble 24 yaca [O/KHbI TECTMPOBATLCS fjaa YPOBHSA KOKTposei
(HOpMasbHbIA 1 aHOMASbHBI).

« Ecnu npouepypsbl Balueii na6opartopumn TpebytoT 6onee
4acTOro MOHUTOPWHIA KOHTPO/A KayecTBa, criefyiiTe NpUHATON
npakTuke.

m  Ecnu pesynbTarbl KOHTPO/IA KayecTsa He COOTBETCTENOT
NPUHATBLIM KPUTEPUSAM, YCTaHOB/NEHHbIM Balleli nabopaTtopueit,
3HauYeHUsl pesy/bTaToB TECTMPOBAaHWS 06pa3sLoB OT NaLuneHToB
MOTYT GbITb COMHUTENbHBIMU. CreayiiTe NPUHATLIM Ballei
na6oparc et npcHaesypam KOHTPons kadectBa. MoxeT
notpe6oBartbCcsi NOBTC HaA kanubposka. VHhopmauuio
06 ycTpaHeHun HeucnpaBHocTell cM. B PykoBogcTBe no
okcnnyaTauuum Alinity ci-seiies, Pasgen 10.

« T[ocne 3arpy3ku B cucTaltly HOBOI cepum peareHTa unm
KasmbpaTtopa nNpoBepbTe pe3ynbTaTbl KOHTPO/S KayecTsa u
KpUTEPUM NPULLNMOCTH.

Mcnonb3oBaHne KOMMepUecknx KOKTposeli JO/MKHO NPoBOAUTLCS B

COOTBETCTBUM C PYKOBOACTBAMU U PEKOMEHAALMAMK U3roTOBUTENS

KOHTpONSA. [lnana3oHbl 3Ha4eHUit KOHLLEKTPLUAWIA, YKa3aHHble B

MHCTP MU NO NPUMEHEHUIO K KOHTPOJIIO, HOCAT UCKOYNTE/IBHO

pekomMeHAaTebHbIN xapakTep.

Mpu ncnonb3oBaHUM NO6GOro KOHTPONLI4Oro MaTepuana nabc atopus

[OMKHa y6eanTbCsl, 4TO MaTPUKC KOHTPONLHOTO MaTtepuana

NpUroAeH Ass UCNoNb3oBaHKs B TECTE B COOTBETCTBUM C

VHCTPYKLMEV Mo NMPUMEHEHWIO K TeCTy.

PTcomeHgaumu no npoleaype KOHTPO/SA kayecTBa

Pekome’wauumn no npotegypam KOH 018 kayecTsa flaGopatopuu

cMm. B “Baeic QC Practice8%James O Westgard, Ph.O™

MoaTBep>1lcaeHn« 3asBNEHHbIX XapakTepucTuk Tecta

MpoToKonbI ANst NOATBEPXA S 3asB/IEHHbIX B UHCTPYKLMN

no NPUMEHEHUI0 XapaKTepUcTUK TecTa cM. B PykoBoacTee

no akcnnyatauun Ailnity ci-series. Pasgan "lMogTeepxaeHue

3asB/IeHHbIX XapaKTepuUCTUK TecTa*.

| PE3YNLTATBI

Pacuer

Tocr Alinity ¢ Total Bilirubin ncnonsayet metoa nu»«iiHOro
npeo6pasoBaHUs AaHHbIX /151 NOSyYEHNs1 KaNMGPOBKA 1
pe3ynbTaToB.

WHhopmaLyio 06 anbTepHaTVBHbIX eUHNLAX N3MEPEHUs
pe3ynbTatos Tecta cM. B pasgene NMPOLIEAYPA PA50TbI
HA AHAJTIN3ATOPE, "AnbTepHaTuBHbIE eAVHULbI U3MEPeHNst
pesynbTaToB" fAaHHOW MHCTPYKLMM NO NPUMEHEHWIO,

dnarn

Pe3synbTarbl HEKOTOPbIX TECTOB MOMYT COMNPOBOXAATLCA
uHhopmauueii B none "dpnaru*. OnucaHune naros, KOTopbie MOryT
nosBNATLCA B 3TOM none, CM. B PyKOBOACTBe no akcnayartauumn
Alinity ct-serlea, Pasgan S.

VHTepBan namepeHus

VHTepBan n3MepeHns onpefensietcs kak AnanasoH 3HaueHuii B
mg/dL (pmol/L), KoTopblii COOTBETCTBYET rpaHuLaM Npuemnemblx
pabounx xapakTepuCTuK ANsi IMHEAHOCTN, BOCNPOU3BOANMOCTMY 1
OTK/TOHEHWSI.

WHTepBan namepenus tecta Alinity ¢ Total Bilirubin coctaBnset
0.1 - 2S.0 mg/dL (1.11 « 427.5 mT01/1),

| OrPAHWMYEHMS MPOLELYPbI

O6pasLpl 0T NauyEHTOB, NPOXOAALMX AMATHOCTUKY C NPUMEHEHNEM
vHAoUMaHuHa 3eneHoro (UL3), pMoMeHayeTcst uccnefoBaTb nocre
BbiBeAeHus VILI3. lononHWTeNbHy HhopMauuo CM. B pasgene
*MiHTeptbepupytoLve Bewectea".'®
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[nsi 06pa3uoB ¢ HKU3KOM KOHUEeHTpauumeli Gunupy6rHa nnm c
npeo6nagatoleil hopMoli KOHbrMPOBaHHOTO 6UNUPY6KHA TecT
Direct BllirubHi moxeT coobwiaTe 60nee BbiCOkMe pesynbTaTbl, Yem
TecT Total Biilrubin. B nogo6Hoii cutyayum coobuiainte pesynbTatbl
TecTa Total BlLUwbIn kak gna Tecta Total Bilirubin, Tak n gna Tecta
Direct Bilirubin.

Moapo6Hyto nHchopmauuto cm. B pasgenax CBOP OBPA3LA U
MOATOTOBKA K AHA/IN3Y n CMNEUVNPUNYECKUNE PABOYVE
XAPAKTEPUCTWIKW faHHOW MHCTPYKLUM MO NMPUMEHEHUIO.

| OXXNAAEMbIE 3HAYEHWS

Kaxgoii na6oparo(HM pekoMeHayeTcs ycTaHaBIMBaTb COGCTBEHHbIN
pedhepeHcHbI AnanasoH, OCHOBaHHbI Ha cneunduke pernoHa n
XapakrepucTukax nonyssumn.

PedepeHcHbIi gnanaxx
CbiBOpOTKa/nnasma Kposm

Jvanasbk ;L»n30H
(ms/BL)
Bapocrbe” 02>12 3.4.20.5

MoaTBEpXAatoLLEee UCCBAOBLLLYE NPOEOrpotCh A/1st TecTa Total
Bilirubin (Kat. Ne 6L45) Ha cucteme ARCHITECT ¢ System ¢
1CMonb30oBaHneM 26 06pa3LoB CbIBOPOTKM W Miasmbl KPOBY,
NoNyYEHHbIX OT B3POC/bIX J06POBO/IbLEB. [laHHble UccnefoBaHNA
6bINV NpOLIaNManpoBaHbl B COOTBETCTIOM ¢ npoTokonom CLSI
NCCLS C2B-A3C.’®WccnepoBaHne nokasano, 4to 96% pesynbtatos
Haxoaunuch B goanasoHe 0.2 >1.2 mg/dL, uTo noaTBepXAaeT
pechepeHCHbI AnanasoH y B3pOC/bIX NaLWeHTOB.

LLmmaoi [lnariaaon
TT) (limoV1)
HenpHOLLBH/bIE HOBOPOX(IEHHbE (CbBOPOTKALKPOBH}™
< 24 vacoB <80 <1368
< 48 vacoB < 120 <2052
3¢ 01l <150 < 2565
7Ten <15.0 < 2565
JIoHOLLEHHb B HOECKIOKIEH/BEE (CbBOPOTKA KPOBU)™
< 24 Yacos <60 < 1026
<48 vacoB < 100 < 171.0
3-6aHeit <12.0 < 2052
IpHeit < 100 <Wwao

JlononHuTeNbHy MHPOPMALWIO O 3HAYEHUAX HEOHATasIbHOrO
6unMpy6nHa cM. pekomeHAaun AMEpUKaHCKol akagemun
neguatpun, Menagemenr of Hyperbilirubinemia In the Newborn Infant
35 or More Weeks of Gestation.™

m CMEUNPUNYECKNE PABOYUE
XAPAKTEPUCTUKN

B /laHHOM pasfesne npeAcTaB/ieHbl laHHble N0 penpe3eHTaTUBHbIM

pa6ounm xapakTepucTukam. PesynbTarsl, MoslyyeHHbIe B OTAE/bHbIX

naGopaTopusix, MOTyT OTIMYATLCS OT NPUBEAEHHbIX JaHHbIX.

Ha aHanu3atope Alinity ¢ n cucteme ARCHITECT ¢ System

VCMOMb3YIOTCSA OfHU W Te Xe peareHTbl N COOTHOLLIEHUs o6pasua/

peareHTa.

Ecnu Ha ykasaHo gpyroe, Bce UCCNefjoBaHust NPOBOAUINCH Ha

aHanusatope Alinity c.

BocnponssogmMmocTb

Bocnpon3BogumMocTb BHYTpY laGopatopumn

Bbl10 NpoBeAeHO UccnefoBaHe B COOTBETCTBUN C

promMBHAAUMAMU aokymeHTa EP05-A2 CLSI™M Bbino npoBefeHo

UNKefoBaHue ¢ UCMosb3oBaHeM 1 cepun BUnmpyGuH obLumii

PeareHToB (Alinity ¢ Total Bilirubin Reagent KK), 1 cepun Bunmpy6uH

Kanu6patopos (Alinity ¢ Bilirubin Calibrator Kit) n 1 cepun

KOMMepYecknx KoHTponeit Ha 1 aHanuszatope. 1bn KOHTPONs 1

1 naHesnb CbIBOPOTKW KPOBW TECTUPOBA/INCH HE MeHee YeM B 2

noBTopax 2 pasa B ieHb B TeueHue 20 gHei.
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BocnpMUiaAiluocn

Brymueepumn  tNyrpi m6spundumn
{O6Bun)'
O6paszet| =0 (mg/dL) xO Y%KB Ko %KB
PtKTponb, yposerb 1 12Q 0.7 001 13 QQl 13
tomponb, ypoesb 2 120 28 0.02 09 0,03 09
KOHIpQHD, Axw Hb 3 120 59 0.05 08 0.07 13
MBHTH 120 154 0.07 04 014 09

" BkniouaeT BapnabenbHOCTL BHYTPU CEPUN, MEXAY CEPUAMU ¢
MeXAy AHAMU.

BocnpoumribiMeeTs

BHyTp1 cepun  enyrps nH6opeTopum

Kon-  CpegHee (MBUTEPHUMOCTB) (O6wm)*
O6pmBL, BO CKO % KB ouw %KB
KoHTporb, ypoB&rb 1 120 120 018 13 016 13
KoHTponb, ypwinks 2 120 478 041 09 043 09
KOHTponb, ypnkeHb 3 120 1015 081 08 127 12
nwesb 120 2629 113 04 235 09

" BkntovaeT aapnab”bHOCTb BHYTPU CepuU, Mexay Cepusimmn un
Mexay AHAMU.

HuskHne rpaHn¥bl nsmepeHuns

Bblno NpoBefieHo MccefoBaHe B COOTBETCTBUN C
pekomeHgauuamu fokymeHta EP17-A2 C13(A WccneposaHue
NpOBOAMUMIOCH C WUCMOMb30BaHeM 3 cepuii BUnmpy6uH o6Lmnii
PeareHToB (AJtntty ¢ Totai Biiirubm Reagent Kit) Ha 2 aHanusaTopax
B TEYEHNe He mMeHee 3 Hanbonee Bbicokne 3HaYeHUs
npegena 6naxka (MNb), npege”w o6HapyxeHusa (MO) u npegena
KONM4ecTBeHHoro otpesenerns (MKO) npuBeAeHbl HUXe.
PenpeseHTaTuBHblE [iaHHbIE NPEeACTaBMEHbl C YHETOM HUXHA
rpaHuLbl MHTEPBasIA U3MEPEHUs.

n~dl pTbl/L
ne* 0.02 034
no 004 068
fw <01 <171

« B onpepaeneH kak 95* npouemMTunb No pesynbTataM

1ccnefoBaHNs 06pasLoB C Hy/IeBOW KOHLEHTpauvei wiwtuta B n

i. 60 noBTOpax

A MO onpefieneH kak camMast HU3Kasi KOHLeHTpaLus, npy KoTopoii

aHaNIUT MOXET GbIThb BbISBNEH ¢ 95%-11 BEPOATHOCTLIO NO

pesynbTaTam UccnefoBaHns 06pasLoB C HU3KUMMW YPOBHAMM

KOHLUeHTpauum 3anmTa B N 60 noBTopax

A THOO onpefienieH Kak camas Hu3kas KOHLeHTpauus ¢

MaKCHMasbHO OoNyCcTUMO BOCNPOM3BOAUMOCTbLI0 20 %KB.
[laHHoe 3HayeHue sBnsetca MO, NonyYyeHHbIM Ha aHanusaTope

AACHILCT System. MKO, nonyyeHHblii Ha cucteme Allnity c,

noATeepxaaeT ykasaHHoe 3HayeHue [MKO.

JInHeliHoCTb

BbU10 NpoBe/ieHO UcCefjoBaHNe B COOTBETCTBUM C

pekomeHgaumamMn gokymenta E fA6-A CLSIM

JINHeHOCTb JaHHOTO TecTa COXpaHsieTcsl B MHTepBasle N3MepeHust

0.1 - 2S.0 mg/dL {171 - 427.5 Mfnoi/L).

NHTepdepeHums

[JlaHHoe nccnegosaHve nposoaunock Ha cucteme AHCHMBCT ¢

System.

MoTeHUManbHO MHTephepupytoLiMe BellecTa

Bblfo NpoiifieHo uccnefoBaHve B COOTBETCTBUN C

pekomeHgaumaMn gokymeHta EP07-A2 CLSL*®

ScpchekTbl MHTEPEPEHLIMM ONpeensich C NMOMOLLbI0 METOZOB

peakuuu Ha 03y W NapHbIX pasnnuunii Ans ABYX UHTEPBA/IOB

TecTuposaHus. BbCtog 3HaYeHus 3a npegesnsl guanasoHa B t10%
wm +0.3 mg/dL oueHMBaeTCcs Kak 3HaunTesIbHas UHTepdepeHLys.
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Kmuwsutpams O6LLpii GUnpy6IH
vivrepchepmp-
MoTeHupariHa BeLLeCTBe Liasiesm
Uirmeprpyiowms  CreHggpiible  aHadekHs  He6rmuwesmoe  He6niogeemoe
eennctea e[0THLbI (mgy/dl) (ffift/dL) {%)
BmoTabuH 1000 moftJL 107 113 105
2000 mg/dL 107 109 101
1000 mg/dL. 14,08 w1 100
2000 my/dL 14.08 14.07 100
Neparviigs! 750 ma'dL 127 157 123
1000 mg/dL 127 178 140
750 mg/dL 16.50 16.62 101
1000 mg/dL 18.50 16.61 101
ViHmyau 0.175 mmow- 132 159 120
"Hpokenneynbear) 0,200 mmolil - 1.32 165 125
0.750 mmol/I 16.01 16.83 105
1.000 mmol/L 16.01 16.98 106
VHpoouviaHvH 18.8raa/l 153 177 115
aBErbit 25.0mglL 153 185 21
75.0 mg/l 14.27 1518 106
100.0 mg/L 14.27 15.46 108

* 3HayeHVs1 B NPOLEHTaX OKPYI/EHbl 40 LesbiX Yncen.

