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Intended Purpose

In vitro test for the quantitative determination of Aspartate
Aminotransferase (AST) activity in human serum and plasma on Mindray BS
series chemistry analyzers. Itis intended to be used for aiding to diagnose
and monitoring hepatobiliary diseases.

Summary®*

Aspartate aminotransferase (EC 2.6.1.1, AST), formerly called Glutamic
Oxalacetic Transaminase (GOT), is present in both cytoplasm and
mitochondria of cells, belonging to the transaminase family, which catalyze
the conversion of amino acids and a-oxoglutarate by transfer of amino
groups. AST is commonly found in various human tissues. The heart muscle
is found to have the most activity of the enzyme, secondly in the brain, liver,
gastric mucosa, skeletal muscle and kidneys. The serum AST present low
activity in the healthy human body, but when these tissues injury or damage,
AST is released into blood and results in high blood AST activity.
Measurement of AST in serum and plasma is mainly used for the diagnosis of
heart muscle damages, liver damages and skeletal muscle diseases as well
as for monitoring the treatment. The AST/ALT ratio is often used for
differential diagnosis in liver diseases. While the AST/ALT ratio = 1, it is
associated with severe, often chronic liver diseases.

Assay Principle

UV-assay according to IFCC (International Federation of Clinical Chemistry
and Laboratory Medicine) without pyridoxal phosphate activation.

AST
L-aspartic acid + a-ketoglutaric acid =<— oxaloacetate + L-glutamate

MDH
oxaloacetate + NADH + H* == L-malate + NAD* +H,0
In the assay reaction, the AST catalyzes the reversible transamination of L-
aspartic acid and a-ketoglutaric acid to oxaloacetate and L-glutamate. The
oxaloacetate is then reduced to malate in the presence of malate
dehydrogenase (MDH) with B-nicotinamide adenine dinucleotide (NADH)
being oxidized to B-nicotinamide adenine dinucleotide (NAD*). The rate of
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the photometrically determined NADH decrease is directly proportional to the
rate of formation of oxaloacetate and thus the AST activity.

C
L-aspartic acid 56.4 mmol/L
R1: NADH 0.35 mmol/L
Sodium azide 0.02%
Tris buffer 412 mmol/L
R2: a-ketoglutaric acid 86.7 mmol/L
MDH >5.0 KU/L
Sodium azide 0.06%

Storage and stability
Up to expiration date indicated on the label, when stored unopened at 2-8°C
and protected from light.
On board in use, the reagents are stable for 28 days when refrigerated on
the analyzer.
Contamination must be avoided.
Do not freeze the reagent.
Specimen collection and preparation
® Specimen types
Serum, heparin and EDTA plasma are suitable for samples.
® Preparation for Analysis
1.Use the suitable tubes or collection containers and follow the instruction of
the manufacturer; avoid effect of the materials of the tubes or other
collection containers.
2.Centrifuge samples containing precipitate before performing the assay.
3.Specimens should be tested as soon as possible after sample collection
and pre-analytical treatment.
m Sample Stability
1 day at 15-25°C
7 days at 2-8°C
7 days at (-25)-(-15) °C
For longer storage periods, samples should be frozen at (-20°C)5. Sample
stability claims were established by manufacturer and/or based upon
references, each laboratory should establish its own sample stability criteria.
Reagent Preparation
R1 and R2 are ready to use.
Please perform scheduled maintenance and standard operation including
calibration and analysis to assure the performance of measurement system.
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Materials required but not provided

1.General laboratory materials: NaCl solution 9 g/L (saline),
distilled/deionized water.

2.Calibrator and Control: Please check the section of reagent instruction of
Calibration and Quality Control.

3.Mindray BS series chemistry analyzers and General laboratory equipment.

Assay procedure

Parameters Item BS-800 chemistry analyzers
Assay type Kinetic
Wavelength (Primary/Secondary) 340/412 nm
Reaction direction Decrease
R1 180 pL
Sample or Calibrator 9 pL
Mix, incubate at 37°C for 5 min, then add:
R2 45 uL

Mix thoroughly, incubate at 37°C for 1 min,
measure the absorbance value continuously within further 3 min
Then calculate AA/min
Parameters may vary in different chemistry analyzers, may adjust in
proportion if necessary. For Mindray BS series chemistry analyzers, Reagent
Parameters is available on request. Please refer to the appropriate operation
manual for the analyzers.
Calibration
1.1t is recommended to use the Mindray Calibrator (Multi Sera Calibrator:
105-001144-00 or other suitable calibrators) and 9 g/L NaCl (saline) for
two-point calibration. Traceability of the Mindray Multi Sera Calibrator can
refer to the calibrator instructions for use of Mindray Company.
2.Calibration frequency
Calibration is stable for approximately 28 days on BS-800 chemistry
analyzers. The calibration stability may vary on different instruments,
each laboratory should set a calibration frequency in the instrument
parameters appropriate to their usage pattern.
Recalibration may be necessary when the following occur:
« As changed reagent lot.
« As required following quality control procedures or out of control.
« As executes specific maintenance or troubleshooting procedure of
chemistry analyzers.
3.The calibrator values are lot-specific with the matched models listed in the
value sheet.
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Quality control

1.1t is recommended to use the Mindray Control (ClinChem Multi Control:
105-009119-00, 105-009120-00 or other suitable controls) to verify the
performance of the measurement procedure; other suitable control
material can be used in addition.

