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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, 3amam XaH (Zaman Khan), 3amectutenb [upekTopa no HopMaTvBHbLIM Borpocam OTaena Esponbl,
BnvkHero BocToka, Agpukn n MakuctaHa 9660TT MMm6xX 1 Ko. KIM (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToALLMM YA0CTOBEPAID, YTO MpunaraemMble
[OOKYMEHTbI B HUXKENPUBEAEHHOM 06beMe CTPaHULL, SBNAKOTCA 3KCMN/TyaTauMOHHOW JOKYMEHTaLVEN.
ATN [OKYMEHTbI NMOMHOCTHIO COOTBETCTBYHOT aKTya/lbHON JOKYMEHTaLUN NPON3BOANTENS.

JKcnnyaTauMoHHaa JOKyMeHTauusa 4nsa MegnumnHcekoro nsgenms (Operational documentation
for medical device):

Habop peareHTOB A/1 KO/IMYECTBEHHOIO OMpefesieHns QUOKCUAa Yriepoja B CbIBOPOTKE WU Mnasme
KPOBU CMEKTPOOTOMETPUYECKMM METOAOM Ha 6roxumudeckux aHanusatopax Alinity ¢ " Advokcug
yrnepoga PeareHTbl (Alinity ¢ Carbon Dioxide Reagent Kit)"

Mo TeKCTy 3KCMayaTauMOHHbIX LOKYMEHTOB BCTPEYAlOTCH BapuaHTbl HaMMEHOBaHWI MeLULMHCKUX W3Lenui,
npvBeAeHHble B Tabnule HdKe, KOTOpble SBASKOTCA CMpaBefvBbIMKW UM paBHO3HauHbIMK (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HavmeHoBaHne  HavmeHoBaHWe MeAMLIMHCKOIO U3AeNnsa Ha PyCCKOM A3bIKe CokpalleHHoe

Ha aHr INACKOM HaumMeHoBaHue (Mo
A3blKe TEKCTY [OKYMeHTa)

Alinity ¢ Carbon Habop kanubpaTopoB A1 o6ecrieyeHuss NpPaBUAbHOCTY  [lnokeup, yrnepoga

Dioxide KO/IMYECTBEHHOTO OnpefeneHns guokcuga yrnepoga B KanuGpatopbl (Alinity ¢

Calibrator Kit CbIBOPOTKE WM NAa3Me KpPoBM CNeKTPodoTOMETpUYeCcKMM  Carbon Dioxide

MeTO4OM Ha Ouoxumuueckmx aHanmsatopax Alinity ¢ Calibrator Kit)
"Onokeng yrnepoga Kanmbpartopsl (Alinity ¢ Carbon
Dioxide Calibrator Kit)"

Alinity ¢ Carbon Habop peareHTOB [Ans KOJMYECTBEHHOrO onpefeneHus  [mokcug, yrnepoga
Dioxide Reagent pauokcufa yrnepofa B CbIBOPOTKE WM nnasMe KpoBu  PeareHTol  (Alinity ¢
Kit CMEeKTPOPOTOMETPUYECKMM METOAOM Ha 6uoxmmmyeckux  Carbon Dioxide Reagent

aHanusatopax Alinity ¢ "[uokeupg yrnepoja PeareHTbl  Kit)
(Alinity c Carbon Dioxide Reagent Kit)"

Cocrtas (contents):

# Title Number of
pages
1 Instruction for use for Carbon Dioxide Reagent Kit with ADDENDUM for 7
Russia.

Sitz der Gesellschaft; Wiesbaden

Amtsgericht Wiesbaden HRA 4888 Geschaftsfiihrer:

Personlich haftende Gesellschafterin: Christian Grapow Page 10f2
Abbott Management GmbH Greg Ahlberg
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Uinity c
Carbon Dioxide Reagent Kit

Md Highlighted Changes: Revised February 2018.

instructions must be carefully followed. Reliability of assay results
:annot be guaranteed If there are any deviations from these
nstructlons.

H name
Allnity ¢ Carbon Dioxide Reagent Kit (also referred to as C02)

| INTENDED USE

The Alinity c Carbon Dioxide assay Is used for the quantitation of
carbon dioxide in human serum or plasma on the Allnity ¢ analyzer.

| SUMMARY AND EXPLANATION OF THE TEST
The determination of serum carbon dioxide total (COg) in
conjunction with other clinical and laboratory Information is
necessary for the evaluation of acid-base status. A high COg content
may be observed In compensated respiratory acidosis and metabolic
alkalosis. A low COg content may be observed In compensated
respiratory alkalosis and metabolic acidosis. Additional laboratory
determinations will permit differentiation between metabolic and
respiratory conditions.’

| PRINCIPLES OF THE PROCEDURE

Carbon dioxide, as bicarbonate (HCO3~), and phospho(enol)pyruvate
(PEP) are converted to oxalacetate and phosphate in the reaction
catalyzed by phospho(enol)pyruvate carboxylase (PEPC). Malate
dehydrogenase (MDH) catalyzes the reduction of oxalacetate to
malate with the concomitant oxidation of reduced nicotinamide
adenine dinucleotide (NADH) analog.* The resulting decrease in
absorbance at 404 nm is proportional to the COg content in the
sample.

Methodology: PEP Carboxylase

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

| REAGENTS

Kit Contents

Alinity ¢ Carbon Dioxide Reagent Kit 07P72

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.

07P7220 07P7230
Tests per cartridge 300 1500
Number of cartridges 10 10
per kit
Test per kit 3000 15 000
fwi] 12.7 mL 48.7 mL

N Active ingredients: Phospho(enol)pyruvate (63 mmol/L),

NADH analog (3.0 mmol/L), Phospho(enol)pyruvate carboxylase
(microbial) (> 2000 U/L), and Malate dehydrogenase (mammalian)
(> 20 000 U/L). Preservative: sodium azide (0.08%).

Warnings and Precautions
®
* For In Vitro Diagnostic Use
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Safety Precautions

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

The following warnings and precautions apply to:
Contains Tris hydroxymediyl amlnomethane* and sodium azide.

H316* Causes mild skin irritation.

EUHO032 Contact with acids liberates very toxic gas.

Owponsa

P332+P313* If skin irritation occurs: Get medical
advice / attention.

DispoMi

P501 Dispose of contents / container In

accordance wth local regulations.

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

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

For a detailed discussion of safety precautions during system
operation, refer to the Alinity cl-serles Operations Manual, Section 8.
Reagent Handling

* Reagents are shipped refrigerated or on cold packs.

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

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

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

For a detailed discussion of reagent handling precautions during

system operation, refer to the Allnity cl-series Operations Manual,

Section 7.

" 1 Abbott



Reagent Storage

Specimen Conditions

eV

For accurate results, serum and plasma specimens should S

free of fibrin, red blood cells, and other particulate matter. "
specimens from patients receiving anticoagulant or thrombdtt using P’
therapy may contain fibrin due to incomplete clot formation.

For accurate results, plasma specimens should be free of present-
platelets and other particulate matter. Ensure centrifugationiTo T'M'T
adequate to remove platelets. cup

To prevent cross contamination, use of disposable pipettes a M'M'M'n

Storage Maximum Additional Storage
Temperature Storage Time Instructions
Unopened 2to 8C Until Store in upright position.
expiration
date
Onboard System 14 days
Temperature
Opened 2to 8'C Until Store in upright position.
expiration Do not reuse original
date

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

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

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

Indications of Reagent Deterioration

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

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

m INSTRUMENT PROCEDURE

The Alinity ¢ Carbon Dioxide assay file must be installed on the
Alinity ¢ analyzer prior to performing the assay.

For detailed Information on assay file installation and viewing and

editing assay parameters, refer to the Alinity ci-series Operations
Manual, Section 2.

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

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

Alternate Result Units

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

(Concentration in Default result unit) x {Conversion factor) =
(Concentration in Alternate result unit)
Default ResuH Unit Conversion Factor
mEq/L 1

AHernate Result Unit
mmol/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

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.
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pipette tips is recommended.

Preparation for Analysis

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

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

To ensure consistency in results, recentrlfuge specimens prior to For

testing if Of

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

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

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

recentrifugation.

Specimen Storage Sar

Maximum Sar

Specimen Storage (5C

Type Temperature  Time Special Instructions an

Serum/ 20 to 25'C 1 day” Keep tube tightly M

Plasma 2 to 8°C 7 days™ * capped for storage.® A

-20'C 2 weeks”

decrease in the

CO2 value of up to

6 mEqg/L can occur in
the course of an hour
once the specimen
has been exposed to
ambient air®

Avoid multiple freeze/thaw cycles.

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

Each laboratory may establish a range around -20‘C 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
07P72 Alinity ¢ Carbon Dioxide Reagent Kit

Materials Required but not Provided

« Alinity 0 Carbon Dioxide assay file

« 08P7201 Alinity c Carbon Dioxide Calibrator Kit

« Commercially available controls containing carbon dioxide

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

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

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

Abbott
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ay Procedure
be detailed description of how to run an assay, refer to the Alinity
Series Operations Manual, Section 5.

» [y« | AM'~“bolylf using primary or aliquot tubes, refer to the Alinity ci-series

wmation
be free of
Cent f

Operations Manual, Section 4 to ensure sufficient specimen is

present.

Sation is To minimize the effects of evaporation, verify adequate sample

cup volume is present prior to running the test.

Ghfe pipeties Minimum sample volume requirements:
- Sample volume for single test: 1.5 pL.
NOTE: This amount does not include the dead volume
mJcfions for plus the additional over-aspiration volume. For total sample
specie volume requirements, refer to the Alinity ci-series Operations
. Manual, Section 4.
Jbbfes an. Refer to the Alinity ¢ Carbon Dioxide Calibrator Kit package
stick for insert and commercially available control material package insert
for preparation and usage.
priorto . ror general operating procedures, refer to the Alinity ci-series
Operations Manual, Section 5.
matter, « For optimal performance, it is important to perform routine
erare maintenance as described in the Alinity ci-series Operations
@®prior to Manual, Section 9. Perform maintenance more frequently when

he

required by laboratory procedures.

Sample Dilution Procedures

Samples with a carbon dioxide value exceeding 50 mEq/L

(50 mmol/L) are flagged with the code "> 50 mEg/L" (> 50 mmol/L)
and may be diluted with either the Automated Dilution Protocol or the
Manual Dilution Procedure.

Automated Dilution Protocol

The system performs a 1:2 dilution of the sample and automatically
calculates the concentration by multiplying the result by the dilution
factor.

Manual Dilution Procedure

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

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

If the operator does not enter the dilution factor, the result must be
manually multiplied by the appropriate dilution factor before reporting
the result. If a diluted sample result is less than the lower value of
the measuring inten/al of 5 mEqg/L (5 mmol/L), do not report the
result. Rerun using an appropriate dilution.

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

Calibration

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

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

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

Quality Control Procedures

As appropriate, refer to your laboratory standard operating

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

control requirements and potential corrective actions.

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

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

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

Commercial controls should be used according to the guidelines

and recommendations of the control manufacturer. Concentration

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

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

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

assay package insert.

Quality Control Guidance

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

guidance on laboratory quality control practices."”

Verification of Assay Claims

For protocols to verify package insert claims, refer to Verification of

Assay Claims in the Alinity ci-series Operations Manual.

m RESULTS

Calculation

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

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

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

Measuring Interval

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

The measuring interval of the Alinity ¢ Carbon Dioxide assay is 5 to
50 mEqg/L (5 to 50 mmolL).

I LIMITATIONS OF THE PROCEDURE
Refer to the SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS and SPECIFIC PERFORMANCE CHARACTERISTICS
sections of this package insert.

| EXPECTED VALUES

It is recommended that each laboratory determine its own reference
range based upon its particular locale and population characteristics.
Reference Range

Serum/Plasma®'

Rang» (MEg/L)
Cord 14to 2
Newbom 13to 2
Premeture, 1week 14t0 27
Infant 20t0 28
Child 20t0 28
Adult 22029
> 60 years 23t0 31

For Carbon Dioxide, results expressed in mEg/L are equivalent to
mmol/L.

Abbott



| SPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section. Results
obtained in individuai laboratories may vary.
The Aiinity ¢ analyzer, and the ARCHITECT ¢ System and AEROSET
System utilize the same reagents and sample/reagent ratios.
Unless otherwise specified, all studies were performed on the Aiinity
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 Aiinity ¢ Carbon Dioxide
Reagent Kit, 1 lot of the Aiinity ¢ Carbon Dioxide Calibrator Kit, 1 lot
of commercially available controls, and 1 instrument. Three control
levels were assayed in a minimum of 2 replicates at 2 separate times
per day on 20 different days.

Within-Run Within-Laboratory
(Total)*

Sanrple n (Mol 0 Yocv D Yecv
Control 120 18 04 20 0.6 36
Level 1
Control 120 2 05 21 09 39
Level 2
Control 119 33 0.7 22 11 33
Level 3

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

Accuracy
This study was performed on the ARCHITECT c¢ System.

Representative data from studies using NIST traceable standards
and comparing results with the NIST certified concentration are
summarized below.

N 20
Concentration (mEgyL) 20
Mean Bias (mEtyi) -0.7
Mean Bias (%9 37
Total Error (%9 80

Lower Limits of Measurement

A study was performed based on guidance from CLSI EP17-A2."3

Testing was conducted using 3 lots of Aiinity ¢ Carbon Dioxide

Reagent Kits 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.
mEg/L (nvnol/l)

Lo6*

LaO»

LoQ'l

* The LoB represents the 95th percentile from n i1 60 replicates of

zero-analyte samples.

The LoD represents the lowest concentration at which the analyte
can be detected with 95% probability based on n a 60 replicates of
low-analyte level samples.
®The LoQ 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 Aiinity ¢ analyzer supports this
LoQ.

Linearity

A study was performed based on guidance from CLSI EPO6-A."*
This assay is linear across the measuring interval of 5 to 50 mEg/L
(5 to 50 mmoliL).
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juder>NG.N
Interference

yeanalyX'ca'
Interference studies were conducted using an acceptance j
+ 4.3% or 1 mEqg/L, whichever is greater, from the target value.
This study was performed on the AEROSET System. pnWadetph>*
Potentially Interfering Endogenous Substances
Interference effects were assessed by Dose Response method,
the medical decision levels of the analyte. Vestgard
T B
Substance Detauit Units ~ Altemate Units ~ Target Level Target)
Bilirubin 30mg/dL 513 pmovL 20.5mEcyL 100 precisio
60m~dL 1026 pmollL. 20,5 mEg/L. 9 Mpprov*
Hemoglobin 1000 mg/dL 10g/L 20.1 mEg/L. %  Wayt's
2000 my/dL 209L 201 mEgL o Ciinica
Intralipid 1000 mg/dL log/L 20.0mEgL 100 i;‘;rz
2000 mg/dL. 20gL B 20.0 mEg/L 102 Wayo
Interfering Interlerent Level Recovery [%6! the
Substance Default Units ~ Altemate Units ~ Target Level Target)* %F?_F;
Bilirubin 30 my/dL 513 pmol/L 36.9 mEg/L 101
60 mg/dL 1026 (jmol/L. 36.9mEq| 100
Hemoglobin 1000 mg/dL 10(H 34.9 mEgL 102
2000 mg/dL 20gL 34.9 mEg/L 101 Pt
Intralipid 1000 mg/dL 10gL 36.8 mEgL 9 A
2000 mg/dL 20gLL 36.8 mEg/L B P
Noie

' Percentages have been rounded to whole numbers.

The following drugs were tested on the ARCHITECT c System for
interference at the concentrations indicated using an acceptance
criteria of + 4.3% or 1 mEq/L, whichever is greater, from the target
value.

Potentiatty IMerferent Lavel

Interfering Recovery
Substance Detaub Uit~ Alternate Uniti  lagatLinl  (%atTa<ad
Suifapyndine 300 mglL 12048pmolll 204nEQi IN
SQuifasalazine 300myl  7538pnoll.  20.4mEdl M.5
Tenmozoaride 204 1031 pmoa 189 mEq| 102

Interferences from medication or endogenous substances may affect
results.’®
Method Comparison

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

Correlation Concentration
Units n  Coetlicient Intercept Slope Renge

Alinity ¢ Plasma mEgL 114 100 100 1.00 5-46
Carbon (mmoliL)
Dioxide vs
ARCHTECT
Carbon
Dioxide
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or find country-specific contact information on
www.abbottdlagnostics.com
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the Linearity of Ouantrtat/ve Measurement Procedures: A Statistical .
©2016, 2018 Abbott Laboratories

Approach; Approved Guideline. CLSI Document EP06-A. Wayne, PA:

CLSI; 2003,

15 Young DS. Effects of Drugs on Clinical Laboratory Tests. 5th ed.
Washington, DC: AACC Press; 2000:3-117-3-120.

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

Note for number formatting:

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

* A period is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%).

| Key to Symbols

1SO 15223 Symbols

Consult instructions for use

Manufacturer

Sufficient for

Temperature limitation

Use by/Expiration date

NP << [

In Vitro Diagnostic Medical
Device
Lot Number

NI List Number

Serial number

other Symbolt

ICOHTAINSt AZIDE 1 Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

IDISTMBUTEDIN THE USABY] Distributed in the USA by

ANFORMATION FOR USACNLY] Information needed for United
States of America only

TPRODUCEDFORABBOTT BY | Produced for Abbott by

W OFCANADA | Product of Canada
Reagent 1

IRXONLY1 For use by or on the order of a

physician only (applicable to USA
classification only).

Abbott
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jTHAINOt

ADDENDUM applicaW=
to the Instruction for Use Alinity ¢ Carbon Dioxide Reagent Kit for Russia Lon
IOWand {

SHIPPING AND STORAGE CONDITIONS

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

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

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

WARRANTY

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

Alinity ¢ Carbon Dioxide Reagent Kit- 14 months from date of manufacturing.
Device should not be used if stored with deviations from manufacturer’s requirements (GOST R 51088-2013).

MAINTENANCE
Not required.

REPAIRS
Not required.

LIST OF APPLICABLE STANDARDS
EN 1SO 9001

ISO 13485:2003

ISO 14971 (equivalent to EN 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 15223-2

ISO 80000-1

POTENTIAL USER
The Alinity ¢ Carbon Dioxide assay is intended for use in a variety of hospital clinical laboratory environments including, but not limita
to; hospitals and commercial laboratories, whose personnel have been trained to use the Alinity ¢ 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

TECHNICAL CHARACTERISTICS
Reagent 1: pH-value at 20 °C; 7,5
Density at 20 °C: 1.02 g/cm®

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

MATERIALS OF ANIMAUHUMAN ORIGIN
Materials of animalfliuman origin are tested and risks of using MD are indicated in SDS. Safety Data Sheets are available a

www.abbottdiagnostics.com or contact your local representative.

