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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
Instruction for Use. These documents are in a full accordance with actual manuals of manufacturer.

A, 3amaH XaH (Zaman Khan), 3amectutens [upekTopa no HopmaTtusHbiM Bornpocam OTaena Esponbl,
BnmxHero BocTtoka, Adpukn n MaknctaHa 36601T MM6X 1 Ko. KI (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToALWMM YLOCTOBEPSAIO, YTO NpunaraemMblie
LOKYMEHTbI B HUXKEMPUBEAEHHOM 06beme CTpaHuL, ABAAOTCA MHCTPYKUUAMMW NO NPUMEHEHUIO. OTH
[LOKYMEHTbI MOMHOCTbIO COOTBETCTBYIOT (DaKTUUECKOW AOKYMEHTaLUM NPOU3BOAUTENS.

MHCTPYKUMSA NO NpUMeHeHU0 Ha MeauunHckoe nsgenne (Instruction for Use for medical
devises)

Ha60p peareHToB ANA KO/TMYECTBEHHOIO onpeaeneHmMa a]'laHVIHaMVIHOTpaCCpepaSbI B CbIBOPOTKeE
Mnn nnasme KpoeBu 4enoBekKa CI'IELIJpOdJOTOMeTpI/I'-IECKVIM METOAOM Ha ONOXNMUYECKMX

aHanusatopax Alinity c «kcAnaHnHamuHoTpaHcdepasa PeareHTol (Alinity ¢ Alanine
Aminotransferase Reagent Kit)»

[anee no TeKCTY MHCTPYKLMA MO NPUMEHEHMIO COAEPXUT COKPALLEHHOE HanMeHOBaHue
MeAMLUHCKOro nu3fenua: AnaHuHamuHoTpaHcgepasa PeareHnn (Alinity ¢ Alanine
Aminotransferase Reagent Kit)», koTopoe fBnseTca cnpaBefvBbIM U PABHO3HAYHbIM YKAa3aHHOMY
Bbiwe (Further in the text, Insert for Use includes short names of medical devices

AnaHnHamunHoTpaHchepasa PeareHnTol (Alinity ¢ Alanine Aminotransferase Reagent Kit)» which
is true and equivalent indicated above).
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pages
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Alinity c
Alanine Aminotransferase Reagent Kit
Reed Highlighted Changes: Revised February 20t8.

Llo7Pog20

Instructions must be carefully followed. Reliabiilty of assay results

cannot be guaranteed if there are any deviations from these
instructions.

Hname

Alinity ¢ Alanine Aminotransferase Reagent Kit (also referred to as
ALT)

m INTENDED USE

The Alinity ¢ Alanine Aminotransferase assay is used for the

quantitation of alanine aminotransferase in human serum or plasma
on the Alinity c analyzer.

| SUMMARY AND EXPLANATION OF THE TEST
Alanine Aminotransferase (ALT), also referred to as glutamate
pyruvate transaminase (GPT), is an enzyme involved in amino

acid metabolism. It is found in many tissues, but the highest levels
are found in liver and kidney tissues. Tissue destruction leads to
the release of the intracellular enzyme into the circulating blood.
Markedly elevated serum ALT levels may be found in a variety of
diseases which involve the liver, such as hepatitis, mononucleosis,
and cirrhosis. These very high levels of ALT are not usually observed
in other disease processes, e.g., myocardial Infarction; thus, ALT is
regarded as a reasonably specific indicator of liver disease.

| PRINCIPLES OF THE PROCEDURE

S ALT present in the sample catalyzes the transfer of the amino group

from L-alanine to o-ketoglutarate, forming pyruvate and L-glutamate.
Pyruvate In the presence of NADH and lactate dehydrogenase (LD)
is reduced to L-laotate. In this reaction NADH is oxidized to NAD.
The reaction Is monitored by measuring the rate of decrease in
absorbance at 340 nm due to the oxidation of NADH to NAD.

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 Bloodborno Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used lor materials that
contain or are suspected of containing infectious agents.”"

The following warnings and precautions apply to
Contains Ms hydroxymethyl aminomethane.
H316 Causes mild skin IMtatlon.
Response
P332+P313 It skin IMtatlon occurs: Get medical advice /
attention.

« 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 ot safety precautions during system
operation, refer to the Alinity ci-series Operations Manual, Section 8.
Reagent Handling

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

If a reagent cartridge is dropped, place In an upright position

tor 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.

| Methodology: Enzymatic: NADH (without P-S-P)

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

I I REAGENTS

For a detailed discussion of reagent handling precautions during
|KIt Contents

system operation, refer to the Alinity ci-series Operations Manual,
Section 7.

IAllnity ¢ Alanine Aminotransferase Reagent Kit 07P98

IVotumes (mL) listed in the table below indicate the volume per

Icartridge.

Reagent Storage

Storage Maximum Additional Storage
Temperature  Storage Time Instructions
07P9820 Unopened 2-8'C Until Store in upright position.
iTests per cartridge 360 expiration
aiumber of cartridges per kit 10 date
Irests per kit 3600 Onboard System 27 days
i 68.1 mL Temperature
21.0 mL Opened 2-8-C Untl'l ' Store In upright position.
expiration Do not reuse original
e 3 Active ingredients: p-NADH (0.16 mg/mL), Lactate date

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

lehydrogenase (2.57 U/mL), i-Alanine (392 mmol/L).

p i Active ingredients: a-Ketoglutaric acid (77 mmol/L), L-Alanine
POOO mmol/L).

amings and Precautions

Eopln vitm Diagnostic Use
NG

Abbott
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Reagents may be stored on or off the system. If removed tram 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 o Alanine Aminotransferase 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.

| 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 Types Collection Tubes Special Conditions

Serum Serum tubes (with or
without gel barriers)
Plasma Collection tubes Do not use

Acceptable ammonium heparin.®
anticoagulants are:

Lithium heparin (with

or without get barrier)

Sodium heparin

EDTA

Hemolysis in serum or plasma can increase test results.

CAUTION; Erythrocytes contain approximately 3 to 5 times more ALT

than does serum.®

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

Specimen Conditions

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

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

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

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

Preparation for Analysis

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

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

To ensure consistency in results, recentrifuge specimens prior to

testing if

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

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

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

recentrifugation.

Specimen Storage
Numerous publications have defined storage conditions for AT®1®
Examples are shown below.

Maximum
Specimen Storage
Type Temperature  Time Special Instructions
Serum/ 30-C 3 days'® Remove serum or
Plasma plasma from the clot,
red blood cells, or
separator gel.
2 to 8"C 7 days'®
-40°'C 60 days'®

It is recommended that specimens be assayed on the day of
collection.'®’

When samples were stored at -20‘C for 8 days, an 11% reduction

in ALT activity was observed; a 20% reduction in ALT activity was
observed when specimens were stored at -20‘C for 1 month.’®
Avoid multiple freeze/fhaw cycles.