2.Two levels of control material are recommended to analyze each batch of
samples. In addition, the control should be run with each new calibration,
with each new reagent cartridge, and after specific maintenance or trouble
shooting procedures as detailed in the appropriate system manual.

3.Each laboratory should establish its own internal quality control scheme
and procedures for corrective action if control doesn’t recover within the
acceptable tolerances.

Calculation

The BS series chemistry analyzer detects the change of absorbance(AA/min)

and calculates the AST activity of each sample automatically with a specified

calibration curve from calibration process.

Conversion factor of conventional units (U/L) into S.I. units (pkat/L):

1 U/L =16.67x10°3 pkat/L 1 pkat/L = 60 U/L

Dilution

If the value of sample exceeds 800 U/L, the sample should be diluted with 9

g/L NaCl solution (saline) (e.g. 1+9) and rerun; the result should be

multiplied by 10.

Expected values

Sample Type Units

Mal 15-40 U/L

Adults® ae /

Female 13-35U/L

/ 28 days - <1 year 21-80 U/L
Serum,

Plasma 1- <2years 22-59 U/L

Children’? 2 - <13 years 14-44 U/L

Male: 12-37 U/L
Female: 10-31 U/L

The expected value is provided from reference, and Mindray has verified the
expected values of adults by 341 serum samples of people from China.
Each laboratory should establish its own reference intervals based upon its
particular locale and population characteristics since expected values may
vary with geography, race, sex and age.
Performance Characteristics
®m Analytical Sensitivity

13 - 18 years
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The Aspartate Aminotransferase Kit has an analytical sensitivity of 4 U/L on
BS-800. Analytical sensitivity is defined as the lowest concentration of
analyte that can be distinguished from a sample that contains no analyte. It
is calculated as the value lying 3 standard deviations above that of the mean
from 20 replicates of an analyte-free sample.
B Measuring range
The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum/Plasma 4-800 U/L

A high AST activity sample (approximately 800 U/L) is mixed with a low
activity sample (<4 U/L) at different ratios, generating a series of dilutions.
The AST activity of each dilution is determined using Mindray System, the
linearity range is demonstrated with the correlation coefficient r>=0.990. The
reportable range of serum/plasma is 8000 U/L.

u Precision

Precision was determined by following CLSI Approved Guideline EP05-A38,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls on BS-800 are summarized below*.

Specimen Type Mean Repeatability Within-Lab
(N=80) (U/L)  sD(U/L) CV% SD(U/L) CV%

Control Level 1 32.53 0.60 1.84 0.56 1.73

Control Level 2 148.28 0.63 0.42 1.55 1.04

*Representative data, results in different instruments, laboratories may vary.

® Analytical Specificity

The samples with different concentration interfering substance were
prepared by addition of interferent to human serum pools, and recovers are
within £10 % of the corresponding control value to be considered as no
significant interference.

No significant interference was observed when the following substances
were tested for interference with this methodology. The data of interference
studies on BS-800 are summarized below*.

Interfering Interferer_ﬂ Ana_ly_te Relfatiye
Substance Concentration Activity Deviation
(mg/dL) (u/L) (%)*
Ascorbic acid 30 249.18 -1.20
Bilirubin 40 257.83 -1.15
Intralipid 500 260.90 -8.59

*Representative data, results in different instruments, laboratories may vary.

2024-04, English 1-5 P/N: 046-024181-00 (3.0)



AST mindray

In very rare cases gammopathy, in particular type IgM, may cause
unreliable results®.

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A310, The Mindray System (Mindray BS-M2000/Mindray AST Reagent)
(y) was compared with comparison system (Roche cobas c701/ Roche AST
Reagent) (x) using the same specimens. The statistical data obtained by
linear regression are shown in the table below *:

. N Correlation Sample Activity
Regression Fit C N ) (N) Range (U/L)
y=0.9314x-0.4092 0.9986 110 4.60-705.12

*Representative data, results in different instruments, laboratories may vary.

Result interpretation

The results could be affected by drugs, disease, or endogenous

substances®!l. When the reaction curve is abnormal, it is recommended to

retest and check the result.

Warnings and precaution

. Forin vitro diagnostic use only. For laboratory professional use.

2. Please take the necessary precautions for handling all laboratory
reagents.

. Please confirm the integrity of the package before use. Do not use the
kits with damaged packages. The reagents avoid direct exposure to
sunlight and freezing. The results can’t be assured when stored at
inappropriate condition.

. If unintentionally opened before used, store the reagents tightly capped
at 2-8°C and protected from light, and the stability is equally to in-use
stability.

. Do not mix reagents with different lots and bottles.