INDICATIONS
Not applicable.
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NTRAINDICATIONS
lapplicable.

ltlorand odor
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Alinity ¢

Avokcnp yrnepoga PeareHTsl

(Alinity c Carbon Dioxide Reagent Kit)

CM. BbleneHHble n3MeHeHus. Pegakums: dpespanb 2018 T.

Heo6Xx04¥MO TOUHO cnefoBaTb UHCTPYKLUAM. Mpy OTKAOHEHWU oT
MHCTPYKUMUIA HAfleXXHOCTb Pe3y/ibTaToB TecTa He rapaHTupyetcs.

| HAUMEHOBAHWE (CokpalieHHoe)
Ovokcup yrnepoga PearenTsl (Alinity ¢ Carbon Dioxide Reagent Kit)
(Takxe BcTpevaeTcs no TekcTy: C02)

m HASHAYEHUE

TecT ¢ ncnonb3osannem fuokcug yrnepoga PeareHTtbl (Alinity ¢
Carbon Dioxide Reagent Kit) npegHa3HayeH Ans KOAMYECTBEHHOIO
onpeaeneHns AByOKNCK yriiepoja B CbIBOPOTKE UN Nia3Me KpoBU
Ha aHanusaTope Alinity c.

m KPATKOE OMNMNCAHWE TECTA

Onpegenexve ypoBHsA AByokucu yrnepoga (CO2) B CbiBOPOTKE
UnnM nnasme KpoBW B COYETAHUU C APYTUMU KAUHUYECKUMU 1
NabopaTopHbIMU AaHHBIMW HEO06X0ANMO A/1A OLEeHKU KUCNOTHO-
wienoyHoro craryca. Beicokoe cogepxaHune CO2 moxeT
HabnofaTbCsA NpU KOMMNEHCUMPOBAHHOM pecnMpaTopHOM auuaose
n meTabonmyeckom ankanose. Huskoe cogepxanume CO2 moxeT
Ha6n4aTbCs NPY KOMNEHCMPOBAHHOM PECNMPATOPHOM ankanose
1 meTabonuyeckom auugose. lononHUTENbHbIE NabopaTopHblie
nccnefoBaHna nomoryT gudbdepeHunposaTtb MeTabosimyeckme u
pecnupatopHble COCTOAHUSA.’

| MPUHUMMBI MPOLEEAYPHI
[iByokuchk yrnepoga, kak 6ukap6onat (HCO3 ") u choccho(eHon)
nupysaTt (PEP) B peakuuun, katanusnpyemoin gocdo(eHon)nupysat-
kap6okcunasoli (PEPC) npeBpalyatoTcs B okcanauertar v choccpar.
ManatgerngporeHasa (MDH) katanusmpyeT BoCCTaHOB/EHME
oKkcanauertaTta B MasiaT ¢ CONyTCTBYIOLWUM OKUC/IEHUEM
BOCCTAHOBJ/IEHHOTO aHanora HUKOTUMaMuf-afeHuH-AnHyKneotTuga
(NADH).2 Ha6niogaemoe B pe3ynbTaTe yMeHblUEHWEe ONTUYECKOi
nAoTHOCTM npu 404 NT nponopuuoHanbHO cogepxaHuto CO2 B
obpasue.

MeTogonorusa: PEP kap6okcnnasa

Moapo6HY MHOPMAaLMI0 0 CUCTEME W TEXHONOTUN aHanusa cMm. B
PykoBogcTee no akcnayatauuu Alinity ci-series, Pasgen 3.

| PEArEHTDI

Cogepxumoe Habopa

07P72 finokcug yrnepoga PearenTsbl (Alinity ¢ Carbon Dioxide
Reagent Kit)

NMPUMEYAHWE: HekoTopble (hacoBku AOCTYMNHbI HE BO BCEX CTPaHax.

O6paTutech Kk BawemMy MECTHOMY AUCTPUOLIOTOPY.
0O6bem (ML), ykasaHHbI B Tabnuue Huxe, 0603HavaeT 06beM Ha
KapTpuax.
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Iwi»| 07P7, HCM

07P7. pea

My3

5E1 07P7220 07P7230  YPC

KonnyecTtBo TecToB B 300 1500 ac

KapTpugxe np

Konnuectso 10 10 HPP’

KapTpugxeii B Habope ab0o”

KonuyecTtBo TecTos B 3000 15 000 WGk

Habope tpa
12.7 mL 48,7 mL

[fll  AkTuBHble MHrpeaneHTbl: hocco(eHon)nmpysaT

(63 mmol/L), ananor NADH (3.0 mmol/L), docco(eHon)nupysat
kap6okcunasa (Mukpo6Has) (> 2000 U/L) u manatgerngporeHasa
(mnekonuTatowmx) (> 20 000 U/L). KoHcepBaHT: asng HaTpus
(0.08%).

MpegynpexaeHns U Mmepbl NPejoCTOPOXHOCTH
e ®

[na puardocTtuku /n Vitro

Mepbl NpegoCcTOPOXHOCTH

BHVUMAHWE: [aHHblli npoAyKT npegnonaraet paboTy ¢
06pa3uaMM, NoNy4YeHHbIMU OT YenoBeka. PeKomeH,qyeTc;{ cynTaTtb
BCe MaTepuarnsbl, NOly4YeHHble OT YenoBeka, NoTeHUNanLHo
VIH(*)eKLlVIOHHbIMVI n oﬁpau.;an:cn C HUMM B COOTBETCTBUN
co CtaHgapToM No o6palyeHnto C reMOKOKTaKTHbIMU
natoreHamu, paspaboTtaHHbiM YnpasneHmem CLUA no oxpaHe
TpyAa v NpOMbIWNEHHON rnrneHe (OSHA). Mpu pa6oTe ¢
mMartepuanammn, cogepxawmmMmm nam npeanonoxmTesbHo
cofepxawnmu NHEeKUNOHHbIE areHTsbl, cnegyeTt cobnoaaTb
npasuna 6monoruyeckoil 6e3onacHoCcTu, ypoBeHb 2. UK apyrue
cooTBeTCTBYlOWME npasuia 6uonoruyeckoii 6esonacHocTn.N'®
Cnegywouwme npegynpexgeHns u mepbl npefocToOpoXHOCTU
oTHocATeA K; U
CoaepXxuT TPUC-TMAPOKCUMETUNIAMUHOMBTaH* U asng HaTpus.
H318* BbI3bIBAET Nencoe pasfpaxeHne Koxu.
EUHO032 Mpu KOHTaKTe C KMcnotTamy obpasyetcs
BbICOKOTOKCUYHbIN ras.
PmMmrapouHus

P332+P313* Mpu pasgpaxeHun KOXu Uan NosiBNeHnm
cbinu: O6paTUTLCS K Bpauy.

YTunusaumsa

P501 YTunuanpyiite cogepxumoe/koHTeliHep B

COOTBETCTBUU C CAHUTAPHLIMU HOPMammn
P® (CanlMuH 2.1.7.2790-10 oT 09.12.2010).

* He npumeHMMO Ha TeppuTopumn feiicteua Pernamenta EC
1272/2008 (CLP) unn CtaHgapTta onoseleHns o6 onacHocTu
Ynpasnenus CLUA no oxpaHe TpyAa U NPOMbILLIEHHOW TUTMeHe
(OSHA) 29CFR 1910.1200 (HCS) 2012.

MacnopTta 6e30NacHOCTW AOCTYMHbI Ha caliTe
www.abbottdiagnostics.com nau y mecTHOro npeacraButens.
Moppo6Hy MHopMaLMI0 0 HEOGXOAUMbIX Mepax
npejoCcTOPOXHOCTM Npu paboTe C aHa/IM3aToOpoM CM. B
PykoBogcTee no akcnnyatauuu Alinity ci-series, Pasgen 8.
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«76282
B7P

ne c peareHtTamun

TeMTbl NOA/1eXAT TPAHCNOPTUPOBKE OXNAXAEHHbIMU UMN B
I0TEPMUYECKNX NakeTax.
ocrie noslyyeHnst Habopa ocTaBbTe KapTPUAXKM peareHToB Ha 1
4aC B BEPTUKA/IbHOM MOMIOXEHUN [0 UCHE3HOBEHUSA Ny3blPbKOB,
KOTOpble MOT/IM 06pa3oBaThCs.
Ecrv kapTpuax peareHTa OnpokuHysCs, NpuBeAnTe ero
8BepTUKa/IbHOE NOJIoXKeHNe 1 ocTaBbTe Ha 1 yac Ao

"07 P75 LcuesHoBeHms ny3bipbkoB, KOTOPbIE MOFIN 06PA30BATHCA.
"O7P 7.  pearenmui nogsepkeHbl (hopMUPOBAHHMIO MeHbl 1 My3bipbKOB.
MysbipbkM B peareHTe MoryT NoMellaTh OnpefeneHuio
YPOBHS peareHTa B KapTpUAXe 1 NPUBECTY K HEA0CTATOUHOI
1500 acnupauuu peareHTa, KoTopasi MOXeT 3HAUUTEbHO BAUSTL HA
NPaBUNLHOCTL Pe3y/bTaToB.
10 >0Hyt0 MHhopmaLlmio 06 obpalieHnn ¢ peareHTamu npu
PTe ¢ aHaNM3aTOPOM CM. B PYKOBOACTBE MO 3KCMAyaTaLun
000

year
eHa3sa

inty ct-series. Pasgen 7.

XpaHeHne peareHToB
TemnepaTypa Makc, Bpemsa [OonoNHNUTENbHbIE UH*

XpaHeHus XpaHeHus CTPYKLWU N0 XpaHEHNIO

' HeBCKpbITbIA 2 m8'C [o XpaHute B

KapTpugA OKOHYaHUsi  BEepPTUKa/IbHOM
cpoka NosIoXeHUN.
rofHOCTN

Ha6opTy Temnepatypa 14 gHeii

B cucteme

BekpbiThiii 2 - 8'C o Xpanute B

KapTpua)k OKOHYaHWUA  BepTUKa/bHOM
cpoka NOJTIOXEHNU.
rogHocTu He ncnonbayiite

NOBTOPHO KPbILLKMN
peareHTa W3rotoBuTeNs
UNK 3aMeHsieMble
KPbILWKN BBUAY pUCKa
KOHTaMuHaLmu

1 BO3MOXHOCTU
HapylweHns paboumnx
XapaKTepucTuk
peareHTa.

PeareHTbl MOXHO XpaHUTb Kak Ha 6OPTY CUCTEMbI, TaK U BHE

ee. Mocne nM3BNeYeHUsi peareHToB U3 CUCTEMbI XPaHUTE WX B
BEPTUKASIbHOM MOMIOXEHUN C HAAETLIMW HOBbIMU 3aMeHseMbIMU
KpblWKamMun npu temnepatype 2 - 8'C. PeareHTbl, xpaHawmecs

BHE CUCTEMbI, PeKOMEeHAYeTCA XpaHuTb B (PabpUUHbIX TOTKax W
ynakoBKax Afisi o6ecneyeHuss BepTUKasbHOTO NONOXEHUS.
Moapo6HY0 MH(OpPMaLMI0 O BbIrPy3Ke peareHToB U3 CUCTEMbl CM. B
PykoBoacTBe no akcnnyatauuu Alinity cl-series, Pasgen 5.

lMokasatenm nopuun peareHToB

Ownbka KannGpPOBKN WU BbIXOJ 3HAUEHWUS KOHTPOSS 3a Npefesibl
AnanasoHa fonyCTUMbIX 3HAYEHU MOXET CBUETENbCTBOBATL O
nopye peareHToB. Pe3ynbTaTbl COOTBETCTBYIOLNX TECTOB CrneayeT
cunTaTb HeBepHbIMU, 06pasLbl AO/KHbI ObITb NPOTECTUPOBAHbI
NoBTOPHO. MoxeT noTpe6oBaTbCA NOBTOPHAs Kannbposka TecTa.
WHbopmaymio 06 ycTpaHeHUn HeucnpaBHocTeli cM. B PykoBogcTee
no akcnnyatauun Alinity ci-series. Pasgen 10.

| MPOUEAYPA PABOTbI HA AHAJTTM3ATOPE
Heobxoaumo yctaHoBUTL ¢haiin TecTa Alinity ¢ Carbon Dioxide nepepg
nposejeHvem Tecta Ha aHanusatope Alinity c.

Moapo6Hyt MHhopmMauno 06 ycTaHoBKe chaiinia Tecta, NPocMoTpe

1 pefakTUpoBaHWM nNapameTpoB TecTa CM. B PykoBoAcTBe no
akcnnyatauum Alinity ci-series, Pa3gen 2.

MHdopmaLuio 0 BbiBOAE Ha nevaTb NapameTpoB TecTa CM. B
PykoBoacTBe no akcnnyatauum Alinity ci-series. Pasgen 5.
Moapo6Hoe onucaHne npouenyp pa6oTbl C CUCTEMON CM. B
PykosogcTtee no akcnnyatauyuu Alinity ci-series.
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AnbTepHaTWBHbIe eUHULbI U3MEPEHUs pe3ynbTata

[na Bbi6opa anbTepHaTUBHON eAnHULbI U3MEHUTE napameTp TecTa
"EAVHULBLI n3mepeHuns”,

cdopmyna nepecueTa:

(KoHueHTpauynsa B cTaHAAPTHbIX eNHULAX U3MepeHnus pesynbTaTa)
X (thakTop nepecyeta) = (KOHUEHTPaUNS B anbTePHATUBHbIX
eiHNLax n3MepeHus pesynbrara)
CraHfapTHbiO ean-

HULbI U3MEpeHNs

pesynbTata dakTOp nepecyeta
mEq/L 1

AnbTepHaTUBHbIE
efIMHNLbI N3MEepeHNst
pesynbTaTa

mmol/L

1 CBOP OBPASLA 1 NOArOTOBKA K AHAJTN3Y

Tunbl o6pa3uos

MepeuncneHHble HUXe TUNbl 06pasLoB GblM BepUULMPOBaHbI Ha
NPUroAHOCTb K MCMOMb30BAHNIO B JAHHOM TecTe.

[Opyrue Tunbl o6pasuos, npobupok ansa c6opa o6pasyos u
aHTUKOArynsHToB He GblinN BepuuLMpoBaHbl Ha NPUTOAHOCTbL K
1CMo/b30BaHNI0 B JaHHOM TeoTe.

Tun obpasua EmkocTn ans cbopa o6pasyos
CblBOpPOTKA KPOBU CbIBOpPOTKa KPOBU C pasfenutesibHbiM
renem unun 6e3s)

Mpo6upkn ana c6opa obpasuos
JlonycTumble aHTUKOArynsHTbI:

Mnasma kposu

NInTuii renapuH ¢ pasgenuTenbHbIM renem
nnn 6es

HaTtpuii renapuH

e [ns aHanusatopa He NpefycMOTPeHa onuusi Bepudukaumm
TUMOB WUCMOMb3yEMbIX 06pa3LoB. B 0653aHHOCTY onepaTtopa
CUCTEMbI BXOAUT NPOBEpPKA NPaBUILHOCTY yKasaHWsi TUNOB
06pasLoB, UCMOJb3yEMbIX B TeCTe.

CocTosiHMe o6pasLos

¢ YT06bI NONYUNTL NPaBU/IbHbIE pe3ynbTaTbl, 06pasLbl
CbIBOPOTKM ¥ Nnas3Mbl KpOBU onefyeT OTAeNUTb OT ubpuHa,
3pUTPOLUTOB W APYIUX TBEPAbLIX YacTul,. O6pasubl CbIBOPOTKM
KPOBM NauMeHTOB, NoyYyalumnx aHTUKOAryIsLMoHHY0 nin
TPOMGONUTUYECKYIO TEpanuto, MOryT coaepxartb (hMbpuH B
pe3ynbTare He3akOH4YeHHOro 06pa3oBaHuns CrycTKOB.

e [nsA nonyyeHus TOUHbIX pe3ynbTaToB 06paslbl niasMbl KPOBU He
[O/MKHBI coAepXaTb TPOMOOLUTLI U Apyrue TBep/ble YacTulbl.
Y6eautecb, Y4TO TPOMOOUUTLI yAaneHbl LeHTpudyrnposaHuem.

* PekomeHfyeTCcsi UICNONb30BaHWE OAHOPA30BbIX NNNETOK
N HAKOHEYHWKOB ANA NMUNEeToK ANA npejoTBpalieHns
nepeKpecTHO KoHTaMuHaLuu.

MoaroToBKa K aHanusy

« CnepyiiTe MHCTPYKUMAM M3roToBUTENs Npo6upok ans céopa
o6pasuoBs. MNpn noarotoBke 06pa3sLoB kK TECTUPOBAHWIO
rpaBMTALMOHHOIO pasfeneHns HefocTaTouHo.

* B o6pasyax He AO/KHO BbITb My3blPbKOB. YAanuTe ny3bipbku
annankaTopoM [0 Havyana TecTMpoBaHus. Mcnonbayiite
HOBBI annaukaTop Ana kaxaoro o6pasua, 4tobbl n3bexarb
nepekpecTHOl KOHTaMUHaLuu.

Lna nonyyeHusi cornacoBaHHbIX pPe3ynbTaToB pekoMeHayeTcs

nNpoBOAUTL NMOBTOPHOE LeHTpUdyruposaHme o6pasLoB nepes

TecTMpoBaHWEM, €C/in

*  OHU copaepxaT (MBPUH, 3pPUTPOLUTLI UM ApYyrue TBepable
yacTuupbl.

MPUMEYAHWE: Ecnu o6pasubl cogepxaT hvbpuH, aputpouuTbl

NN gpyrvue TBepAble YacTuubl, nepemeLwaiiTe nx Ha BopTekce

Ha HW3KOW cKopoCcTU unu nepesepHyB 10 pa3 nepes NOBTOPHbLIM

LeHTpudyrupoBaHunem.

3 Abbott



XpaHeHue o6pa3LoB

Makc, Bpemsi CrieumasibHble MHCTPYK-

Tun o6pasua Temnepatypa XpaHeHus um

CbiBopoTka/ 20 » 25'C 1 aeHp” XpaHute npobupky

nnasma 2 . 8C 7 aneiin ® NNOTHO 3aKpbITON."
20C 2 Hepenmt “ Ecnu B TeyeHune vaca

o6pasel, ocTaeTcs
OTKPbITbIM U K HEMY
noctynaeTt BO3AyX,
cogepxaHue COr
MOXET CHU3NTbCA A0
6 mEqg/L.e

MN3b6eraiiTe MHOrOKpaTHbIX LIUKA0B 3aMOPO3KN/PasMOpO3KU.