KoHu1HTpBLMA

vioBpchep.
MoTeHupaLLo BEUUCTM Lienesoe
HuTkhbe|wpyumle  AnbTepmateubie 3KBYBKVB  HBGtosaemaa Habnoammoe

NewuHii GUIKpy6BH

meujease enHLB! (paiM) (iraraH) (*)e
TevoroGH tOe/L 18.30 19.32 105
20g/L 16.30 1164 101

1on/. 240.77 24128 10Q

200 240.77 240.60 10Q

VHparvigp! 7500 2172 26.85 123
l0g/L 2172 3044 140

7504, 262.15 284.20 100

10gL 28215 284,03 100

HOVKaH 0.175nuol- 2257 27.19 120
(Wpooroyneden 020070yl 2257 2822 125
Q7ML 273.11 287.79 105

1000nmo)L. ~ 273.11 290.02 106

VHpouyaHH 24.2pmoVL 26.16 30,27 115
el 23pmoil 2616 3164 7l
B8PVl 24402 259,58 106

1290pmoll  244.02 264.37 108

* 3HayeHUst B NPOLIEHTax OKPYr/eHbl A0 Lie/bIX Yncer.
WHTepdepeHLyst nocapCTBEHHbIX NpenapaToB Un 3HA0TEHHbIX
BELLEeCTB MOXET OKasblBaTb B/IUSHME Ha pe3ynbTaTbl TecTa.
CpaBHeHne MeTo0B

Bblo NpoBefieHO UccneoBaHne B COO-raeTCTBUM C
pekomeHgauuamu gokymeHta EP09-A3 C151" ¢ ncnosb3oBaHMeM
meTofa perpeccun Passing-Bablok.

Xoech

Kon- (wppens* [Avienaaom
Elw«bl BO UHK MepocBuBniiB HBKABH KBML,

Alinity ¢ Total Cbiggoonca mg/dL 116 100 0.00 100 0.2-214
BUin%ine  Kpoen Mrbil 116 100 [oJes} 100 34-3651
ARUHFTErT CbiBopotka mgdL 51 100 0.00 101 02-204
Total BlLvbin POB/ pmoll 51 100 0.04 101 34-3480
(Kat. W Hoeopo-
6L45) KOEHHBIK
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* B KayecTBe pasfenutesnsi TbICSY Ucnonb3yeTcs npo6en (npumep:
10 000 06pa3uioB).

* B KayecTBe pasfenutesnsi JecATUYHbIX 3HAKOB UCMO/b3yeTcs
Touka (npvmep: 3.12%).
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NMPUNOXEHUE

It UHCTPYKLWW MO Mpumerernio Bunmnpy6uH o6wmii PeawmnTel (Atfroty ¢ Total Billnjbin
Reagent  ans Poccun

TPAHCIMOPTNPOBKA

W3aenne pelomMBHAYBTCA  Tpa’kaTopTupiate npu TBM apeTypBe Z'S'C B
TEPMOKOHTEHepax 04MoPas’0BCKO NOMOBANMS, COABPXANLLX XN1303NBMEMTbI, W/N
I TEPMOKOHTEliHepax  MKMTU(ATHOTO — MPUMEHEHWs C  aBTOMATMYECKV
w3auBpXIWBaBHOK TeimepaiY poft unn m aBTopechpwxepaTopax C UCMONb30BaHUEM
TepmouH;pkaTopos. Hagenus ocTaatcs CraGHMbTUM/0 OKOH><aHMH tp 0 i» FO;pn>CcTu,
YI03LEIr0 He YNakosko. Mpu TPaHCNIOPTMPOBAHUN C HAPYLLIEHVEM TeMNEPaTypHOro
pexuma nsgenne He MOANEXMUT MpUMeHeHMo. TPaHCNOPTUPOBKa OCyU \CTansBTCs
BCEMW enfjakm N>BHCMOPTA B KPbIThIX TPAHCMOPTHBIX CPB/NeTBax a cioTULTC!BUN C
NPEBUIMAM NBPE«O3KY FPY30B, EVICTBYIOLIMMM Ha KXXOM BUAE TPaHCMopTa.
FAPAHTUWHBIE OBA3ATE/NLCTBA

TMpouaaoauTens (apLuTMPYeT, 4T NPY NPaBUILHOM XPaHEHUN 1 06PALLEHIN U3fenne
0CTaeTCA CTabUNbHLIM 10 UCTEYEHIS CPOKa FOA00CTU. MakcumarnbHbIi cpok XPdeTn
MeauuMHCKOTo u3aenus He Gonee 10 mecsues ¢ gaThl npousaoAcrsa. Vpenve,

XpaHMBLUEECA C HOLW €HUEM penTaMEeHrMpyBaHMUIO MPOU3BOAUTBITEM pexnuma,
MPUMEHEHMIO HE NOANEXUT.

TEXHWNYECKOE OBCNY>XNBAHWE

He TpebyeTcs.

TEKYLWWA PEMOHT

He Tpe6)~rcs,

AAHHBIE  And YTUNN3ALN N YHWUUTOXEHNA
MEAVNLIMHCKOIO U3AENUNA

Meauuubiokoe u3aenue YTunma’pyioT i YHUUTOXal0T B COOTBETCTBUM C N[*unamu
o6pallleHnss C  MEAULMHCKUMU  OTXOAaKXK, —pernameHTupylowmmucst  Canrlre!
2.1727KM 0 ot 12122010 «CaHuTapHO-3nMaBMX)NoMuBckuB TpeGoBaHus K
06paLLEeHNIo C MEAULIMHCKIMI OTXOAEMM».

Hiio6koavMO crienoBath vauvomanbiblM cTaHAapTaM n{aa nepejaye 1 yTHNM3ALLLW
VaACILMS. €10 KOMMOHEHTOB 1 YTBIOBKM.

MEPEYEHb CTAHAAPTOB, KOTOPbIM COOTBETCTBYET
MEAVNLUMNHCKOE USAENNE

Petameut EC 1907/2006 (REACH) B aeiiceyiowel peag)wum, 98 7S/EC.
1999M5/EC. 1272/H008EC (CLP) c roagheiiwnNd nciopaekamn. CLASS 2013 (c
nonpasmmuu). WHSR Yacts 7,1 (c nonpmkenu), EN ISO 9001, ISO 13485IM16, ISO
149/1 (3««eaneHTEN ISO 14971:2012), EN ISO 18113-1, EN ISO 18113-2, EN ISO
18113-3, EN 13641, EN 980. EN ISO 15223-1. EN ISO 15223-Z ISO 80000-1
MOTEHUMANbHbBIA MOTPEEUTE/b

MegauuuHckoe usaenve Bunupy6tor o6wmii Pearentsl (Alinlly cTobl BlmblnRecent
Kit) npBAHA3HEUEHO A5 MOK/b30EAHNS B Pa3NuHbIX KIMHNIO>NE60PATOPHBIX
YCNOBUSAX, BKAOYast, 63 (KpaHUIeHN, GOrB>HILbI 1 1a6OPATOPIK, NePCOHa KOTOPbM
npoLen o6y4yeHune no ucronb3oBaHuo aHanusartopa Allinity 1.

NH®OPMALINA O HANNYW B MEANLIMHCKOM U3AENNN
NEKAPCTBEHHOIO CPEACTBA

He (xaepxmT

CTEPUNBHOCTb

rocTaBNsieTcs B HECTEpPUIbHOM The. CTepunusauusi nepes ((DUMBHEHUBM He
TpebyeTcs.

NH®OPMALNA (0] BO3MOXHOCTU MOBTOPHOIO
MPNMEHEHNA

He THLLIEXMT NOBTOPHOMY MOKMEHEHMIO.

MATEPUA/Ibl XXNUBOTHOIO MPOUNCXOXAEHNA

Matepuasbl KUBLLIXKSO MPOUCXOXAEHNS MPOBEPEHbI U PUCKM NpUMeHeHns MU
ykasaHbl B MacnopTe 6e3onacuocty. MNacnopta 6030/1aCMOCTA MOXHO HaiATI Ha caiire
www.abbottdlagnoatice.com nnu o6partutech k MECTHOMY NpeACTaBUTESIO.
MOKA3AHUA N MPOTUBOMOKA3AHNA

He npumeHumo.

YCNOoBUNA XPAHEHWA NTNPUMEHEHNA

XpaHeHne MeAVLMHCXOM0 M3Aenust npu Temnepatype oT 2*C o 8*C posixol
OCYLLECTB/IATLCS B XONOANbIbIX WM B WKIOA| , 06BCMeu
pernamMeMTpoBavHbIil  TBMNEpaTy;»lsii pexum ¢ BXeakoBHOM  perucTpauueit
Temneparypel.
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36601T I'M6X & Ko. KT
Maxc-Tlnaur-Puur 2,

Ten: +496122580
®axc: +49 6122 58 1244

65205 BucGanen
n/z 1303, 6501 1 Bucbanen

Tonmucs: /odnucano/ Hara:03 cenmabps 2019 2.
3aman Kxan (Zaman Khan)
3aMecTHTEL AHPEKTOpa
TI0 HOPMATHBHO-TIPABOBOMY PErYIHPOBAHMIO
Peruon EBBA u Iakucran
26601 I'm6X & Ko. KI'
9660t 'ub6X & Ko. KT’
Maxc-IInank-Punr 2
65205 BucGanen-Jenskenxatim
Tepmanus
Teyamy: 3660mm
3660mm I'mbX & Ko. KI"
Maxc-IInanx-Punz 2
65205 Bucbaden/
IOpuanuecxuit appec: BucOanen
Paltonnniit cyn BucSanena HRA 4888 Vnpasnsiomuii:
Hecymp#l nepcoHANbHYIO OTBETCTECHHOCTH XOMOAHLOH: Kpucruan panoy (Kristian Grapow)
3660tT Meneaxment MNm6X Fper AnsGepr (Greg Ahlberg)
IOpunvaecknit anpec: BucGaaen TTpencenarens HAGMOAATENLHOTO COBETA:
Pationnsth cya BucGanena HRA 12889 Xaitme A, Koutpepac (Jaime A. Cintreras)

Hacrommpn  OfHUHARERO YACCTOBCPACTCA
3660trr Tm6X & Ko. KI' Maxc-Tinasx-Psr 2, 65205 BucBancs,
COOCTBLHHOPYHHO NOCTESIT BAIIIECTONIYK) TIOANICS B (IPHCYICTEHY

, 4T¢ rA 3sman Xad

OOANRCABIIEIOCH TIPGACCAATENN MECTHOTO CYXA.
BucGanes, 03.09.2019 2.
MNe B pecotpe 792/19

Nownunn 8 cooreercrenn ¢ [losowennen o clopax 8 pasmepe & capo
oftnaveHa
/nodmucano’

Tipeaceaxtens MECTROO Sy
Hlevamv: Mecmnult ¢y0 2. Bucboden XT* 2/

/moonucano/ 03 cenmabps 2019 2.
3aman Kxan (Zaman Khan)

Texcm & Ooxymenme «KCNAYAMAYUOHHAR OOKYMEHMAYURY KA QH2RUNUCKOM U PYCCKOM A3BIKAX

NOAKOCMbIO cognadaem.

ITepeeod ¢ anzauticxo20 # HeMeyxo20 AIVKOE HA PYCCKUll ALK GLINOAHEH NEPEBOCYUROM

Hlamnesvim Hnvetl Anexceesuuem,

, & 000 LMPMU (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

4



Poccuiickas ®epepaums. Ffopos Mocksa.

[ecaToro ceHTAGPs ABe ThICAYN LeBATHAALATOrO roga.
A, baxTaase 3Anbmupa HOpbeBHa, HOTapuyc r. MOCKBbLI, CBUAETENLCTBYHO CTb
nognucu nepesogunka LlatHeBa Vinbn Anekceesnya.

Moanwvckb caenaHa B MOEM NPUCYTCTBUM.
JINYHOCTb NoANMCaBLLErO JOKYMEHT yCTaHOB/EHA.

3apeructpmposaHo B peectpe: N°77/52-n/77-2019-
B3bickaHo no Tapudy 100 py6.

YnnayeHo 3a okasaHue yCcnyr npaBoBOro M TeEXHUYECKOro xapakrepa; --

ojse
Moanuck
MeuvaTb
Bcero npowHypoBaHo, MPOHYMepPOBaHO
M CKPENnJIeHO neyvyaTblo.... ............. JINCT. #?21®
HOTapUYC..ooceeeeee e )
Moanuce
vieckmne nccnegoBaHua™
b \\\ Meuvatb
Poccu* .®epepauuns. Ffopog MockBa
der .eHTAGPSA ABe TbiCAUM AeBATHaALaToOro roga.
A ’\,q?.e 3]'IbMI/Ipa }OprBHa, HOTapuyc r. MockBbl, cCBNAeTeNbCTBYHO BEPHOCTb KONUK C npeaCTaB/1eHHOIo MHe
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Abbott GmbH & Co. KG
Max-Planck'Ring 2

65205 Wiesbaden

Postfach 1303, 65011 Wiesbaden

Tel. +496122580
Fax +496122 581244

Abbott

I, Zaman BChan, 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 [upekTopa perynsatopHoro otaena Esponsl,
BavmxHero BocToka, Agpukn n [MMakuctaHa 3660TT TmM6x m Ko. K[ (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAWwMM y40CTOBEPAIO,
4yTO Mpunaraemble  AOKYMEHTbI B  HUXENPUBEAEHHOM O06beMe  CTpaHul, SABNSIOTCA
3KCNNyaTauMOHHOW AOKYMeHTaunen. 3T JOKYMEHTbl MOSHOCTbIO COOTBETCTBYHOT aKTyasibHOM
[LOKYMeHTaL MM Npon3BoanTens.