Do not use the reagents beyond the expiration date and the in-use date.
Do not mix fresh reagents with in-use reagents.
Avoid the formation of foam.

. Instability or deterioration should be suspected if there are visible signs
of leakage, precipitates or microbial growth, or if calibration or controls
do not meet the insert and/or the Mindray System criteria.

. Reliability of assay results cannot be guaranteed if the instructions in this
package insert are not followed.

. Preservative contained. Do not swallow. Avoid contact with skin and
mucous membranes.

9. When the reagents accidentally enter the eyes and mouth, or contact
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with the skin, immediately wash with plenty of water. If necessary, visit
the doctor for further medical treatment.

10.Safety data sheet is available for professional user on request.

11.Disposal of all waste material should be in accordance with local
guidelines.

12.All human material should be considered potentially infectious.

13.All identified risks have been reduced as far as possible without adversely
affecting the benefit-risk ratio, and the overall residual risk is acceptable.

14.Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.
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Graphical symbols

Ce.. [ o

In Vitro Diagnostic Unique device European ConsultInstructions  Use-by
medical device identifier Conformity For use date

ec [rer] [LoT] { sl

Authorized representatlv.e in Batch Code er
the European Community limit

Temperature Catalogue
Manufacturer

Al
;o{__
[ ]
Keep away from sunlight
Indicates a medical device that needs protection from light sources

© 2022-2024 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. All rights
Reserved
Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Address: Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, Shenzhen, 518057, P. R. China
E-mail Address: service@mindray.com
Website: www.mindray.com
Tel: +86-755-81888998; Fax: +86-755-26582680
EC-Representative: Shanghai International Holding Corp.
GmbH(Europe)
Address: EiffestraBe 80, Hamburg 20537, Germany
Tel: 0049-40-2513175; Fax:0049-40-255726
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Ha6op ans onpepenexus

acnapra 1, IFCC meTop C €n123

@op Ans ogop
N2 kar. Pasmep ynakoBku
105-000815-00 R1: 4x35 mn + R2: 2x18 mn
105-000854-00 R1: 6x40 mn + R2: 2x32 mn
105-004592-00 R1: 6x57 mn + R2: 3x32 mn

LieneBoe Ha3HaueHue
AHanus in  vitro ansa KONM4YeCTBEeHHOro onpeaeneHus AKTUBHOCTU
acnaprtataMmHoTpaHcdepasbl (AST) B CbIBOPOTKE U Mia3Me KPOBU YenoBeka
Ha 6uoxmmmuyeckmx aHanusatopax Mindray cepum BS. [aHHbll aHanus
npeaHasHayYyeH 418 MCNosib30BaHUS B AUMArHOCTUKE W HasﬂK)[ZlSHMS! 3a
TeuyeHveM 3a60oneBaHunii NeYeHN W XenYHbIX NyTei.
KpaTtkas cnpaBka'™*
AcnapTatammHoTpaHapepasa (EC  2.6.1.1, AST, oOHa e mMyTaMuHoBas
LLIaBENIeBOYKCYCHas TpaHcaMnHaza, GOT), HaxoAuUTCs B LIUTOTUIasMe Y MUTOXOHAPUSX
KNeToK. OHa MPUHAANEXWT K CeMeliCTBy TpaHCcaMMHas, KOTOpble KaTasmsvpyloT
obpaTvMoe MpeBpalLeH e aMMHOKACIOT B G-OKCOT/yTapaThl 3a CHeT nepeHoca
amuHorpynn. AST MpUCYTCTBYeT B PaannuHbIX TKaHsX yenoseka. HavGonbwas
aKTVIBHOCTb (hepMeHTa HaB/IAAETCS B CepAEHHON MbILLLLe, 3aTeM B MO3rY, B NeyeH,
CVBUCTOW XeNyAKa,CKENETHBIX MblLLLLAX M NMoYkax. CbIBOPOTOUHbIA AST B 300pOBOM
YEIOBEYECKOM TeNle AEMOHCTPUPYET HM3KYI0 aKTVBHOCTb, HO MU MOBPEXaeHN
TiaHeit AST BbIXOAWT B KPOBb, M aKTBHOCTL AST B KPOBYW BO3pacTaerT.
V3mMepeHne AST B CbIBOPOTKE M MnasMe UCMONb3yeTcs MpenuMyLiecTBeHHO
ANA AMArHOCTMKM NOBPEXAEHMI CEPAYHOM MbILULLbI, MEYEHN N CKEeNEeTHbIX
MbIWL, @ Takke AN MOHWTOPUHra sedeHns. Takke ANS AMArHOCTUKM
3aboneBaHUit NeYeHM 4acTo WCMoNb3yeTcs oTHoweHwe AST/ALT: Ecnu
cooTHoweHne AST/ALT 2 1, 3T0 yKkasblBaeT Ha CepbesHble, 3a4acTyio
XPOHMUYECKME NOBPEeXAEHUs NeyeHu.
MpuHUMN aHanusa
Y® meToa cornacHo pekomenaauuam IFCC (MexayHapoaHoi deaepaumn
KIWHUYECKON XMMUM W NnabopaTopHOM MeauuWHbl) 6e3  akTuBauun
nupuaokcansdocdaTom.
AST