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
07P98 Alinity o Alanine Aminotransferase Reagent Kit

Materials Required but not Provided

« Alinity c Alanine Aminotransferase assay tile

« Commercially available controls containing alanine
aminotransferase

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

For information on materials required tor 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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Assay Procedure

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

ci-series Operations Manual, Section 5.

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

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

¢ Minimum sample volume requirements:

- Sample volume for single test: 5,3 pL.
NOTE: This amount does not include the dead volume
plus the additional over-aspiration volume. For total sample
volume requirements, refer to the Alinity ci-series Operations
Manual, Section 4.

« Refer to the commercially available control material package
insert for preparation and usage.

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

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

Sample Dilution Procedures

Samples with an alanine aminotransferase value exceeding 3899 U/L

are flagged with the code "> 3899 U/L” and may be diluted with

either the Automated Dilution Protocol or the Manual Dilution

Procedure.

Automated Dilution Protocol

The system performs a 1.5 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 interval of 5 U/L, do not report the resuht. 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 27 days (648 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 lor your laboratory. If controt resutts tall outside
acceptable ranges, reoalibration may be necessary.

iThis assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been
performed.

ANeot
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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 abnormsil) are to be run every
24 hours.

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

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

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

Commercial controls should be used according to the guidelines

and recommendations of the control manufacturer. Concentration

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

guidance.

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

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

assay package insert.

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 verity package insert claims, refer to Verification of

Assay Claims in the Alinity cl-serles Operations Manual.

| RESULTS

Calculation

The Alinity ¢ Alanine Aminotransferase assay utilizes the Factor data
reduction method to generate a calibration ounre and results. The
calibration factor tor the Alinity ¢ Alanine Aminotransferase assay Is
8141.

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 U/L which
meets the limits of acceptable performance for linearity, imprecision,
and bias.

The measuring interval of the Alinity ¢ Alanine Aminotransferase
assay is 5 to 3899 U/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®®’

Range (U/L)

Adult 0to55

3 Abbott



| SPECIFIC PERFORMANCE CHARACTERISTICS ~ The following drugs were tested on me ABCHITECT system for 22

Representative performance data are provided in this section. Results  interference at the concentrations Indicated using an acceptance

A
obtained in individual laboratories may vary. criteria of + 10% from the target value. v
The Alinity ¢ analyzer, and the ARCHITECT ¢ System and AEROSET Polentiilly Intarferatit leval 23. C
System utilize the same reagents and sample/reagent ratios. Intsrfenng Target Recovery b
Substance i i i
Unless otherwise specified, all studies were performed on the Alinity Uos L Oitaull Units  Alternate Units un {% of Target) W
» anal Sulfapyridine 60mg/L 241.0pmoa 3.1 95,1
yzer. ’ 24. C
Precisi Sulfasalazine 20mg/L 50.3 pmoa 431 92.8 o
recision t
Temozolomide 20nk)/L 103.1 P/MOon. 58,2 105.0 A
WithIn-Laboratory Precision d
A study was performed based on guidance from CLSI EPOS-A2. Interferences from medications or endogenous substances may affect 25
AN
Testing was conducted using 1 lot of Alinity ¢ Alanine results. 'FTI
Aminotransferase Reagent Kit, water calibrator, and 1 lot of Method Comparison N(
commercially available controls, and 1 instrument. Three controls A study was performed based on guidance from CLSI EP9-A3 using 26. Yo
were assayed in a minimum of 2 replicates at 2 separate times per the Passing-Bablok regression method.*" Wi
day on 20 different days."" . . 2. cl
Correlation Concentration Pn
Within-Run Within-Laljoralory Units  n  Coefficient Intercept Slope Range
(Repeatihlllly) (Total)" Alinityc Alanine ~ Serum  |a 130 1.00 mn 0.97 6-3727 PA
Sample n  Mean (UA) D Yev D Yav Aminotransferase Note fc
Control 20 3 05 18 09 28 v ARCHITECT e A
Level 1 Alanine
i sps
Control 120 108 0.7 0.6 1.0 1.0 Aminotrarsferase P
e | BIBLIOGRAPHY -
Control 120 230 0.7 0,3 14 0.6 par
Level 3 1 us Department of Labor, Occupational Safety and Health iK e]
. o o Administration, 29 CFR Part 1910,1030, Bioodborne pathogens.
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i lytes In human serum at 22"C, 4'C, and -20'C. Pediatr Pathol Lab
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Note for number formatting:

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

« A period is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%).
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IS0 15223 Symbols

Consult instructions for use
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ADDENDUM
to the Instruction for Use “Alinity ¢ Alanine Aminotransferase” (for Russia) Al

SHIPPING AND STORAGE CONDITIONS (AI
Recommended shipping conditions for device is 2-8°C. Device is stable until the expiration date indicated .
on the package. Device is no longer suitable for use if shipping temperature limits have been violated. Ship
in an enciosed carrier vehicle of any kind in accordance with shipping rules, applicable to the respective

carrier.

Medical device must be stored at a temperature of 2“C to 8*“C in refrigerators/refrigerator chambers to m

ensure regulated temperature conditions with a daily temperature record. IH.

SHELF LIFE '(iﬁr(

18 months at the recommended storage condition (2 to 8 °C). (raiow

WARRANTY IH>
Tect C

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as cainit-
directed. Manufacturer set the warranty shelf life of device which corresponds to period between the date g ko
of manufacture and expiration date that are indicated on the label and/or in accompanying documentation. cbisopi
Device must be discarded if stored with deviations in manufacturer's requirements (GOST R 51088-2013). |KF

AriaH>

MAINTENANCE vpysa
Not required B veTa(
TKaHAX,

REPAIRS reveHn
Not required BHyTOV>
YPOBHM

3abonec

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the requirements of SanPin 2.1.7.2790-li

dated December 12,2010 “Sanitary-epidemiological Requirements for the Management of Medical Waste’ 3a6MI'a
Transmit and dispose of a product and its components and packaging in accordance with local regulations | [PV

LIST OF APPLICABLE STANDARDS Mprioyrc!
. . avmHorpy
ISO 9001, 1SO 13485, I1SO 13485 (including CMDCAS) il
neKrarag!
POTENTIAL USER IN-rexrare
Professional user JOannyio J
YMEHBLL®
NADH oo
INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE Metamon(
Does not contain any drugs Monpo6Ha
PyrxoBodo
STERILIZATION IPEAI
Medical device is not required to be sterile. CopepA
AraHyHa»
INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION gg'b”efl’:a(‘;
Medical device cannot be re-applied KBTIV
INDICATIONS [H
. Konuuect
Not applicable. Korwmeerr
Habope
CONTRAINDICATIONS Kormqect
Not applicable.
@ Akm
NaKrargen
@ Akm
(77 mmol/l
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ru
ALT
07P98
G76305R04
B7P98R

Alinity ¢

AnaHnHaMnHoTpaHcepasa PeareHTbl
(Alinity c Alanine Aminotransferase Reagent Kit)

I Gn. BblgeneHHble nameHeHuns. Pegakums: despanb a018r.