Guder 1 gp. peKOMeHAyl0T XpPaHUTb 3aMOPOXEeHHbIe 06pasLbl npu
*20'C He npeBbllAas yKka3aHHbI Bbllle BPEMEHHON Anana3oH.N
Kaxpoit nabopatopun pekoMeHayeTcs yCTaHOBUTL TeMNepaTypHbIii
pexum npuénmsntenbHo -20°C B COOTBETCTBUM C MHCTPYKLUSAMU
NPOU3BOAUTENS XONOANbHUKA UAN CTaKWPTHOMN (bIMK)
onepaunoHHo(bIMK) Npoueaypoii(amun) xpaHeHna o6pasuos Balei
na6opatopuu.

XpaHuBluMecs o6pasibl [OMKHbI GbiTb NPOBEPEHbI HAa Hanuune
TBEpAbIX YacTul. Ecnu B o6pasuax npucyTCTBYIOT TBEPAblE
yacTuubl, Nepej TecTupoBaHnem nepemellaiite o6pasubl Ha
BOPTEKCe Ha HW3KOW CKOPOCTM UM nepesopaymsas Npo6upku, a
3aTeM ueHTpudyrupyiite obpasubl, 4TO6bl yAanuTb 3TW HacTWLbl.

TpaHcnopTupoBka o06pasyos

YnakoBbiBaiTe u Mapkupyiite o6pasubl B COOTBETCTBUMN C
rocyAiapCTBEHHbIMM, (hefepabHbIMU 1 MeXAYHAPOLHbIMU
Tpe60oBaHUSAMU MO TPAHCMOPTUPOBKE KIMHUYECKNX 06pasLoB U
VHMEKLNOHHBIX BELLECTB.

| MPOLEAYPA

MpepoctaBnsieMmble Matepuanbl
07P72 finokcug yrnepoga Pearentbl (Alinity o Carbon Dioxide
Reagent Kit)

Heob6xoaumbie, HO He NpefjocTaBAsieMble MaTepuarsl

e Alinity ¢ Carbon Dioxide chaiin Tecta

« 08P7201 Awokcupg yrnepoga Kanunbpatopsl (Aiinity ¢ Carbon
Dioxide Caiibrator Kit)

* KomMmepueckue KOHTPO/M, copepxaline AUOKCUz yrnepoaa

* usnonornyeckunii pacteop (0.85 - 0.90% NaCl) gnqa
pasBefeHns obpasua

WHopmaymio o maTepuanax, He06XoANMbIX AN paboTbl

aHanusatopa, cM. B PykoBoAcTBe Nno akcnnyatauuu Aiinity ci-series,

Pasgen 1

MHdopmaumio o maTepuanax, Heo6xo4MMbIX Ana npoueayp

TEXHUYECKOro 06CyXmnBaHNs, CM. B PyKOBOACTBE MO 3KCnayaTaunm

Alinity ci-series. Pa3gen 9,

Mpoueaypa aHanunsa

Moapo6HOe onucaHue Npoueaypbl NPOBEAEHNs TecTa CM. B

PykoBogcTBe no akcnnyatauyuu Aiinity ci-series. Pasgen 5.

*  WHopmauuo 06 obecneyeHnn goctatouyHoro o6bema obpasya
nauueHTa Npu UCMOMb30BAHUN MEPBUYHbLIX UAN aNNKBOTHbIX
npo6upok cMm. B PykoBogcTee no akcnayartauuu Aiinity ci-series.
Pazgen 4.

e Yrobbl MUHMMM3NPOBATL 3heEKTbI UCNapeHns, nepes
npoBsejeHnem TecTa y6eamntech, 4To B yalleyke Ansa o6pasLos
npucyTCcTBYeT A0CTaTOuHbI 06beM o6pasua.

¢ MuHMManbHbIl 06bEeM o6pasua:

- O6bem ob6pasua Ha Kaxpablii TecT: 1,5 pL

NMPUMEYAHUE: B ykazaHHOe KO/IMYECTBO He BXOAWUT

MepTBbIA 06bEM U JONONHUTENbHbLI 06bEM ANA acnupayuu.

MonwHyto nHpopmaumio o TpeboBaHUsax K 06bemMy obpasua
cM. B PykoBoAcTBe Mo akcnayatauun Aiinity ci-series.
Paszgen 4.
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WHbopmauuio 0 NoArotToske kannmbpaTtopos v KoHTponem Ecnn P®
CM. B MHCTPYKLMWN NO NPUMEHeHNo K [InoKcus yrnepoaa npuHAThb
Kanun6patopam (Aiinity ¢ Carbon Dioxide Calibrator Kit) HtISHaMeHii
WHCTPYKLUN MO NPUMEHEHUIO K KOMMeEPUYEeCKUM KOHTPONAKMOIP"
MHdopmaymio 06 06w mnx onepaunoHHbiX npoueypax cM. i nabop«
PykosogcTee no akcnnyatauuu Alinity ci-series. Pasgen 5.. noTtpe
e 1N BOCTUXEHUA ONTUManbHbIX PaboUnx xapakTepucTuk " 06 V@
BaXHO c/efjoBaTb CTaHAAPTHLIM NpoLeAypamM TeXHUYecKon
o6CcnyxnBaHMa B COOTBETCTBUM C PYKOBOACTBOM MO
akcnnyatauuu Alinity ci-series. Pasgen 9. Ecnn npasuna peat
B Baleii naboparopuun TpebyoT 60/1€e YacToro TeXHUYECKN

o6CcnyxuBaHua, cnegyiite NPUHATON NpakTuke. cnonb
Mpoueaypbl passegeHns obpasyos ontpc
O6pasLbl CO 3HAYEHNEM KOHLieHTpauun ABYOKUCH yrnepoja reTp!

6onee 50 mEg/L (50 mmol/L) nomeuatoTca kogom "> 50 mEg/L’
(> 50 mmol/L) n moryT 6bITb pasBefeHbl C UCNONb30BaHNEM "
NpoTOKO/Na aBTOMATMYECKOro pa3BefeHus unm npoueaypsbl pyLIHOIAp

1P
passefeHus.

TipA
HpOTOKOn aBTOMATUYECKOro pasBefeHust I/IEC

Cuctema passoguT obpasel, B nponopunn 1:2 n aBTomMaTnyecku
paccumMTbiBaeT 3HaYeHne KOHLEeHTpaLun, yMHoXas pesynbTaT Ha
COOTBETCTBYIOLNIA hakTop pa3BepeHus.

Mpouegypa py4yHOro passefeHus

Ans passefeHus o6pasua Mcnonb3yinTe U3NOIOTMYECKNiA pacTBop
(0,85 - 0.90% NacCl). "
OnepaTop JO/MKeH BBECTU hakTop pasBefeHNs B aKpaHbl 3aKasa
nauneHTa unu koHTpons. Cuctema 6yAeT NCMOMb30BaTb AaHHbIi
chakTop pasBefeHUs [/ aBTOMATUYEeCKOro pacyeTa KOHLeHTpauuu
o6pasua u coobleHus pesynbrata.

Ecnu onepatop He BBen hakTop passegeHus, Heob6xoanmo
YMHOXWTb pe3y/ibTaT Ha COOTBETCTBYIOLW NI (hakTop pasBeAeHus A0
coobuieHnsa pesynbTtata. Ecnu pesynbtart passefeHHoOro o6pasua
MeHbLUEe HUXHEro 3HaYeHns uHTepeana uamepenusa 5 meq/L

(5 mmol/L), He coobwaliTe 3TOT pe3ynbTat. MoBTOpPUTE TECT,
1cnonb3ys NpaBuibHOE pasBefeHue.

Moapo6Hyto nHbopmaLumio 0 3akase pasBefeHuii cm. B PykoBoacTtse
no akcnnyatauuu Alinity ci-series, Pa3gen 5.

KannbpoBka

WHCTPYKUMM 0 nNpoBefeHnn kannbposBku cM. B PyKoBOACTBE MO

akcnnyatauum Alinity ci-series. Pasgen 5.

Kann6poBka ocTaetcs cTabunbHOW B TeyeHne nNpubAN3NTENbHO

14 pHeli (336 YacoB), HO ee HEOGXOAMMO MPOBOAUTL C

BBEJEHMEM KaXA0ro HOBOrO HOMepa Cepuu peareHta.

MpoBepbTe KaMGPOBOYHYI0 KPUBYIO C MOMOLLbID HE MeHee 2

YPOBHEe KOHTPONEH B COOTBETCTBUM C YCTaHOB/EHHbIMU Ballei

nabopaTopueii Tpe6o0BaHNAMN KOHTPONS kayecTBa. Ecnu pesynbrartsl

KOHTPO/Iel BbIXOAST 32 pamMKW YCTAHOB/EHHbIX AMana3oHoB, MOXET

notpe6oBaTbCA NOBTOpPHAA KannbpoBska.

MoxeT noTpe6oBaTbCsi NOBTOPHAs kanubposka TecTa nocne

npoueaypbl TEXHUYECKOro 06CNYXNBAHNA OCHOBHbIX YacTeil

CUCTEMbl UK €e KOMMOHEHTOB WM MOC/e NPOBEfeHNs CepBUCHbIX

npoueayp.

MpoueAypbl KOHTPONA KayecTeBa

Mpn HEeo6XoAMMOCTMN NPUMEHEHUSA [ONOMHUTENbHbIX TpeboBaHuii

K KOHTPO/II0 KayecTBa W NOTEHLMaNbHbIX KOPPEKTUPYOLWUX Mep

cnepyiite ctaHfapTHOI(bIM) onepaunoHHol(bIM) Npoueaype(am)

Bawei nabopartopun u/mnu nnaHy obecnevyeHus kavecTsa.

*  Kaxgble 24 yaca [0/XHbl TECTUPOBATLCS ABa YPOBHA KOHTponen
(HopManbHbIA M aHOManbHbIR).

« Ecnu npoueaypsl Baweli nabopatopuun TpebyioT 6onee
4acToro MOHUTOPWHIA KOHTPONS KayecTBa, cneayiite NPUHATON
npakTuke.
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'Mponeii
T'nepoga

KU pesynbTaTbl KOHTPONSA KayecTBa He COOTBETCTBYHOT
|MpVHATEIM KPUTEPKSIM, YCTAHOBNEHHBIM Balleii naéopaTopueit.
1 B 1*lueHnsi pe3ynbTaToB TECTUPOBaHUS 06pa3LoB OT NaLueHToB

3HTPONAM. liixyT BbITb COMHUTENbHBIMK. CneayiiTe NPUHATLIM Ballel

cM. B /na6oparopveil npoueaypam KOHTpoNs kadectsa. MoxeT

W en 5, nTpe6oBaTbCcs NOBTOpHaA kanubposka. NHdopmaymio
<\CTUK obycTpaHeHnn HencnpaBHocTeli cm. B PykoBoacTBe no
'Nge>coro | 3XCniyataumu Alinity ci-series, Pasgen 10.
t Mocre 3arpy3ku B CUCTeMY HOBOW cepun peareHTa wuau
>nna Pa,  kanubpartopa nposepbTe pesy/ibTaTbl KOHTPOJIS KayecTsa
*UBoy00,  KPUTEPUM NPUEMNIEMOCTHU.
OBaHNEe KOMMEPUYECKUX KOHTPOJIEH AO/DKHO NPOBOAUTLCA B

TTCTB/M ¢ pykoBOACTBaMW U peKoMeHAauusaMy U3roToBuTens
3 '‘OH [jnana3oHbl 3HaYEHWH KOHUEHTpaLuii, ykasaHHble B
fq/L" KUMM MO NMPUMEHEHUI0 K KOHTPOJII0, HOCSAT UCKMKUNTENBHO
K ‘MeHpaTeNbHbI Xapakrep.
AyRHon 1CNONb30BaHNK N1I060ro0 KOHTPO/ILHOTO MaTepuana na6opatopus

m

‘lomiHa y6eAnTbCA, YTO MaTPUKC KOHTPOJIBHOrO Matepuana
NpUrofieH AN UICMOMIb30BaHNA B TECTE B COOTBETCTBUM C
VHCTPYKLUMEl NO NPUMEHEHWIO K TECTY.
PekomeHzauum no npouenype KOHTPOs KayecTsa
PekomeHfaLyv no npoueAypam KOHTPONs kavecTBa nabopatopuu
av B “Basic QC Practices", James O Westgard, Ph.D.’®
MoAaTBep)kAeHNe 3asiBNEeHHbIX XapakTepucTuk tecta
MpoTokonbl A4NA NOATBEPXKAEHUS 3aABMEHHbIX B MHCTPYKLUM
| 1o npyMeHeHno xapakTepucTuk Tecta cM. B PyKkoBoacTee
| no akcnnyatauuu Aiinity ci-series. Pa3gen "MoaTeBepxaexHne
, 3asAB/IEHHbIX XapakTepucTunk Tecra”.

| PE3YNLTATHI

Pacuet

Tect Aiinity ¢ Carbon Dioxide ncnonb3yet metog NMHeNHOro
npeo6pasoBaHus AaHHbIX ANA NOYYEHUS KanubpoBKu 1
pesynbTaTos.

WHbopmaumio 06 anbTepHATUBHLIX €AWHULAX U3MEPEHNS
pesynbTatoB TecTta cMm. B pasgene NMPOLEAYPA PABOTHI
HA AHANTM3ATOPE, "AnbTepHaTuBHbIE eAUHULbI U3MEPEHNA
pe3ynbTaTtoB” faHHOW WHCTPYKLUWN NO NPUMEHEHWIO.

dnarn

PesynbTaTtbl HEKOTOPbIX TECTOB MOTYT COMPOBOXLWATLCA
nHopmauuein B none “cdnarn”. OnucaHve naros, KOTopble MOryT
nosIBNATLCS B 3TOM none, cM. B PyKoBOACTBE MO 3Kcnayartauuu
Aiinity ci-series, Pasgen 5.

WNHTepBan nsmepeHuns

NHTepBan n3mepeHus onpegenseTca kak gnanasoH 3HauyeHuit B
mEg/L (mmoi/L), KOTOpbIA COOTBETCTBYET rpaHuLaM npuemaemMbix
pabounx xapaKkTepucTuK 418 NMHEeAHOCTU, BOCNPOU3BOANMOCTY
OTK/TIOHEHUSA.

MHTepBan n3amepeHns Tecta Aiinity ¢ Carbon Dioxide coctaBnsieT 5 -
50 mEg/L (5 - 50 mmoilL).

| OrPAHVMYEHMS NPOLEAYPHI

Moapo6Hyto nHdopmauuio cm. B pasgenax CBOP OBPA3LIA U
NOArOTOBKA K AHANN3Y n CNEUNPUNYECKUNE PABOYVE
XAPAKTEPUCTUKWN faHHON UHCTPYKLMU NO MPUMEHEHWIO.

| OXWAOAAEMbIE 3HAYEHUNA

Kaxpoit nabopaTopun pekomeHAyeTCcsi ycTaHaB/iMBaTb COGCTBEHHbIN
pedbepeHCHbIl gnana3oH, OCHOBaHHbI/ Ha cneuudguke pernoHa n
xapaktepucTukax nonynsuuu.
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PedhepeHcHbIl gnanasoH
CbiBOpOTKa/nnasma KpoBmu''
[vanasoH (mEiyL)

MyrosvHa 14-22
HosopoxaeHHble 13- 2
HepoHowexHbe, 1 Henerns 14-27
MrageHLp! 20-28
Lem 20-28
Bapocrbe 22- 29
> 60 rer 23- 3

PesynbTaTbl TECTUPOBAHUA HA ABYOKWUCH Yrneposa, BbipaXeHHble B
mMEQ/L, 3KBMBa/IEHTHbl 3HAYEHNAM, BbipaXXeHHbIM B mmoi//L.

m CMNEUVNPNYECKNE PABOYME
XAPAKTEPNCTUKN

B flaHHOM pasfenie npefcTaBfieHbl AaHHble N0 penpe3eHTaTUBHbIM

pa6ounm xapaktepucTnkam. Pe3synbTaTbl, NOAYYEHHbIE B OTAE/bHbIX

naéopartopusix, MOTyT OT/IM4aTLCA OT NPUBEAEHHbIX AaHHbIX.

Ha aHanu3atope Aiinity ¢ n cuctemax ARCHITECT c System u

AEROSET uncnonb3yTcs O4HU U Te Xe peareHTbl U1 COOTHOLIEHUS

obpasua/peareHTa.

Ecnu He ykasaHo gpyroe, BCce McCnefoBaHUsi NPOBOAUINCH Ha

aHanusatope Aiinity c.

BocnponssognumocTb

BocnpousBogumocTb BHYTpW naGopatopuu

Bbino npoBefeHo nccnegoBaHue B COOTBETCTBUM C
pekomeHpaumamum gokymeHta CLSI EP05-A2.~ bbino nposegeHo
nccnegosaHve ¢ ucnosb3osaHnem 1 cepumn [inokcupg yrnepoga
PeareHToB (Aiinity ¢ Carbon Dioxide Reagent Kit), 1 cepun Aunokcug,
yrnepoga Kanubpatopos (Aiinity ¢ Carbon Dioxide Calibrator Kit),

1 cepun KOMMepPUeCKUX KoHTponeli Ha 1 aHanusatope. Tpu ypoBHA
KOHTPOIS1 GblIM NPOTECTUPOBAHbLI HE MEHEee YeM B 2 MoBTOpax 2
pasa B AeHb B TeueHue 20 gHeil.

Cperee, BHyTp™m cepimn BHyTp® naboparopum
(noBTOPSIEMOCTL) (obLuee)

Obpazel B0 [mmoli) ao B ao s
KoHTpOr, 120 18 04 20 06 36
ypoBeHb 1
KoHTpOr, 120 2 05 21 09 39
YpOoBeHb 2
KoHTpors, 19 3 07 22 1 33
YpOoBeHb 3

N BknwyvaeT BapnabesibHOCTb BHYTPU CEPUKN, MexXay CepusiMu u
MeXAy AHAMU.

TouHOCTb

[aHHoe uccnegosaHne nposoannock Ha cucteme ARCHITECT c
System.