L-acniaparvHoBasi KUCIoTa + G-KETOrNyTapoBasi KUC/IoTa <———— OKCa/ioaLleTar +
L-rnyTamat

MDH
okcanoauetat + NADH + H* <= L-manat + NAD* +H,0

2024-04, pyccxmii 2-1 P/N: 046-024181-00 (3.0)



AST mindray

B peakumn aHanusa AST Katanmsupyer obpatumoe TpaHCaMUHWpoBaHue L-
acnaparvHoBOM KUCIOTbI W Q-KETOr/yTapoBOi KMCIOThI [0 OKCasoalerara u
L-rnytamara. 3aTem okcanoaueTaT BOCCTaHaB/IMBaEeTCs A0 ManaTta B NpUCYTCTBUM
manaraernaporeHasbl (MDH) ¢ OKUCIeHMeM B-HUKOTUHaMWARAEHUHAVHYKIeoTUaAA
(NADH) po B-HukoTMHammpaneHuHanHykneotuaa (NAD*). Yposenb NADH,
onpenensieMblii  (hOTOMETPUYECKM,  CHVDKAETCS  MPOMOPLIMOHANBHO  YPOBHIO
06pa3oBaHna OKcanoalleTaTa W, COOTBETCTBEHHO, aKTMBHOCTW AST.

PeareHTbl u Tbl

L-acnaparuHoBas kucnota 56,4 mmonb/n
R1: NADH 0,35 mmonb/n
A3ua HaTpus 0,02%
Tpuc-6ydep 412 mmonb/n
R2: a-KeTonrytaposas kKucnora 86,7 mmonb/n
MDH (ManataernaporeHasa) >5,0 kEa./n
A3ua HaTpus 0,06%

XpaHeHue u cTabunbHOCTb
WCroNb3oBaTs [0 WCTEUEHWS! CPOKA FOIHOCTM, YKa3aHHOrO Ha 3TUKETKe, npu
XPaHEHWNM B HEpacneyaTaHHoM Buae Npy 2-8°C B 3aLUMLLEHHOM OT CBETa MecTe.
Mpu 1CronbL30BaHNM B aHanM3aTope peareHTbl CTabUNbHbI B TedeHue 28
CYTOK MpU XpaHEHNM B OX/1aX/AEHHOM COCTOSHUN Ha aHanusaTope.
Heo6xoanmo nsberaTb 3arpsasHeHmns.
He 3amMopaxwuBaiiTe peareHT.
OT60p 1 noaroToBka o6pasuos
® Tunbl o6pasuoB
B KayecTBe Npo6 MOXHO MCMO/b30BATh CbIBOPOTKY, MAasMy C renapuHoM
wnv DATA.
® MMoaroToBka NepeA aHanM3oM
1.Heo6x0AMMO 1Cr0Nb30BaTL NOAXOASLLME NPOGUPKY WK KOHTEIHepbI Ans cGopa
npo6 ¥ C1enoBaTb MHCTPYKUMSM M3roTOBUTENs; w36eraTs BO3AEACTBAS
Marepuasnos Npo6MpoK WM Apyrix KOHTeiHepoB Ans copa npob.
2.Mpo6bl, coaepxalume 0canok, Nepes nposeaeHreM aHannsa Heo6xoanuMo
UeHTpUdyrmposaTs.
3.06pasubl nocne cbopa W npeaBapuTenbHOii 06paboTku  cneayeT
npoaHann3MpoBaTh Kak MOXHO CKOpee.
® CtabunbHOCTb Npo6
1 aeHb npu 15-25°C
7 AHelt npn 2-8 °C
7 AHelt npw (-25)-(-15) °C
[ns 60nee ANUTENLHOO XpaHEeHWUsi MPo6bl HEOEXOAMMO 3aMOPO3UTL MpH
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Temnepatype (-20°C)5. Tpe6oBaHWsi K CTabuibHOCTM 06pasuos 6biin

YCTaHOBNIEHbI W3rOTOBUTENIEM W/WIM OCHOBaHbI Ha 3TanoHax, Kaxaas

na6opatopusi [0NKHa yCTaHaBNMBaTb CBOM COGCTBEHHblE KpUTEpUN

cTabunbHOCTM 06pasLoB.

MoaroToska peareHToB

PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.

BbinonHsiiTe nnaHoBoe TexHuyeckoe o6CTyXMBaHME W CTaHAApTHble

onepauuy, Bi/lo4as KaaMGpoBKy 1 aHanu3 CUCTEMBI, YTOBbI rapaHTUpoBaTh

paboToCNOCOBHOCTL @HANNTUYECKO CUCTEMBI.

Heo6xoanMble MaTepuasbl, KOTOpbIe HE NMpeAcCTaBneHbl B Habope

1.06bl4Hble nabopatopHble Matepuansi: PactBop NaCl B koHueHTpauum 9 r/n
(dvsronornyeckmii pacTeop), ANCTUNNMPOBaHHAs/ AENOHN30BaHHas BOAA.