JKcnnyaTauuoHHas — JOKYMeHTauust
documentation for medical device):

oana  meamuuHekoro  wsgenus  (Operational

Habop peareHTOB 47151 KOMIMYECTBEHHOr0 onpefesieHNs o6uero 6unupybrHa B CbIBOPOTKE
MM Nnasmve KpOBWM B3POCAbIX JIOAEA M HOBOPOWLLEHHBIX CMEKTPO(OTOMETPUYECKM
MeTOAOM Ha 6uoxummnuyeckmx aHanmsatopax Alinity ¢ «BunmpybuH obwimini PeareHTbl
(Alinity ¢ Total Bilirubin Reagent Kit)»

Mo TeKCTy 3KCMyaTauMOHHbIX AOKYMEHTOB BCTPEYAlOTCS BapuaHTbl HaMMEHOBaHUA MeAMLIMHCKUX
M3OeNuiA, NpvBefeHHble B Tab/MLE HWKe, KOTOpble SBAAIOTCA CNpaBe/MBbIMA UM PaBHO3HAYHBIMU
(Operational documentation contains the following true and equivalent short names of medical devices
listed in table):

HavmeHoBaHMe  HavMeHOBaHWe MeVULIMHCKOrO U3AEeNMA Ha PYCCKOM A3blKe CokpalLeHHoe
Ha aHrINACKOM HavmMeHoBaHVe (no
A3bIKe TEKCTY [OKYMEHTa)
Alinity ¢ Total Ha6op peareHTOB A1 KO/MYECTBEHHOrO onpeaeneHns  BunmpyouH 06LLMiA
Bilirubin obLero 6unmpy6uHa B CbIBOPOTKE WM nNnasme KpoBu PeareHTol  (Alinity ¢
Reagent Kit B3POC/IbIX nogen n HoBOpOXAeHHbIX Total Bilirubin Reagent
CMEKTPO(hOTOMETPUUECKUM METOAOM Ha Guoxummueckux  Kit)
aHanmszatopax Alinity ¢ «Bbunnpy6uH obwmii PeareHTbl
(Alinity c Total Bilirubin Reagent Kit)»
Alinity ¢ Habop KaimGpaTopoB Ans OGECMEYEHMst MPaBUILHOCTV  BUAnMpyouH
Bilirubin KOMMYECTBEHHOIO onpegaerneHns Gunpy6rHa B chisopotke  Kanmnbpatops! (Alinity ¢

Calibrator Kit

WM Mia3Me KPOBW B3POCALIX NOAE/ M HOBOPOXAEHHbBIX
CMEKTPO(OTOMETPUYECKM METOAOM Ha OUOXUMMWYECKUX
aHanmzatopax Alinity ¢ «Bunupy6uH KanuGpatopbl
(Alinity c Bilirubin Calibrator Kit)»

Sitz der Gesellschaft: Wiesbaden

Amtsgericht Wesbaden HRA 4888
Personlich haftende Gesellschafterin:
Abbott Management GmbH

Sitz der Gesellschaft: Wiesbaden
Amtsgericht Wiesbaden HRB 12889

Gesch”/sfuhrer:

Christian Grapow

Greg Ahlberg

Vorsitzender des Aufsichtsrates:
Jaime A. Contreras
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Abbott

CocTaB (contents):
# Title

1 Instruction for use for Alinity ¢ Total Bilirubin Reagent Kit with
ADDENDUM for Russia.

2. WHCTpyKuMs no npuMeHeHuto bunmpybuH obumii PeareHTsl (Alinity ¢ Total
Bilirubin Reagent Kit) ¢ MPUJTOXXEHWEM ans Poccum.

Signed: 2. Date:
Zaman Khan,

Associate Director Regulatory

Affairs EMEA and Pakistan,

Abbott GmbH & Co. KG. a Abbott

Abbott GmbH & Co. KG
Max-Planck-Ring 2
Abbott GmbH & Co. KG 65205 Wiesbaden
Max-Planck-Ring 2
65205 Wiesbaden-Delkenheim
Germany
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Alinity ¢
Total Bilirubin Reagent Kit

Revised October 2018.

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

H name
Aiinity ¢ Total Bilirubin Reagent Kit (also referred to as Bill Total)

| INTENDED USE

The Alinity ¢ Total Bilirubin assay is used for the quantitation of total
bilirubin in human serum or plasma of adults and neonates on the
Alinity c analyzer.

| SUMMARY AND EXPLANATION OF THE TEST

Red blood cells at the end of their circulating lives are broken down
in the reticuloendothelial system, mainly the spleen. The resulting
heme is converted to bilirubin upon removal of Iron. This process
accounts for about 80% of the 500 pmol (292 mg) of bilirubin formed
dally. Other sources of bilirubin include the breakdown of myoglobin
and cytochrorpes 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 li>«r, bilirubin is conjugated to glucuronic acid (mono-
and di-glucuronides) by the enzyme uridyl diphosphate glucuronyl
transferase to form conjugated bilirubin. 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.

Total bilirubin is the sum of the unconjugated and conjugated
fractions. Total bilirubin is elevated in hepatitis, cirrhosis, hemolytic
disorders, several inherited enzyme deficiencies, and conditions
causing hepatic obstruction.

Neonatal bilirubin quantitation is used to monitor diseases causing
jaundice in the newborn, chiefly erythroblastosis fetalis (also called
hemolytic disease of the newborn or HDN). HON is caused by
maternal alloimmunization to RhD, antibodies involving additional
blood groups, and ABO incompatibility.”

The average full-term newborn infant has a peak serum bilirubin
concentration of 5 to 6 mg/dL (66 to 103 pmol/L). Physiologic
jaundice is seen at serum bilirubin concentrations from 7 to 17 mg/dL
(120 to 291 pmol/L). Serum bilirubin concentrations greater than

17 mg/dL may be pathologic. The primary concern is the potential
for bilirubin encephalopathy or kernicterus. The term “kernicterus”
was introduced in the early 1900s to refer to the yellow staining of
the basal ganglia observed in infants who died with severe jaundice.”
Additional causes of neonatal jaundice are hematoma/hemorrhage,
hypothyroidism, Crigler-Najjar syndrome, obstructive jaundice,
galactosemia, sepsis, syphilis, toxoplasmosis, cytomegalovirus,
rubella, glucose-6-phosphate dehydrogenase (G-6-PDH) deficiency,
pyruvate kinase deficiency, and spherocytosis.M' *
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Bill Total
04V51
G99838R02
B4Vv510

@ 04vs121
m04V5131

| PRINCIPLES OF THE PROCEDURE

Traditional methods of measuring bilirubin are based on the reaction
of bilirubin with a diazo reagent to form the colored compound
azobilirubin. The diazo reaction can be accelerated by the addition
of various chemicals. For example, Malloy-Evelyn® used methanol,
Jendrasslk-Gr6f* used caffeine, and WalterseGerarde” used dimethyl
sulfoxide (DMSO). Modifications of these methods included the
addition of surfactants as solubilizing agents.”

Total (conjugated and unconjugated) bilirubin couples with a diazo
reagent in the presence of a surfactant to form azobiiirubin. The
diazo reaction is accelerated by the addition of surfactant as a
solubilizing agent. The increase in absorbance at 548 nm due to
azobilirubin is directly proportional to the total bilirubin concentration.
Methodology: Diazonium Salt

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

m REAGENTS

Kit Contents

Alinity ¢ Total Bilirubin Reagent Kit 04V51

NOTE: Some kit sizes are not available in all countries. Please
contact your local distributor.

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

04VvSs121 04Vv5131
Tests per cartridge 275 360
Number of cartridges 10 10
per kit
Tests per kit 2750 3600
n 52.9 mL 68.1 mL
16.8 mL 21.0 mL

[*Active ingredients: Surfactants (4.53%), HCI (9.33 g/L).

@ Active ingredients: 2,4-dichloroaniline (0.81 g/L), HCI
(5.563 g/L), Sodium nitrite (0.345 g/L), Surfactant (1.96%).

Warnings and Precautions

L
«  For In VTfro Diagnostic Use
o IIKOKY|

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 br materials that
contain or are suspected of containing infectious agents.\"\*

Abbott



P501

Dispose of contents / container in
accordance with local regulations.

implemented.

* Not applicable where regulation EC 1272/2008 (CLP) or OSHA
Hazard Communication 29 CFR 1910.1200 (HCS) 2012 have been

Tholollowlngwnimandpmuﬂomapplym:@

<o

Contains hydrochloric acid and
potyaxysthylene lauryl sther.

&

14

Causes severe skin burns and eye
damage.

[Mlybo;:onthomm

Keep only in original container.

Do not breathe mist / vapors / spray.

Wash hands thoroughly after handling.

é%i%;ﬁ

Wear protective gloves / protective
clothing / eye protection.

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

The fokowing warmings and precautions apply to: (8] Response
200y P301+P330+P331 F SWALLOWED: Rinse mouth. Do NOT
v, P305+P351+P338 ¥ IN EYES: Rinse cautiously with water
for several minutes. Remove contact
DANGER Contains sodium borohydride, hydrochloric |ienses, if present and sasy to do.
acid, polyoxyethylene lauryl ether, and Continue rinsing.
|polyetiiene glycol octyiphenyl ether. P303+P361+P353 IF ON SKIN (or hair): Take off immediately
H360 [May damage fertilty or the unbom child. all contaminated clothing. Rinse skin with
H314 Causes severe skin bums and eye water / shower.
damage. P310 immediately call a POISON CENTER or
H280 May be corrosive to metals. doctor / physician.
H401* Toxic to aquatic life. P390 Absorb spillage to prevent material
H411  Toxdc to aquatic life with long lasting damage.
effects. Disposal
Prevention P501 Dispose of contents / container in
P201 Obtain special instructions before use. |accordance with local reguiations.
P34 Keop only in original container. Safety Data Sheets are available at www.abbottdiagnostics.com or
P260 Do not breathe mist / vapors / spray. contact your local representative.
P264 Wash hands thoroughly after handling. For a detalied discussion of safety precautions during system
P280 Wear protective gloves / protective operation, refer to the Alinity ci-serles Operations Manual, Section 8.
clothing / eye protection. A
P273 Avoid reiease to the environment. 0
Responee * Reagents are shipped on wet ice.
P308+P313 IF exposed or concemed: Get medical * Upon receipt, piace reagent cartridges in an upright position for
advice / attention. 8 hours before use to aliow bubbles that may have formed to
P301+P330+P331 IF SWALLOWED: Rinse mouth. Do NOT dissipate.
induce vomiting. ¢ |f a reagent cartridge is dropped, piace in an upright position for
P305+P351+P338 __ |IF IN EVES: Rinse cautiously with water 8 hours befors use 1o allow bubbles that may have formed o
for several minutes. Remove contact dissipate.
Continue rinsing. * Reagents are susceptible to the formation of foam and bubbles.
P303+P361+P353 IF ON SKIN (or hair): Take off immediately Bubbles may interfere with the detection of the reagent level in
all contaminated clothing. Rinse skin with the cartridge and cause insufficient reagent aspiration that may
water | shower. adversely affect resuks.
P310 Immediately call a POISON CENTER or For a detalled discussion of reagent handiing precautions during
doctor / physician. system operation, refer to the Alinlty ci-series Operations Manual,
P3%0 Absorb spiltage to provent material Section 7.
damage. Reagent Storage
Disposal Storage Maximum  Additions! Storage

Temperature _ Storage Time Inetructions
Unopened 210 8°C Until Store in upright position.

expiration
date
Onboerd  System 21 days
Temperature
Opensd 2t08°C Until Store in upright position.
expiration Do not reuss original
date reagent caps or

repiacement 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 unioading 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.

| INSTRUMENT PROCEDURE

The Alinity ¢ Total Bilirubin assay file must be installed on the Alinity

c analyzer prior to performing the assay.

The Alinity ¢ Total Bilirubin assay file is also known as Bill Total

assay file.

For detailed information on assay file installation and viewing and
editing assay parameters, refer to the Alinity ci-serles 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 ResuK Unit
pmol/L

| 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)
Plasma Collection tubes

Acceptable
anticoagulants are:
Lithium heparin (with or
without gel barrier)
Sodium heparin

EDTA

The use of tubes
containing sodium
fluoride/ potassium
oxalate is not
recommended due to the
potential for hemolysis

Special Conditions
Protect from light.”»

Protect from light. M

with this anticoagulant.

« 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.
Matrix Comparison Data Analysis

This study was performed on the ARCHITECT ¢ System.
Serum vs. plasma matrices were compared utilizing a Least-Squares
Linear Regression aneUysis for glass serum tube (x-axis) vs. various

tube types (y-axis).

Correlation
TYeivpe N Coefficient  Slope
Serum Separator Tube (SST) 30 0.9999 100
K2 EDTA Plasma Tube 30 0.9995 107
(non-gel)
Lithium Heparin Plasma Tube 30 0.9998 1.00
(non-gel)
Lithium Heparin Plasma Tube 30 0.9999 1.00
(Plasma Separator Tube-
PST) with gel
Sodium Heparin Plasma Tube 30 0.9999 0.99
(non-gel)
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Intercept  Interoept
(Mmyd)  (prol/)
-0.01 -0.17
-0.15 -2.57
-0.01 -0.17
0.00 0.00
-0.01 -0.17

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.

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.

Specimen Storage

Maximum Storage

Specimen Type Temperature Time
Serum/Plasma 20 to 25'C 1 day”
2to 8'C 7 days™
-20'C 6 months"2.14
-80'C 6 months™

Specimens should be protected from bright light as bilirubin is
photolabile."

Avoid multiple freeze/thaw cycles.

Guder et al. suggest storage of frozen specimens at -20*C for no
longer than the time intervals cited abo\».A*

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.

| PROCEDURE

Materials Provided
04V51 Alinity ¢ Total Bilirubin Reagent Kit

Materials Required but not Provided

« Alinity ¢ Total Bilirubin (Bill Total) assay file

« 08P6101 Alinity c Bilirubin Calibrator Kit

« Commeroially available oontrols containing bilirubin

« Saline (0.85% to 0.90% NaCl) for specimen rfilution

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.
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Aseuy Proosdure

For & detalied descripiion of how 10 run an atsty; reler 1o the Ay

ooories Opesaiions Mamussl, Section 8.

» ¥ using primasy or aliquot tubes, reler 10 the Alinlty ci-series
Operalions Manual, Section 4 10 ensure sullicient specimen s
present.

* To minimize the sliects of evaporalion, verily adequale sample
oup volume is prasent prior 10 running the teet.

o Minkwam sample VORNNG roquirements:
= Sample voume for singie teet: 2.8 L.

NOTE: This amount dose Rol incude the dead volume
plus e addiional oviv-apialion volume. For total sample
Yolune requirements: reler 1o the Allnlty ol-ssries Operstions
Manusl, Section 4.

o Refer 10 the Alinky ¢ Bllinubin Callbesior KIt packngs ineert and/
or commesoially avalishle conbol matarial package ineert for
pespasalion and usage.

o for general apersiing procadures, reler 10 the Alinlly ci-serfes
Operations Manuel, Gection 5,

o For opéimel parformancs, K is important 10 pesiorm rouling
Mankenance as described in the Alinity ci-series Operstions
Manusl, Section 0. Periorm maintenance more fraquanily when
sequired by laboeatory procedures

Sample Diulion Procedures

Sampies with 2 10 DN velue exoseding

25.0 mpidL (4275 pmoilL) are fiagped with the code "> 25.0 mofdL*

(™ 4275 ymoll.") and may be dikuied with sither the Automaied

Oilulion Protocot or the Manual Olution Fracedwe.

Astomated Dition Pretoost

The system performs a 1.8 or a 1:10 diklion of the sample and

sutomatically oaloulaies the conosntration by mulliplying the mewlt by

the difution Eacior.

Manusl DRution Procedure

Dilute the sample wih saline (0.85% 10 0.90% NeCX).