Hwxe npusefeHbl penpeseHTaTUBHbIE AaHHbIE UCCeA0BaHNA,
NpOBefeHHOro C UCMOMb30BaHNEM COOTBETCTBYIOLUX CTaHAAPTOB
NIST, u pe3ynbTaTbl CPaBHEHUA C CEPTUDULMPOBAHHO
KOHUeHTpaumnein NIST.

Kor-so 20
KoHueHTpaLyst (TEh1) 2
Qpeppee oTkioHeHve (MEg/L) -0.7
Qpeppee oTkioHeHve (%9 -37
ObLLps ouwmbka (%) 80

Hwun)kHue rpaHuubl n3mepeHus

Bblno npoBefeHo MccnefoBaHWe B COOTBETCTBUM C
pekomeHpauumamu gokymeHta CLSI EP17-A2.’~ UccneposaHue
nNpoBOAWNNOCH C UCNoNb3oBaHWem 3 cepuii [inokcng yrnepoga
PeareHToB (Aiinity ¢ Carbon Dioxide Reagent Kit) Ha 2
aHanusartopax B TeyeHne He meHee 3 gHeli. Han6onee BbiCcOkMe
3HauyeHus npegena 6nadka (MB), npegena o6HapyxeHus (MO) n
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npegena konuyectseHHoro onpegenenusn (MKO) npuBegeHbl HUXe.
PenpeseHTaTVBHble AiaHHble NMpeAcTaB/ieHbl C YYETOM HUXHe
rpaHuLbl MHTEPBana N3MepeHus.

mEg/L (mmol/L)
B> 2
o= 3
KO 4

® 16 onpegeneH kak 95-ii NnpoueHTUNbL NO pesynbTaram
nccnefoBaHnsa 06pasLoB C Hy/NeBO KOHLUEeHTpauueil aHanuTa B n
i 60 nosTopax.

MO onpepgeneH kak camas HU3Kas KOHUEHTpauus, npu
KOTOPOUi @aHanUT MOXET 6biTb BbisiBSIeH C 95%-11 BEPOATHOCTLIO
no pesynbTataMm uccrnefoBaHns 06pa3LoB C HU3KWMW YPOBHAMM
KOHUeHTpauum aHanuta B nr 60 nosTopax.

° TKO onpegeneH Kak camas HMU3Kas KOHUEeHTpauusa c
MaKkcumanbHO AoNyCcTUMOl BOCNPON3BOANMOCTbI0 20 %KB.

N NlaHHOe 3HaueHue asnaetca MKO, nosyyeHHbIM Ha cucTeme
ARCHITECT System. MNKO, nonyyeHHblii Ha aHanusaTtope Alinity c,
TaKxe npumeHum ana gadHoro MKO.

JinHeliHOCTb

BbifIo NnpoBefeHo nccnefoBaHne B COOTBETCTBUN C
pekomeHgaumamu gokymeHta CLSI EP06-A.™

JINHEHOCTb TeCcTa COXpaHAeTCs B UHTepBane usMepeHus 5 -

50 mEg/L (5 - 50 mmol/L).

NHTeptepeHuunsa

WccnepoBaHne uHTepdepeHLyMn NnpoBOAMAN C UCNONb30BaHNEM
KpuTepues npuemnemoctn + 4.3% unu 1 mEg/L, B 3aBUCMMOCTN OT
TOro, 4To 6oMblUe, OT LeNIeBOro 3HAYEHUA KOHLeHTpaLuum.

[laHHoe nccnepoBaHve NpoBoAUNOCH Ha cucteme AEROSET.
MoTeHuManbHO UHTepdepupyloLWMe 3HAOTEHHbIE BellecTBa
OdohekTbl MHTEPEpPEHUNN ONpeaensanMcb C NOMOLWbI MeToAa Ao3a-
adhheKT Npu TepaneBTUYECKUX KOHLLEHTpaLUnax aHanuTa.

HvbKHIIA YpOBEHb TBPANEBTUHECKOH IOHLIEHTPALWN

MoteHupanbHo  KOHLIEHTALWA HTepchepeHTa
HTepchepupyk-  CTaHgapTHble  AnbTepHaTyB- Lienesoe Bbixoz, (% or
e BeWeCTBa  eAuHULIbI HblE €AVHNLbI 3HaueHve LiesieBoro)*
Brmpy6iH 30 mg/dL 513 pmol/L 20.5 mEg/L 100
60 mg/dL 1026pmol/L 20.5 mEg/L ]
Temornob/H 1000 mg/dL ton/1- 20.1 mEg/L 9
2000 mg/dL 2001 20.1 mEg/L %B
VHTparmnLp! 1000 mg/dL 10g/L 20.0 mEg/L 100
2000 mg/dL 20g/L 20.0 mEg/L 102
BepxHuii ypoBeHb TEpaneBTUHECKON KOHLIEHTpaLyv
TlOTEHANLHO KoHLeHTpaLyst uHTepcepeHTa
wHTepcheprpyto-  CraHfapTHbie  AnbTepHaTvBe- Lienesoe Boixog, (% or
e BeLecTsa €VHLIBI Hble eaVHULIbI 3HaueHvie Lienesoro)*
Bumpy6iH 30 mg/dL 513 pmol/L 36.9 mEg/L 101
60 mg/dL 1026 pmol/L 36.9 mEg/L 100
Temor/ioovH 1000 mg/dL 10g/L 34.9 mEg/L 102
2000 mg/dL 20g/L 34.9 mEg/L 1
VHTparvmap! 1000 mg/dL 10g/L 36.8 mEg/L 9
2000 mg/dL 20g/L 36.8 mEg/L 98

*3HaueHUs B NPOLLEHTaX OKPYINEHbI 40 LEeNblX Ynucen.
NHTepdepeHLmnio NepeyncneHHbiX HWKe TeKapCTBEHHbIX
npenapaToB Npy ykasaHHbIX 3HAYEHUSIX KOHLLEHTpaLuii
nccnegosanu Ha cucteme AMCHITECT ¢ System ¢ ucnosib3oBaHvem
KpuTepues npuemnaemoctu + 4.3% nan 1 mEqg/L, B 3aBUCMMOCTMN OT
TOro, 4TO GO/bLIE, OT LLEe/IeBOr0 3HaYeHNA KOHLEeHTpaLuu.

MoTeHansHo  KOMLEUTpaLwst vkTepchepeHTa

vHTepcepupyto-  CraHgapTHble  AnbTepHaTuB- Lienesoe Bbixog
LLe BelLiecTsa sO/WLLY| HbIEBAUMLLbI 3HaueHve (% uenesoro)
CynecharonayH SOOMTtyL 12048pmoll.  20.4 mEglL 100
CynechacanasvH 300mgl 753.8 pmol/L 20.4 meg/L 98.5
TemosoromAz, 20 iyl 1031 pTol. 18.9 mEg/L 102
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WNHTepthepeHLns nekapcTBEHHbIX NpenapaToB UM 3HA0reHHKPACM O/
BelllecTB MOXeT OKasblBaTb BAUSHWE Ha pe3ynbTaTtbl TecTa.

CpaBHeHne MeTOA0B

Bbino npoBeAeHo nMccnefoBaHue B COOTBETCTBUM C
pekomeHpaumamm gokymenta CLSI EP09-AS ¢ ncnonb3osaHue
meToAa perpeccumn Passing-Bablok. A

AHanasoni”
LieHTpas

Koxdxh
Epynn-  Kon- koppens- [Mepece- Ha-

bl BO UMM YeHue KIIoH

Alinity ¢ Miasva mEgL 114 1,00 1.00 1.00 5-46

Carbon Dioxide  kposn ~ (mmot/L) T

B CPpaBH. C

ARCHHECT

Carbon Dioxide 5
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cdopmart uncen:

e B KkauyecTBe pasfenuTens Tbics4 UCNONb3yeTcA npo6en (npumep:
10 000 o6pasLoB.).

e B KauyecTBe pasgenuTens AecATUYHbIX 3HAKOB WUCMOMb3yeTcs
Touka (npumep: 3.12%).
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*IoreHHbIX 1 1b3yeMble CUMBOJIbI
N TecTa. 'S

CMHM/1bl ISO 15223
CM. MHCTPYKLMIO NO
NPUMEHEHMNI0

" 30BaHnemM™ M3rotoBuTENb

JocTtaTtouHo ansa

[JvanasoHi
janrpau»”
5-46 TemnepaTypHblii AnanasoH
Wcnonb3oBatb o/Cpok rogHOCTH
MepguuunHckoe nsgenuve ans
. aunarHocTtuku /n Vitro

Memis
Homep cepun
KaTanoxHblii Homep

JB. CepuiiHblii Homep

"ayre,
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MPNNOXEHNE

L-vEPHAIlbn
K MIHCTPYKLUMM No npumeHeHunto Ainokeng, yrnepoaa PeareHTbl (Alinity ¢ Carbon Dioxide Reagent Kit) gns Poccun Ao
nansl
(nacHocTu

YCNoBNA TPAHCNOPTUPOBKWN n XPAHEHWA

N3nenve pekomeHAyeTCsi TpaHCNoOpTMPOBaTb M XpaHUTb NMpu TemnepaType 2-8°C. MeAWUMHCKME W3Lenust JOSDKHbl XN
XONOAUMbHBIX Kamepax WM B XONOAWIbHMKAX, obGecneurBalolwyX pernamMeHTMPOBaHHbIi TeMnepaTypHblii pexuM c e 1A
perucTpaumeil Temneparypsi. -Npr»Aenin’
TpaHCMopTMBKa [O/HKHA OCYLLECTB/IATLCA B TEPMOKOHTEiHEPAX OJHOPAa30BOrO MOJIb30BaHWS, COoAepXaliux Xiafgoanemek
TePMOKOHTeiHepax MHOroKpaTHOro NPYMEHEHUSs C aBTOMaTUyeckn NoafepXuBaemol TemnepaTypoii unm B asTopedipuke!
1Crnosib3oBaHneM TEPMOUHANKATOPOB.

W3genvie octaeTca cTabusibHbIM O OKOHYAHWA CPOKa FOAHOCTH, YKa3aHHOrO Ha ynakoBKe.

Mpu TpaHCNOPTUPOBAHWM C HapylleHWeM TeMmnepaTypHOro pexuMa u3fenne He MNOANEXWT NpuMeHeHuto. TpaHcnop'
OCYLLECTB/IAETCS BCEMU BUAAMU TpaHCNopTa B KPbITbIX TPAHCMOPTHbIX CPeACTBax B COOTBETCTBUW C MpaBuiamy nepeBo3ku
[eiCTBYIOLMMI Ha KaXA0M BUAe TpaHcnopTa

rapaHTMVIHbIe o6s3aTenbcTBa

TAPAHTUMHBIE o6sizaTtenscTea

Npou3BOAMTENIb FapaHTUPYeT, YTO MpU NPaBWIbHOM XpaHeHWM U obpalleHnn n3genne ocTaeTcs CTabu/lbHbIM [0 UcTeyeHus!
rofiHocTV. MakcMMasibHbIii CPOK rOfHOCTY: |
[Awvokeng yrnepopa PeareHTsl (Alinity ¢ Carbon Dioxide Reagent Kit) -.He 6onee 14 mecsueB ¢ AaTbl NPON3BOACTBA:

3genve, xpaHuBlUEECA C HapylleHMeM perfiaMeHTUPOBAHHOrO MNPOU3BOAWTENEM pexuma, MPUMEHEeHUI0 He noge
cooTBeTcTBUM ¢ FOCT P 51088-2013).

TeXxHun4yeckoe OGCI‘Iy)KVIBaHVIe
He TpebyeTcs.

TEKYWNMA PEMOHT
He TpebyeTcs.

NMEPEYEHbL CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEAVNUWMHCKOE N3AENVE
EN 1SO 9001

ISO 13485:2003

ISO 14971 (equivalentto EN ISO 14971:2012)
EN ISO 18113-1

EN ISO 18113-2

EN I1SO 18113-3

EN 13641

EN 980

EN ISO 15223-1

EN ISO 15223-2

1SO 80000-1

MOTEHUMA/BbHbINA MONb30OBATE/b

Avokeng yrnepoga PeareHTsi (Alinity ¢ Carbon Dioxide Reagent Kit) npegHasHayeH 415 NCNofib30BaHUS B Pas3INUHbIX KIIMHUKO-
nabopaTopHbIX YCNOBUSIX, BKIOYas, 6€3 orpaHuyeHus, 60/1bHULbI 1 KOMMepYeckve nabopaTopun, NepcoHan KOTopbIX MpoLen
0b6y4yeHve Mo ncnonb3oBaHUo aHanmsaropa Alinity c.

NH®OPMALINA O HANMYN B MEAVLIMHCKOM U3AENVN NEKAPCTBEHHOIO CPEACTBA
He copepxur.

CTEPUIBHOCTb
MocTaBnsieTcs B HecTepuibHOM Buge. CTepunnsaums nepes npuMeHeHmeM He Tpebyercs.

MHPOPMALIMA O BO3MOXXHOCTW MOBTOPHOIO NMPUMEHEHNA
He noa/nexuT NOBTOPHOMY MPUMEHEHMIO.

TEXHNYECKWVE XAPAKTEPUCTUKN
PeareHT 1. 3HauyeHune pH npu 20 °C: 7,5
MnotHocTb Npu 20 °C: 1.02 r/cT3

CBEAEHWA OB W3BECTHbIX OrPAHMYEHUNAX MO COBMECTHOMY MPUMEHEHWIO MEAVUMHCKUX W3AENUW 1O

HA3SHAYEHWIO
OTCyTCTBYIOT.
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HANbI XXNBOTHOTO/MENOBEYECKOIO NMPOUNCXOXAEHNA
/bl XMBOTHOTO MPOUCXOXAEHWNS MPOBEPEHbl W PpUCKM MNpuMeHeHuss MW ykasaHbl B [MacnopTte 6esonacHoctu. [lacnopta
HOCTU MOXHO HaiiTu Ha caiite www.abbottdiagnostics.com unm o6paTuTecb K MECTHOMY NpPeACTaBUTESTHO.
bl APaj
ce 3AHNSA KMPUMEHWIO

MMEHMMO.
RUEHTBS,

1
Punceps! 4 BonoKA3AHUSA K MPYMEHEHMIO
(NpVMEHMMO.

'«cnopT
B0  ETW 3AMAX
JTTbIA. 6e3 3anaxa.

«eN<uUT
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2660TT 'M6X & Ko. KI Ten:+49 61 22580
Makc-IMnaHr-PuHr 2, ®dakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303,65011 BucbageH

Moanuce: /noanucaHo/ Jara:27 asrycTa 2019 r.

3amaH KxaH (Zaman Khan)

3amecTuTeNb AUpeKTopa

Mo HOpPMaTMBHO-MPaBOBOMY PEryn1MpoBaHUIO
PervnoH EEBA v lNakucTaH

3660TT M'M6X & Ko. KIr

2660TT TMO6X & Ko. KIM
Makc-NnaHkK-PuHr 2

65205 BucbageH-LenbkeHxanm
"epmaHua

/MeyaTb: 3660TT
2660TT IM6X & Ko. KT
Makc-INnaHk-PuHr 2
65205 BucbaneH/

FOpuanyeckuii agpec: BucbageH

PalioHHbIN cyn BucbageHa HRA 4888 YnpaBsitoLLmii:

Hecywnii nepcoHasbHyH OTBETCTBEHHOCTb KOMMAHbOH: Kpuctunan Mpanoy (Kristian Grapow)
3660TT MeHeKMEHT MvoX I"per Anbbepr (Greg Ahlberg)
FOpuanueckunin agpec: BrcbageH Mpeacepatens HabnoaaTeNbHOro CoBeTa:
PalioHHbIN cyn BucbaseHa HRA 12889 Xaiime A. KoHTpepac (Jaime A. Cintreras)

Odhullna,lbHoe 3acnllneTe.ubcTBOBaHNE

Hactoswum oduumansHO yACKroBepsieTcs, 4TO r-H 3amaH XaH
3660TT T'M6X & Ko. KI Makc-11lnaHk-PuHr 2. 65205 BucbageH,
CO6CTBEHHOPYYHO MOCTaBW/ BbILIECTOSLLYIO MOANUCHL B NPUCYTCTBUN
[tonHucaBLucl'oca npeaceaatens MeCTHOI cyja.

BucbageH, 27.f}«.2fl/9,".

Ne B peectpe 782/19

MownnHa B COOTBETCTBMM C 11040XeEHMEM O c6opax B parmepe 6 eBpo
onnaveHa

/nognucaHo”

Mpeacepatens MeCTHOrO cyaa

.'TeyaTb: MecTHbIii evd r. BucbageH X1 * 2'

/noanucaHo/27aBrycTa 2019r.

3amaH KxaH (Zaman Khan)

TEKCT B IOKYMEHTE «IKCMyaTaunoHHas [OKyMEHTaUWa» Ha aHr/IMACKOM M PYCCKOM si3blKax
MO/IHOCT b0 COBNaJaeT.

MepeBog C aHMUIACKOTO W HEMELKOFO S3bIKOB Ha PYCCKUIA SI3blK BbINOMHEH !)epeBOgYNKOM
LLaTHeBbIM Nnbeil AnekceeBnyem.
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Poccuiickas degepauns. Fopog Mocksa.

[leBATOro ceHTA6pA ABe ThiCAYM AeBATHAALATOrO roaa.

A, baxTagse dnobmupa KOpbeBHa, HoTapuyc r. MOCKBbI, cBMAETENLCTBYIO MOA/IMHHOCTb
nognmucu nepesoayunka LatHeBa Vinbn Anekceesuya.

Moanvch caenaHa B MOEM NMPUCYTCTBUN.
JINYHOCTL MoAnucaBLIero A0KYMEHT yCTaHOB/IEHa.

3aperncTpupoBaHo B peectpe: N977/52-h/ 77-2019-
B3bickaHo no Tapudy 100 pyo6.

YnnayeHo 3a okasaHue ycsyr npaBoBOro U TEXHMYECKOTO xapakrepa; --

3K, baxTaase

MpowwwmTo B KONMMYecTse // JACTOB

J2j2~"jc)f7"7019 roga
AMMPKTIYM LISAnr>aL. A A 1)y ..,
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Abbott GmbH & Co. KG
Max-Planck-Ring 2

65205 Wiesbaden

Postfeich 1303, 65011 Wiesbaden

Tel. +496122580
Fax +496122581244

Abbott

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

A, 3amaH XaH (Zaman Khan), 3amectuTens AupekTopa no HopMaTuBHbLIM Borpocam OTaena Esporbl,
BnvmkHero BocTtoka, Aprkun 1 MakuctaHa 36601t M'Mbx 1 Ko. KIM (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAL MM YA0CTOBEPSO, YTO Npunaraemble
[AOKYMEHTbI B HUXKENPUBEAEHHOM 06beMe CTpaHuL, ABNAKOTCA IKCMyaTalMOHHON JOKYMeHTaLme.
3TN JOKYMEHTbI MOHOCTbIO COOTBETCTBYHOT aKTyaslbHON JOKYMEHTaLMN NPon3BOAUTENS.