2.Kanun6patop 1 KoHTponb: O3HakoMbTeCb C pa3fefioM MHCTPyKuuu ans
peareHTOB Mo BbIMONHEHUIO KanGPOBKN N KOHTpONs kadyecTsa.

3.Xumnyeckve aHanusatopbl Mindray cepuu BS wu nabopaTtopHoe
o6opyaoBaHue o6LIero HasHaYeHus.

MetoanKa KONIMYECTBEHHOro aHanMsa

XuUMMYecKkue aHanu3aTopsbl

MapameTpbl BS-800
Tun aHanusa KuHeTtnueckas
Anvra BonHe! 340/412 um
(nepBuyHas/BTOpPUYHasN)
Hanpasnenue peakumn YMeHblLeHne
R1 180 mkn
Mpo6a unu kanuépaTtop 9 MKkn
MepemeluaiiTe, MHKYBMPYiTe B Te4eHne 5 MuHyT Npu 37°C, 3aTeM fobaBbTe:
R2 45 Mkn

TwaTenbHo nepemellaiite, 3aTeM MHKY6UpYiiTe npu 37 °C B TeyeHne
1 MWH, U3MepsiiTe 3HaYeHWe nornowarouiein cnocobHocTn
HenpepbIBHO B TeueHne ceayrolwmx 3 MUHYT 3aTeM paccumTaiTe AA/MUH
TMapaMeTpbl MOTYT OTIMYATLCS Ha PasHbIX XMMUUYECKUX aHanu3aTopax, npu
HEO6X0AMMOCTM  UX MOXHO MPOMOPUMOHANbHO  KOPPeKTUpoBaTh. [ns
XUMUYECKUX aHanuszatopos Mindray cepun BS napaMeTpbl Ans peareHTOB
NpeaocTaBnsioOTCA Mo 3anpocy. O6patTeck K  COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCAAyaTalnn 3TUX aHann3aTopos.
Kanun6poska
1.PekoMeHayeTCs Mcnonb3osaTte kanubpatop Mindray (CblBOPOTOUYHBIA
MynbTukanuépartop: 105-001144-00 wnu Apyrve  noAxXoAswme
kanubpatopbl) M 9 r/n NaCl (¢dbwuspacTBop) AN ABYXTOYEUHON
Kanuéposkn. WHbopMaumio 0 MpocnexusaeMocT CblBOPOTOUHOMO
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MynbTukanubpaTtopa Mindray cM. B WHCTPYKUWM MO MCMNONb30BAHMIO

kanubpatopa koMnaumm Mindray.

2.YactoTa kanubposku
Kanubposka xummnyeckux aHanusatopoB BS-800 ctabunbHa B TeyeHue
npubnusntensHo 28 cyTok. [ns pasHbix npubopos CTabunbHOCTbL
KaﬂVIGpOEKVI MOXEeT OT/IN4aTbCs; Ka)KIZlO;N ﬂaﬁODaTODIAM aeayer
YCTaHOBUTb HacToTy KaﬂVIGpOEKVI B NapameTpax HpMﬁODa B COOTBETCTBUM
CO CBOMM DEXWUMOM MCNONIb30BaHUSA.

MoxeT nOHaﬂOﬁVIThCH noBTOpHas KanVIGpOBKa npu BO3HWKHOBEHUWU

cneayoWmnx 06CToATENbCTB:

« Mpn U3MeHeHUn NapTM peareHTa.

« CornacHo Tpe6oBaHWIO COGMIOAAEMbIX MPOUEAYP KOHTPONS KadyecTsa
win  npu BbIXoae 3HaYeHuin ANA  KOHTPONbHOro Martepuana 3a
AonyCTuMble Npeaens.

. I’]pm BbINOTHEHMN KOHerTHOl:i npoueaypbl no TeXHN4yecKoMmy
06CﬂV)KVIEaHVIIO Win  yCTpaHeHUK HencnpaBHOCTU BMOXUMUYECKUX
aHanM3aTopos.

3.3HaueHus ans Kaﬂl’lspaTOpa 3aBUCAT OT NMapTUM C COOTBETCTBYHOLWMMU
MOAENAMM, YKa3aHHbIMW B Tabnuue 3HaueHuii.

KoHTponb kauecTsa

1.PeKkoMeHAYeTC  MCMONb30BaTb  KOHTPOMbHbIN  MaTepuan  Mindray
(KnuHUKO-XMMUYeckunin MYNbTUKOHTPOb 105-009119-00,
105-009120-00 unu Apyroii NOAXOAALWMIA KOHTPONbHbIV MaTepuan) ans
npoBepku  3(GdEKTUBHOCTU  NPOLEAYPbl  WU3MEPEHUS; IOMONHUTENBHO
MOXHO MCMO/b30BaTh APYrie NOAXOASILME KOHTPOIbHbIE MaTepuaibl.