rAr| 07P9820

; Heobxogumo TouHo CnepoBaTtb UHCTPYKUMAM. MpU OTKNOHEHUU OT

VIHCprKLI,VIﬁ HaAeXHOCTb pe3ynbTaToB TeCTa He rapaHTupyeTtca.

| HAMMEHOBAHVE (CokpalyeHHoe)

AnaHuHamuHoTpaHcepasa PeareHTbl
(Alinity ¢ Alanine Aminotransferase Reagent Kit)
(Takke BCTpeuyaeTca No TekcTy: ALT)

| HABHAUEHVE

TecT ¢ ncnonb3oBaHnem AnaHnHammnHoTpaHcgepasa PeareHTbl
(Alinity c Alanine Aminotransferase Reagent Kit) npegHasHaueH ans
[/19 KOIMYECTBEHHOTO ONpe/ieNeHns anaHnHamMmnHoTpacepassl B
CbIBOPOTKE MM Nnasme KpoBM yenoBeka Ha aHanusartope Alinity c.

| KPATKOE OMUCAHVE TECTA

AnaHuHamuHoTpaHcdepasa (ALT), Takxe HasbiBaemas rniortamar
nupysat TpaHcamuHasa (GPT), aBnaeTcs hepMeHTOM, y4acTBYOLW UM
B MeTabon13Me aMMHOKUCAOT. OHa NPUCYTCTBYET BO MHOTUX
TKaHsIX, HO CaMble BbICOKME YPOBHU OGHAPYXWBAKTCA B TKAHAX
neyeHn 1 nouyek. PaspyleHune TkaHU BefeT K BbICBOGOXAEHUIO
BHYTPUK/IETOUHOTO (hepMeHTa a KpOBOTOK. 3aMETHO MOBbILWEHHbIE
ypoBHM ALT B CbIBOPOTKE KPOBM HabnoAalTca Npu pasnnyHbiX
3a60/M1eBaHNsAX NeYeHn, Takux Kak renaTuT, MOHOHYK1€03 U LKUPPO3.
Takvie BbiCOKME YpOBHU ALT 06bI4HO HE XapakTepHbl Ana Apyrux
60M1e3HEHHbIX COCTOAHUIA, Hanp., MHPAPKT MUoKapaa: Takum
o6pasom, ALT cunTaeTcs J0CTaTOYHO cneundruyHbIM NHAUKATOPOM

MpegynpeskaeHna n Mepbl NPegoCTOPO3KHOCTU
*  [OnA AMarHoCTUKW In Vitro

Mepbl NpefoCTOPO3KHOCTH

BHUMAHWE: [laHHbIl npoAyKT npeanonaraeT pa6oTy ¢
o6pasuamu, NonyyYeHHbIMW OT YyenoBeka. PekoMeHayeTca cumTaTb
BCe maTtepwuasnbl, NOAy4YeHHble OT YesioBeka, NnoTeHyuanbHO
VIH(*)eKLI,VIOHHbIMVI n oﬁpau.;an:cn C HAMWN B COOTBETCTBUN

co CtaHAgapToM no o6palyeHnio ¢ reMOKOHTaKTHbIMU
natoreHamu, paspaboTaHHbiM YnpasneHunem CLIA no oxpaHe
TpyAa v npomblwneHHol rurneHe (OSHA). Mpu pa6oTe ¢
maTtepunanamu, cogepxawmmm nanm npeanonoXnuTenbHoO
cogepxalwmnMmn nHekLnoHHbIe areHTbl, cnegyeT co6nwoaatb
npasuna 6Monornyeokoin 6e30nNacHoCTN, YpoBEHb 2, UK Apyrue
COOTBETCTBYHOWMe nNpaBuna 6uonornyeckoli 6esonacHocTy,
CrieytoLLvie NpefynpexaeHns 1 Mepbl NPeaoCTOPOXHOCTA
OTHOCATCA K® *:

CopepiuT TRIS-TapOKCUMETUT-aMUHLLIETaN.

H316 BbBbBaET /1ErKoe pasaparkeHne Kox.
PearvipoBaHve
P332+P313 B cryuaB pasgpaieHyst Koxu: ObpatTbes K

Bpay.

| 3a6oneBaHus neyveHu.

| | NPMHLMMBI MPOLEAYPLI

| MpucytcTeyowas B o6pasue ALT kaTanusnpyeT nepeHoc

» He npviMeHVMO Ha TeppuTopum agiicTeus PernaveHta EC
1272/2008 (CLP) wn CraHgapTa OroBeLLEeH S 06 oracHOCTU
YnpasneHust CLLIA no oxpaHe Tpyia U MPOMbILLYIEHHON rurvieHe
(OSHA) 29CFR 1910.1200 (HCS) 2012.

[ amuHorpynn oT L-anaHuHa Kk a-keTornwTaparty ¢ o6pasoBaHuem

nupyeata v L-rnytamarta. B npucytcteun NADH un
naktatgerngporeHassl (LD) nupysaTt BoccTaHaBnmBaeTcs [0
L-naktata. B gaHHoii peakyun NADH okucnsietca go NAD.
[JlaHHyl0 peakLunio MOXHO NpocnefnTb onpeaeneHneM CKopocTu
YMEHbLUEHNS ONTUYECKO NNOTHOCTM npu 340 NT BBUAY OKUCNEHUA
NADH go NAD,
MeTogonorus: chepMeHTHbIli aHann3: NADH (6e3 P-S-P)
, Moapo6Hyto MHOpMaLMo 0 CUCTEME U TEXHOIOTUN aHanusa cM. B
; PykoBogctee MO akcnnyatauyuu Alinity ci-serfes, Pasgen 3.

| PEAFEHTBI

Copnep3kvoe Habopa
AnaHnHamuHoTpaHcepasa PeareHTbl (Alinity ¢ Alanine
Amnotransferase Reagent Kit) 07P98

O6bem (ML), ykasaHHbIl B Tabnuue Huxe, o603HavYaeT 06bEM Ha
KapTPUIXK.

e

07P9820
, KonnuyecTtBo TecToB B kapTpuaxe 360
. KoniwecTBo kapTpugxeii B 10
[Ha6ope
1KonnuecTso TeCTOB a Habope 3600
1® 68.1 mL
1® 21.0 mL

1 ® AKTVBHble nHrpeauneHTsbl: p-NADH (0.16 mg/mL),
ElawTaerngporeHasa (2.57 U/ml), t -anaHux (392 mmol/L).

I|1S1 MuwNeble MHIPeAneHTbl; a-keTornyTBpoBas kucnota
1(77 mmol/L), i -asaHnH (1000 mmol/L).
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MacnopTa 6e30nNacHOCTM JOCTYNHbI Ha caiTe
www.abbottdiagnostlcs.com nnm y mectHoro npeacraBuTens.
Moapo6Hy MHMOPMaLNo 0 Heo6X0AUMbBIX Mepax
npeAoCTOPOXHOCTN Npu paboTe C aHanNM3aTopom CM. B
PykoBopcTBe no akcnnyatauuu Alinity ci-series, Pasgen 8.