JKcnnyaTauMoHHasa oOKyMeHTauma A meguumHekoro nigenus (Operational documentation
for medical device):

Habop peareHTOB 4119 KO/IMYECTBEHHOIO OMNpeAeneHNs UOKCUAA Yrnepoja B CbIBOPOTKE WU Miasme
KPOBM CMEKTPOOTOMETPMYECKMM METOAOM Ha OMOXMMUYecknx aHanmsatopax Alinity ¢ “'Auokcug
yrnepoga PeareHTbl (Alinity ¢ Carbon Dioxide Reagent Kit)"

Mo TeKCTy 3KCnyaTalmMOHHbIX [OKYMEHTOB BCTPEYAOTCS BapuaHTbl HAMMEHOBAHWIA MEAWMUMHCKNX U3LEnnid,
npvBefeHHble B Tabnuue HWKe, KOTOpble SABAAKTCA CMpaBef/MBbIMM M paBHO3HauyHbIMU (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HammeHoBaHne HauMeHoBaHME MEAWLIMHCKOIO U3AENNS Ha PYCCKOM fA3bIKe CokpalieHHoe

Ha aHrMACKOM HanMeHoBaHwue(no
A3bIKe TEKCTY [JOKYMEHTa)

Alinity ¢ Carbon Habop kanmbpatopoB Ana obecredeHns npasuabHocT — Anokena yrnepoga

Dioxide KO/MMYECTBEHHOrO oOnpedeneHns Auokcuaa yrnepoga B Kanmbpatopsl (Alinity ¢

Calibrator Kit CbIBOPOTKE WM N/ia3Me KpoBu criekTpogoTtomeTpudeckum — Carbon Dioxide

Alinity ¢ Carbon
Dioxide Reagent
Kit

Cocrtas (contents):

MeTOOM Ha 6uoxmmmnyeckux aHanmsatopax Alinity c
"Onokenpg yrnepoga Kanubpatopbl (Alinity ¢ Carbon
Dioxide Calibrator Kit)"

Habop peareHTOB A/ KOMMYECTBEHHOIO OMpefeneHuns
OMoKcuaa yrnepoja B CbIBOPOTKE WAM MNnasMe KpoBu
CMEKTPOPOTOMETPUYECKAM METOAOM Ha OGMOXMMUYECKMX
aHanmsaTopax Alinity ¢ "[Auokcupg yrnepoja PeareHTbl
(Alinitv ¢ Carbon Dioxide Reagent Kit)"

Calibrator Kit)

Junokeng yrnepoja
PeareHTbl  (Alinity ¢
Carbon Dioxide Reagent
Kit)

Title Number of
pages
1 Instruction for use for Carbon Dioxide Reagent Kit with ADDENDUM for 7
Russia.
Sitz der Gesellschaft: Wiesbaden
Amtsgericht Wiesbaden HRA 4888 Geschaftsfuhrer:
Personlich haftende Gesellschafterin: Christian Grapow Page 1 0f2

Abbott Management GmbH
Sitz der Gesellschaft: Wiesbaden
Amtsgericht Wiesbaden HRB 12889

GregAhlberg
Vorsitzender des Aufsichtsrates:
Jaime A. Contreras
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2. WHCTpyKUuMsa no npumeHeHuto Auokeng yrnepoga PeareHTbl (Alinity ¢ 8
Carbon Dioxide Reagent Kit) ¢ MPUNJIOXXEHWEM pgnsa Poccuu.
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Jinity c
arbon Dioxide Reagent Kit

Md Highlighted Changes: Revised February 2018.

istnjctions must be carefully followed. Reliability of assay results
annot be guaranteed if there are any deviations from these
tstructions.

Ename

Minity ¢ Carbon Dioxide Reagent Kit (also referred to as C02)

I INTENDED USE

The Alinity ¢ Carbon Dioxide assay is used for the quantitation of
carbon dioxide in human serum or plasma on the Alinity ¢ analyzer.

| SUMMARY AND EXPLANATION OF THE TEST
The determination of serum carbon dioxide total (CO2) in
conjunction with other clinical and laboratory information is
necessary for the evaluation of acid-base status. A high CO2 content
may be observed in compensated respiratory acidosis and metabolic
alkalosis. A low CO2 content may be observed in compensated
respiratory alkalosis and metabolic acidosis. Additional laboratory
determinations will permit differentiation between metabolic and
respiratory conditions."

| PRINCIPLES OF THE PROCEDURE

Carbon dioxide, as bicarbonate (HCO3'), and phospho(enol)pynjvate
(PEP) are converted to oxalacetate and phosphate in the reaction
catalyzed by phospho(enol)pyruvate carboxylase (PEPC). Malate
dehydrogenase (MDH) catalyzes the reduction of oxalacetate to
malate with the concomitant oxidation of reduced nicotinamide
adenine dinucleotide (NADH) analog.” The resulting decrease in
absorbance at 404 nm is proportional to the CO2 content in the
sample.

Methodology: PEP Carboxylase

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

| REAGENTS

Kit Contents

Alinity ¢ Carbon Dioxide Reagent Kit 07P72

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.

07P7220 07P7230
Tests per cartridge 300 1500
Number of cartridges 10 10
per kit
Test per kit 3000 15 000
12.7 mL 48.7 mL

[ii] Active ingredients: Phospho(enol)pyruvate (63 mmol/L),

NADH analog (3.0 mmol/L), Phospho(enol)pyruvate carboxylase
(microbial) (> 2000 U/L), and Malate dehydrogenase (mammalian)
(> 20 000 U/L), Preservative: sodium azide (0.08%).

VNernings and Precautions

®
« For In Vitro Diagnostic Use
e Iteowurl
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c02

07P72
G71143R04

B7P720

liiF] 07P7220
® 07P7230

Safety Precautions

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

The following warnings and precautions apply to:
Contains Trls hvdroxvmeth® amlnomethane* and sodium azide.

H316* Causes mild skin irritation.

EUHO032 Contact with acids liberates very toxic gas.

HesDonee

P332+P313* If skin irritation occurs: Get medical
advice / attention.

DiapOMi

P501 Dispose of contents / container in

accordance with local regulations.

« Not applicable where regulation EU 1272/2008 (CLP) or OSHA
Hazard Communication 29CFR 1910.1200 (HCS) 2012 have been
implemented.

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

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

* Reagents are shipped refrigerated or on cold packs.

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

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

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

For a detailed discussion of reagent handling precautions during

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

Section 7.

Abbott



Reagent Storage

Storage Maximum Additional Storage
Temperature  Storage Time Instructions
Unopened 2to 8'C Until Store in upright position.
expiration
date
Onboard System 14 days
Temperature
Opened 2to 8'C Until Store in upright position.
expiration Do not reuse original

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

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

For information on unloading reagents, refer to the Allnity cl-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 recallbratlon may be necessary.

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

| INSTRUMENT PROCEDURE
The Allnity ¢ Carbon Dioxide assay file must be installed on the
Alinity ¢ analyzer prior to performing the assay.
For detailed Information on assay file installation and viewing and
editing assay parameters, refer to the Alinity ci-series Operations
Manual, Section 2.
For information on printing assay parameters, refer to the Alinity ci-
series Operations Manual, Section 5.
For a detailed description of system procedures, refer to the Alinity
ci-series Operations Manual.
Alternate Result Units
Edit assay parameter "Result Units" to select an alternate unit.
Conversion formula:
(Concentration in Default result unit) x (Conversion factor) =
(Concentration In Alternate result unit)
DefauH Result Unit Conversion Factor
mEq/L 1

Alternate ResuK Unit
mmol/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.

Collection Vessel

Serum tubes (with or without gel barrier)
Collection tubes

Specimen Type

Serum

Plasma
Acceptable anticoagulants are:

Lithium heparin (with or without gel
barrier)
Sodium heparin

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.

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

Specimen Conditions ay

« For accurate results, serum and plasma specimens should la
free of fibrin, red blood cells, and other particulate matter. Series Ope
specimens from patients receiving anticoagulant or thrombol'tt using P
therapy may contain fibrin due to incomplete clot formation, operation®

« For accurate results, plasma specimens should be free of present-

) . L niinirnize «
platelets and other particulate matter. Ensure centrifugation i: To
adequate to remove platelets. cup volume

« To prevent cross contamination, use of disposable pipettes or Minimu~t'
pipette tips is recommended. Samp'e

Preparation for Analysis NOTE-Y

* Follow the tube manufacturer's processing instructions for F\J/t;fjriz*
collection tubes. Gravity separation is not sufficient for specimi Manui
preparation.

* Specimens should be free of bubbles. Remove bubbles with ar peter tod
applicator stick before analysis. Use a new applicator stick for insert anc
each specimen to prevent cross-contamination. for prepa

To ensure consistency In results, recentrifuge specimens priorto > O gen«

testing if Operatic

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

NOTE: If fibrin, red blood cells, or other particulate matter are nl\]/liilzue:;

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

recentrifugation.

Specimen Storage Satnp'e

Maximum Sampies

Specimen Storage (50 mmc

Type Temperature ~ Time Special Instructions and ma"

Serum/ 20 to 25'C 1 day® Keep tube tightly Manual

Plasma 2to 8'C 7 days™ ® capped for storage.” .

The sy

-20C 2weeks™  jecrease in the calcuVv
CO2 value of up to factor

6 mEQ/L can occur in Mam

the course of an hour D'llutr

once the specimen The

has been exposed to Con

ambient air.® dilu

Avoid multiple freeze/thaw cycles. sarl

Guder et al. suggest storage of frozen specimens at -20'C for no lr:]

longer than the time intervals cited above.® t

Each laboratory may establish a range around -20'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
07P72 Alinity c Carbon Dioxide Reagent Kit

Materials Required but not Provided

« Alinity ¢ Carbon Dioxide assay file

« 08P7201 Alinity ¢ Carbon Dioxide Calibrator Kit

« Commercially available controls containing carbon dioxide

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

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

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

Abbott



ay Procedure

C'friens sho(j/d be detailed description of how to run an assay, refer to the Alinity

‘anl~* ~®”"er. Series Operations Manual, Section 5.

ciof using primary or aliquot tubes, refer to the Alinity ci-series
rmafion. operations Manual, Section 4 to ensure sufficient specimen is
present.
' MQatton IS To minimize the effects of evaporation, verify adequate sample
cup volume is present prior to running the test.
P'Peftes.  Minimum sample volume requirements:
- Sample volume for single test: 1.5 pL
NOTE: This amount does not include the dead volume
‘fons for plus the additional over-aspiration volume. For total sample
0’ spec/me volume requirements, refer to the Alinity ci-series Operations
Manual, Section 4.
bloes an. Refer to the Alinity c Carbon Dioxide Calibrator Kit package
0" stfc for insert and commercially available control material package insert
) for preparation and usage.
®priorfo . For general operating procedures, refer to the Alinity ci-series
Operations Manual, Section S.
) Teffer. « For optimal performance, it is important to perform routine
‘mre maintenance as described in the Alinity ci-series Operations
s Prior to Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.
Sample Dilution Procedures
Samples with a carbon dioxide value exceeding 50 mEq/L
(50 mmol/L) are flagged with the code "> 50 mEq/L" (> 50 mmol/L)
and may be diluted with either the Automated Dilution Protocol or the
Manual Dilution Procedure.
Automated Dilution Protocol
The system performs a 1:2 dilution of the sample and automatically
calculates the concentration by multiplying the result by the dilution
Urin factor.
lour Manual Dilution Procedure
1 Dilute the sample with saline (0.85% to 0.90% NaCl).
fo The operator must enter the dilution factor in the Specimen or

Control tab of the Create Order screen. The system will use this
dilution factor to automatically calculate the concentration of the
sample and report the result.

If the operator does not enter the dilution factor, the result must be
manually multiplied by the appropriate dilution factor before reporting
the result. If a diluted sample result Is less than the lower value of
the measuring interval of 5 mEg/L (5 mmol/L), do not report the
result. Rerun using an appropriate dilution.

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

Calibration

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

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

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

Quality Control Procedures

As appropriate, refer to your laboratory standard operating

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

control requirements and potential corrective actions.

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

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

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

Commercial controls should be used according to the guidelines

and recommendations of the control manufacturer. Concentration

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

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

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

assay package insert.

Quality Control Guidance

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

guidance on laboratory quality control practices.’®

Verification of Assay Claims

For protocols to verify package insert claims, refer to Verification of

Assay Claims in the Alinity ci-series Operations Manual.

I RESULTS

Calculation

The Alinity 0 Carbon Dioxide assay utilizes the Linear data reduction
method to generate a calibration and results.

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

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

Measuring Interval

Measuring interval Is defined as the range of values in mEq/L
(mmol/L) which meets the limits of acceptable performance for
linearity, imprecision, and bias.
The measuring interval of the Alinity ¢ Carbon Dioxide assay is 5 to
50 mEg/L (5 to 50 mmol/L).

| LIMITATIONS OF THE PROCEDURE

Refer to the SPECIMEN COLLECTION AND PREPARATION FOR

ANALYSIS and SPECIFIC PERFORMANCE CHARACTERISTICS
sections of this package insert.

| EXPECTED VALUES

It is recommended that each laboratory determine its own reference
range based upon its particular locale and population characteristics.
Reference Range

Serum/Plasma”

Renge (mEq/L)
Cord 14to 22
Newbomn 1310 2
Premeture, 1week 14t0 27
Infant 20t0 28
Child 20t0 28
Aduit 22t029
> 60 years 23to 3

For Carbon Dioxide, results expressed in mEg/L are equivalent to
mmol/L.
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| SPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section. Resuits
obtained in individuai iaboratories may vary.
The Alinity ¢ analyzer, and the ARCHITECT ¢ System and AEROSET
System utilize the same reagents and sample/reagent ratios.
Unless otherwise specified, all studies were performed on the Alinity
c analyzer.

Precision

Within-Laboratory Precision

A study was performed based on guidance from CLSI EP05-A2."2
Testing was conducted using 1 lot of the Alinity ¢ Carbon Dioxide
Reagent Kit, 1 lot of the Alinity ¢ Carbon Dioxide Calibrator Kit, 1 lot
of commercially available controls, and 1 instrument. Three control
levels were assayed in a minimum of 2 replicates at 2 separate times
per day on 20 different days.

Within-Run Mthin-Laboratory
(Repeatability) (Total)*

Sample n (mmol/L) D %V D Y%V
Control 120 18 04 20 0.6 36
Level 1
Control 120 2 05 21 09 39
Level 2
Control 119 3 07 22 11 33
Level 3

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

Accuracy

This study was performed on the ARCHITECT ¢ System.
Representative data from studies using NIST traceable standards
and comparing results with the NIST certified concentration are
summarized below.

N 20
Concentration (MEt/L) 20
Mean Bias (mEg/L) 07
Mean Bias {99 37
Total Error {%9 80

Lower Limits of Measurement

A study was performed based on guidance from CI*| EP17-A2.""
Testing was conducted using 3 lots of Alinity ¢ Carbon Dioxide
Reagent Kits 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.

mEg/L (mmol/L)

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

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

° The LoQ 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.

Linearity

A study was performed based on guidance from CLSI EP06-A.’»
This assay is linear across the measuring interval of 5 to 50 mEq/L
(5 to 50 mmol/L).
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3uder 'WG.
oreanaly™Vca
Interference studies were conducted using an acceptance crHec” g alory.

+ 4.3% or 1 mEg/L, whichever is greater, from the target value, -"letz i
This study was performed on the AEROSET System. pnilade’ph

Interference

Potentially Interfering Endogenous Substances
Interference effects were assessed by Dose Response method,

the medical decision levels of the analyte. vhestgat
I=T It N
Potentidly Lower Decision Level (_QualltyC
Interfering Interferent Level Recovery (t ®
Substance Default Units ~ Alternate Units ~ Target Level Target)* Clinical
Bilirubin 30mg/dL 513 pmol/L 20.5 mEryi precisi*
60mg/dL 1026 pmoll. 205 mEInL %9 fippro".
Hemoglobin 1000 mg/dL 10g/L 20.1 mEg/L o] Waynt
2000 mg/dL 20gL 201 mEglL s 1 Clinic
Intralipicl 1000 mg/dL 10g/L 20.0 mEg/L 100 peter
2000 my/dL 20gL 20.0 mEg/L 102 Appf
I YYay
Potentially Upper Decision Level .. cun'
Interfering Interterent Level Recovery %< the
Substance DefauH Units ~ Alternate Units ~ Target Level Target)* Apf
Bilirubin 30myd.  513pmoll  36.9mEgL 101 CL
6Omyd.  1006pmo’L 369 mEgL w0 15 \\’/3
Hemoglobin 1000 mg/dL. 10gL 34.9 mEg/L 102 16. C
2000 my/dL 20gL 349 mEg/L 101 T
Intralipicl 1000 mg/dL 10glL 36.8 mEg/L es) /
2000 mg/dL. 20 gL 36.8mEq/L B
No\t
‘ Percentages have been rounded to whole numbers.
The following drugs were tested on the ARCHITECT ¢ System for
interference at the concentrations indicated using an acceptance
criteria of + 4.3% or 1 mEq/L, whichever is greater, from the target
value.
Potent!ally InterterentIgigl
Intertaring Recovery
Substance Oetautt Unit! ~ AKemite Units ~ Target Level (YobiTWwLE
SuttaKindine 300eut- 12046 pmo/L  20.4n&yL 100
SoNasaMne 300 7S3JtmoH. 20.4mEq| M i
TmoaolonMi 20mol 103.1 |Itno]/L 18.9 mEg/L 102

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

Method Comparison

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

Correlation Concentration

Units n  Coefficient Intercept Slepe Range
Alinity ¢ Pasma  mEgL 114 1.00 1.00 1.00 5-46
Carbon (mmol/L)
Dioxide vs
ARCHTECT
Carbon
Dioxide
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Note for number formatting:

r * A space is used as thousands separator (example: 10 000
specimens).
0( « A period is used to separate the integer part from the fractional

part of a number written in decimal form (example: 3.12%).
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Consult instructions for use
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Device
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Serial number
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Contains Sodium Azide. Contact
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TFROOUCED FORASSOTTBY | Produced for Abbott by
OF CANADA | Product of Canada
lmlu Reagent 1
IRiONLY1 For use by or on the order of a

physician only (applicable to USA
classification only).