2.PeKkOMeHAYeTCs UCMO/Ib30BaTh ABA YPOBHS KOHTPOJIbHbIX MaTepuanos Ans
aHanMsa kaxaoi nmapTum npo6. Kpome TOro, KOMTPOSbHbIA MaTepuan

CneayeT aHanM3MpoBaTh AN KaXAOM HOBOW KannbpoBKM, Kaxaoro HOBOro

KapTpuaXa C peareHTaMM W MOC/e OMPeAeNeHHOro TEeXHUYECKoro

06C/yXMBaHNA UNN YCTPaHEHUS HEUCMPaBHOCTeNA, kak NoApo6Ho onncaHo

B COOTBETCTBYIOUIEM PYKOBOACTBE MO 3KCM/lyaTauum CUCTEMBI.

3.B kaxaoi naGopaTopun cneayeT YCTaHOBUTb COGCTBEHHYK CXxemy
KOHTPONIS KauecTsa M NOPSAOK BbIMOHEHNS KOPPEKTUPYIOWUMX AECTBIN,
€CN KOHTPONbHble MaTepuaibl He BOCCTaHaBNWBAlOTCS B npeaenax
[AONYCTUMBIX OTKNOHEHWIA.

Pacuer

XuMudeckuii aHanusatop cepun BS onpeaensieT usMeHeHue nornoueHns

(AA/MUH) 1 aBTOMaTMUYECKU pacCUUTbIBAET aKTUBHOCTb AST Ans Kaxaown

npobbl C yKasaHHOM KanWBpOBOYHOW KPUBOK, MONYYEHHOW B MpoLecce

KanubpoBKu.
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KoaddurumeHT nepecueta TpaauumoHHbix eanHuy (Ea/n) B eannuubl CU
(mkkat/n):

1 Ea/n =16,67x10°3 mkkat/n 1 mkkat/n = 60 Ea/n
Passenenune

Ecnu 3HaueHmne npobbl npesbiwaet 800 Ea/n, npoby Heobxoanmo pasbasuts
pactsopom NaCl 9 r/n (dwuspactsopom) (Hanp. 1+9) 1 NOBTOPUTL aHanus;
NONyYEeHHbI pesynbTaT cnesyeT YMHOXUTb Ha 10.

n
Tun npo61 EAMHMLE n3Mepenns
My>KunHb! 15-40 en./n
Bapocnbie® KeHuptHb! 13-35 ea./n
28 aweii - <1 ropa 21-80 en./n
C"'::::;:a/ 1-<2ner 22-59 ea./n
Detw 2 - <13 ner 14-44 en./n

MyxunHbl: 12-37 ea./n
13 -18 net
KeHwuHel: 10-31 ea./n

lNpeanonaraemoe 3HaueHne NONyYeEHO Ha OCHOBE pedepeHcHoro o6pasua,
1 KoMnaHusi Mindray noATBepAMna 370 3HaYeHue C UCNO/b30BaHMeM 341
npo6bl CbIBOPOTKY, B3ATOM y B3POC/LIX /toAei B Kutae.
Kaxaas nabopatopusi AOMKHA YCTAHOBMTb CBOM COGCTBEHHbIE PeepeHcHble
VHTEPBa/Ibl B 3@BUCMMOCTY OT €€ KOHKDETHOTO PACTIONIOKEHMS 1 MOMY/ISILMOHHBIX
XapaKTepUCTUK, MOCKOMIbKY MPeAnonaraeMble 3HaYEHMsi MOTYT OT/MYETbCs B
3aBUCUMOCTY OT reorpacm, pachl, nona 1 Bo3pacra.
Pa6oune xapaKTepucTukm

B AHaNIMTUUYecKasn YyBCTBUTENIbHOCTb

AHanuTyeckas 4YBCTBUTENLHOCTL Habopa Ans onpenenexmns
acnaptataMmMHoTpaHcdepasbl Ha aHanusatope BS-800 coctaenser 4 en./n.
Kas  uyBC oCTb  onp 5 Kak

KOHLIEHTPaLMsi aHaNNTa, MO KOTOPOIA MOXHO OTAINYMTL 06PaseLl, He COAEPXALLIAM

3TOT @Ha/UT. OHa PaCCUNTBLIBAETCS KaK 3HaYEHME, Ha 3 CTaHAAPTHbIX OTKIIOHEHNS!

npesbillaloliee CPeiHee 3HaueHMe, MosydeHHoe M3 20 MOBTOPHbLIX aHaIu30B

MpoBbl, HE COAEPXKALLErO aHaNM3MPYEMOTO BelLIECTBa.