O6palyeHne ¢ peareHTamu

« [ocne nonyyeHms Habopa ocTaBbTe KapTPUAXMU peareHToB Ha 1
Yyac B BepTUKa/NbHOM MOJIOXEHUN [0 UCHE3HOBEHWUS My3bIPbKOB,
KoTOopble MoOrnn o6pasoBaTbCs.

* Ecnn kapTpuix peareHTa OnpokWHYNCcA, nepej UCNONb30BaHNEM
npuBeAunTe ero B BEPTUKa/bHOE NOJIOXEHNE U OCTaBbTe
Ha 1 4yac 40 MCUE3HOBEHMNS My3bIPbKOB, KOTOPbIE MOIN
o6pasoBaTbCs,

* PeareHTbl nogBepxeHbl (HOPMUPOBAHMIO NEHbI 1 Ny3bIPbKOB.
My3bIpbk B peareHTe MoOryT nomellaTb onpegeneHuio
YPOBHS peareHTa B KapTpuxe U NPUBECTW K HELOCTATOYHO
acnupauuu peareHTa, KoTopasi MOXeT 3HaYNTeNbHO B/UATb Ha
npaBubHOCTL pPe3ynbTaToB.

Moapo6Hy nHopmauuio 06 obpaweHnun o peareHTamMmu npu

paboTe 0 aHanM3aTopoM CM. B PykoBojCcTBe Mo 3kcnayatauuu

Alinity ci-series, Pa3gen 7.

a Abbott
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XpaHeHvie 06pa3LoB

Ycnosus xpaHeHus ans ALT onpegeneHbl B MHOTOUYMCAEHHbIX
; ny6nukaumsax.®-'® Mpumepsbl NokasaHbl HUXeE.

Makc, Bpemii
Temnepatypa xpaHeHus

CneumnanbHble

Tvn obpasua MHCTPYKL N

| CbiBOpOTKaA/ 30'C 3 gHA'® OTAenuTe CbiIBOPOTKY
nnasma kposu UIn nnasmy Kposu

| OT CrycTKOB,
3pUTPOLUTOB UK
pasfenutenbHoro
rens.

2 -8-c 7 pHell'®
I -40-C 60 gHeil'®

PekomeHpgyeTca TecTupoBaTb 06pasubl B AeHb c6opa.'®- p"

Mpu xpaHeHun o6pasuoB npu -20'C B TeueHne 8 fHell Habnganoch
11%-0e CHMXeHue akTUBHOCTW ALT; npu xpaHeHun o6pasuos
npu -20'C B TeyeHne 1 mecaua Habnwoganocb 20%-0e CHUXeHne
akTuBHoCTU ALT'®

WN36eraliTe MHOroKpaTHbIX LMK/I0B 3aMOPO3KM/PasMOpPO3KH.
XpaHuBLluMecs o06paslibl A0/KHbI 6biTb NPOBEPEHbI HA Hannune
TBepAblx Yactul. Ecnn B o6pasyax NpucyTcTBYOT TBepable
yacTuubl, Nnepej TecTupoBaHnem nepemMellalite o6pasubl Ha
BOpPTEKCe Ha HU3KOI CKOPOCTU WAWM nepeBopayuBas Npobupku, a
3aremM ueHTpudyrupyiTe o6pasybl, YTo6bl yaanuTb 3TN YacTULLbI.

TpaHcnopTMpoBKa 06pasLoB
YnakoBbiBaiiTe n mapkupyiite o6pasubl B COOTBETCTBUU C
rocyjapcTBeHHbIMU, pefepanbHbIMU 1 MexXAyHapogabiMu

Tpe6oBaHNAMM MO TPAHCNOPTUPOBKE KIMHUYECKUX 06pasLoB K
MHEKLNOHHBIX BELLECTB.

| mPouEYPA
MpepocTaB/isieMble MaTepuasibl

07P98 AnaHuHamuHoTpaHcdepasa PeareHTbl (Alinity ¢ Alanine
Aminotransferase Reagent Kit)

He06x0,qV|Mb|e, HO He npeaocTaBAeMble MaTepunasibl

« Alinity c Alanine Aminotransferase ¢haiin Tecta

* Kommepueckne KOHTpoOMU, cofepxalyne
anaHnHamuHoTpaHcepasy

« ®usnonornyeckuii pacteop (0.85 - 0.90% NaCl) gna
pa3BefeHus obpasua

WHdopmaumio o maTepuanax, Heo6xoguMbIX Ana paboTsbl

aHanuszaTtopa, cMm. B PykoBoacTBe no akcnnyatauuu Alinity ci-serles

Paspen 1

WHdopmaumio 0 matepranax, Heo6xoaAnMbIX Ans npouenyp

TEXHUYECKOro 06CNyXUBaHNSA, OM. B PykoBOACTBe MO aKkcniyatauuu
Ainity ch-series. Pasgen 9.

Mpoueaypa aHaM3a
MogpoGHoe onucaHne npoueaypbl NPOBeAEHUA TecTa CM. B
PykoBogcTee no akcnnyartauumn Alinity ci-series, Pasgen 5,
¢ VHcopmaumio 06 o6ecneyeHnn ocTaToyHoro o6brema o6pasya
nauyeHTa npyu UCnonb3oBaHUM NEPBUUHBLIX UAN aIMKBOTHbIX
npobupok cMm. B PykoBoacTee no akcnnyatauuu Alinity ci-series
Pasgen 4.
¢ YT06bI MUHMMU3MPOBATL AP eKTbl ncnapeHuns, nepeg
npoBefeHvem Tecta ybeanTech, YTO B Yalleyke gns o6pasyos
NpyoyTCTBYET AOCTATOUHbI 06beM o6pasua.
¢ MuHMManbHbI 06BbEM ob6pasua:
- O6bem 06pasua Ha Kavogplii TecT: 5.3 pL,
MPUMEYAHVIE: B ykasaHHO€ KO/IMYECTBO He BXOAUT
MepTBbIi 06BEM U AONONHUTENBHBIA 06BEM ANA acnupauuu.
MonHyto nHdopmaumio o TpeboBaHusx kK o6bLemy ob6pasua

cm. B PykoBoacTBe no akcnnyatauum Alinity cl-series,
Pasgen 4.

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

¢« WHdopmauno 0 NoAroToBKe KanmbpaTtopoB U KOHTPONei cM. B
MHCTPYKLUM NO NPUMEHEHUIO K KOMMEPUYECKOTUY KOHTPOJIO.

*  WHdopmaynto 06 o6wmx onepaymnoHHbIX Npouesypax cM. B
PykoBoacTee no akcnnyatauuu Alinity ci-series, Pasgen 5.

e [lnA AOCTMXEHMSA ONTUMasbHbIX Pabounx xapakTepucTuk
BaXHO CnefoBaTb CTaHAAPTHbIM NpoLeaypamMm TexXHUYeckoro
06CNyXMBaHNA B COOTBETCTBUM C PyKOBOACTBOM MO
akcnnyatauum Alinity ci-series, Pasgen 9. Ecnu npasuna pab6oThbl
B Bawei nabopatopuun TpebytoT 6osee 4acToro TEXHUYECKOro
o6cnyxunBaHusa, cnepyiite NPUHATOW NpakTuke.