The opemior must enter the diluion (actor in the Gpecimen or

Conteol Wb of the Craale Osder scman. The systems will wee this

diution facior 1o automalically caloulale the concentmtion of the

sampie and seport the result.

¥ the opersior doss Not Sakir the diiution Facts, the reult must be

wanmmlly multiplied by the sppropriste diution facior belore seporting

e tosuR. ¥ & diated sample result s less than e lower value of

e measuring invesval of 0.1 mgfdL (1.71 pmol/L), do not report the

result. Rerun ueing an apprapriate dilulion.

For delalled information on ordering diions, reler 10 the Alially ci-

serles Operations Manudl, Saciion 5.

Callbmtion

For instructions on performing a callbastion, reler 10 the Allity ci-

seties Opasalions Marwsl, Saction 5.

Calibeation s stable kor appradmately 14 days (338 hours), but ls

required with each change In reagent lot. Viwily callbsation with

ot loast 2 levels of conirols scoonding 10 the astablished qualty

conrol requirements for your isbosatory. If conteol resufs isll culeide

acospizbie ranges, recaiibration may be necesesry.

This assay may requise recalibration after maintenance fo criical

parts or subsystems or after service proceduses have been

periormed.

Quaiity Control Procedhares
A8 a0propriae, nelder 10 YOur lebossiory standard openting

* Two lovels of controls (normal and ahnormal) are 10 be fuR every
24 howrs.

* ¥ more frequent control monlioring is required, foliow the
ettablished quallty control procsdures for your laboradory.
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o If quality conivol resulits do not mest the acceptance orileria
defined by your laborsiory, sample sesulls may be suspect.
Follow e sstablished quality aonbol procedures for your
Isbosstory. Recalibralion may be necessary. For oubleshooding
information, meler 10 The Alinity cl-stvies Operations Menvel,
Section 10,

o Roview qualty 0onrol resuls and acospiance oriteria following &
change of reagent or calibraor lot,

Commerciel conisols should be used acconding 1o the guidelines

and sscommendations of the conbol manuiaciuser. Concentmiion

ranges provided in the conteol package ineert should be used only
for guicance.

For any oonbbol matarial in use, the lshoraiory should snewe thal the

mairix of the conirol matesial is sullable for ues In the assay per the

assay package ineert.

Quatihy Control Guidence

Foler 1o “Sasio QC Practioss” by James O Weetgard, PR.D, for

guidence on lebormOry quality CORISO! prackoes. "

Vstiontion of Asssy Clalme

For protacols 10 varly packags insert claime, sefer to Verificatien of

Assay Claime in the Alinity ol-series Operations Menual,

A RESULTS

Caloulation

‘The Allnlly ¢ Total Bllrebin assay Udlices the Linear date mduciion

method 10 generaie a callbmiion and reeults.

For informaiion on allermale result unite, reler 1o the INSTRUMENT

PROCEDURE, Allermale Result Units ssction of this package inesrt.

Flage

Some reaufls may contain information in the Flags fleld. For a.
seacripiion of the Nags What may appeer in this fleld, seler to the
Alinity ol-sssles Operations Manwal, Saciion 8.

Mosswring intervel

Measuring imerval is defined as the range of values in moydl.
{pmolfL) which meets the limits of acoepiable performance for
Knpariey, imprecision, and bins.

The measuing intarval of the Alinlly ¢ Tolal Bilirubin sseay is 0.1 0
26.0 mgidL. (171 0 427.5 pmoit).

H LIMITATIONS OF THE PROCEDURE .

For patients undewgoing eveluations iwolving the sdwminissation of
indooyanine geeen (ICG), R Is recommended that samples A% deawn
aher 10G has been eliminated. See the inarferance seclion for
addionsl information. ' 7

W samples where the concanimtion of bilsubin is low; or where
conjugaled bilrubl is the predominant form, the Direct Biirubin
SE5Ey Teay MPOTE FOOURS Tht A1 Gy (AN reuls Obtained ueing
he Total Bilrubia assay. Under these clicumetances, repart the
Tote! Billrubin reaulls for bodh the Tolal Bitinbin and Disect Billsubin
SN,

Aok 10 the SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS and SPECIFIC PERFORMANCE CHARACTENSTICS
sections of this package neert.

H EXPECTED VALUES
R lo recommended that sach WDOraiory delsrming s own relerence
range based Upon Rs partioutar Jocale and populstion chamoisrelics.

Referonce Rangs
SonmyPisems
Tange Rmge

A confirmation Sudy wae 0onduoied with the Tots) BIlirwbin seesy
(List Number 8L45) on the AROHITECT ¢ System using 26 serum
and plasma samples from adult vouniesrs. Dala wers analyzed as



described in CLSI protocol NCCLS C28-A3c.™ From this study, 96%
of results were within the range of 0.2 to 1.2 mg/dU, confirming the
adult reference interval.

Range Range
(mg/dL) (piml/1)
Premature (serum)™®

< 24 hours <8.0 < 136.8
< 48 hours <12.0 < 205.2
3to 5days <15.0 < 256.5
7 days <15.0 < 2565

Full-term Newborn (serum)™
< 24 hours <6.0 < 102.6
< 48 hours <10.0 <171.0
3to 5 days < 120 < 205.2
7 days <10.0 < 1710

For additional information on neonatal bilirubin values, refer to the
American Academy of Pediatrics recommendation in Management
of Hyperbilirubinemia in the Newborn Infant 35 or More Weeks of
Gestation.™

| 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 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 ¢ Total Bilirubin
Reagent Kit, 1 lot of the Alinity ¢ Bilirubin Calibrator Kit, 1 lot of
commercially available controls, and 1 instrument. Three controls
and 1 serum panel were assayed In a minimum of 2 replicates at 2
separate times per day on 20 different days.

Within-Run Wilhin-Laboratory
Mean (Repeatability) (Total)*
Sample n (mg/dL) D %cv D 9V
Control Level 1 120 0.7 0.01 13 0.01 13
Control Level 2 120 28 0.02 0.9 0.03 0.9
Control Level 3 120 59 0.05 0.8 0.07 13
Panel 120 154 0.07 0.4 0.14 09

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

Wittin-Run Within-Laboratory
Mean (Repeatability) (Total)*
Sample n (pmol/L) SD Y%cv D Y%cv
Control Level 1 120 12.0 0.16 13 0.16 13
Control Level 2 120 47,8 041 09 0.43 0.9
Control Level 3 120 101.5 0.81 0.8 127 12
Parel 120 2629 113 04 235 0.9

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

Lower Limits of Measurement

A study was performed based on guidance from CLSI EP17-A2.™M
Testing was conducted using 3 lots of the Alinity ¢ Total Bilirubin
Reagent Kit on each of 2 instruments over a minimum of 3 days.
The Limit of Blank (LoB), Limit of Detection (LoD), and Limit

of Quantitation (LoQ) values are summarized below. These
representative data support the lower limit of the measuring interval.

mg/dL pmol/L
LoB* 0.02 0.34
LoD* 0.04 0.66
LoQ™ <0.1 <1.71

A The LoB represents the 95th percentile from n ~ 60 replicates of
zero-analyte samples.
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~ The LoD represents the lowest concentration at which the analyte
can be detected with 95% probability based on n ~ 60 replicates of
low-analyte level samples.

~The LoQ is defined as the lowest concentration at which a
maximum allowable precision of 20 %CV was met.

A This veilue represents the observed LoQ on the ARCHITECT
System. The LoQ observed on the Alinity ¢ analyzer supports this
LoQ.

Linearity

A study was performed based on guidance from CLSI EP06-A.M
This assay is linear across the measuring interveil of 0.1 to

25.0 mg/dL (1.71 to 427.5 pmot/L).

Interference

This study was performed on the ARCHITECT c System.

Potentially Interfering Substances

A study was performed based on guidance from CLSI EP07-A2.M
Interference effects were assessed by Dose Response and Paired
Difference methods at 2 testing Intervals. A bias outside the limits of
+ 10% or + 0.3 mg/dL is considered significant interference.

Potentially Total Bilinitaifl
Interfering Interferent Level ~ Target Level Obsenred Observed
Substance Default Units (mg/dL) (mg/dL) (%)*
Hemoglobin 1000 mg/dL 1.07 113 i05
2000 m~dL 1.07 109 101
1000 miydL 14.08 1411 100
2000 mg/dL 14.08 14.07 100
Intralipid 750 mg/dL 127 157 123
1000 mg/dL 127 1.78 140
750 mg/dL 16.50 16.62 101
1000 mg/dL 16.50 16.61 101
Indican (Indoxyl ~ 0.175 mmol/L 132 159 120
Sulfate) 0.200 mmol/L 132 165 125
0.750 mmol/L 16.01 16.83 105
1.000 mmol/L 16.01 16.96 106
Indocyanine 18.8 mg/L 153 in 115
Green 25.0 mg/L 153 185 121
750m ~ 14.27 1518 106
100.0 mg/L 14.27 15.46 108
* Percentages have been rounded to whole numbers.
Potentially Total Bilirubin
Interfering Interferent Level ~ Target Level Observed Observed
Substance Alternate Units (Nmo(/L) (gmol/L) (%)*
Hemoglobin 10g/L 18.30 19.32 105
20g/L 18.30 18.64 101
10g/L 240.77 241.28 100
20g/L 240.77 240.60 100
Intralipid 75gL 21.72 26.85 123
10g/L 21.72 30.44 140
759gL 282.15 284.20 101
10g0. 282.15 284.03 101
Indican (Indoxyl ~ 0.175 mmol/L 22.57 27.19 120
Sulfate) 0.200 mmol/L 2257 2822 125
0.750 mmol/L 2713.77 287.79 105
1.000 mmol/L 273.77 290.02 106
Indocyanine 24.2 yrolf, 26.16 30.27 115
Green 32.3 [imol/L 26.16 3164 121
96.8 |imol/L 244.02 259.58 106
129.0 pmol/L 244.02 264.37 108

* Percentages have been rounded to whole numbers.

Interferences from medication or endogenous substances may affect

resutts."e

Metix>d Comparison

A study was performed based on guidance from CLSI EP09-A3™M
using the Passing-Bablok regression method.
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ADDENDUM

to the Instruction for Use Alinity ¢ Total Bilirubin Reagent Kit (for Russia)
SHIPPING

Recommended shipping conditions for device is 2-8 in single-use thermo containers
containing coolant elements, or in reusable thermo containers with automatically
maintained temperature or in autorefrigerators using thermal indicators. Device is
stabie untii the expiration date indicated on the package. Device is no longer suitable
for use if shipping temperature limits have been vioiated. Ship in an enclosed canier
vehicle of any kind in accordance with shipping rules, applicable to the respective

carrier.
WARRANTY

Manu”cturer guarantees that device ren”ins stable until the expiration date when
stored and handled as directed. The rriaximum shelf life of the medical device is 10
months from date of manufacturing. Device must be discarded if stored with deviations
in manufacturer's requirements.

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destruct and dispose of a medical device in accordance with the requirerr*nts 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

EC Regulation 1907/2006 (REACH) as amended. 98/79/EC, 1999/45/EC,
1272/2008/EC (CLP) as amended, CLASS 2013 (as amended), WHSR Part 7.1 (as
amended), EN [SO 9001, ISO 13465:2016, ISO 14971 (equivalent to
EN ISO 14971:2012), EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, EN 13641,
EN 960, EN ISO 15223-1, EN ISO 15223-2, ISO 80000-1

POTENTIAL USER

The Alinity ¢ Totai Bilirubin Reagent Kit is intended to be used in a variety of clinical
and laboratory conditions, including, without limitation, hospitals and laboratories,
whose personnel have been trained in the use of the Alinity i 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 cannot be re-applied

MATERIALS OF ANIMAL ORIGIN

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

INDICATIONS AND CONTRA-INDICATIONS FOR USE

Not applicable.

STORAGE AND USE CONDITION

storage of Medical device at atemperature of2 ‘C to 8 ‘ C should be carried out in cold
rooms or in refrigerators providing a regulated temperature regime with a daily

temperature record.

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



Alinity ¢

BunnpySan oSuynls Pearests! {Alinity c Total Bllirubin

Reagent Kit)

Sypmpun eswipe 5090 ¢

Hootmppno TOWHO OARADOETL WHOCTPYKL. (DI OTIAGNSHINM OT
WOTPIANER HADENGIOCTS POSYWILTATOR TOOTR HO FPAHTMDYSTOR.

H HAMMEHORAHME (COoxpausnos)

BuanpyGon oGiud Pearssmd (Alinlly ¢ Tolel Bilirubin Reagen Kit)
{Teeons BCTDENRETOR NO TenoTy: BN Tolal)

B HASHANENME

TacT ¢ wononeaotasmen BumpyGe ouisl Pearsson (Alinky c
Totel Drvbin Reagent Kit) NPAEHAINENEN ARA HORNECTEEHHOND
ONPIRsnman GunupyGua § CHROPOTI W IVIRING KDOSN
SIPOCNALE NORSR 1 HOROPONIINL I SHAARIETORS Alnlty C,

B KPATIKOE ONMCAHME TECTA

Oorantod SunvpyGum BMARNRETON NP pEcNans

® LMTONPOMOD, & TRIOND NPK PEIPYLIGHNN HEIPIMEC IWNTOK
SPVTPONANONO PARA B NOCTHOM MOIS,
Olipa3ostaunaion Syt 2TIM TPRMONOPTHOYSTOR B NSNS
® COMNNI0M O SSNNoN INe. ITa ¢pmums CunpyGun
HEILERITOR HINPAMAIAL MM HOKOHMOTHPOBRIHAM SurmpyGumont,

DRBOOMTCA MOYTI NARHOOTN, H YPORSHS 670 B CHIBOPOTIS IPOSK &
HOPASS HESHEMIPOASH.

OSupel GomupyGant - ITO CYMME HIDHLIOTWPOBEHHOA ¥
KONMIOrNPOSIIMON $PaLs. YDobers oSuwiero Swmpybnn

KOHUSHTREUMA GinupyGisim & CHSOPOTXS KPOSM ROCTINBST

& - 6 mgidL (08 - 109 ymolL). Deamanonmeoxen MeNTyXa
AMEMNOCTIDYSTOR NP NOMLSHTRALMEX GunupyGinia 8 CHBOpOTIe

7 - 17 mgidL (120 - 261 pmolfL). Kovusirpaism Sumgryéome 8
CHEOPOTHD KPOBM SoRNS 17 mgidL. MOTYT Garme IETONOMHUIMN,
OOHOBHON ONBOHOCTIE NEASITOR NOPSHLIMAIBNER PN NOBLALIGHMON
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Mepb! npegocTtopO}KHOCTH

BHUMAHWE: [aHHblii NpoAyKT npegnonaraeTt pa6oTty ¢
o6pasuamMu, Nosly4YeHHbIMU OT YesioBeka. PekomeHgyeTcst cunTatb
BCE MaTepuarsbl, NosyyeHHble OT YenoBeka, NoTEeHLMabHO
MHEKLMOHHBIMU 1 06palaTbCa ¢ HUIMU B COOTBETCTBUM

co CTaHAapToM no o6palleHnto ¢ reMOKOHTaKTHbIMU
natoreHamu, paspaboTtaHHbiM YnpaBnenvem CLUA no oxpaHe
TpyZa 1 NpoMbIW/eHHoi rurneHe (OSHA). Mpu pa6oTte ¢
mMaTepuanamu, cofepXxaliumMmn Unu npegnosioxnTesisHo
cofiepXaliMmMn VHEKLMOHHbIe areHTsl, cnefyeT cobnoaatb
npasuna 6uonornyeckoii 6e3onacHoOCTU, ypoBEHb 2, UK Apyrue
COOTBETCTBYOLLME NpaBuia Guonornyeckoin 6esonacHocTu/ "

Cnegytouve npeaynpexaeHus U Mepbl NPeAoCTOPOXHOCTY

oTHocATeA K: ®

OMNACHOCTb

H360
H314
H290
H40r

H411

MpepoTtepatieHne
P201

P234

P260

pré4

P280

P273

PearnpoBaHune
P300+P313

P301+P330+P331

P305+P351+P338

P303+P361+P353

P30

P390

Ytunusauus
P501

Copepxut 6opornapug Hatpus,
COJISIHYI0 KUC/OTY, NOJINOKCUATUIIEH
NaypuwioBblii AchMp 1 NOMITUNEHININKONb
OKTUNDEHNNOBbIN 3chMp.