® [1nanasoH usMepeHni

Cucrembl Mindray cepum BS ofecneunBaloT cieyroLmii AnanasoH IMHEHOCTU:
Tun npo6bi

CbIBOpOTKa/NNasmMa 4-800 en./n

CmelLuaifTe Npoby € BbICOKOM akTMBHOCTBbIO AST (NpubnmsuTensHo 800 ea./n) ¢ npo6oit
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C HVBKOW aKTUBHOCTbIO (<4 e/./Nn) B pasHbIX COOTHOLIEHWSIX 151 MOyHEeHnst cepumn
pasBefeHuiA. AKTMBHOCTb AST KaKOOMO pasBeeHUs OMNpenensieTcsi C MoMoLLbo
cuctembl Mindray, AvanasoH SMHEMHOCTM AEMOHCTPUpYETCS € KkoadduumneHToMm
koppensum  r20,990. Perncipypyembii  AManasoH ANs  CbIBOPOTKW/M/1asMbl
cocraenser 4-8000 ea./n.

B MpeunsnoHHOCTb

npeLWIHVIOHHOCTh onpeaensinace C NOMOLWbIO Creaylouwero oﬂoﬁpeHHoro
CLSI pykoBoactea EP05-A38, kaxaas npoba aHanusmposanack no 2 pasa sa
oAHy o6paboTky, 2 o6paboTku B cyTku, Bcero 20 cyToK. [laHHble
NPEeLV3MOHHOCTM KOHTPOJ/IbHbIX MaTepuanos Ha BS-800 npuseaeHbl Huxe*.

Tuno6pasuos  Cpepuee b
(N=80) (Ea/n) sD (Ea/n) CV% SD (Ea/n) CV %
KOHTPONbHbI yposeb 1 32,53 0,60 1,84 0,56 1,73
KOHTPONbHbI ypoBeHs 2 148,28 0,63 0,42 1,55 1,04
Aatbie, Ha paskbIX PUBOPaX 1 B PasHbix

1a6OPATOPUSIX MOTYT OT/IMYATLCS.

B AHanuTnueckas cneuudwl-mocrb

MpoBbl C Pas/IMUHO KOHLIEHTPaLIMEI MELIAIOLIEro BEILECTBa roTOBMIN NyTeM
[A0GaBNeHNs Melaloero KOMMOHeHTa K nysam Yenoseyeckoi CbIBOPOTKM, U
OTCYTCTBMEM 3HAYMMOTO MELLIAIOLLErO BO3AENCTBIS CHUTANOCh BOCCTAHOB/EHMe
8 npesenax £10% OT COOTBETCTBYIOWIENO KOHTPOSILHOTO 3HaUEHMS.

He Habnoaanu 3HaunMOro MELaloLWEero BO3AEHCTBUS yKasaHHbIX Aanee
BEILECTB MPU WCCIEAOBAHNAX BMECTE C HAMM C WUCTIO/b30BaHUEM AaHHOM
MeToaonorMu. [laHHble UCCNeaoBaHns Melallux matepuanos Ha BS-800
NpuUBEAEHbI HMXe*.

Mewatowee Mewatowasn AKTMBHOCTb  OTHOCUTEnbHOE
BeutecTso KOHUeHTpaums aHanuTa OTK/IOHeHNe
(mr/an) (Ea/n) (%)*
AcKopbuHoBas KUCIoTa 30 249,18 -1,20
Bunupy6un 40 257,83 -1,15
WHTpanunua 500 260,90 -8,59
AaHHble, Ha pasHbix rpubopax n B pasHbix

N1abopatopusix MOryT OT/INYaTLCS.

B oueHb peakux CNydyasx raMMonaTWs, B YacTHOCTW Tun IgM, MoxeT
NPUBECTU K HEAOCTOBEPHbLIM pesysibTaTam®.

® CpaBHeHWe MeTo0B

VccnenoBaHust KOPPENsin  BLIMONHSAM € WCTIO/Nb30BaHUEM OAOBPEHHOTO
pykoBoactBa CLSI EP09-A3'0, Cuctema Mindray (aHanusatop Mindray
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BS-2000/peareHT Mindray AST) () 6bina conocraBneHa ¢ CUCTEMOI CpaBHEHUS!
(aHanusatop Roche cobas c701/ peareHT Roche AST) (X) ¢ ucrnonb3osaHuem
0AVHAKOBbIX 06pasuoB. CraTMCTUYECKME [aHHble, MONyYeHHble JIMHENHOR
perpeccueit, nokasaHbl B Tabnmue Hke*:

y K T Tun AvanasoH
perpeccumn ppensiumm (r) (N) (En/n)
y = 0,9314x-0,4092 0,9986 110 4,60-705,12
Aanrbie, Ha paskIX PUBOPaX 1 B PasHbix
1a6OPATOPUSIX MOTYT OTINYATHCS.

WUHTepnperaums pesynbTaTtos

Ha pesynbTaTbl MOryT BAMSTL NleKapCTBEHHble CPeACTBa, 3abonesaHus wnun
SHAOreHHble BellecTBa®!l, Ecm rpacmk peakumun OTKIIOHSIETCS OT HOPManbHOTo,
PEeKoMeH/lyeTCs MPOBECTU MOBTOPHbIA aHanU3 ¥ NPOBEPUTL pPe3yNbTaT.

Mpeaynp W Mepbl np: TOp ™

. Tonbko Ana AuvarHocTMkM in  vitro. [ns  npodeccroHanbHoro
nabopaTopHOro NpUMEHeEHWs.