Mpoueaypbl pasBefeHns obpasLos

O6pasLbl CO 3HAYEHMEM KOHLEeHTpaLuyu anaHnHaMmHoTpaHcthepasbl

6onee 3899 U/L nomeuatotca kogom "> 3899 U/L" n moryT 6bITb

pasBe/leHbl C UCNONb30BAHMEM NPOTOKO/1A aBTOMATUYECKOro
pasBefieHNs Uau npoueAypbl PyYHOTro pasBefeHus.

MpoTokon aBTOMaTUYeCKOro pasBefeHus

Cuctema passoaut ob6paseu B nponopuun 1:5 n aBTOMaTMyecKu

paccuuTbiBaeT 3HAYEHNEe KOHLEeHTpaLun, yMHOXas pesynbTaT Ha

COOTBETCTBYWOLWNIA (hakTop passefeHus.

Mpouefypa py4yHOro passegeHus

[na pa3BefgeHns obpasua Mcnonb3yiite husnonornyecknii pactsop

(0.85 - 0.90% NacCl).

OnepaTop [JO/IXeH BBECTU (PaKTop pasBefeHNs B 3KpaHbl 3akasa

naymeHTa uUnm KoHTpons. Cuctema 6yAeT UCNOMNb30BATb [aHHbIi

¢hakTop pasBefeHus A1 aBTOMATUYecKoro pacyeTta KOHLeHTpaLuuu
o6pasya n cooblieHus pesynbrara.

Ecnun onepaTop He BBen hakTop passBefeHus, Heo6xoaMmMo

YMHOXUTb pesy/nbTaT Ha COOTBETCTBYOLWMI hakTop passefeHus

[0 coobLeHna pesynbTata. Ecnu pesynbtart pasBejeHHOro
o6pasla MeHblle HWXKHEero 3HayeHUs UHTepBasna UsMepeHus

5 U/L, He coo6uialite aToT pe3ynbTar. MoBTOpUTE TECT, UCNONL3YA

npasuibHoOe pasBefeHue.

Moapo6Hy nHopmauuio o 3akase passefgeHnii cm. B PykoBoacTtsee

no akcnnyatauuu Alinity ci-series, Pasgen 5.

KannépoBka

WHCTPYKUUM 0 nNpoBefeHnn kannu6poBku cM. B PykoBogcTee no

akcnnyatauyuu Alinity ci-serles, Pasgen 5,

Kanu6poBka octaeTcsa cTabunbHOl B TedeHue Npuéam3nTenbHo

27 pHeil (648 yacoB), HO ee HEO6XOA4MMO NPOBOAUTL C

BBeJEeHMNEeM KLLJ0ro HOBOTO HOMepa Cepuu peareHTa.

MpoBepbTe KaNMGPOBOYHYIO KPUBYIO C NMOMOLLbIO He MeHee 2

YPOBHE KOHTpPONE B COOTBETCTBMU C YCTAHOB/MIEHHbIMW Balleil

nabopartopueilt Tpe6oBaHNAMN KOHTPONS kayecTsa. Ecnu pesynbratsl

KOHTpONeli BbIXOAAT 3@ PaMKU YCTAHOB/IEHHbIX 4/Nana3oHOoB, MOXeT

notpe6oBaTbCA NOBTOPHAas Kanubposka.

Mco«T noTpe6oBatbCca NoBTOpPHaA KanubpoBka TecTa nocne

npoueaypbl TEXHUYECKOTO 06CNYXMBAHUS OCHOBHbIX YacTeil

CUCTEMbI UK ee KOMMNOHEHTOB WM Noc/ie NPoBefeHNs CepBUCHbIX

npoueayp.

Mpoueaypbl KOHTPOIA KayecTBa

Mpn He06X0ANMOCTU NPUMEHEHUS AONONHUTENbHbIX TpeboBaHui

K KOHTPOJIIO KauyecTBa M NOTeHUMabHbIX KOPPEKTUPYHOLLNX Mep

cnepyiiTe ctaHfapTHON(bIM) onepauuoHHO(bIM) npoueaype(am)

Bawei nabopartopun n/unu nnaHy obecnevyeHms kayecTsa.
Kaxable 24 yaca A0/MKHbl TECTUPOBATLCA ABa YPOBHA KOHTpONei
(HopManbHbIA U aHOMaNbHbINA).

« Ecnu npoueaypbl Bawei nabopatopun TpebyoT 6onee

4acToro MOHUTOPUHIa KOHTPONA KayecTBa, cnefyiiTe NPUHATON
nparauke.

A Abbott



* Ecnu pesynbTaTbl KOHTPO/NSA KauyecTBa He COOTBETCTBYIOT
NPVHATBLIM KPUTEPUSM, YCTAHOBNEHHbIM Balleli nabopaTtopuei,
3HauYeHUs pesynbTaToB TECTUPOBAHMA 06pa3LOB OT NaLUeHTOB
MOTYT 6bITb COMHUTENbHbIMW. CneayiiTe NPUHATLIM Ballei
na6opaTopueit npoueaypam KOHTpPoOna kayectsa. MoxeT
notpe6oBaTbCA NOBTOPHaA kanubposka. VIHhopmayuto
06 ycTpaHeHuu HeucnpaBHocTeli om. B PykoBogcTee no
akcnnyatauun Allnity oi-series. Pasgen 10.

« [locne 3arpysku B CUCTEMY HOBOV cepun peareHTa uau
KannépaTopa nNpoBepbTe pe3ynbTaTbl KOHTPOA KayecTBa U
KpUTEPNM NPUEMNEMOCTH.

Mcnonb3oBaHne KOMMEPYECKUX KOHTponeid [JO/MKHO NPOBOAUTLCA B

COOTBETCTBUW C PYKOBOACTBAMU U peKOMEHAALUSAMU U3rOTOBUTENS

KOHTpONA. [lnanasoHbl 3HauYeHNt KOHLEeHTpaLunii, ykasaHHble B

MHCTPYKLWN MO NMPUMEHEHMNIO K KOHTPOJO, HOCAT UCKIIOUUTENbHO

pekoMeHJaTeNbHbIA Xxapakrep.

Mpu ncnonb3oBaHMKM N060ro0 KOHTPOSILHOTO MaTepuana naéopartopus

[O/MKHA y6eAUTbCA, YTO MaTPUKC KOHTPONbHOTO MaTepuana

npurofieH Ans UCNOMb30BaHUS B TeCcTe B COOTBETCTBUU C

MHCTPYKLMEl No NpUMEHeHNo K TecTy.