MoxeT HaHecTu yuep6 Na1o40BUTOCTM
U HEPOXAEHHOMY pe6eHKy.
Bbi3blBAET CEPbEe3HbIe 0XOrN KOXMU 1
noBpexXAeHns rnas.

MoxeT BbI3blBaTb KOPPO3MIO METasIOB.
TOKCUYHO AN BOAHbLIX OPraHM3MOB.
TOKCUYHO AN BOAHbLIX OPraHN3MoB C
[ONTOCPOYHBIMI NOCNeACTBUSMU.

MNepep ncnonb3oBaHMeM MoyYnTb
cneuuanbHble UHCTPYKLUN.

XpaHUTb TONbKO B KOHTEiHepe 3aBopa-
U3roToBUTESIS.

M36eraTb BAbIXaHNA TymaHa/napos/
asposoneii.

Mocne pa6oTbl TWATENbHO BbIMBITb PYKU.
Monb3oBaTbCs 3aWUTHBIMW NepyaTkamu/
3alnTHOI oaexoii/cpescTBamMmn 3alUThbl
rnas.

He gonyckaTb nonajaHus B OKpyXaioLLyto
cpepy.

B C/IYYAE Bo3geiicTBus nnm
o6ecnokoeHHocTH: O6paTUTLCS K Bpady.
MPWY MPOMNATBIBAHUW: Mpononockatb
poT. HE BbI3blBaTb pBOTY.

MNPV MOMNAOAHUW B TNA3A; OCTOPOXHO
NpPOMbITb BOAOW B TEYEHUE HECKOSIbKMX
MUHYT. CHSATb KOHTaKTHbl€ JIMH3bI, €C/N
Bbl UMW NOJIb3yeTeCb W €c/in 3TO fIerko
caenatb. MPoAO/MKUTL NPOMbIBaHME Nas.
NPV MONALAHUN HA KOXY (nnu
BO/OCbI): CHATb HEMEAJIEHHO BCHO
3arpsisHeHHy0 oAexzy. MpoMbITb KC»Ky
BOAO/NPUHATL AyLw.

HemegneHHo o6paTuthes B
TOKCUKONOIMYECKNIA LIEHTP vnun k
Bpauy-cneynanucTy/TepanesTy.
AbcopbuposaTb NpoONMBLLIEECS BELLECTBO,
YTOGbI He [ONyCcTUTb NOBpexjeHne
MaTepuasnos.

YTunusnpyiite cogepxumoe/koHTeliHep B
COOTBETCTBUM C CAHUTAPHbIMU HOpPMaMu

P® (CanluH 2.1.7.2790-10 ot 09.12.2010).
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* He npuMeHUMO Ha Tepputopuu feiictBusi Pernamenta EC Ne
1272/2006 (CLP) unn CtaHgapTa onoBeleHns 06 onacHocTu
Ynpaenenus CLUA no oxpaHe TpyAa ¥ NPOMbILIEHHOR TUrneHe
(OSHA) 29CFR 1910.1200 (HCS) 2012.

Cnepyiolne npegynpexaeHus n Mmepbl NpefoCcTOPOXHOCTU
oTHocAaTeA K: H

[¢3

OMNACHOCTb CopfepXUT COMAHYI0 KUCOTY 1
NOSINOKCUITUNEH NaypunoBblit acmp.

H314 BbI3blBAET Cepbe3Hble 0XOrM KOXU ©
NoBpeMLLeHNs rnas.

H290 MoXeT BbI3blBaTb KOPPO3UIO METasI/IoB.

MpepoTBpalyeHue

P234 XpaHnTb TONbKO B KOHTeiHepe 3aBoja-
U3roToBUTENS.

P260 M36eraTb BAbIXaHWst TymaHa/napos/
asposoneil.

P264 Mocne paboTbl TWATeNbHO BbIMbITb PYKU.

P280 Monb3oBartbCa 3aWNUTHLIMKU NepyaTkamu/
3aWnTHOI ogexaoii/cpeacTBamMm 3awuThbl
rnas.

PearnpoBaHue

P301+P330+P331 MPY MPOIMNATbIBAHWW: MpononockaTb
poT. HE BbI3blBaTb PBOTY.

P305+P351+P338 MPU NMONALAHNN B TTA3A: OCTOPOXHO
NPOMbITb BO/OW B TEYEHUE HECKObKUX
MUHYT. CHSATb KOHTaKTHbI€ JIMH3bI, €C/n
Bbl UMW NOJIb3yeTechb W €C/n 3TO SIerko
caenatb. MpoAOMXMTL NPOMbIBaHWE ras.

P303+P361+P353 NPV MONALAHUN HA KOXY (unwn
B0/0CbI): CHATb HEMEA/IEHHO BCIO
3arpsi3HEHHY0 ofexay. MPOMbITb KOXY
BOJOM/NPUHSATL AyLu.

P31O HemepneHHo obpatutbea B
TOKCUKONOIMYECKNIA LIEHTP nnmn k
Bpauy-crneyuanncTy/TepanesTy.

P390 Ab6copb6upoBaTb NPoNMBLLIEECA BELLECTBO,
4TO6bI He AonycTVTTb nospexpaeHne
maTepuasnos.

Ytunusaumsa

P501 YTunusnpyiite cogepxumoe/koHTeliHep B

COOTBETCTBUN C CaHWTapHbLIMKU HOpMammn
P® (CanluH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e3onacHOCTK JOCTYMNHbI Ha caiite
www.abbottdiagnostics.com nnu y MecTHoro npeacraButens.
Moapo6Hyto MHhopmalmnio 0 Heo6Xo0ANMbIX Mepax
npeAoCTOPOXHOCTN Npu paboTe C aHANN3aTOPOM CM. B
PykoBogcTtee no akcnnyatauun Alinity ci-series, Pasgen 8.

O6palyeHue C peareHTamu

e PeareHTbl MoAMexar TPAHCNOPTUPOBKE HA MOKPOM Jiby.

« Tocne nonyueHusi Ha6opa ocTaBbTe KapTPUAXLL PEareHToB
Ha 8 YacoB B BEPTUKA/IbHOM MOMIOXEHWN [0 UCYE3HOBEHUS
My3bIPbKOB, KOTOPbIE MOT/IN 06PA30BaTLCS.

e ECnu KapTpuMAX peareHTa OnpoKuHYNCs, NPUBEAUTE ero
B BEPTUKA/IbHOE MOJIOXKEHWNE U OCTaBbTE HA 8 4acos A0
MCYE3HOBEHWS My3bIPbKOB, KOTOPLIE MOFNIN 06PA30BaATLCA.

* He nepeBopaunBaiiTe KapTpPUAXN peareHToB nepes
MCMNONb30BaAHUEM.

e PeareHTbl NOABEPXIOHbI (POPMUPOBAHMIO MEHBI N NY3bIPLKOB.
My3bIpbk1 B peareHTe MOryT NoMeLLaTh onpeAeneHunio
YPOBHSI peareHTa B KapTpuaxe N NPUBECTU K HEJOCTATOYHOM
acnupauuu peareHTa, KOTopasi MOXET 3HAUUTENbHO anniTTh Ha
NpaBuIbHOCTL PE3y/bTaToB.

Abbott



TIORPOGHND MHGOPMALING 05 OBPEINOHIN C PESreHTRMY NDK
POBOTS C SHANMIETOPOM OM. § PYNOBOECTES NO SHOCMARTALINN
AlinRy ci-series, Paaosn 7.

Xptotend poaresos
MaUEmmM0y [IEnomarsnsume
Tomepanypa opamn MHCTPYRN RO
ApERT—
Heoospuineh 2 - §°C o oxoieasem  Xpasiere »
xaprpamk opoxa SOPTIANLHOM
_ FOROOTH NN,
HaBomry  Tewneperype 21 ave
B ONCTOMS
BSopank 2-8°C Do ouoimsn  XpasTe
sapTpk opoxa SOPTHRANLHOM
romMOCcTH NONDMBHNL,
He nonomaydiTe
NOFIOPHO
EPMENG PORreHTR
MIFOVORUTENS
N IRMDHAOMS
PN BEMTY PUOKR
KOMTRMMHALINN
# BOSMOHOCTM
MROYIOHI PaBou
XOPIPOPIOTIN
POAreHTS.

POAroHT MONSED XDAMMTS KK e GOPTY ONCTEMM, TAK W 01O

00. M10CNS MIGRGUSHINA POATEHTOR #D CNCTEME! JDAHNTS MWK &
SOPTMKANGHOM NONCHIBHIN C HEMETMMN HOBMMN SEMIHAINLING
KDSALIEASY PN TOMNSRETYRS 2 - 8'C. PEANeHTM, MPAHMNNEoA

M0 ONUTONS!, PENOMBIEISTCR XPRIUTE B GRBDIRIOC ROTINX
YIREOBKEX I OUOONIUSHIN BOPTICRIIRIOND NONMNSHIN.
ToRPOGHYID MPOPMALIMID © BAUNDYIND PERIHTOR M ONCTUMM OM. B
PYsD0RCTR® N0 SEOMMyaTaLW Allnky ol-etrios, Patnen 5.

TIOERMTANR NOPNN PIATINTOS
Omnficn xRaBRORH 1N BLBINE SHANSIIN KOHTPORR 35 NDAOINL
AMANEICHE ADNYCTHMMX SHENEHILA MONST ODNASTEALOTRORTE O

PHORMALM0 OF YOTDAHEMN HONONDASHOOPN OM. 8 PYKOSORCTRS
N0 axcryaTawpm Allaity oi-peries, Paanas 10.

A NPOLIEYPA PABOTDI HA AHATIMBATOPE
Heoluopyuio yoranoses ¢alin Tecta Alinlty o Total Blirwbin nepen
NIRORAQEHINN TECTR HA SHAMIETOPS AlINRY ©.

©afta vecTa Anity ¢ Tolal BIRULIR KIDECTEN TIOND KK $0dn TEOTR
BN Total.

NappoCieyio mepopsmipno 06 YCTAHOBKS $EANE TECTA, NPOCMONPS
¥ POASKTHPOBHING NEPEMITROD SHEANIE OM. 8 PYNOSORCTES NO
SonAyEraLIN Alially ol-sedies, Paagen 2.

VNGODMALING O BLIBOAS HA NENATE NADAMITIOR LIS OM. 8
PynososcTee no sxonnysraass Alinky clesvies, Pasaes 5.
NogpoGHos ONMCMNNE NPOUNDP PAGOTM G ONCTENOA OM. &
PynososcTee no seo/ystelym Allnly cl-esries.
ARVSOpUSTHDNLIS GEIINNIAI RISOPEHIN PERTLTESE

A 00i50pa ARMTEPHETIIHOR SEPNANIM HIMSHITS NEPAMSTY TECTa
Epe wamepeenn’.

Goprana nepecwera:

(KOMUSHIDMUN B CTRHEAPTHLD! SEPHILIEX HINIPSNIN PETMLTIR)
2 (NP MIPSCUITA) = (KONUSHTIOLIN B ANETIDHAINIIL

AN HINEDSINN PONMLTINE)

Crmmapronis Amvmpramnine

IR IR NROPIRAN
PORROn

.3 w JunoL.
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[l CBOP OBPA3LIA W NOATOTORKA K AHATM3Y

T oSpsaucs

TIapeuncRetm 1etws Nk 05pasuos Sowm BEpumUPOBHe! 1R
MPUNOOHOCTS K MCTIONMSOBRNMID & BAHNOM TOOTS,

Opyne Twm ofipasuos, npobupox s oGopa oipasuos &
AHTWEDRIYHTOD 18 Gali SEPUGHLMPORANL HA NPHIOEHOCTS K

Bamporn o slepa

JImotpanp  ofipamps Cneumamnse yomosss

Cumcporxa  NpoSupxi am Jaupnmafive ov caea,!!

XpOmt CHBOPOTIN KPORM (O
PRIAAMUTARLHAIM TGRM
wom Ges vero)

[y e ey g ~e——yr——y
ofpaaion He ponosencyeTon
Honyonense MONONKIONETS NPOGUPKN,
HTMKDArYRAHTIL CORMPIKRLIING $TOPIR
T renapm (¢ NETpWA/ONCANaT
PRARMMTINGIGIG TORSN  KRIWA, 13-38 PHOKR
e Go3 Hero) TOMORNIS O SR
Hatpuil renapms SHTHROMTYWIRHTOM.,

ANSIE3 ASROL OPEIISITARMIONS NOCRMASEAMIS MATHAKDOR
Demios NOCNSA0EIMS NPOBOAMACCS HE CHCTeMD ARCHITECT ¢
Syemm,

N0 NPOBAAIND CPAMHITSNLHOS HOCARAOSAHNG METRIKO0S
CMEOPOVKM 1 AAEIML KPOEI © HONOARIONAINEN MSTOmR
HEMTASHBANGE KDIAPETOS MU NMHSAHOA POTPAOONN B OTHRNANNOR
;Mrnmm(mnummw
oon
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ngd) gt
N 217

Soogshmuneny
T apelaps Enae mgpemaps Maca
Cuseponc wpoen » 29000 18

Mapapencit % 147 415 2587

(aams npoen ¢  J 14 44 47
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Coovomme olpanyws

*  Yyolinl NAAMTE NDANAKING POSMATETH, OSpRILM
CMBODOTION 1 NRRIMS KPORM OASOYST OTMAMTE OF fuiCpenta,
SPUTPOLITTON #8 PYIIC TROPOAD! MACTML. OBDSIIN OBOPOTEN
HPOBN NIRLHMBNTOS, NOMAMINEIND ANTHRORTYTILINCIRIND WK
TPOMGORMTIBOKYIO TPAMMIG, MOCYT CORSPIATS $ubpem B
POIMLTENS HEGROOHUBIHONO OUDAIORRHIUN CIYCTIOR,

® Sl NOAYNSNIN TONHAD! POSILTATOR OBRRILIM MWIRIMI HDOBI HO
mmm.mwm
YSOMITO00, Y10 THROMSOLIITM YIRRNEHM LISHTDIGITHDIBAHMEM.