Heo6xoanMo cobnioaaTb Mepbl MPeA0CTOPOXHOCTM NpK paboTe co Bcemm
NabopaTopHbIMK peareHTaMu.

. Y6eauTech B L€NOCTHOCTM YNaKoBKM Nepes NCrosib3oBaHnem Habopa. He
WCcnonb3yitTe Habopbl C  MOBPEXAEHHOW YyNakoBKOW. MWcknouute
BO3AENCTBME Ha peareHTbl MpAMOro  COJIHEUHOro CBETa W MX
3amopaxuBaHue. Tpu  Hecob/tofeHMN  COOTBETCTBYIOWMX  YCIOBUIA
XPaHEeHUs peareHToB NoslyyeHne KOPPeKTHbIX Pe3y/bTaToB aHann3oB He
rapaHTupyeTcs.

Ec/v peareHTbl 6bIM HenpeaHaMepeHHo OTKPbITBI 10 UCTONb30BaHNS, XpaHuTe
WX MI0THO 3aKpbiTbiMU NpU Temnepatype 2-8°C U 3alumLleHHbIMW OT CBeTa.
B3TOM Cllyyae MX  CTabWIbHOCTL He OT/MYAETCs OT CTabWIbHOCTU Npu
1CroNb30BaHNM.

He aonyckaiiTe cMelnBaHMs peareHToB U3 PasHbiX NapTii 1 hnaKoHos.
He ncnonb3yiiTe peareHTbl NOCe UCTEUYEHUS UX CPOKA FOAHOCTU W AaTbl
1CMonb30BaHNsA. He AonyckaiiTe CMELINBAHUA CBEXMX PeareHToB C yxe
UCMO/b3yeMbIMU.

W36eraiiTe o6pazoBaHus NeHbI.

CnenyeT oxuaaTb MOTEPIO CTaBWILHOCTM WM YXyAlWeHMe KauecTsa npu
Ha/MYMM  BAWUMBIX MPU3HAKOB yTeUKM, BbINAAEHMS OCAAKOB WM pocTa
MMKPOOPraHN3MOB, a Takoke ecii KanbpoBKa WM KOHTPO/IbHbIE OnpeaeneHns
He COOTBETCTBYIOT KPUTEPUSM, Y B JIUCTK wwwm ana
ancrembl Mindray.

7. HajexHOCTb pe3ynbTaToB aHanu3a He rapaHTUpyeTcs B Cryyae
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2024-04, pyccxmii 2-7 P/N: 046-024181-00 (3.0)



AST mindray

Heco6I0A HNS MHCTPYKLMIA, NPUBEAEHHBIX B JAHHOM IMCTKE-BKaabille.

8. CopepxuT KOHCEpBaHT. 3anpellaeTtcs npornarbiBate. Wsberaite
KOHTaKTa C KOXel W cn3ncTbiMn 060104KaMm.
9. I'Ipvl mWaVIHOM nonagaHnu peareHTa B rnasa Wiy poToByto NOJIOCTb, @ Takxe

Ha KOXy HemeaneHHO 06unbHO npoMoVrTe NOPaXeHHbIe Yy4acTKn Bonbwmum
KO/IM4eCTBOM BOAbI. I'Ipm HeOGXOLlVIMOCI'I/I OGpaTI/ITECh K Bpayy Ans nonyyeHus
MEAMLIMHCKOM MOMOLL.
10.MacnopT 6e3onacHOCTM MaTepuana MpefoCTaBnseTcs NPodeccroHanbHOMY
M0/b30BaTENO MO 3aMpocy.
11.yTVII1VI3aL\VIS‘I BCEX OTX0A0B AOJIXKHa NMPOU3BOAUTBLCA B COOTBETCTBUN
C MeCTHbIMU NpaBunaMu.
12. Becb YenoBeyeckuii Matepuan cneayeT CHUTath NOTEHUUANBHO MHAEKLIMOHHBIM.
13.Bce BbIiBNEHHbIE PUCKM 6bUIM CHIDKEHbI HACTOMLKO, HACKO/LKO 3TO BO3MOXHO
6€3 HeraTMBHOTO BNWSIHWASI Ha COOTHOLUEHUE MOMb3bl U pucka, u 06\].[\4;1
OCTaTOYHbI PUCK SIBNSIETCA NpUeM/IEMbIM.
14.0 n6OM cepbe3HOM WHUWAEHTE, MpoMU3oWeaWeM B CBS3M C 3TUM
YCTPOWCTBOM, HEOEX0AUMO COO6LLATb MPOM3BOAUTENIO U KOMMETEHTHOMY
OpraHy CTpaHbl, K KOTOPOW OTHOCUTCSI MOJIb30BaTENb W/UNY NaUUEHT.
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In Vitro Diagnostic Unique device European ConsultInstructions ~ Use-by
medical device identifier Conformity For use date
Authorized representative in Temperature Catalogue
Batch Code
the European Community limit Manufacturer o per
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.
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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