PekomeHpaLuu no npoueaype KOHTPONA KauyecTsa

PekomeHpaumu no npoueaypam KOHTPO/A kayecTBa flabopatopum

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

MopTBep)kaeHne 3aABEHHbIX XapakTepucTuk Tecta

MpoToKONbl A1 NOATBEPX/AEHUN 3aSB/IEHHbIX B UHCTPYKL MK

no NpUMeHeHU0 xapakTepucTuk Tecta cM. B PykoBogcTee

no akcnnyartauumn Alinity ci-series. Pasgen "MoaTtsepxaeHune

3asB/IeHHbIX XapakTepucTuk tecTa”.

| PE3YNILTATLI

Pacuet

Tect Alinity ¢ Alanine Aminotransferase ncnonb3yeTt meToq
¢haKTOPHOro aHanu3a AaHHbIX 419 NONyYeHNs KanmbpoBkN 1
pesynbTatoB TecTa, dpakTop kanubposku ana tecta Alinity o Alanine
Aminotransferase coctaBnsier 8141.

cdnarn

Pe3synbTaTbl HEKOTCU3bIX TECTOB MOTYT CONPOBOXAATLCS
nHpopmaymein B none "®dnarn”. OnncaHue cnaros, KOTopble MOryT
nosiBNATLCA a 3TOM nosie, CM. B PykoBOACTBE N0 3Kcnyatauuu
Alinity ci-series. Pa3gen 5.

NHTepBan namepeHunsa

WNHTepBan n3mepeHus onpefenseTca Kak gnanasoH 3HauyeHuii B
U/L, KOTOpbIl/i COOTBETCTBYET rpaHmuyaM npuemMnemsbix pabounx
XapaKkTepucTuk Ans NMHeiiHoCcT, BOCNPOU3BOAUMOCTMN U
OTK/IOHEHMS.

WHTepBan namepennsa tecta Alinity ¢ Alanine Aminotransferase
cocTaBnsiet 5 - 3899 UJ/L,

| orPAHMYEHNSA MPOLUELYPbI

Mofpo6Hyt MHpopmayumio cm. B pasgenax CEOP OBPA3LA U
NOArOTOBKA K AfWinay n CNELN®NYECKUE PABOUYNE
XAPAKTEPUCTUKW gaHHON WHCTPYKLMUW NO NPUMEHEHUIO.

| OXNOAEMbIE 3HAUYEHNA
Kaxgoih nabopatopun pekomeHayeTcs ycTaHaBnMBaTb COGCTBEHHbIN
pedepeHCHbIli Ananas3oH, OCHOBaHHbIA Ha cneunduke pernoHa un
XapakTepucTukax nonynsyun.
PedbepeHcHbI gnana3oH
CbiBOpOTKa/nnasma kposu®®
[NivanasoH (U/L)
0-55

B3pocnble

| CNeEUNe®NYECKNE PABOYNE
XAPAKTEPUCTUKIN

B JlaHHOM pasjesne npejcTaB/ieHbl AaHHble N0 penpe3eHTaTUBHbIM

pa6ounm xapakTepucTukam. Pe3ynbTaTbl, NONyYEHHbIE B OTAEMbHbIX

naéopartopusx, MOryT OT/MYaTbCA OT NPUBEAEHHbIX JaHHbIX.
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Ha ananusatope Alinity o n cuctemax ARCHITECT ¢ System

n AEROSET System ncnosib3yloTcs OAHU U Te e peareHTbl u
COOTHOLWeHNA o6pasual/peareHTa.

Ecnu He ykasaHo Apyroe, BCe McC/iej0BaHUA NMPOBOAUNNCH Ha
aHanunsatope Alinity c,

BocnpounssoanmMocTb

Bocnpon3BoAnMOCTb BHYTpU nabopatopumn

BbifIo NpoBeleHO UccnefoBaHne B COOTBETCTBUN C
pekomeHpauunamu gokymenta CLSI EP05-A2. Bbino

npoBefeHo uccnefoBaHne ¢ Ucnosb3oBaHnem 1 cepun
AnaHuHamuHoTpaHcdepasa PeareHtoB (Alinity ¢ Alanine
Aminotransferase Reagent Kit), BogHoro kannépatopa n 1 cepuun
KOMMepuecknx KoHTponeit Ha 1 aHanusatope. Tpu KOHTPONs Gbinn
npoTecTMpoBaHbl He MeHee 4YeM B 2 MoBTOpax 2 pa3a B fieHb B
TeyeHune 20 gHel.®*

BHyTpS cApMK (IMTO-  BHYTpM laGopatopun

XOr- paemocrb) (obLee)*
O6paseL} 80 (un) cKko %KB w %KB
KoHTpors, 120 30 0.5 18 0,9 2.8
ypOBeHb 1
KoHTporb, 120 108 0.7 0,6 1.0 1,0
YPOBEHb 2
KoHTporib, 120 230 0.7 0.3 14 0.6
yposeHb 3

®BknovaeT BapnabenbHOCTb BHYTPU Cepun, Mexay cepusimu u
MeXAy OHAMU.

HuW3KHWe rpaHnlbl N3mMepeHns

Bbiflo NpoBeieHoO nccnefoBaHne B COOTBETCTBUMN O
pekoMeHpauuamun gokymenta CLSI EP17-A2 ¢ ncnonb3osaHuem 3
cepuii peareHTa Ha 2 aHanusaTopax B TeyeHne He MeHee 3 AHell
[NA KaX/0ro COOTHOWEHUA aHannsatop/cepus peareHta. Ham6onee
BblCOKME 3HauyeHus npepena 6naxka (MB), npegena o6HapyxeHnsa
(NO) n npepena konuyectTseHHoro onpegenenunsa (MKO) npusBepfeHsbl
B Tabnuue Huxe.*®

Me*
no>
MKO*

“ MNBb onpepeneH kak 95-i1 NpoueHTUNb NO pe3ynbTartam
nccnepoBaHna o6pasLoB C HY/NeBO KOHUeHTpauuneid aHanuta s n
a 60 nosTopax.

MO onpepgeneH Kak camas HU3Kasi KOHLEHTpaLuusa, nNpum KOTopoi
aHanuT MOXeT OblTb BbIABNEH ¢ 95%-11 BEPOATHOCTbLIO NO
pesynbTaTam uccfiefloBaHns 06pasLoB 0 HU3KUMU YPOBHAMM
KOHUeHTpauuu aHanuta B N a 60 nosropax.

' MKO onpepgeneH Kak camas HM3Kas KOHUEHTpauus ¢
MaKkcuMmasibHbIM 3HavyeHnem socnpoussognumoctn 20% KB no
pesynbTataMm WccCreoBaHNA 06pasLoB C HU3KUMU YPOBHSMU
KOHUeHTpaLuuu aHanuta B 1 a 60 nosropax.

JInHeliHOCTb
Bbino nposeneHo nccnenoBaHne B COOTBETCTBUN C
pekoMmeHpaumamn gokymeHta CLSI EP06-A.@"

JInHelHOCTb TecTa CoXpaHAaeTCcs B UHTepBase U3MepeHns 5 -
3899 U/L.