¢ PoNOMSHEYSTON HONORLIOREHNG ORNHODESORMEK FIANETOR
1 HENOHBUHMKDE SRR NUNSTOK AN NDAOTROMNOHIN
NOPONPECTION KOHTRAMMHMINL,



MoaroTtoBKa K aHanusy

*  CnepyiiTe NHCTPYKLNSM W3roTOBUTENSI NPOGUPOK Ans c6opa
o6pa3yoB. MNpu NoAroToBke 06pasLioB K TECTUPOBAHUIO
rpaBUTALMOHHOIO pasfenieHnst HeJoCTaTouHO.

* OGpasubl He AOMKHbI COfepXaTb My3bipbKOB BO3AyXa.
Ypanute nysbipbku annankatopom A0 Hayana TeCTUPOBaHUs.
Mcnonb3yiiTe HOBbLI annivkaTop A1 KaxAoro o6pasua, Ytobbl
u3bexartb nepekpecTHON KOHTaMUHaLWW.

[lnsi nonyyeHns cornacoBaHHbIX pesy/bTaToB pekoMeHayeTcs

NpoBOAUTL NOBTOPHOE LieHTpuUdyruposaHne o6pasLoB nepes

TecTupoBaHneM, ecnu

*  OHU cogepxar MOPUH, IPUTPOLNTLI UK [pyre TBepAable
yacTuubl.

MPUMEYAHWE: Ecnu obpasubl cogepxat mMOpuH, 3puTpoLuTbI

Unu apyrve TBepble YacTulbl, nepemMellaiiTe nx Ha BopTekce

Ha HU3KOM CKOpoCTW unn nepesepHyB 10 pa3 nepej NOBTOPHbIM

ueHTpudyrnposaHmem.

XpaHeHue o6pasLoB

MakcumanbHoe
Tiin o6pasua Temnepatypa BPEMS XpaHeHus
CbiBOpOTKa/nnasma 20 - 25'C 1 peHp'r
kposu 2-8'C 7 pHe™M
-20*C 6 mecaues™
-80*C 6 mecsues™

O6pasLbl HE06X0AMMO XPaHUTb B 3alWLLEHHOM OT SIPKOTO cBeTa
MecTe, Tak kak 6unupy6uH paspyluaeTcs Ha ceety.™M

M36eraiiTe MHOrOKpaTHbIX LMKM0B 3aMOPO3Kn/pasmMopo3Ku.
Guder 1 ap. peKOMeHAYIT XpaHUTb 3aMOpPO>t®HHbIE 06pasLbl Npu
«20'C He npeBbllas ykaszaHHbI Bbllle BPEMEHHOI AnanasoH.
Beuay orpaHuyenuit pa6oTbl N1abopaTopHOro 060pyaoBaHus
K/IMHUYECKNM NlabopaTopusM HeoGX0ANMO YCTaHOBUTL
TemnepaTtypHblii IMMUT XpaHeHusi 06pasLoB NpMGIM3NTeNbHO -20'C
nivnnn -80 *C.

XpaHuBlnecs o6pasubl JOMKHbI BblTb NPOBEPEHbI HA Ha/Mune
TBepAblx YacTuy. Ecnn B o6pasyax npucyTCcTBYIOT TBEPAbIE
YyacTuubl, nepej TecTpoBaHneM nepemMeluaiite o6pasibl Ha
BOPTEKCe Ha HU3KOW CKOPOCTU WMAM NepeBopaynBasi NPOGUPKU, a
3aTeM LeHTpUdyrupyiite o6pasiibl, YTOObI YAaINTb 3TN YaCTMLibI.
TpaHcnopTupoBka o6pasuos

YnakoBbiBaiiTe N Mapkupyiite o6pasubl B COOTBETCTBUMN C
rocylapCTBEHHbIMU, hefepasibHbIMU U MeXAyHapoAHbIMU
Tpe6oBaHUAMU MO TPAHCMOPTUPOBKE KMHUYECKUX 06pasLoB 1
VH(EKLNOHHbIX BELLECTB.

| NPOLUEAYPA

MpepocTtasBrisiemMmble MaTepuabl

04V51 Bunupy6uH obuwuii PearenTbl (Alinity ¢ Total Bilirubin Reagent

Kit)

Heo6xoaumble, HO He NpedocTaBAAeMble MaTepuanbl

« Alinity ¢ Total Bilirubin (Bill Total) ¢aiin Tecta

« 06P6101 BunupybuH Kanubpatopsl (Alinity ¢ Bilimbin Calibrator
Kit)

* Kommepueckue KOHTpONW, cogepxalive 6unmpyouH

* (pumsnonoruyecknii pactsop (0.85 - 0.90% NacCl) ana
pasBegeHuns obpasua

WHdopmaumio o maTepuanax, Heo6xoauMbIx 418 paboTbl

aHanusaTopa, cM. B PykoBoacTtee no akcnnayatauummn Alinity ci-series.

Pasgen 1

WHpopmaumio o matepuanax, Heo6XoANMbIX 47151 npoLeayp

TeXHUYEeCcKoro 06CyXuBaHus, cM. B PykoBoACTBe Mo aKcniyatauyuu

Alinity ci-series, Pasgen 9.

Mpoueaypa aHanusa

Moapo6Hoe onucaHue npoleaypbl NPOBeAEHUs TecTa CM. B

PykoBogcTBe no akcnnyatauuu Alinity ci-series. Pa3gen 5.
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¢ WHcopmaumio 06 obecneyeHnmn goctaroyHoro obbema obpasua
naymeHTa npu UCMnosb30BaHUM NEPBUYHBIX AN aTMKBOTHbIX
npo6upok cm. B PykoBoacTBe no akcnnyartauuu Alinity ci-series,
Pa3spgen 4.
¢ Yrobbl MUHMMU3NPOBATL 3thdhekTbl ncnapeHns, nepes
npoBefeHneM TecTa y6eauTech, YTO B Yalleuke Ans o6pasLos
npucyTCTByeT JOCTaTO4HbIi 06beM o6pasua.
¢ MuHMManbHbI 06LEM 06pasLa;
- O6bem ob6pasua Ha kaxablit TecT: 2.6 pL.
MPUMEYAHWME: B yka3aHHOe KONIMYECTBO He BXOAUT
MepTBblii 06beM 1 AOMNOMHUTENbHBI 06beM ANA acnupalum.
MonHyto nHdopmauuio o TpeboBaHnAx K 06beMy obpasua
cM. B PykoBogcTtBe no akcnayatauumn Alinity ci-series,
Pasgen 4.
*  VHdhopmauuio o noAroToBke KanmGpaTopoB U KOHTPONENR CM.
B MHCTPYKLUW NO NpUMeHeHuto Kk Bunupy6un Kannépatopam
(Alinity ¢ Bilirubin Calibrator Kit) n/wnn B MHCTpyKU1K no
NPUMEHEHUI0 K KOMMEPYECKNM KOHTPOIAM.
*  VHdopmaumio 06 06l Mx onepaymoHHbIX NpoLesypax cM. B
PykoBogcTBe no akcnnyatauuu Alinity ci-series, Pasgen 5.
e [InA AOCTUXIOHWUS ONTUMAsIbHBIX PaGoUnX XapakTepucTuk
BaXHO criefoBaTb CTaHAAPTHbLIM NpoleAypam TEXHUYECKOoro
06CNyXMBaHNS B COOTBETCTBUU C PYKOBOACTBOM MO
akcnnyatauum Alinity ci-series. Pasgen 9. Ecnn npasuna pa6oTbl
B Baleil nadoparopuu TpebyoT 6onee 4acToro TEXHUYECKOTO
06CNyXUBaHUs, crefyiiTe NPUHATON NpakTuKe.
Mpoueaypbl passegeHus o6pasLos
O6pasLbl €O 3Ha4YeHnemM KoHueHTpauuu obuiero 6unupybuHa 6onee
25.0 mg/dL (427.5 pmol/L) nomeyvatoTcs kogom "> 25.0 mg/dL"
("> 427.5 pmol/L”) n moryT 6bITb pasBefeHbl C UCNOMb30BAHNEM
NpoTOKO/sIa aBTOMATUYECKOro pasBefeHuns Uy npoegypbl py4HOro
pasBefeHus.
MpOTOKON aBTOMATMYECKOTO pasBesieHust
Cuctema pa3sogut obpasey, B nponopuun 1.5 nan 1:10 n
aBTOMAaTUYeCK) paccUnTbiBAET 3HAUYEHWEe KOHLEHTpaLun, yMHOXas
pesynbTaT Ha COOTBETCTBYIOL I (haKTOpP pasBefeHus.
Mpoueaypa py4YHOro passefeHust
[ns pasBefeHns obpasua ncnonb3yiite pusmnonornyecknii pacteop
(0.85 - 0.90% NacCl).
Onepartop Jo/DKeH BBECTU (hakTOp pasBefeHUs B aKpaHbl 3akasa
nauymeHTa uam KoHTpons. Cuctema GyaeT MCNOMb30BaTh AaHHbI
chakTop pasBefjeHWst 4191 aBTOMATNYECKOro pacyeTa KOHLEeHTpauun
obpasua 1 coobueHnsa pesynbrara.
Ecnn onepatop He BBen hakTop pasBefeHusi, HeobxoanmMo
YMHOXWTb pe3ynbTaT Ha COOTBETCTBYOLMI (DaKTop pasBefeHus [0
coobuieHus pesynbTata. Ecnm pesynbTat pasBefeHHOro o6pasua
MeHbLLUEe HWKHEro 3HayeHusi uHTepeasia usmepenus 0.1 mg/dL
(1.71 pmol/L), He coo6LaiiTe 3TOT pe3ynbTat. MNoBTOpUTE TECT,
1Cnonb3ys NpaBUbHOE pas3BefieHne.
Mopapo6Hyto nHhopmaumio o 3akase pas3BefdeHuii cM. a PykoBoacTee
no akcnnyatauun Alinity ci-series. Pasgen 5.

Kanu6poska

VIHCTpYKUMKN 0 npoBegeHnmn Kanmbposku cM. B PykoBogcTBe No
akcnnyataymm Alinity ci-series. Pasgen 5.

Kanmﬁpoaka ocTaeTcsl CTabunbHO B TeyeHue I'IpVI6]'IVI3VITeI'IbHO

14 gHeit (336 4YacoB), HO ee HEOGXOAMMO NPOBOAUTL C

BBE/IEHVNEM KaX/[O0ro HOBOTO HOMepa Cepuu peareHTa.

MpoBepbTe KaNMOPOBOYHYIO KPUBYIO C NOMOLLbI He MeHee 2
ypOBHeVI KOHTpOﬂeVI B COOTBETCTBUU C YCTAHOB/IEHHbIMU Baluei
naGopatopueii Tpe6oBaHNSIMU KOHTPO/ISi KayecTBa. Ecnu pesynbTathbl
KOHTpOﬂeﬁ BbIXOAAT 3a paMKu yCTaHOBJIEHHbIX AUana3oHOoB, MOXeT
notpe6oBaTbCA NOBTOPHAA kannbposka.

MoxeT noTpe6oBaTbCs NOBTOPHas kannbposka TecTa nocne
npoueaypbl TEXHUYECKOTO 06C/YXXMBAHUSI OCHOBHLPC YacTeit
CUCTEMbI UNN ee KOMMNOHEHTOB UK nocsie NnpoBeAeHuss CepBUCHbIX
npoueayp.
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Mpoueaypbl KOHTPOJIA KayecTBa

Mpy HEO6XOANMOCTU NPUMEHEHUSI JOMONHUTESIbHBIX TPeGoBaHNi

K KOHTPO/O kayecTBa W NOTeHLWanbHbIX KOPPEKTUPYIOLNX Mep

cnefyite cTaHgapTHol(bIM) onepaunoHHol(biM) npoue”e(am)

Balleii nabopatopum u/unm nnaHy obecneyeHnst kayecTsa.

*  Kaxppble 24 yaca JO/DKHbI TECTUPOBATLCS ABa YPOBHS KOKTpOsei
(HOpMasibHbIA ¥ aHOManbHbIA).

« Ecnu npouegypbl Baweit nabopaTtopun TpebytoT 6onee
4acTOro MOHUTOPWHIA KOHTPO/IA KayecTBa, crefyiiTe NpUHATON
npakTuke.

* Ecnu pe3ynbTaTthl KOHTPO/IA KayecTBa He COOTBETCTBYIOT
NPUHATLIM KPUTEPUAM, YCTaHOB/IEHHbIM Ballell nabopartopueil,
3HAYeHNs1 pe3y/bTaToOB TECTMPOBaHUA 06pasLoB OT NayneHToB
MOTYT 6bITb COMHUTENbHbIMW. CefyiiTe NPUHATLIM Balleii
na6opatopueii npoleaypam KOHTPossA kayecTBa. MoxeT
notpe6oBaTbCsi NOBTOPHAaA kannbposka. Hcopmaumio
06 ycTpaHeHUn HeucnpasHocTeli cM. B PykoBozcTBe Mo
akcnnyatayun Aiinity ci-$eries, Pasgen 10.

« [ocne 3arpysku B CUCTEMY HOBOIl cepuu peareHta uim
Kanubpartopa npoBepbTe pe3ynbTaTbl KOHTPOJISt KayecTBa u
KpUTEpUKU NpUemsIeMocTu.

Mcnonb3oBaHne KOMMepPYeCKUX KOHTPOsEN [OMKHO NPOBOANTLCS B

COOTBETCTBUM C PYKOBOACTBIMMM W pEKOMEHAALNSMU U3roToBUTENS

KOHTpONA. [inana3oHbl 3Ha4eHUit KOHLEHTpaLWii, ykasaHHble B

VHCTPYKLUW NO NPUMEHEHUIO K KOHTPOJII0, HOCAT UCK/IIOUNTESIBHO

pekomMeHAaTe bHbI XapakTep.

Mpy ncnonb3oBaHuK 06GOro0 KOHTPOSILHOTO MaTepuana naéoparopusi

[0/MKHA Y6enTbCA, YTO MATPUKC KOHTPOJILHOTO Matepuana

npuUroAeH A1t UCNO/Nb30BaHUSI B TECTE B COOTBETCTBUU C

VHCTPYKLMEl No NPUMEHEHUIO K TecTy.

PekomeHgaLuu no npoueaype KOHTPONs kayecTsa

PekomeHgauun no npoleAypam KOHTPO/S kavyecTBa slaboparopumn

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

MoaTBep)kAeHNe 3asB/IEHHbIX XapakTepucTuK Tecta

MpoTOKO/bI A1 NOATBEPXAEHNS 3aSAB/EHHbIX B UHCTPYKLUK

no NPUMEeHEHUI0 XapakTepucTuk Tecta cM. B PykoBoacTee

no akcnnyatauum Aiinity ci-serles, Pa3gen "MogreepxaexHne

3asB/1IEHHbIX XapaKTepucTuk Tecra’.

| PE3YNbTATbI

Pacuer

TecT Aiinity ¢ Total Bilirubin ncnons3yet meTog nuHeiHoro
npeo6pasoBaHns JaHHbIX /1 NOAYYeHUs KasnbpoBKu 1
pe3ynbTaToB.