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

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

of their respective owners.

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Germany
+49-6122-580

[pierwieiniD INTHEijsaby |

Abbott Laboratories
Abbott Park, H. 60064 USA

lewoDucep fob nesoTT by |

Sekisui Diagnostics P.E.l. Inc.
70 Watts Avenue
Charlottetown

Prince Edward Island

C1E 2B9 Canada
Customer Service: Contact your local representative
or And country-specific contact Information on
www.abbottdlagnostics.com

Revised February 2018,
©2016, 2018 Abbott Laboratories

F 1 Abbott



ADDENDUM

to the Instruction for Use Alinity ¢ Carbon Dioxide Reagent Kit for Russia OtOR AN’

and
SHIPPING AND STORAGE CONDITIONS

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

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

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

WARRANTY

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

Alinity ¢ Carbon Dioxide Reagent Kit- 14 months from date of manufacturing.
Device should not be used if stored with deviations from manufacturer’s requirements (GOST R 51088-2013).

MAINTENANCE
Not required.

REPAIRS
Not required.

LIST OF APPLICABLE STANDARDS
EN 1SO 9001

ISO 13485:2003

1ISO 14971 (equivalent toEN 1SO 14971:2012)
EN 1SO 18113-1

EN ISO 18113-2

EN 1SO 18113-3

EN 13641

EN 980

EN ISO 15223-1

EN 1SO 15223-2

ISO 80000-1

POTENTIAL USER
The Alinity ¢ Carbon Dioxide assay is intended for use in a variety of hospital clinical laboratory environments including, but not limited
to; hospitals and commercial laboratories, whose personnel have been trained to use the Alinity ¢ 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

TECHNICAL CHARACTERISTICS
Reagent 1: pH-value at 20 °C; 7,5
Density at 20 °C: 1.02 g/lcm®

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

MATERIALS OF ANIMAUHUMAN ORIGIN
Materials of animal/human origin are tested and risks of using MD are indicated in SDS. Safety Data Sheets are available at

www.abbottdiagnostics.com or contact your local representative.

INDICATIONS
Not applicable.
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AI i n ity c pelleHue ¢

-~\peareHTbl
Ainokena yrnepoja PeareHTel _ G762821* nocne 1
(Alinity c Carbon Dioxide Reagent Kit) B7P? uac 5 se

KoTopble
CM. BbleNieHHble n3MeHeHns. Pegakuums: despans 2016 r. Ecnm
B agp-n
07P72 VicAe3dv
o7p72 Peare’
My3b®
Heo6xo0a1Mo TOUHO cefoBaTb UHCTPYKLUAM. py OTKAOHEHUU OT
WHCTPYKLMIA HafeXHOCTb pe3ynbTaTtoB TecTa He rapaHTupyeTcs. 07P7220 07P7230
Konunyectso TecTos B 300 1500
| HAMEHOBAHWVE (CokpalieHHoe) KapTpumKe
Ovokcug yrnepoga PearenTsl (Alinity ¢ Carbon Dioxide Reagent Kit) KonuuecTeo 10 10
(Takxe BcTpeyaeTcs no TekcTy: C02) KapTpuaxeii B Ha6ope
| HA3HAUYEHWE Konvnyectso TecToB B 3000 15 000
TecT ¢ ucnonb3oBaHuem finokcung yrnepoga PeareHTsl (Alinity ¢ Habope
Carbon Dioxide Reagent Kit) npegHa3Ha4yeH A3 KONNMYECTBEHHOIO n 12.7 mL 48.7 mL
onpegeneHus ,D,ByOf(V!CVI yrnepoga B CbiIBOPOTKE W/N M1a3Me KpoBu [hi] AKTMBHbIE MHIPEANEHTBI: (hOChO(eHON)INpyBaT
Ha ananusatope Alinity c. (63 mmol/L), ananor NADH (3.0 mmol/L), docdo(eHon)nupysat
| KPATKOE OMUCAHUE TECTA kap6okcunasa (MUKpoGHas) (> 2000 U/L) n manataeruaporeHasa
Onpefienenue yposHs aByoknuck yrnepoga (COr) B CbIBOPOTKe (mnekonuTaiownx) (> 20 000 U/L). KoHcepBaHT: asup Hatpus
1AM Nnasme KPOBW B COYETAHUN C APYTUMU KAMHWUYECKUMU 1 (0.08%). Ha
nabopaTopHbIMU AaHHLIMU HEOBGXOAUMO AN OLEHKN KMCNOTHO-
uenioyHoro cratyca. Beicokoe cogepxaHne COr moxeT MpeaynpexaeHns 1 Mepbl Npe0CTOPOXHOCTH BC
HabngaTbca NPU KOMMNEHCUPOBAHHOM PecnupaTopHOM aunjose ®
1 MeTabonuueckoMm ankanose. Huskoe copepxaHne COr mMoxeT Ans guarHoctukn In Vitro
Habn[aTbca NPU KOMMNEHCUPOBAHHOM PeCcrnMpPaToOpHOM asikanose
1 meTabonuyeckom auungose. [lononHUTENbHbIE NabopaTopHble Mepbl NPefoCTOPOXHOCTH

nccnefoBaHns NoMoryT guddepeHLnposats MeTabonimyeckmne

PECUPATOPHBIE COCTOAHMA.” BHVMAHWE: [laHHblii NpoaykT npeanonaraet pa6oTy ¢

o6pasuyamu, nosy4YeHHbIMK OT YesioBeka. PekomeHayeTcs cuutaTh

| MPNHUWMbI NMPOLEAYPbI BCe MaTepuasbl, NO/yYeHHbIE OT Ye/loBeka, NoTeHUNanLHo
[Byokucb yrnepoga, kak 6ukap6oHat (HCO3 ") n docdo(eHon) VH(EKUNOHHBIMU 1 06paljaTbCs C HUMU B COOTBETCTBUM
nupysaT (PER) B peakuuu, katanusnpyemoit pocco(eHon)nupysar- co CTaHAapToM Mo o6palleHnio C reMOKOHTaKTHbLIMM
kap6okcunasoii (PEPC) npeBpalatoTcsa B okcanaueTaT u gocdart, natoreHamu, paspaboTtaHHbiM Ynpasnenmem CLUA no oxpaHe
ManatgerngporeHasa (MDM) katanu3npyeTt BocCTaHOBNEHUE Tpyga v npomblwneHHoi rurneHe (OSHA), Mpu pa6oTe ¢
okcanaueTtata B ManaT C CONYTCTBYWOLWMUM OKUCNEHNEM maTtepuanamu, coaepxaliummu nam npesnonoxnTenbHo
BOCCTAHOB/IEHHOTO aHasora HUKOTUHAMUA-aAeHUH-AUHYKNeoTuaa CoAepXaluMi MH(EKUMOHHBIE areHTsl, cieayeT cob/iojatk
(NADH).”» Habniofaemoe B pesy/ibTaTe yMeHbLIEHNE ONTUYECKO npasuna 6uosornyeckoii 6e30NacHOCTH, ypoBeHb 2, UK Apyrue
NNOTHOCTM Npu 404 NT NPONOpUMOHanbHO cogepxanuio COr B COOTBETCTBYIOLIME NpaBuia 61M010rM4eckoil 6e3onacHocTn.®'®
o6pasue. Cnepyiolwe npegynpexaeHns u Mepbl NpesocTOPOXHOCTH
MeTogonorua: PEP kap6okcunasa oTHOCATCA K: M
MoApo6Hylo MHopMaLMI0 O CUCTEME U TeXHONOrMU aHanusa cM. B CopepxuT TPUC-TMAPOKCUMETUNAMUHOMETaH* 1 as3ug HaTpus.
PykoBoacTBe no akcnnyatauun Alinity ci*series, Pasgen 3. H316* BbI3blBAET nerkoe pasfgpaxeHne Koxu.

| PEATEHTbI EUHO032 Mpu KOHTakTe Cc knucnotamm obpasyercs

6 BbICOKOTOKCUYHbI ras.
CopepxnmMoe Habopa PuTpoaaua

07P72 Anokcnpg yrnepoga PeareHTbl (Alinity ¢ Carbon Dioxide P332+P313*

) Mpu pasapaxeHnn KOXuU UM NoABAEHUN
Reagent Kit)

cbinu: O6paTUTLCA K Bpady.
MPUMEYAHWE: HekoTopble (hacoBKM AOCTYMHbI HE BO BCEX CTPaHax.

ObpatuTech K BallemMy MECTHOMY ANCTPUOBLIOTOPY.
O6bem (ML), ykasaHHbIl B Tabnuue Huxe, o603HaYaeT 06beEM Ha
KapTpuax.

YTunusauymsa

P501 YTunusupyiite conepxumoe/koHTeliHep B
COOTBETCTBUW C CAHUTAPHbIMU HOPMaMU
P® (CaHlMuH 2.1.7.2790-10 ot 09.12.2010).

* He npuMeHUMO Ha TeppuTopumn feiicTeus PernameHTta EC
1272/2008 (CLP) unn CraHgapTta onoBeleHns o6 onacHocTu
Ynpasneuus CLUA no oxpaHe Tpyfa ¥ NPOMbILW/IEHHO r1UrneHe
(OSHA) 29CFR 1910,1200 (HCS) 2012.

Macnopta 6e30nacHOCTK [OCTYMHbI Ha caiiTe
www.abbottdiagnostics.com unun y mecTtHoro npeacrasutens.
MoppobHylo MHpopMaL Mo 0 HEO6XOAUMBIX Mepax
npefoCcTOPOXHOCTU NpU paboTe C aHaNU3aToOpPoOM CM. B
PykoBoacTBe no akcnnayatauuu Alinity ci-series, Pasgen B

r"1 Abbott
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© POSreNTAN
AOQNOKAT TRAHCTIOPTPORKD OIUKDNTAHHBIMIY NI @
MX AKTaX,
nonyweHw HefSopa OCTAELTE KAPTPADKE PEArenTes #a 1
A BOPTHKATILHOM NONMKEHAN 3 HOHEIHOBEHILA NYILPLKOB,
MAOPhIe MOTNN OBpA0EaTON,
Ec/i KAPTPMIK PSAMBHTA ONPOKHYIICA, NPHBSANTS &1
§ SEDTMRANMHOS NONGKBHUE W OCTERLTS MA 1 YAC 10
ACHEIHORBHIR TYZHPLXDE, KOTOPHIE MOMMW 0GPA3OBATLON.
PoareHTh FODAS[DKBNHY GOPMUPOBAHING MOHEI W NYILIDLKCS,
THILIPLKN B PEATEHTE MOTYT NIOMBLWIATE ONPSAANeHNIY
YPOBHA PEAMEHTA B KANTPHILKS 1 NPUBECTH K HEQOCTATOMHOR
ACNUPRLIK PEATSHTS, KOTOPAN MONMST JHAUMTONLHD BNHATD HA
NPASINLHOCTL PERTWTRTOE.
HHODPMELIMG 06 OEPRIEHIN C ROBTOHTAMM NN
€ RHANNZATOPOM CM. B Pynooo[iTss NO SKCILAYATALMM
ci-series, Panen 7.

pearevToB

Tomneparyps Moxc. 6poms ONaNHNTIFIMME WH-

ANLTEDHATUBHLIE SOMHILD NIMSPEHIA PEIYIILTATR

[inn anGOpA ANLTOPHATHBHOR SOMHMWUL HIMOHUTS NARAMBTD TRCTA
"EQMHWLID! H3MBpOHNA",

Qopsyna nepecusTa:

(KoHUSHTPAUMA B CTAHAAPTHLI BAMHWLAX HIMSDOHNA NEIYILTATA)
x (DaxTop NEPBCHSTA) = (KOHUSHTDALMA A AMbTOPHATARHRIX
SIVHMUAX HIMBDOHWA POIYNLTATA)

CTaNDIPTHOWN - ARMTOPHRTHEHMS
WL KIMNEPaNIn SAMNNL NISODENEA
PIyTRTETE DOKIop WEPECHITE  PEIWWTATH

mEQ/L | mmolfL

H CBOP OBPA3LIA U NOArOTOBKA K AHAJM3Y
Thnet o6pasucs

MIepOUNCIeHHLS HINND THITL oOPALI0R Chirv REPHEHLIMPOBEHE Ha
NPUWIORHOCTD K MCNAMBIOBANWO B [AHHOM TECTE.

Opyre Tnw o6pasuca, npobupox ara chopa o6paIuoe W
AHTUKCANYTRHTOR HE G BEPHGVIIMPOBAHES HE NPWOEHOCTE K
MENONLIOBAMNG B RAHHOM TeCTE.

PSarsHTLl MMOKHD XPAHNTD KaK KA BOPTY CHOTOML, TAK 1 BHS
98. loCNe VIZRNEUEHIA DEATOHTOS NI CUCTOML] XPRHNTE X &
POPTANGHOM NONKEHIAM C HADSTHIMG HOBLIMA 3AMAHABMbIMA
KPLALKEMH P TOMNOPATYDS 2 - §°C. PRANSNTLI, XPAHAWNSCH

BHS CHCTOMbI, PEKCMBHIYSTCA XDRWVTL B GREPIAUHEN IOTKAX W
YIRKOBXAX AN DOSCNOUSHNA BARTHRANGHOTO NONMREHIN,
NoapoGHYI0 MGOPMALMID O BHIPYIXS PEANSHTOR W3 CUCTEML CM. B
PycosoncTee no axcnnyaraumm Alinity ci-seriss, Pasnen §.
MOXAIATENN NOPUM PEATEHTON

Ownbxa kanWEpoBKN WK BLDIOG, SHRUSHIE KOHTRO/I 38 RPANA
RAGRAIOHA AOMYCTIMBI IHAYEHUA MONAT CBHIATARCTR0RATE O
NOPUS PEAreHTOS, PEYNLTATE COOTRETCTENULLNX TECTOR CHRLYST
CHNTATL HEBBDHLIMY, OBPAZLL QOITIHE GbiTh MPUTECTUPOBAHK
NOSTOPHO. MOKST NOTPRSOBATLCS NOBTOPHAN KANWEPOBKA TACTA.
WnOpMaLIme 06 YCTPEHOHIW HENCIPAEHOCTRNA CM. B PyxosoicToe
no sKkCnyaTaumMn Alinty cl-series, Paasen 10.

B NPOLIEAYPA PABOTHI HA AHATMSATOPE
HeoBXxOMMO YCTAHOBUTL Gan TecTa Alinity ¢ Carbon Dioxide nepan
NPOBANSHYAM TACTA Ha aManusarops Alinity c.

Nonpabeyo wHHOPMALMG 06 YCTaHOBKS GAANA TECTA, NPOCMOTRE
W POGAKTMPOBAHMA NAPAMSTPOS TECTA CM. B PyROBOACTES NO
xcnnyaTRLUN Alinity ci-sefies, Pazgen 2,

MagopMaLwo 0 Ssone Ha MeMaTh NaPaMeTPos TeCTa CM. A
Pyx0BDOCTRS NO IKCRAYATAUNA Alinity ci-series, Pasoen 5.
TompoBHos ONUcanue Npousnyp pabioTul C CUCTOMORA CM. &
PyxoSOACTES RO AXCANYATAM{WA Alinity ci-series,
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XPOHOWNA __ XPOHOWIA  CTDYRANN RO XPEHSHWC Twn obpasus EmxocTe oo oGops 06pasuos
Mancxphitesl 2 - 8°C o Xpawre & ChipOpoTXa KPOBM CoiBopoTka XKpoaW ¢ PAINGUTENLHBIM
MPTPNIK OKOHURHNA  BEPTUKANGHOM renemM unw Ges)

cpoKka NONTBHINA, Mnams kpoan NpoBupen ana cBopa oBpasuce
rORMDCTH LlONYCTMINS AHTHKOATYRAHTLE
Mbopry  Temneparypa 14 oried FINTHA FONAPUH C PAIIBIMTENLHLM renom

B CACTOMS W 683
BorpeiTeid  2-8C Ao Xpare & Harpud renapm
«aprpRk OKOHUSHIN  BEPTHKANBHOM

cpoxa NOMNKBHIN, ®  [lnn aHamIaTopa HE MPAYCMOTROHA OMlLMN SOPUWMKALIN
FOOMOCTH  He wonomayaTe TWNOB HCNONbayambix obpasucs. B obasanHocTH oneparopa
NOBTODHO KPLILKIA CHCTOM G0ANT NPOBOPXA NPABWARHOCTH YWAAHWE TWNOE
POATSHTA HArOTOBMTENA wm“.”cw.m
HITH SAMBHASMES Cocronnue obpasuce
KPEIWKH BEURY PHOKA * Y7006 NOAYUMTE PASUNLHLIS PEIYNLTATM, COBRIUM
KOHTAMMMMIWA CLIBOPGTKYA W NIEIMbI KPOBK CNSZYST OTHBNHTL OT wbpwmia,
¥ BOIMOIKHOCTH SPUWTPOLIMTOS 1 JPYTVUX TBEPLO YacTWL. OBpasLtl CHBOPOTKH
HAPYIGHIA paGomx KPOBW NALYIOHTOR, NOAYSAIOWMX BNTHKORTYRALIHONHYIO UM
XRPAKTBAMCTAK TPOMBOIWTUMOLIKYIO TOPANHID, MOTYT COLLORKATS Pubpm o
psarenTa. PASYNLTATE HOSAKOHUSHHOID OGPAICBAHNA CTYCTROB.

o [INA NOSTYEHMA TOUHDIX POSNBTATOR OGPAUL NNAIME! KDOBH HE
AOMNMHB CONBIKATL TPOMOOLIUTES I ADYTNG TOSDONS YACTMLLL
YGOQUTECh, HTC TPOMBCUNTY YRANGHL LIGHTPHGYTHDOBANHOM,

*  PEKOMEHAYSTCA UCNANLIOSAHUE OQHOPAIOBbIX NMIOTOK
M HAKOHEUHMKOS ONA NMNETOK ANA NPSIOTERALISHUA
NONBKPACTHOA KOHTAMMHALIVM.

NoaroToaKs K aHanNwy

*  Cnenyate WHCTPYKLINAM waroToenTens npobnpox ans cbopa
obpayos. Mpu nogroToexs oBpasLion K TECTUROBAHVIO
TPRARHTALMOHHOND PAINANEHMA HEJOCTETOUHO.