NHTepdepeHyns

[laHHOB uccnegosaHne nposofnnock Ha cucteme AEROSET
System.

MoTeHunanbHO NHTepdepupyloLMe 3HAOTEHHbIE BellecTBa
WccnepoBaHns nHTepdepeHyMn NpoBoOAUINCE B COOTBETCTBUN

¢ gokymeHToM NCCLS EP7-P.*® 3dhdhekTbl MHTEPhepeHynn
onpegesnAnncb € NOMOLLbIO METOA0B peakuun Ha A03Yy U napHbIX
pasnuuunii Npu TepaneBTUYECKUX KOHLEHTPaLMaAX aHanuTa.
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MoTenukansso KoHLeHTpauws vHTepdapeHTa Lienesoe Bbixog,
«HTepchepupytoyB CTaHaapTHble AnbTepHaTuBHble 3HadeHne (% ot uene-
uecTsa eAVHULbI e[VHNLBI un BOro)
GurVpyorH 30 ma/dL 513mTOU 531 95.3

60 mg/dl. 1026 prioM. 5.1 8.1
evornooH 750 mg/dL 759L 474 107.9

1000mg/dL 10,0 ofL 474 111.0
VKTparvAgp! 550 mAdL 55¢gL 50.6 97.2

625 mg/dL 6.2Sg/L 50.6 9.8
MepeuncneHHble HUXa nNpenapatbl 6bIN UCCNE[0BaHbI HA
nHTepdepeHumto Ha cncteme ARCHITECT npu ykasaHHbIX
3HAYEHNsIX KOHLeHTpaLuuii 0 NCNonb3oBaHNeM KpuTepues
npuemnemoctn 4 10% oT LBNeaoro 3HavyeHus,
MoTeHuyanbHo KouueiiTpauHs nHTepdiepenn  |leneeee  Bbixap,
|[HTepchepupytoie  CraHgapTHble  ArbTepHaTWBHbIE 3HaueHre {%BTuene-
BOLLPGT»@ eanHILbI efyHULbI nn mOro)
Omstharnvpuym eotng/L 241.0 praoa 431 %.1
Oyasthacarmam roTan. 50.3(LLIO(T. 431 T
Temosariowg, 20mg/L 103.1 tiiTKia 58.2 105.0

NHTeptepeHuMa nekapcTBEHHbIX NpenapaTtoB WU 3HAOTEHHbIX
BeLecTB MOXeT okasbiBaTb BIWSHUE Ha pesynbTaTbl TecTa.N’

CpaBHeHMe MeTO40B

Bbllo NpoBefeHo nccnegoBaHne B COOTBETCTBUN C
pekomeHgaumamm gokymeHta CLSI EP9-A3 ¢ ucnonb3oBaHuem
meToga perpeccumn Passing-Bablok.A™

Egn- Korn- koppe- [lepees- Ha- [vana3oH XOH-
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dopmar yucen:

* B KkauyecTBe pasfennTens TbicAY MUCNonb3yeTcs npoben (npumep:

10 000 o6pasuos),

. B kauecTBe pasgennTtens ecATUYHbIX 3HAaKOB UCNosb3yeTca
Touka (npumep; 3.12%).

| Ncnonb3yemble CMMBOJIbI

Cumsonbl IS 015223
CM. MHCTPYKUMIO no

cul npUMeHeHuo
M3rotoButens
M
W JocTato4yHo ons
/ TemnepaTypHbIii gnanasoH
2 Wcnonb3oBaTb A0/CpOK rofgHOCTM
MeguuuHckoe nsgenve ans
ANATHOCTUKK In Vitm
Homep cepumn
KatanoxHblii Homep
[«] CepuiiHblit Homep

[pyrvie cUMBO/IbI

IDISTRIBIMO IN THE US« BY | OucTpubbloTop a CLUA

UHFORIUMON pon USAONLY | VHdpopmauns Tobko anst CLUA
1PRODUCED FORABBOTT BY | Mpoun3sseaeHo ans Abbott
1PRODUCT OP CANADA | MpoaykT KaHagwl
n PeareHnT 1

PeareHT 2

[lNS MCNONb30BaHNA TOMLKO
e x OHLVI MeAULMHCKUM PaBOTHUKOM

(NPUMEHNMO TONbKO K
knaccudukauymn CLIA)

Alinity, ARCHITECT n AEROSET sBNat0TCA TOProBbIM1U Mapkamu
KkomnaHuun Abbott Laboratories B pasnuuHbix 0pUcanNKLNNAX.
Bce fpyrue ToproBble Mapku SiBAAIOTCS CO6CTBEHHOCTbIO
COOTBETCTBYIOLNX BNaAesbLeB.
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Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Germany
+49-6122-580

CeE

IPBOOUCED FOBABBOTTBY |

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

Prince Edward Island

C| E 2B9 Canada

IDISTWIBUTEO IMTHS US*BY |

Abbott Laboratories
Abbott Park, IL 60064 USA

CepBucHana nogaeprkka: O6pawalitecb K CBOEMY MECTHOMY
npeacTaBUTEsNlO UM CMOTPUTE KOHTaKTHYO MHopmaymno ansa

Baleli cTpaHbl Ha caiiTe www.abbottdlagnostlcs.com

Pepakuyunsa: despans 2018 r.
©2016, 2018 Abbott Laboratories

ABTOPV30BaHHbIN NpeACcTaBUTENIb NU3TOTOBUTESNIA HA TeppUTOpPUN
Poccuun n gpyrux ctpad CHI:

O6LWecTBO C OTPAHNYEHHON OTBETCTBEHHOCTbIO

"9660TT /labopaTopus”, 125171, Poccusa, r. Mocksa,
NleHnHrpagckoe wocce, 16A, cTtpoeHue 1,

Ten: +7 (495) 268 42 80; chakc: +7 (495) 258 42 81

Abbott



NMPNNOXEHUE

K WHCTPYKUMM nNo npumMeHeHnto MW Habop peareHToB ANs KOJMYECTBEHHOro onpegeneHus
anaHMHammHoTpacdepasbl B CbIBOPOTKE WM Msia3Me KPOBW 4YesloBeKa CNeKTpodhOoTOMETPUUYECKUM
MeToAOM Ha 6uoxumumyeckmx aHanusartopax Alinity ¢ «AnaHnHamunHoTpaHcdepasa PeareHTbl (Alinity c
Alanine Aminotransferase Reagent Kit)» gna Poccun t

yYCnoBuA TPAHCINOPTUPOBKN n XPAHEHWA
M3nenne pekomeHayeTcsa TpaHcnopTupoBaTb Npu Temnepatype 2 - 8°C. 3genne octaeTcsa cTabuibHbIM
[0 OKOHYaHUs CpoKa roAHOCTU, YKa3aHHOro Ha ynakosBke. [pu TpaHCNOPTUPOBAHUW C HapylleHUeMm
TeMNepaTypHOro pexuma wusfgenne He MNoANEXUT NPUMEHEHMIO. TpaHCNopTUPOBKa OCyLlecTBAseTCs
BCEMU BU[aMU TpaHCMNopTa B KPbITbIX TPAHCMNOPTHbLIX CpeACcTBax B COOTBETCTBUN C Npasuiamn nepeBosKu
rpy3oB, AeNCTBYHOLWMUMM Ha KaxX40M Buae TpaHcnopTa.