WHpopmaumio 06 anbTepHaTUBHbIX eAMHULLAX 3MepeHus
pe3ynbratoB Tecta cMm. B pasgene MNMPOLIEAYPA PABOTbI
MA AHAJIM3ATOPE, "AnbTepHaTVBHbIE eANHULbI U3MEPeHNs
pe3ynbTaToB" AaHHOW MHCTPYKLUM MO NPUMEHEHUIO.

dnarn

Pe3ynbTaTbl HEKOTOPbIX TECTOB MOTYT COMPOBOXAATLCS
uHbopmaumeii B none "conarn*. OnucaHve gnaros, KOTOpble MOTyT
NosIBNATLCSA B 3TOM Mosie, CM. B PykoBOACTBe Mo akcnayataunm
Aiinity ci-series. Pasgen 5.

VHTepBan namepeHns

WHTepBan n3MepeHus onpefensieTcst Kak AnanasoH 3HauyeHuii B
mg/dL (pmol/L), KoTopblii COOTBETCTBYET rpaHuLaM npuemsembix
pa6ounx xapakTepucTuk Ans NMHeRHOCTN, BOCNPOM3BOAUMOCTMN U
OTK/IOHEHNS.

MHTepBan namepenus Tecta Aiinity ¢ Total Bilirubin coctaBnset
0.1 - 25.0 mg/dL (1.71 - 427.5 pmol/L).

| OrPAHUYEHNSA MPOLUEAYPbI

O6pasLbl OT NayMeHToB, NPOXOASALLMX ANATHOCTUKY C NPUMEHEHNEM
nHAoumaHnHa 3eneHoro (ML3), pekomeHayeTcs uccnepoBatb nocne
BbiBefeHus VL3. lononHMTeNbHYO UHOpMaLuio CM. B pasgene
"NHTepdepupyowne BewecTsa” B
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[na o6pasyoB ¢ HU3KOM KOHLeHTpauueli 6unupy6uHa unum c
npeo6nagatwuleii hopMoii KOHBIIMPOBAHHOTO GUANPY6BMHA TecT
Direct Bilirubin moxeT coobwate 60nee BbiCOKMe pesynbTaThbl, YeM
TecT Total Bilirubin. B nofo6Hoit cuTyaumu coobuiaiite pesynbTatbl
TecTta Total Bilirubin kak gnsa tecta Total Bilirubin, Tak n ans Tecta
Direct Bllimbin.

MoppobHyto nHdopmaumio cm. B pasgenax CBOP OBPA3LA A
MOArOTOBKA K AHAMN3Y n CNEUNPUYECKUE PABOYUE
XAPAKTEPUCTWKW gaHHOW MHCTPYKLUKU MO NPUMEHEHUIO.

| OXUAAEMBIE 3HAYEHUSA

Kaxgoii na6opatopun pekomeHAyeTcs ycTaHaBnMBaTb COGCTBEHHbIN
pedhepeHCHbIi Anana3oH, OCHOBaHHbLIA Ha cneuuduke permoHa u
XxapakTepucTmkax nonynsumu.

PedepeHcHbI AnanasoH

CblBOpOTKa/nnasma Kposu

[panasoH [JvianasoH
(mg/dL) (uT011)
Bspocrbe™ 02-12 34-205

MopTBepxaatoLiee nccnegoBaHme nNpoBoAnaoCL And Tecta Total
Bilirubin (Kat. Ne 6L45) Ha cucteme ARCHITECT ¢ System ¢
ucnonb3oBaHneM 26 06pasLOB CbIBOPOTKM U NiasMbl KPOBH,
NoJTy4eHHbIX OT B3POC/bIX J06POBObLEB. [laHHble UccnefoBaHust
6bIIM NPOaHaNM3NPOBrLLbI B COOTBETCTBMU C nNpoTokosiom CLSI
NCCLS C28-A3c.”® VccnegoBaHue nokasano, 4to 96% pesynbraTos
Haxogunuce B gnanasoHe 0.2 ¢ 1.2 mg/dL, 4yTo nogTBepxaeT
pedhepeHCHbIi AnanasoH y B3pOC/bIX NaLUeHTOB.

[yianasoH [vanasoH
(mgilL) (vou)

HepHOLLEHHb e HOBOPOX(ZEHHbIE (CbBOPOTKA KPOBM)™
< 24 vacoB < 80 < 1368
<48 vacos <120 <2052
3-5aHeit <15.0 < 2565
7 pHeii <15.0 < 2565

JIoHOLLEHHbIE HOBOPOXIEHHbIE (CHIBOPOTKA KoBIAY Y

< 24 vacoB <60 < 1026
<48 yacoB < 100 < 1710
3'64Hei <12.0 < 2052
7 oHedi <10.0 < 1710

JlononHUTENbHYI0 MHGOPMALMIO O 3HAYEHUAX HEOHATasIbHOTO
6unupybuHa cM. pekomeHgauun AMepUKaHckoin akagemumn
neguatpun, Management of Hyperbilirubinemia in the Newborn infant
35 or More l4feeffs of Gestation.”

m CMNEUNPNYECKUE PABOYME
XAPAKTEPUCTUNKW

B gaHHOM pasgenie npeAcTaB/ieHbl jaHHble N0 penpe3eHTaTUBHbIM

pabounm xapakTepucTukam. Pesy/bTaTbl, NO/y4YeHHbIe B OTAE/bHbIX

na6opaTtopusix, MOTYT OT/IMYATLCS OT NPUBEAEHHbIX JaHHbBIX.

Ha ananusatope Aiinity ¢ n cucteme AMNCHIMECT ¢ System

NCNOMb3YITCA OAHM \NTeXe peareHTbl N COOTHOLWeHNA obpasual/

peareHTa.

Ecnun He yka3aHo Apyroe, Bce WUcC/ef0BaHWsi NPOBOAWNINCH Ha

aHanusatope Aiinity c.

BocnpounsBoanmMocTb

BocnpousBognMMocTb BHYTpK naGopaTtopuu

Bbifo NpoBeAeHo uccnefoBaHne B COOTBETCTBUN C
pekomeHgaunammn gokymeHnta EP05-A2 CLSIM Bbino nposBefeHo
nccnefoBaHue ¢ UCNoNb3oBaHneM 1 cepun Bunnpy6uH o6Luii
PeareHToB (Aiinity ¢ Total Bilirubin Reagent Kit), 1 cepun bunupy6ux
Kanu6partopos (Aiinity ¢ Bilirubin Calibrator Kit) n 1 cepun
KOMMepYecknx KoHTposei Ha 1 aHanu3atope. Tpu KOHTPONs v

1 naHenb CbIBOPOTKM KPOBM TECTUPOBA/INCL HE MEHEe YeM B 2
noBTOpax 2 pasa B AieHb B TeyeHue 20 AHeil.
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Bocnposi3BOANMOCT b

BHyTpu cepun BHYTpU Nla6opatopuy

Kon-  CpegHee (MoBTOpPsieMOCTb) (Obuwasn)*
O6pamyy BO (mg/dL) CKO %6 CKO %6
KoHTponb, yposeHb 1 120 0.7 0.01 13 0.01 13
KoHTporb, yposeHb 2 120 28 0.02 0.9 0.03 0.9
KOHTporb, ypoBeHb 3 120 5.9 0.05 0.8 0.07 13
MaHer 120 154 0.07 0.4 0.14 0.9

A BknioyaeT BapnabenbHOCTb BHYTPU CEPUM, MeXAY CepusiMmu n
mMexay AHAMN.

BocnpousBoanmMocTb
BHyTpu cepun BHYTpW nabopaTtopun
Kon- CpegHee (MoBTOpAAEMOCTb) (O6wasn)'
06puy B0 (fimallL) [e2] %6 KO %6
KoHTpor, yposeHb 1 120 12.0 0.16 13 0.16 13
KoHTporb, ypoBeHb 2 120 47.8 041 0.9 0.43 0.9
KoHTporb, yposeHb 3 120 101.5 0.81 0.8 127 12
MaHers 120 262.9 113 04 235 0.9

A BkntoyaeT BapnaGenbHOCTb BHYTPU CEpUN, MeXAy Cepusmn u
MeXAy OHAMM.

HuAHNe rpaHunLbl N3mMepeHus

Bbino NpoBeAeHO uUccnefoBaHne B COOTBETCTBUM C
pekomeHgaunsamu fokymeHTta EP17-A2 CLSIAM WccnepoBaHue
NpoBOAMIOCH C UCNO/Ib30BaHMEM 3 cepuit Bunupy6uH o6Lymnii
PeareHToB (Alinity ¢ Total Bilirubin Reagent Kit) Ha 2 aHanu3aTopax
B TeueHNe He MeHee 3 AHeil. Haubonee BbICOKME 3HAYEHUS
npegena 6naxka (MNB), npegena obHapyxeHuna (MO) n npegena
KonuyectBeHHoro onpegenexuns (MKO) npueegeHbl HUXeE.
PenpeseHTaTuBHblE AaHHble NPeACTaB/EHbl C YYETOM HUXHel
rpaHuLbl NHTepBana U3MepeHus.

mg/dL pmol/L
B 0.02 0.34
nob 0.04 0.68
MKko™ <0.1 <1.71

A 1B onpegeneH kak 95-i NpouUeHTUNb Mo pe3ynbTatam
nccnefoBaHus 06pasLoB C Hy/eBOW KOHLUeHTpauneii aHanuta B n
~ 60 noBTopax.

A TO onpefeneH Kak camasi HU3Kasi KOHLEHTpaLusi, Npu KOTOPOii
aHanuUT MOXET 6bITb BbISIBNEH C¢ 95%-i/i BEPOSFTHOCTLIO NO
pesynbTaTaMm WCCNeAoBrilns 06pasLoB ¢ HU3KUMU YPOBHAMU
KOHLEHTpaLum aHanHTa B N r 60 nosTOpax.

° MKO onpepeneH kak camas Hu3kas KOHLeHTpauus ¢
MaKCUMMasibHO AoNyCTMMOM BOCMPOM3BOAMMOCTbI0 20 %KB.

N flaHHoe 3HauyeHue ssnfetca MNMKO, nosnyyeHHbIM Ha aHanmsaTtope
ARCHITECT System. MKO, nony4eHHsblii Ha cucteme Alinity c.
nofTeepxaeT ykazaHHoe 3HauveHue MKO.

NnHeliHOCTb

Bbif0 NpoBeAeHO Uccnefo0BaHne B COOTBETCTBUM C
pekomMeHpauuamm gokymenta EP06-A CLSIM

JINHeHOCTb [aHHOTO TeCTa COXpaHAeTCst B MHTEpBasie N3MepeHnst
0.1 - 25.0 mg/dL (1.71 - 427.5 pmol/L).

WHTepdepeHyms

[NaHHoe nccnegosaHue nposoannocb Ha cucteme ARCHn”ACT ¢
System.

MoTeHunanbHO UHTepepupyloLlMe BelecTBa

BblfIo NpOBEJlEHO UCCNef0BaHWe B COOTBETCTBUN C
pekomeHpaumnamm gokymenta EP07-A2 CLSIAM

OdpchekTbl MHTEPEPEHLUN ONPEAENACL C NOMOLLbI0 METOL0B
peakuun Ha 03y U NapHbIX pasnnunii Ana AByX UHTEpBasioB
TecTupoBaHus. Bbixog 3HaYeHuns 3a npegens! guanasoHa B +10%
unn £0.3 mg/dL oueHnBaeTCa Kak 3HauuTenbHas HTepepeHLns.
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KoHueHTpaums 06wt 6unupy6mH
nHTepdepup.
MoTeHunansHo BelecTsa Lienesoe
uHTeptepupylowme CTaHgapTHble — 3HauyeHve Habniogaemoe Habniogaemoe
BelecTsa eAnHNLbI (mg/dL) (mg/dL) (%)*
emorno6inH 1000 ma/dL 107 113 105
2000 mg/dL 107 1.09 101
1000 mg/dL. 14.08 1411 100
2000 mg/dL. 14.08 14.07 100
ViHTparmnnap! 750 mg/dL 127 157 123
1000 mg/dL 127 178 140
750 mg/dL 16.50 16.62 101
1000 mg/dL 16.50 16.61 101
VHoykaH 0.175 mmo”L 132 159 120
rporcmncynedam) o200 mmolll 132 165 125
0.750 mmol/L 16.01 16.83 105
1.000 mmol/L 16.01 16.96 106
VHooupiaHmH 18.8 mg/L 153 177 115
3enexbit 25.0 mg/L 153 1.85 121
75.0 mg/L 14.27 1518 106
100.0 mg/L 14.27 15.46 108

* 3HaueHNs B NMpoLeHTax OKPYr/eHbl A0 LenblX Ynucen.

KoHueHTpauus O6LUii 61Apy6uH
nHTBpChep.
MoTeHunansHo BelecTsa Lienesoe

nHTepthepupylowme AnbTepHaTueHblel 3HaueHne Ha6niopaemoe Habniogaemoe

BewjecTsa eAVHULbI (limol/L) (lllnovt) (%)*

emorno6inH 10g/L 18.30 19.32 105

200 18.30 18.64 101

10g/L 240.77 241.28 100

20g/L 240.77 240.60 100

ViHTparmnugp! 750A 21.72 26.85 123

0. 21.72 30,44 140

759gL 282.15 284.20 101

10g/L 282.15 284.03 101

ViHaykaH 0.175 mmol/L 2257 27.19 120

(rporcwncynedia) 0,200 mmolll 22,57 28.22 125

0.750 mmol/L 273.77 287.79 105

1.000 mmol/L 273.77 290.02 106

VHpoupiaHnH 24.2 pmol/L 26.16 30.27 115

3enerbii 32.3 pmoliL 26.16 31.64 121

96.8 pmol/L 244.02 259.58 106

129.0 pmol/L 244.02 264.37 108

* 3HaYeHUs B MPOLLeHTax OKPYrNeHbl A0 LenbIX Yncen.
NHTeptepeHLUa nekapcTBEHHbIX NpenapaToB UM 3HAOTEHHbIX
BelLecTB MOXeT okasblBaTb B/IMSIHME Ha pesy/bTaTbl TecTa.M
CpaBHeHMe MeTOA0B

Bbino NpoBeAeHo uccnefoBaHne B COOTBETCTBUN C
pekomeHgaumamu gokymenta EP09-A3 CLSIM ¢ ncnonb3oBaHmem
meToaa perpeccun Passing-Bablok.

Kon- koppens- [AvanasoH
EA-LbI BO [ Mepeceuyenne HawioH KOHL.