* B obpaauax He SOMKHO GbiTh MYIbiPEKOs. YIANMTS Myatphii
SNNAWKATONOM 10 HAVANE TECTHPOBAHMR. MCNOnsIYRTS
HOBLIR ANNAWKATOP arm KEXEoro obpasua, Yrobu nabaxam
18PAKPOCTHOA KOHTAMWHALMNN,

Lna NORYeHNA COPNRCOBRHHLIX PEIYILTATOD POKOMPHIYETCS

NPOROOHTL NOBTOPHO® USHTANGYrVROAaHMe ofipasyoe nepen

TECTAPOGAHNEM, SCNM

* oMK copepoxaT HUBPVH, IPUTPOLMTE WAV OPYTHE TROPILIE
GECTHLIBL.

NPYMEUARME: Ecnin o6padlibl CORSMKaT PGP, IPHTROLNTH

MO IDYTAS THSRAME UACTHLIN, NEPEMBUWARTE KX HA BOPTEXCE

H2 HHU3KOH CXOPOCTIA WM nepeacpHys 10 pad nopsa NoBTOPHLM

LeHTPHGYTHPOBAHVEM.



XpaHeHne 06pasuos

Makc, Bpemsi CneyuasnbHble UHCTPYK-

Tun o6pasya Temnepartypa XpaHeHus uum

CoiBOopoTka/ 20 - 25'C 1 aeHp” XpaHute npobupky

nnasma 2.8C 7 pHelN ® NAOTHO 3aKpbITOW.A
-20'C 2 Hepenu®

obpasel, ocTaeTcs
OTKPBITLIM U K HEMY
nocTtynaeT BO3AyX,
copepxaHune CO2
MOXeT CHU3UTbCA A0
6 mEg/L.e

WN36eraiiTe MHOrOKpaTHbIX LWKI0B 3aMOPO3KM/Pa3smMopO3Ku.

Guder n ap. peKOMEHAYIOT XpaHUTb 3aMOPOXEHHble 06pasLbl Npu
-20'C He npeBblllasn yka3aHHbIl Bbille BPEMEHHOW gnanas3oH.”
Kaxpgoit nabopaTopun pekOMeHAyeTcsi yCTaHOBUTb TemnepaTypHblii
pexum npuénusntensHo -20'C B COOTBETCTBUM C UHCTPYKUUAMMN
Npon3BOAUTENS XONOAUNbHNKA UN CTaHAAPTHOM(bIMI)
onepaunoHHo(bIMU) Npoueaypoii(aMmn) xpaHeHusi o6pasLoB Ballei
na6opaTopuu.

XpaHusLivecs o6pasubl fO/MKHbI GbITb NPOBEPEHLI HAa Hanuyne
TBEpAbIX YacTuy. Ecnu B o6pasyax NnpucyTCTBYIOT TBepAble
yacTuybl, nepes TecTupoBaHnem nepemeluaiite ob6pasuybl Ha
BOPTEKCE Ha HU3KOI CKOPOCTWM MU nepeBopaynBas npobupku, a
3aTem LeHTpudyrupyiite o6pasubl, 4To6bl yAanUTb 3T YacTULbI.

TpaHcnopTupoBka o6pa3uoBs

YnakoBbiBaiiTe 1 Mapkupyiite o6pasibl B COOTBETCTBUU C
rocylapCTBEHHbIMU, (hefepasbHbIMU N MeXAYHapOLHbIMU
Tpe6oBaHWsAMU NO TPAHCMNOPTUPOBKE KIMHUYECKUX 06pa3L0B U
MH(EKLMOHHBIX BELLECTB.

I nPOLEAYPA

MNpepoctaBnsieMble maTepuansbl

07P72 Anokcug yrnepoga PeareHTbl (Alinity ¢ Carbon Dioxide
Reagent Kit)

Heob6xoanmble, HO He nNpejocTaBaseMble MaTepuasbl

* Alinity ¢ Carbon Dioxide ¢haiin Tecta

« 08P7201 Anokcug yrnepoga Kanubpatopbl (Aiinity ¢ Carbon
Dioxide Caiibrator Kit)

* KomMepueckue KOHTPONW, cofepxaliue JUOKCUA yriepoga

e usnonoruyeckmnii pacteop {0.85 - 0.90% NaCl) ans
pasBefeHna obpasua

WHbopmaumio o matepnanax, Heo6XxoANMbIX 41 paboTbl

aHanusartopa, cM. B PykoBoacTee no akcnayatauuu Alinity ci-series,

Pasgen 1

WHbopmaymio 0 matepmanax, Heo6xoAnMbIX ANna npoueayp

TEXHUYECKOro 06CNyXMBaHNsA, CM. B PyKoBOACTBE MO 3akcnayaTtauun

Alinity ci-series. Pasgen 9.

Mpouenypa aHanunsa
Mogpo6Hoe onucaHue npouesypbl NPOBEAEHUs TecTa CM. B
PykoBoacTBe no akcnnyatauum Alinity ci-series. Pasgen 5.
¢  WHcopmauuio 06 o6ecneyeHnn gocrtaTtoyHoro o6bema obpasua
naymeHTa npu NCnosb30BaHUN MEPBUYHBIX UAN aSTUKBOTHbIX
npo6upok cm. B PykoBoAcTse no akcnnyatauuu Alinity ci-series.
Pazpen 4.
¢ YT06bl MUHUMMN3NPOBATb A(hEKTHI MCMApeHns, nepeg,
nposefeHnem Tecta y6eantechb, 4TO B Yalleyke Ans o6pasLos
npucyTCTBYeT A0CTaTOuHbI/i 06beM obpasua.
¢ MuHuMManbHbIi 06beM o6pasua;
- O6bem o6pasua Ha kaxpablin Tect: 1.5 pL.
NMPUMEYAHUE: B ykazaHHOe KO/IMYECTBO HE BXOAUT
MepTBbIi 06bEM W AONONHUTENBHBLIA 06BEM ANa acnupauuu.
MonHyo nHdopmaumio o TpeboBaHUsAX kK 06bemy obpasua
cMm. B PykoBoacTee no akcnnayatauum Alinity ci-series,
Pasgen 4.
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WHbopmaumio o nogroToBke kanubpaTopos u koHTponem | Ecnun
OM. B MAGTPYKUUN M@ mpuwmEHerdta K Juokcug yrnepoga | cR™ N
Kanu6patopam (Alinity ¢ Carbon Dioxide Calibrator Kit) n B)

MOTyTPbNO
MHCTPYKLUU NO NPUMEHEHNIO K KOMMEPYECKNM KOHTPO/ISM.
WHopmauuio 06 06w mnx onepaLnoHHbIX npoueaypax cMm. B|
PykosogcTee no akcnnyatauuu Alinity ci-series, Pasgen 5. j ~g M Tpa™?
[Ns AOCTUXEHUA ONTUManbHbIX Pa6oUnX XxapakTepucTnk aKcnnyar!

BaXHO C/1e/10BaTb CTAH/AAPTHLIM MPOLE/YPAM TEXHUYECKOTO A oo o

06CNyXMNBaHNA B COOTBETCTBUM C PYKOBOACTBOM MO Anu6pa
akcnnyatauum Alinity ci-series, Pasgen 9. Ecnu npasuna pall vn-ep*”
B Balleil nabopatopun TpebyloT Gonee YacToro TeXHuueckoe, o k-
06¢ a , cnepyiTte oli npa e.

NYXUBaHUSA, cnefyiiTe NPUHATON NPaKTUK BOOTRRTCTS
Mpoueaypbl pa3BegeHns obpasuos KOHTpONS-
O6pasubl CO 3HaYEeHNEM KOHLEeHTpaLun ABYOKUCK yrnepoaa MHCTPV VW
6onee 50 mEqg/L (50 mmol/L) nomeuvatoTca kogom "> 50 mEq/L" pg”oweHf

(> 50 mmol/L) n moryT 6bITb pa3BefeHbl C UCMOb30BaHNEM Aen’
NpOTOKO/1la aBTOMATUYECKOro pas3BeAeHns Uan npoueaypbl py4yHoro

pasBefeHus. ~purope
MpoTokon aBTOMaTU4YeCKOro passefeHuns |MHCTPY*
Cuctema passoauT obpaseu, B nponopuumn 1:2 n aBTomatuyecku pekoM’
paccunTbiBaeT 3HaYeHME KOHLEHTpaLnumn, yMHOXas pesynbTar Ha P3KOKA'
COOTBETCTBYIOLWMIA hakTop pa3seneHus. M- a
Mpouegypa py4yHOro passejeHus noan
Ans pa3BegeHus ob6pasua Mcnonb3yiite usnonornyecknii pactsop Mport
(0.85 - 0.90% NaCl). no n
OnepaTtop A0/MKeH BBECTN (hakTop pasBefeHns B 3KpaHbl 3akasa no ¢
nauneHTa uam KoHTpons. Cuctema 6yAeT NCMOMb30BaTh [JaHHbINA 3as’
chakTop pasBeAeHVs A1 aBTOMATMYECKOro pacyeTa KOHLEeHTpauum t

o6pasua u coobleHns pesynbrata.

Ecnu onepatop He BBen hakTop pa3BefeHns, He0o6XxoanMo
YMHOXWTb pe3ynbTaT Ha COOTBEeTCTBYWOLWMIA hakTop passeAeHuUs Ao
coobuieHus pesynbTata. Ecnm pesynbTar pasBefeHHoro o6pasua
MEHbLUE HWXHEro 3HaYeHusi MHTepBana usmepeHuns 5 meq/L

(5 mmol/L), He coobuiaiiTe aTOT pe3ynbTart. [oBTOpPUTE TECT,
MCnosb3ysi NpaBu/ibHOE pa3BefeHue.

Moapo6Hylo MHopMaumio o 3akase pasBefeHuii cMm. B PykoBoacTBe
no akcnnyatayuu Alinity ci-series, Pasgen 5.

Kann6poska

MHCTpYKUMM 0 nNpoBeAeHUN Kann6poBku cM. B PykoBoacTee no

akcnnyatauum Alinity ci-series, Pasgen 5.

Kannbposka octaeTcsi cTabunbHOl B TeyeHne Npuban3nTenbHo

14 pHeli (336 yacoB), HO ee HEO6X0AMMO NPOBOAUTL C

BBE/leHMEM KaxJ0ro HOBOrO HOMepa Cepuu peareHTa.

MpoBepbTe KanM6POBOUHYIO KPUBYIO C MOMOLLbIO HE MeHee 2

YPOBHel KOHTponeli B COOTBETCTBUM C YCTAHOB/IEHHbIMU Ballei

na6opatopueil Tpe6oBaHNAMMN KOHTPONSA kavecTBa. Ecnn pesynbTathl

KOHTPONEN BbIXOAAT 38 PAMKU YCTAHOB/IEHHbIX AMana3oHOB, MOXeT

notpe6oBaTbCA NOBTOPHAs KaiMbpoBKa.

MoxeT noTpe6oBaTbCA MOBTOPHas KanMbpoBKa TecTa nocne

npoueaypbl TEXHUYECKOTO 06CYXNBAHNSA OCHOBHbIX YacTei

CUCTEMbl UM ee KOMMNOHEHTOB WM Noc/ie NPOBEJEHUA CEPBUCHbIX

npoueayp.

Mpoueaypbl KOHTPONA KavyecTBa

Mpn Heo6Xx0ANMMOCTN NPUMEHEHUS AONONHUTENbHbLIX Tpe6oBaHNi

K KOHTPOJII0 KauyecTBa W NOTEHLMA/bHBIX KOPPEKTUPYIOLNX Mep

cnepyiiTe cTaHAapTHON(bIM) onepaLyMoHHO(bIM) Npouenype(am)

Balei nabopatopun n/unu nnaHy obecneyeHuns kauyecTsa.

*  Kaxpble 24 yaca 40/KHbI TECTUPOBATLCA [iBa YPOBHA KOHTpOei
(HopManbHbIA U aHOMasbHbIA).

e Ecnu npoueaypbl Bawei nabopatopun TpebyT 6onee
4acToro MOHWTOPUHIA KOHTPONA KayecTBa, crefyiite NpuHATON
npakTuke.

Abbott



L) PRIYNOTATLY KOHTPONA KAMECTEA HE COOTASTCTRYIOT
"epans KPVTODHAN, YOTAHORNOHHLIM BALIBA NAGOPATOPVEN,
Kty o PEAYIETATON TECTHDGEAHNA OBRAILON OT NALWSHTOR
TGNy, BiTo COMHVMTONLHLIMK. CNODYRTE NPWHATHIM SALWSH
axom, p [FUSOPETODIER NPOLIGAYPAM KOHTROIN KaueCTea. Moot
en 5. JapeGosatc NoaTopHan kanviposxa. VbopmaLmo
CTvw o6 yorpesesiny HeucnpasHocTad cM. B PyxoaoncTos no
wcxorg f§ MenryaTaUNn Alinity ci-seriss, Pazaen 10.

flocAe 3arpy3xm B CHCTEMY HOSOW COPVIM PEATONTE WAW
na MAMGPATOPA NPOSAPLTE PEYILTATL KOHTRONN KBUOCTEA W

RNTEDWA NDHENIEMOCTH,

IMIOEENNS KOMMEDMECKNX KOHTPONSA SODKHO NPOBORMTLCA B
DA © PYKOSOACTAAMY W PAKOMBHOALIVANMK HIFOTOBNTENA

oA, [lNaANAI0OHE IHAHEHWA KOHLIGHTPRLWA, YKASaHMIUE &

(LW 110 MPIMBHBHHIO K KOHTROMNHO, HOCHT MCKIROMHTEIILHD

FOXONMOHIOAUMM MO NPOLSTYPAM KONTPONA KAYOCTEA

ou. » "Basic OC Practices”, James O Westgard, Ph.D,'°
faaraspknatne JRABNOHHMER XAPAKTEPNCTIHK TOOTA
NOTOXON M NOGTHORKGOHVN JANBNGHHLIX B MHCTDYKUMH
0 NPHMNISHOHING XADEKTEPHCTHK TECTa CM. B PyxosogcTee
Ao JxCrInyaTaUMK Alinity ci-saries, Paagen TIOaTBORKOSHHE
MABWHNGX XAPAKTOPUCTK TECTR",

A PE3YNBTATHI

Pacuer

TocT Alindty © Carbon Dicxide WCNONL3YST MBTOA NNHEAHOIO
NPeCBPAIBANMA SAHHBIX LM NANYMBHKA KamMBpom w
pesERYaTOR,

Wndopmauiing 08 ANLTEPHATVBNDIX SOMNVILIAX MINMODSHHA

PEILTATOR TOCTA CM. B paanene MPOLEOYPA PABCITHI

HA AHATTMSATOPE, "ANCTOPHATMEHLIS SIWHMLIDI MIMBDEHWA

PRIy TETOR" RAMNOW MHCTRYKLLIN NG NDHMEHEH 0.

Gnarm

PasynhTATH HOKOTORDIX TECTOR MOTYT CONPOBOKTATHCA
wbopMauned B nane “Daard”. ONUCAHWe $NAroa, KOTOPLIS MOTYT
NOABRRTLCA B ITOM NoNe, oM. B PyxosoacTae NO OKCANYITALWN
Alinity cl-saries, Paspen 5.

MTepBsan KIMepeHng

WHTOPBAN KIMEPOHNR ONDENSMOTON KAK AUANAIOH 3HEUSHUA B
mEQ/L {MmmOI/L}, KOTOPLIA COOTEOTCTRYST TPAHULIAM NPYSMIEML
pABOUMX XBPAXTODUCTIK [Vt MMHEAHOCTH, BOCTIDOUISNIMMOCTY W
ATRNOHOHNA.

Werepsan vomeperna TecTa Alinily ¢ Carbon Dioxide cocrasnser § -
S0 mEg/L (5 - 50 mmolfL).

B OrPAHMMENMNA NMPOLEAYPHI

NOnpoGHYI0 WHPOPMALND cam. B paspenax CEOP OEPASLIA W
NOENOTOBKA K AHANM3Y n CTIELIADVIMECKUE PAGOMUAE
XAPAKTEPMCTIAKIAS DEHHOR UNCTRYRLINK NO NPHMBHONIND,

H OXKMOAEMBIE SHAMEHUA

Kaxnoh naSOpaTOPMA PEKCMEHIYSTCA YCTAHOBMMBATL COBCTROHHMIRA
POEDSHCHINA INENEICH, OCHORANHLIA HA CNELIMGHKS DENVIOHA K
XRPRAKTEDWCTIKAX TIOITYTINLLIM,

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

Padeponcaiii JRANEIoH
CumopoTwa/nnasma Kposn'!

Mynosmiz
Hosopompssiine
Hemmowsinse, 1 HegEnn
Maancuim

it )]

Bapocawe

> 60 as7

PeaynbTaTo TOCTUPOBAHIE HA ABYOKHCD YITBPORA, SHIPINAHHLE &
MEQ/L, SKRUBANBHTHLI SHAVSHAAM, BHIPNBHHLIM B MMal//L.

B CNELIMOUYECKUE PABOMWE
XAPAKTEPUCTUKM

B JaHHOM PAIRENS NPEACTAENGHL! NAHNDIS 10 PAMPAIGHTATHBHLM
pabomm XAPAKTOPUCTIKAM. PEIWIETATH, NONYHSHHLS B OTOANLHLIX
NaGopaTopuR, MOCYT CTIMUATLON OT NPUBONBHHLI AAHHMX.

Ha ananusarops Alinity ¢ # ciuctemax ARCHITECT ¢ System »
AEROSET MCIONbayioTon O0HW ! T 209 PEATSHTH U QOOTHOW BHUA
06pasua/peareHTa.

ECnw HO yxa1aH0 OpYr0s, B80S HCCNASOSSHNA NPOBOAUIIMCH Ha
axanusarops Alinky ¢.