OCyLW,ecTBNATLCA Npu TemnepaTtype oT 2“C go 8 X B X0N0O4U/IbHbLIX Kamepax
Unn B XONo4UNbHMKax, o6ecnevynBalonx pernameHTUpPOBaHHbI TeMnepaTypHbIn pexum.

CPOKTOogHOCTHU
18 mecsLueB NpU XpaHeEHUN B PEKOMEHAOBaHHbIX yc/ioBusax (2-8°C).

FTAPAHTUWHBIE OBA3ATE/IbCTBA

N3rotoBuTe/ b rapaHTMpyeT, 4TO NpW NpaBWU/IbHOM XpaHeHUM U obpaleHnn wunsgenune ocTaeTcs
CTabu/lbHbIM [0 WCTEYEHUS Cpoka roAHOCTW. [apaHTUWHbLIA CPOK TrOAHOCTU U3AENUSA YCTaHOBJIEH
N3roToBUTENIEM U COOTBETCTBYET Nepuoay Mexay AaToil Nnpou3BOACTBAa W [aTOli UCTeuyeHus cpoka
rogHOCTU, KOTOpble yKaslaHbl Ha 3TUKETKe W/UAM B CONPOBOAUTENILHOW [AOKyMeHTauuum Ha ulnenuve
N3penune, xpaHMBLLEECH C HAapYLIEHNEM periaMeHTUPOBAHHOIO NMPOU3BOAUTENIEM pexXuma, I'IpI/IMEHeHI/I}O
He noanexunt (B coorBetcTBunm ¢ FOCT P 51088-2013).

TEXHNWYECKOE OBC/TYXXBAHUNE
He TpebyeTcs.

TEKYLUMA PEMOHT
He TpebyeTcs.

AAHHBIE ANA YTUIN3AUNA N YHUYTOXEHNA MEAVMUNHCKOIO U3AETNA

MeguunHckoe wusgenve YTUWIN3UPYIOT U YHUYTOXalT B COOTBETCTBUMM C npasuiaMmu obpaleHua c
MeAULUHCKUMW OoTXOoA4amMu, pernameHtmpyrowmmuca CaHluH 2.1.7.2790-10 ot 12 12 2010 «CaHUTaOHO-
anuagemnoniornyeckmne TpebosaHNa K o6palleHnto ¢ MegULUHCKUMN OTXoAaMn» n

kom® S tobhASANNAAN HauMoHa/ibHbIM CTaHgapTam npu nepejade wn ytunusaumm wsaenus, ero

NEPEYEHb CTAHAAPTOB, KOTOPbIM COOTBETCTBYET MEANLIMHCKOE VU3AENNE
|'1 n ISO 9001, ISO 13485, ISO 13485 (Bkntoyas CMDCAS)

MOTEHUMA/bHBLIN MOTPEBUTE/b
MpodeccroHanbHblii NoNb3oBaTe b

NMH®POPMALUWVA O HANNYNN B MEOVNUMNHCKOM U3AENNN NEKAPCTBEHHOIO CPEACTBA
He copepxur.

CTEPUNBHOCTb

MocTaBnsieTcss B HeCTepUIbLHOM Buie. CTepunusauus nepef npuMeHeHWeMm He TpebyeTcs.

NMH®OPMALNA O BO3MOXHOCTW MOBTOPHOIO NPUMEHEHNA
He noanexuT NOBTOPHOMY NMPUYMEHEHUIO.

MOKA3AHVA K MTPUMEHEHWNIO
He npumeHumo.

MPOTUBOMOKA3AHWA K MPUMEHEHWIO
He npumeHunmo.
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«3660TT M'M6X & Ko. KIM» Ten: + 4961 22 58 0

Make-naHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbapeH
n/s 1303,65011 BucbageH

MoArves: < nognucaHo> [Jara; 18 okTa6pa 2018 T.

3amaH KxaH

3amecTuTeNlb JUPEKTOpa No HOPMaTWUBHO-NPaBOBOMY PEry/nMpPOBaHUIO
Pernon EBBA un MakuctaH
«3660TT 'MOX & Ko. KIM»

«32660TT 'MOX & Ko. KI™»
Makc-11naHK-PuHr 2

65205 BucbaneH-LenbkeHxanim
MepmaHusd

"MeyaTh: «3000TT™
«2000TT MVIOX &Ko, KI™»
Makc-TTnank-Pvir 2

65205 Bucoaoe>

HOpuanyecknin agpec: BucbapgeH

PalioHHbIN cya BucbageHa HRA 4888 YnpaBnsoLwmii;

Hecywimnii nepcoHanbHy 0TBETCTBEHHOCTb KOMMAHbOH; LLiTedhaH Bonnb

«9660TT MeHemMKMeHT MMOX» per AnbbepT

HOpuamyecknii agpec: BucbageH MpeacenaTens HabnaaTeNbHOroO coBeTa:
PanoHHbIN cya BucbageHa HRA 12889 Xanme A. KoHTpepac

<noarmcaHo™> 18 okTs0ps 2018 .

<Jkyats: 3AMAH A KXAH 3AMECTUTE/ b OMPEKTOPA MO HOPMATV/BHO-
MPABOBOMY PEIYJTMPOBAH/FOPEIT EBBA UMNAKCTAH>

[Mepeso, C aHITMACKOTO Si3bIKa HA PYCCKMiA S13bIK BbIMONHEV nepesoaUmkom LLBrmvessM el
Arexcees4em
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Poccwniickaa ®epepauus. lopog MockBa.

MepBoro HoAGpA ABe ThiCAYM BOCeEMHaaLaTOro roja.

A, baxTaase 3nbmupa KOpbeBHa, HoTapuyc r. MockBbl, CBUAETE/IbCTBYH MNOA/IMHHOCTb
nognncn nepesogynka lWaTtHeBa Nnbn AnekceesBuya.

Moannce caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTbL NoAanMcaBlIEero 4OKYMEHT yCcTaHOB/1eHa.

3aperncrtpunpoBaHo B peecTpe: Ne 77/52-u/77-201B- .11 -

1,055 ):3

Bcero npolwHypoBaHo, NpokK
1 CKpensieHo nevartbto.... K/.....MNCT.

HoTtapuyc.....» )

V»
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PocajOdm «efewui. npop Lxxsa.

03 IEH 2018

nevaTbio /\3;MenneHo
JVCT.
HoTapuyc

3apeructpuposano 8 peectpe: No - 7 7/52-H/77-2018-
Babickam jafljjAy: pyg”
yP8 N Bitett"aaseBoro ut
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