Alinity c Total  CbiBopotka mgdL 116 1.00 0.00 100 0.2-21.4
Bilrubin 8 kpoBu pmod 116 100 0.00 100 3.4-3651
ARCHITECT  CPiBOpOTK mg/dL 51 1.00 0.00 101 0.2-204
Total Bitirubin POEY pmol/L 51 1.00 -0.04 101 34-3480
(Kat.Ne HOBOPO-
6L45) KOBHHBIX
| BUBNMOrPAGUSA

1 Jacobs DS, DeMott WR, Grady HJ, et a). Laboratory Test Handbook.
4th ed. Hudson, OH: Lexi-Comp; 1996:86.

2. Dennery PA, Seidman DS, Stevenson DK. Drug tfierapy: neonatal
hyperbilirubinemia. N Engl J Med 2001 ;344(6):581 -590.

3. Malloy HT, Evelyn KA. The determination of bilirubin with the
photoelectric colorimeter. JBiolChem 1973;119:481-490.

39 Abbott



4. Burtis CA, Ashwood ER, editors. Tietz Textbook of Clinical Chemistry.
3rd ed. Philadelphia, PA: WB Saunders; 1999:1136-1137.

5. Wsilters MI, Gerarde HW. An ultramicromethod for the determination
of conjugated and total bilirubin in serum or plasma. MicfX)chemical
J 1970;15:231-243.

6. Winsten S, Cehelyk B. A rapid micro diazo technique for measuring
total bilirubin. Clin ChimActa 1969;25(3):441-446.

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

8 US Department of Health and Human Services. Biosa’tyin
Microbiologies and Biomedical Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

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

10. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Kvbr/cers From Occupationally Acquired In~tions;
Approved Guideline—Four” Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

11. Burtis CA, Ashwood ER, editors. Tietz Textbook of Clinics Chemisry.
3rd ed. Philadelphia, PA: WB Saunders; 1999:11609.

12. Guder WG, Narayanan S, Wisser H, et al. List of analytes—
preaneUytical variables. Annex In: Samples: Rom the Patient to the
Laboratory. Darmstadt: GIT Verlag; 1996:Annex 8-9.

13. US Pharmacopeial Convention, Inc. General notices. In: US
Pharmacopeia Nations Formulary. 1995 ed (USP 23/NF18).
Rockville, MD: The US Pharmacopeial Convention, Inc; 1994:11.

14. Young DS. Effects of ReanalyticS Variables on Clinical Laboratory
TeSs. 2nd ed. Washington, DC: AACC Press; 1997:3-85.

15. Westgard JO. Basic QC Practices. 3rd ed. Madison, WI: Westgard
Quality Corporation; 2010.

16. Donnachie EM, Seccombe DW, Urquhart N, et al. Indocyanine green
interference in the Kodak Ektachem determination of total bilirubin.
Clin Chem 1989;35(5):899-900.

17. Meijer DKF, Weert B, Vermeer GA. Pharmacokinetics of biliary
excretion in man. VI. Indocyanine green. Eur J Clin Pharmacol
1988;35:295-303.

18. Data on file at Abbott Laboratories.

19. Clinical and Laboratory Standards Institute (CLSI). Defining,
Establishing, and Verifying Reference Intervals in the ClinicS
Laboratory; Approved Guideline—Third Edition. CLSI Document C28-
A3c. Wayne, PA: CLSI; 2008.

20. Jacobs DS, Oxley DK, editors. Laboratory Test Handbook. 5th ed.
Hudson, OH: Lexl-Comp; 2001:117-118.

21. American Academy of Pediatrics Subcommittee on
Hyperbilirubinemia. Management of hyperbilirubinemia in the
newborn infant 35 or more weeks of gestation. Pediatrics
2004:114(1):297-316.

22. Clinical and Laboratory Standards Institute (CLSI). EvSuation of
Precision Performance of Quantitative Measurement Methods;
Approved Guideline—Second Edition. CLSI Document EP05-A2.
Wayne, PA: CLSI; 2004.

23. Clinical and Laboratory Standards Institute (CLSI). E\mluation of
Detection Capability for ClinicS Laboratory Measurement Procedures;
Approved Guideline—Second Edition. CLSI Document EP17-A2.
Wayne, PA: CLSI; 2012.

24. Clinical and Laboratory Standards Institute (CLSI). EvSuation of
the Linearity of Quantitative Measurement Procedures: A Statistical
Approach; Approved Guideline. CLSI Document EP06-A. Wayne, PA:
CLSI: 2003.

25. Clinical and Laboratory Standards Institute (CLSI). Interference
Testing in ClinicS ChemiSry; Approved Guideline—Second Edition.
CLSI Document EP07-A2. Wayne, PA; CLSI; 2005.

26. Young DS. Effects of Drugs on Clinical Laboratory Tesfs. 4th ed.
Washington, DC: AACC Press; 1995:3-90-3-105.

27 Clinical and Laboratory Standards Institute (CLSI). Measurement
Procedure Comparison and Bias Estimadon Using Patient Samples;
Approved Guideline—Third Edition. CLSI Document EP09-A3. Wayne,
PA: CLSI; 2013.

copmart uucen:

* B kauecTBe pasgenuTens TbiCsi4 UCMOMb3yeTcs Npo6en (npumep:
10 000 o6pasLos.).

* B kayecTBe pasgenuTensi AeCSTUYHbIX 3HAKOB WUCMO/b3yeTCst
Touka (npumep; 3.12%).
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ABTOPU30BaHHbI NpeAcTaBUTENlb U3TOTOBUTENA HA TeppuTOpUN
Poccun n gpyrux ctpad CHrI:

00O "3660TT /labopartopus”, 125171, Poccus, r. Mocksa,
NeHunHrpagckoe wocce, 16A, ctpoeHune 1,

Ten: +7 (495) 258 42 80; dhakc: +7 (495) 258 42 81
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NPUNOXEHNE

K MHCTPYKLMUM MO MpUMeHeHuto bunupy6uH obumii PeareHTsl (AJinity ¢ Total Bilirubin

Reagent K]t) gns Poccun
TPAHCMOPTNPOBKA

Vi3agenne  pekomeHayeTcs  TpaHCMopTMpoBaTh npu  Temnepatype 2-8°C B
TEPMOKOHTEHePax 0/{HOPA30BOr0 NO/L30BAHWSA, COAEPXKALLNX XN1A0INEMEHTbI, UN
B TEPMOKOHTEliHepax  MHOTOKPATHOTO ~ MPUMEHEHUsl C  aBTOMaTM4YEecKu
noAAepX1BaeMoil TeMnepaTypoit unn B aBTopedhpuxepaTopax C WUCMO/b30BaHUEM
TEPMONHAMKATOPOB. W3enne octaeTcsi cTabunbHbIM 40 OKOHYAHWUA CPOKA rOAHOCTH,
YKa3aHHOr0 Ha ynakoBke. Ipu TPaHCNOPTUPOBAHUM C HApYLIEHNEM TeMNEePaTypHOTo
pexuma usgenve He MOANEXUT MPUMEHEHMo. TPaHCMoOpTY BKa OCYLEeCTB/sETCS
BCEMU BUAMW TPAHCMIOPTA B KPbIThIX TPAHCMOPTHBIX CPEACTBAaX B COOTBETCTBUN C

npasunamu NepeBo3ki rpy3os, AENCTBYIOWMMM Ha KaXK/AOM BUAE TpaHcnopTa.
TAPAHTUMHBIE OBA3ATE/IBCTBA

Tpou3BOANTENb rapaHTUPYET, YTO NPV NPABUILHOM XPaHEHN 1 0GpaLLEHUM n3enne
0CTaeTCs CTabUNbHBLIM 0 UCTEUEHNS CPOKA FOAHOCTU. MaKCUMaslbHbIN CPOK FOAHOCTY
MeAULNHCKOTO u3aenus He Gonee 10 MecsueB C AaTbl MPOM3BOACTBA. V3genve,
XPaHMBLIEECA C HapyWeHUeM PersiaMeHTMPOBAHHOTO MPOM3BOAUTENEM PEXUMA,

MPUMEHEHMIO HE NOAIEXNT.
TEXHUYECKOE OBCNYXVWBAHUE
He TpebyeTcs.

TEKYLWA PEMOHT

He TpebyeTcs.

OAHHBIE  ANna  YTUAU3AUMK N YHUYTOXEHUA
MEAVNUMHCKOro N3Jenna

MeavunHCKOE U3AeNnne YTUNN3UPYIOT U YHUUTOXAIOT B COOTBETCTBUN C NpaBunamn
06palleHns C  MEeAUUMHCKUMU  OTXOAamu, pernameHTupylowmmncs  CaHlMuH
2.1.7.2790-10 ot 12.12.2010 kCaHuTapHO-anuAemMuonornyeckne TpeboBaHUs K
06paLEHII0 C MEAULIMHCKUMU OTXOAaMM».

Heo6xoauMo cnefjoBaTh HaLMOHa/IbHBIM CTaHAapTam Mpu nepejade v yTuansauum
M3AENNS, Er0 KOMNOHEHTOB U YNAKOBKN.

NEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAULMHCKOE U3AENVE

PernameHT EC 1907/2006 (REACH) B peiicTByloweii pegakuum, 98/79/EC,
1999/45/EC, 1272/2008/EC (CLP) c nospgHeiiwumu nonpaskamu, CLASS 2013 (c
nonpaskamu), WHSR YacTtb 7.1 (c nonpaskamu), EN 1ISO 9001, ISO 13485:2016, ISO
14971 (akBnBaneHT EN ISO 14971:2012), EN ISO 18113-1, EN ISO 18113-2, EN ISO
18113-3, EN 13641, EN 960, EN ISO 15223-1, EN I1SO 15223-2, I1SO 80000-1
MOTEHUWA/bHBLIN NOTPEBUTENb

MeauuyHckoe usgenue Bunupy6uH o6wmii PearenTbl (Allnity cTotal Bilinjbln Reagent
Net) npeaHasHauyeHO AN WCMO/Mb30BAHUA B PA3/INYHBIX KIMHUKO-Na60PATOPHbIX
YCNOBUSIX, BK/IOYAst, 6€3 OrPaHNYeHNsi, GO/bHULbI 1 1aGOPaTopPUM, NEPCOHAN KOTOPbIX
npowuen o6y4yeHne nNo Mcnob30BaHuio aHanmsartopa Aiinity |.

NH®OPMALINA O HANNYN B MEANLIMHCKOM U3AENNN
NNEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPW/IBHOCTb

MocTaBnsieTcs B HecTepusbHOM Buge. CTepunusauns nepej MpUMEHeHUeM He
TpebyeTcs.

NH®OPMALINA [¢) BO3MOXHOCTMU NMOBTOPHOIO
NMPUMEHEHWA

He nonexuT NOBTOPHOMY NPUMEHEHNIO.

MATEPUAJbI XXUBOTHOIO NMPONCXOXAEHNA

Martepuanbl KUBOTHOTO MPOUCXOK/AEHUSI MPOBEPEHbI U PUCKU NpuMeHeHns MU
ykasaHb! B MacnopTte GesonacHocTu. MacnopTa 6e30NacHOCTI MOXHO HaiATV Ha caiiTe
www.abbottdlagno8tics.com nnu o6patutecb kK MECTHOMY NPeACTaBUTEHO.
MOKA3AHNA N MPOTUBOMOKA3AHNA

He npumeHumo.

YCNoBUA XPAHEHUA 1 MPUMEHEHNA

XpaHeHne MeAWUMHCKOTO u3genus npu Temnepatype oT 2*C pgo 8"C pfos/mkHO
OCYLLECTBIATLCA B XOMOAN/ILHBIX KAMEPaX UK B XONOAWbHIKAX, 06eCcneunBatowmx
PernameHTUPOBaHHbI  TeMNepaTypHbI Pex(MM C  exXefHEeBHO perucTpauneit
Temneparypel.
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2660TT M'M6X & Ko. KI Ten: +49 61 22 58 0
Makc-InaHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbageH

n/s 1303,65011 BucbapeH

Moanuck: /nognucaHo/ [Jara: 03 ceHTA6pA 2019 T.

3amaH KxaH (Zaman Khan)

3amecTuTeNb AMpeKTopa

Mo HOPMaTVBHO-MNPABOBOMY PerynnpoBaHuio
PernoH EBBA wu NakucTaH

3660T1T N'M6X & Ko. KIN

2660TT I'M6X & Ko. KIT
Makc-lnaHkK-PuHr 2

65205 BucbageH-[enbkeHxanm
CepmaHua

/MeyaTb: 3660TT
2660TT 'MO6X & Ko. KT
Makc-InaHk-PuHr 2
65205 BucbageH/

KOpuaunueckunii agpec: BucbageH

PalioHHbI cyn BucbageHa HRA 4888 YnpasnstoLwuii:

Hecywinii nepcoHanbHy0 0TBETCTBEHHOCTb KOMMAaHbOH: KpuctuaH Mpanoy (Kristian Grapow)
3660TT MeHemKMEHT MM6X per Anbbepr (Greg Ahlberg)
KOpuaunyeckuin agpec: BucbageH Mpeacenatens HabnwaaTeIbHONO COBETA:
PalioHHbIn cyp BucbageHa HRA 12889 Xaiime A. KoHTpepac (Jaime A. Cintreras)

0(bunmnanbHoe NOBMNCTENbCYBOBAHME

Hactosawwmm oduunanbHo ypocToBepseTcs, 4YTO r-H 3amaH XaH
3660TT N'M6.X & Ko, KI Makc-Mnank-Pnur 2, 65205 BwucbageH,
CO06CTBEHHOPYYHO MOCTaBU/1 BbILLIECTOSALLYIO MOANUCH B NPUCYTCTBUK
noanucasLLeroca npejcefarenis MeCTHOro cyfa.

BucbageH, 03,09.26/9 a

Ne B peecTpe 792/19

MownnHa B cooTBETCTBUM C [onoXeHrem o cbopax B pa:TMepe 6 eBpo
ornayeHa

InognucaHo/

Mpeacenatens MecTHOro cyfa

/MeyaTb: MecTHbIA erd r. BucbageH X1 * 2/

/nognucaHo/ 03 ceHTA6Gpa 2019 T.

3amaH KxaH (Zaman Khan)

TeKCT B JOKYMEHTe «3JKCniyaTauMoHHas LOKYMEHTAaUUs» Ha aHrIMACKOM U PYCCKOM sA3blKax
MOMIHOCTbiO COBNajaeT.

lMepeBOa C aHIMINMIACKOrO H HEMELLKOTO $I3bIKOB Ha PYCCKWUIA $A3blK BbIMOIHEH MEPEBOAUYNKOM
LLlaTHeBbIM Unbeil AnekceeBnyem.
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Poccuiickas ®epepauus. Ffopog Mocksa.
[ecaToro ceHTA6Ps ABe ThicAYM AeBATHAALATOro roja.
A, baxTagse dnbmupa KOpbeBHa, HoOTapuyc r. MockBbl, CBUAETENLCTBYHO MOA/MHHOCTb

nognucu nepesogynka LatHesa nbn Anekceesunya.
Mognuck caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTb NOANMCABLLErO JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne77/52-H/77-2019-/~
B3bickaHo no Tapudy 100 py6.

YnnayeHo 3a okasaHue yCcnyr npaBoBOro M TeEXHNYECKOro Xapakrepa; --

3.10. baxTapgse

BCerOHpoLtupoBaHo npoHYME®EPOSBA aAdH?”"
N CKPErvIeHO neyarbio....-' M. ...
HoTapuyC....... oovevieeieeci, )
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