BoCNpoOMIBOANMOCTS

Beci 38! 8 L]

Beino NPORSEND MCLNGDNERANAS & COOTRSTCTRNN C
PONDMOHGRLINSMIA LOKYMOHTA CLSI EPOS-A2. ¥ Buin0 NpoasnsHo
MCCNEN0BANKE T MCNANLINBAHMEM 1 Coprd Qnoxcika ymapona
Pearentos {Alnity ¢ Carbon Dioxide Reagent IGt), 1 cepm Qluoncig
yrnapoga Kanubparopos (Alinity ¢ Carbon Diaxide Calibrator Ki),

1 COpNIA KOMMBPMECKUX KONTPONSA HE 1 AMANKIATORS. TPN yposHe
KOHTPOMA BuUMM NPOTECTAPOREHL: HE MOHOE YeM § 2 nosYopax 2

PA3A B g0t 8 TeHONNE 20 Dpiei,
Cooppne, SoyTpn sopwn Swyvpm salopaTopnn
Gx-  mEgL (nsaTapnesscth) {sSome)*

Oipeoen ®»_ (wmid) o0 % [ %8
Kowrposs, 120 18 (7] 20 06 36
ypoous 1

Kowwpom, 120 2 05 21 09 a9
yposens: 2

Koutpons, 119 a3 07 22 11 a3
ypobeb 3

2 BRHOUAOT BAPHASENLHICTD BHYTPH CADUI, MEXRY CEpHAMH U
WORIY DNAMMK,

ToMHOCTS

BaHOS UCCRBZIOBAHKE NPOROBMNOCE HA CHCTOME ARCHITECT ¢
System.

Hions NPMESNSHE PONPOISHTATUBHDIS RAHHLIE HCCNSLOBAHUA,
NPOSBASHNGTD € WCNCNL3OBANNEM COOTBOTCTEYIOWIUX CTAHOADTOS
NIST, W PaIyLTaTH CPABHBHHA § GOPTAOULIUPOAAHHON
KONUGHTPALIMSH NIST.

Kon-s0 20

Katsenpaism {mEwL) 20

Cpogmes ominoksiwe (MEq/L) 07

Cpogmes oTemonsiwe (%) 37

D6isgan OLLMGKa (%) 80

HKNUS CPAHILL] HIMOpaHRA

B0 NPOBGLASHD NCCNSNOBAHWS B COOTBETCTEM C
POXDMEHBALIMAMK AoxyMENTa CLS) EP17-A2.7 Ucenspoemine
NPOBOAMNDCH C HCNONLIOBIIEM 3 Copuit AnokcHa yrnepopa
Pearenros (Alinity ¢ Carbon Dicxide Reagent Kit) wa 2
SNA/WIZEVODEX 6 TRUSHNE He MONSE 3 fisi. HAGONEs BuICOKWe
avennn npegena Gnareca (NB), npepena obiapyameng (NO) w



npegena konumyecTBeHHoro onpegenenns (MKO) npuBefeHbl HUXE.
Penpe3eHTaTWBHble flaHHble MPeACTaB/IEHbl C YHYETOM HUXHE
rpaHnUbl UHTEpBaNa U3MepEeHus.

Il (mmol/L)
B> r
m 3
nKko™ 4

® T[16 onpegeneH kak 95-if NpoUeHTUNbL NO pe3ynbTaTam
nccneoBaHus 06pasLoB C HyNeBOW KOHUEHTpauueil aHanuta B n
a 60 nosTopax.
MO onpefeneH kak camasi HU3kasi KOHLLEHTpaLusa, npu
KOTOPOW aHanuT MOXeT 6bITb BbiSB/IEH C 95%-11 BEPOATHOCTbIO
no pesynbTataMm MccnefoBaHns 06pasLoB ¢ HU3KWMYU YPOBHAMM
KOHUEeHTpauun aHanuta B 1 a 60 nosTopax.
A TIKO onpepeneH kak camasi HU3Kas KOHLeHTpauus ¢
MaKcuMmasbHOl AonycTuMol Bocnpon3BoanMocTbio 20 %KB.
[aHHoe 3HavyeHue sBnsetca MNKO, nonyyeHHbIM Ha cucteme
ARCHITECT Systern. MKO, nofy4yeHHblii Ha aHanusatope Alinity c,
TaKkxe npumeHum ana gadHoro MKO.
NnHetHoCTb
BblI0 NpoBeAEeHO uccnefoBaHne B COOTBETCTBUN C
pekomeHpauunsamu gokymeHta CLSI EPOG-A."™**
JInHelHOCTb TecTa CoXpaHAeTca B UHTepBase u3mepeHusa 5 -
50 mEqg/L (5 - 50 mmoliL).
WHTepepeHuynsa
WccnepoBaHne MHTepepeHLun NpoBOAN/IN C UCNONb30BAHNEM
KpuTepues npuemnemoctn + 4.3% wnn 1 mEg/L, B 3aBUCMMOCTN OT
TOro, Y4TO GOsbLUe, OT LeNIeBOr0 3HaYEHUs KOHLEHTpaLnu.
[laHHoe nccnegoBaHue NpoBoAunIoCch Ha cucteme AEROSET.
MoTeHuManbHO MHTepPepUpyOLLNe 3HAO0TEHHbIE BelecTBa
OdhdhekTbl MHTEpepeHLnn onpegensnucb ¢ NOMOLLbIO MeToAda f03a-
3hheKT Npu TepaneBTUYECKUX KOHLEHTPaLMAX aHanuTa.
HWKHUIA ypoBEHb TEpaneBTUHECKOV KOHLEHTpaLyn
KoHLieHTpaLyst urepdiepeHTa

HKTepchepupyto- - CraHgapTHble  AnbTepHaryie- Lienesoe Bbixo, (% or
e BelecTea  evHLIbI Hble €VHALBLI  3HAYeHe LenieBoro)*
Bampy6uH 30 mg/dL 513 iimoi/L 20.5 mEg/L 100
60 mg/dL 1026 pmol/L 20.5 mEg/L 9
TemornioonH 1000 mg/dL 10g/L 20.1 mEgL 9
2000 mg/dL 20g/L 20.1 mEg/L 95
VHTparvnuab! 1000 mg/dL tog/. 20.0 mEg/L 100
2000 mg/dL 20001 20.0 mEg/L 102
BepxHuii ypoBeHb TepaneBTVHECKON KOHLIEHTpaLMN
MoTeHyanbHo  KOHLEHTPALMA nHTepchepenTa
wirepcbeprpyH)-  CTaHpapTHble  AnbTepHaTvie- Lienesoe Boixog, (% or
LLyie BeleCcTBa  eVHMLI Hble eAVHULIbI 3HaueHvie LienieBoro)*
GrmpyoVH 30 mg/eL 513 pmol/L 36.9 mEgL 100
60 mg/dL 1026 pmol/L. 36.9 mEg/L 100
TemorIo6vH 1000 mg/dL 10g/L 34.9 mEg/L 102
2000 mg/dL 20g/L 34.9 mEg/lL 101
VHTparmap! 1000 mg/dL 10g/L 36.8 mEg/L 9
2000 mg/dL 20g/L 36.8 mEg/L 9%

*3HaueHusl B NpoLeHTax OKPYr/ieHbl A0 LenblX Yyucen.
NHTepdhepeHunto NnepeUuncneHHbIX HUXKe NeKkapcTBEHHbIX
npenapaToB Mpu ykasaHHbIX 3HAYEHUAX KOHLUEeHTpawuui
nccnegosanu Ha cucTtBat AMCHJ/IECT ¢ System ¢ ucnonb3oBaHuem
KpuTepues npuemnemMoctn * 4.3% wnu 1 mEg/L, B 3aBUCMMOCTUN OT
TOro, YTo GONblUE, OT LEeNEeBOro 3HaAUYEHUs1 KOHLEHTpaLuu.

MoTeHwanbHo  KEMUHTPaLWA uiTBpdepekTa

uHTepchepupyio- Crme AnbTapmarve- Llenesoe Bbixog,
via BouipcTBa nbleagumlLbl 3HaueHve (% Lenesoro)
CynechervipnayH 300 mgt 1204.8pmall.  20.4mEqg/i 100
Cothacanasii  300mgl 753.8pmoVL  20.4 mEg/L 985
Temaozonomig, 20mgo0. 103.1 pmol/L 18.9 mEg4. 102
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VHTepthepeHLma nekapCTBEHHbIX NpenapartoB AN 3aHAOTeHHbI»\\J1cl O A*A

BelWwecTB MOXET OKa3blBaTb BINAHME Ha pe3y/ibTaTbl TeCTél'.:LL3

CpaBHeHNe meToA0B

Bbino npoBefeHO nccnegoBaHne B COOTBETCTBUN C
pekomeHgaumamun gokymeHta CLSI EP09-A3 ¢ ucnosb3oBaHnem”
MeTogda perpeccumn Passing-Bablok.'®

Koadpxh
EanHu- Ko koppens- Mepece- Ha-  [ivanasoH

Usl  BO WM uYeHMe KIOH  ueHTpaun A
Alinity ¢ Masva mEgL 114 100 100 100
Carbon Dioxide  KpoBM (o)
€ CpaBH.C
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« B KauecTBe pasfenutens Tbics4 Wcnonb3yeTtcs npoben (npumep:
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* B kauecTBe pasgenutensi AecATUUYHbIX 3HAKOB UCMONb3yeTcs

Touka (npumep; 3.12%).
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MPNNOXEHWNE MPUNANBI

K MHCTPYKUMK Mo npumMeHeHuto inokeng yrnepoga PeareHTtol (Alinity ¢ Carbon Dioxide Reagent Kit) ana Poccumn Aepuasibl A

aAnacnocTn
YCNOBUA TPAHCNOPTUPOBKM UXPAHEHNA

M3genve pekoMeHAyeTcs TPaHCMOPTUPOBATbL W XPaHUTb Npu Temnepatype 2-8°C. MefuUMHCKME W3Lenust LOMKHbI Xp
XOMOAW/bHBIX KaMepax WM B XOMOAWSIbHUKAX, OGECTeYMBaOLMX PErTAMEHTUPOBAHHBIA TEMNEPATYPHbI PEXUM C ex
perucTpauuein Temneparypbi.

TpaHCnopTBKa AO0/KHA OCYLLECTBSTLCSA B TEPMOKOHTEHEpPaX OAHOPA30BOTO MOMb30BaHUS, COLEPXALUMX X1af03/1IeMEeHTH]
TEepMOKOHTeliHepax MHOrOKpPaTHOTO MpUMEHEeHUs C aBTOMAaTWYecKV Nojaepxvsaemoil TemnepaTypoit unn B asTopedpuxepa«pOl-y\sOn
UCNONb30BaHNEM TEPMOUHANKATOPOB. ®

M3genune octaeTcs cTabusbHBIM A0 OKOHYaHUSI CPOKa FOAHOCTM, YKa3aHHOTO Ha YMaKoBKe.

Mpu TPaHCMOPTAPOBAHUM C HAapyLUEHWeM TEMMepaTypHOro pexvuMa W3AenuMe He MNOANeXWUT NpUMeHeHuto. TpaHcrnopT
OCYLLeCTB/ISIETCA BCEMU BUAAMW TPAHCMOPTA B KPbITbIX TPAHCMOPTHLIX CPEACTBaX B COOTBETCTBUM C MpaBunaMu Nepesosku
[eliCTBYIOLLMMM Ha KaXAO0M BUAe TpaHcrnopTa

FapaHTMﬁHble o6sa3aTenbcTBa

FTAPAHTUMHBIE OBA3ATE/IbCTBA

Mpon3BoaguTenb rapaHTMpyeT, YTO Npyu NPaBU/IbHOM XPaHeHun W obpalleHun nU3fenne octaeTcs CTabuilbHbIM A0 MUCTEeYeHUs
rogHocTV. MakcuManbHbIiA CPOK rOAHOCTU:

[Ovokeng yrnepoga PeareHtbl (Alinity ¢ Carbon Dioxide Reagent Kit) -.He 6onee 14 mecsueB ¢ faTbl NPOM3BOACTBA:

M3penve, xpaHuBlUEECA C HapyleHMem periaMeHTUPOBaHHOTO MPOWU3BOAUTENEM PEXMUMA, MPUMEHEHUIO HE  MOAJIeXMT |
cooTBeTcTBMM ¢ TOCT P 51088-2013).

TEXHNWYECKOE OBCNYXWBAHUE
He TpebyeTcs.

Tekywuii PEMOHT
He TpebyeTcs.

NMEPEYEHbL CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEAVNUMHCKOE N3AENVNE
EN 1SO 9001

ISO 13485:2003

ISO 14971 (equivalent to EN I1SO 14971:2012)
EN ISO 18113-1

EN ISO 18113-2

EN ISO 18113-3

EN 13641

EN 980

EN ISO 15223-1

EN ISO 15223-2

ISO 80000-1

MOTEHUMANBHbLIM MOMIb30OBATE/b

Onokeng yrnepoga PearenTbl (Alinity ¢ Carbon Dioxide Reagent Kit) npegHasHaueH 415 UCNONb30BaHWSA B PA3/IMYHbIX K/TMHUKO-
nabopaTopHbIX YCNOBUSAX, BKIOYast, 6e3 orpaHnyeHuns, 601bHULbI U KOMMepYeckue nabopaTtopuu, NepcoHast KOTOPbIX NpoLUen
oby4yeHne no ncnonb3oBaHnio aHanmaaropa Alinity c.

NH®OPMALIA O HANNYNN B MEAUNLIMHCKOM U3AENNN NEKAPCTBEHHOIO CPEACTBA
He copepxur.

CTEPWU/IBHOCTb
MoctaBnsaeTca B HecTepuibHOM Buae. CTepunsauns nepes NpUMeHeHnem He TpedyeTcs.

MHPOPMALNA O BO3MOXXHOCTWN MOBTOPHOIO NMPUMEHEHNA
He nognexvT NoBTOPHOMY NPUMEHEHMUIO.

TEXHUYECKUE XAPAKTEPUCTUKN
PeareHT 1. 3HauyeHune pH npu 20 °C: 7,5
MnotHocTb npu 20 “C; 1.02 r/cT3

CBEAEHNA OB WM3BECTHbIX OFPAHUYEHWAX MO COBMECTHOMY MPUMEHEHWIO MEAVMUMHCKUX W3AENWW MO

HA3HAYEHWNIO
OTCyTCTBYIOT.
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EPUNAbI )KUBOTHOTIO/MENOBEYECKOTIO MPONCXOXAEHWA
/bl XVBOTHOTO MPOUCXOXIEHNA MPOBEPEHbI MU PpUCKM MpuMeHeHns MU ykasaHbl B [lacrmopTe 6e3onacHocTu. [lacrmopta
SICHOCT MOXHO HaiiTn Ha caliTe www.abbottdiagnostics.com v o6paTuTecb K MECTHOMY NpeAcTaBUTENO.

* APat
3AHNA K MPUMEHAIO
. PUMEHVMO.
eHTbl,
FepaTe

PTVBOMOKA3AHUNA K MPUMEHEHWIO
{nprmexnmo.

"OPTMI
p) ETY 3AMAX

rblid. 6e3 3anaxa.

W cpi

Kut
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Abbott

Abbott GmbH & Co. KG
Max-Pianck‘Ring 2
€5205 Wiesbaden

Bec[laubigung
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2660TT TM6X & Ko. KI Ten:+49 61 22 58 o

Makc-InaHr-PuHr 2, ®dakc: +49 61 22 58 1244
65205 BucbageH

n/s 1303,65011 BucbageH

Mognuck: /moanucaHo/ [JaTa:27 aBrycTa 2019T.

3amaH KxaH (Zaman Khan)

3amecTuTeNb anpeKTopa

M0 HOPMAaTUBHO-MPaBOBOMY PErYNPOBAHNIO
PervoH EBEBA u NakucTaH

3660TT M'M6X & Ko. KI

3660TT 'M6X & Ko. KI"
Makc-lMnaHk-PuHr 2

65205 BucbageH-[enbkeHxanm
MepmaHus

/MeyaTb: 3660TT
2660TTIM6X & Ko. KT
Makc-MnaHk-PuHr 2
65205 BucbageH/

HOpwuanueckunin agpec: BucbageH

PaiioHHbIV cyn BucbageHa HRA 4888 YnpasnsoLwmii;

HecyLumii nepcoHanbHyH OTBETCTBEHHOCTb KOMMAHbOH; KpuctuaH Mpanoy (Kristian Grapow)
3660TT MeHemKMeHT MMEX I"per Anbbepr (Greg Ahlberg)
KOpuanyeckuii agpec: BucbageH Mpeacepatens HabnoAaTeIbHOMO COBETA:
PalioHHbI cyf BucoageHa HRA 12889 Xaiime A. KoHTtpepac (Jaime A. Cintreras)

OCt)VILI,VIafIbHOE 4aCBWCTE/NbCTBOBAHNE

MacToAwmnM o<l)uumanbHo YAOCTOBepsieTCs, 4TO r-H 3amaH XaH
’3660TT MM6X & Ko. K[ Makc-11naHk-PrHr 2. 6520.S BucbageH,
CCHOCTBEMHOPYYHO MOCTaBW/1 BbILLECTOALLYIO MOAMNUCL B MPUCYTCTBUAN
nognucasLuem OCA rpejecaatens MECTHOTO Cyfa.

BucbageH. 27.f1S20/9a.

Ne B peecTpe 782/19

MowwnunHa B COOTBETCTBMM C [M0N0XeHVeM 0 cbopax B paT.Mepe 6 eBpo
onnaveHa

m'noanvmeuno/

11pcnccaarens MecLIOro cyga

.'MeyaTb: MecTHbI cyOT. BucbageH X1 *2/

/nognucaHo/27asrycTa 2019 .

3amaH KxaH (Zaman Khan)

TeKCT B AOKYMEHTE «JKCMNMyaTalMoHHas AOKYMEeHTauusa» Ha aHrMACKOM M PyCCKOM si3blKax
MOMIHOCT b0 COBMNaaaeT.

MepeBoA C aHr/ANACKONO M HEMELKOro si3blkOB Ha PYCCKUWA A3blK BbINOSHEH MEPEBOAYNKOM
LlaTHeBbIM nbeii AnekceeBnyem.
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Poccuitickaa ®epepaumns. Mopog Mocksa.

[leBATOro ceHTAGPSA ABe ThiCAYM AeBATHAALATOrO roga.

A, baxTapgse 3Anbmupa KOpbeBHa, HOTapuyc r. MOCKBbI, cBMAETENBCTBYIO MOA/MHHOCTD
nognucu nepesopynka LWatHeBa Nnbu Anekceesunya.

Moanunce caenaHa B MOEM NMPUCyTCTBUN.
JIndHOCTbL nognuvcasLlero AOOKYMEHT yCTaHOBJIEHA.

3apernctpumpoBaHo B peecTtpe: Ne77/52-H/77-2019- n
B3bickaHo no Tapudpy 100 pyo6.

YnnadyeHo 3a okasaHue ycayr npaBoBOro 1 TeXHUUECKOro Xapakrepa: -

210, boxTaase

Bcero npoLuHypoBaHo, NpoHyMepoBaHO
M CKpen/iIeHo nevartbio.... N...IT:....Jma.
HoTtapuyc
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