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105:000614-08 MOLDOVA EEROPEARAS -
105-000853-0 + + L
105-004591-00 R1: 6x57 mL + R2: 3x32 mL

Intended Purpose

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

Summary®*

Alanine aminotransferase (EC 2.6.1.2, ALT), formerly called Glutamic
Pyruvic Transaminase (GPT), is one of liver-specific enzymes. It can catalyze
the interconversion of amino acids and a-ketoacids by transfer of amino
groups. Elevated ALT levels can indicate myocardial infarction, muscular
dystrophy, especially in hepatobiliary diseases. Measurement of ALT is often
used in diagnosis and monitoring treatment of liver diseases and heart
diseases. The AST/ALT ratio is often used for differential diagnosis in liver
diseases: if the AST/ALT ratio = 1, itis 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.

ALT -
a-ketoglutaric acid + L-alanine =<— — L-glutamate + pyruvate
LDH_ -
pyruvate + NADH + H* =—— L-lactate + NAD*+ H20

Alanine aminotransferase catalyzes the reversible transamination of
L-alanine and a-ketoglutaric acid to pyruvate and L-glutamate. The
pyruvate is then reduced to lactate in the presence of lactate dehydrogenase
(LDH) with the concurrent oxidation of reduced B-nicotinamide adenine
dinucleotide (NADH) to B-nicotinamide adenine dinucleotide (NAD*). This
change in absorbance is directly proportional to the activity of ALT in the

sample.
Reag Comp
Tris buffer 7.0 mmol/L
R1 NADH 0.35 mmol/L
Sodium azide 0.02%
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Tris buffer 280 mmol/L
a-ketoglutaric acid 56.0 mmol/L
R2: L-alanine 1.12 mol/L
D-LDH >15 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, lithium heparin and K>-EDTA plasma are suitable for samples.
u 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®
3 days 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)é. 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.
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.
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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 9L
Mix, incubate at 37°C for 5 min, then add:
R2 45 pL

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.
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.
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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 ALT 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 =16.67x1073 pkat/L 1 pkat/L = 60 U/L

Dilution

If the value of serum/plasma sample exceeds 1000 U/L, the sample should

be diluted with 9 g/L NaCl solution (saline) (e.g. 1+11) and rerun; the result

should be multiplied by 12.

Expected values

Sample Type Units
Mal 9-50 U/L

Adults” ae /
Female 7-40 U/L
s y 28 days - <1 year 8-71 U/L

erum,
Plasma 1 - <2years 8-42 U/L
Children8 2 - <13 years 7-30 U/L
Male: 7-43 U/L
13 - 18 years

Female: 6-29 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

The Alanine Aminotransferase Kit has an analytical sensitivity of 4 U/L on
BS-380. 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.
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B Measuring range

The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum/Plasma 4-1000 U/L

A high ALT activity sample (approximately 1000 U/L) is mixed with a low
activity sample (<4 U/L) at different ratios, generating a series of dilutions.
The ALT 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 4-12000 U/L.

u Precision

Precision was determined by following CLSI Approved Guideline EP05-A39,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls on BS-380 are summarized below*.

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

Control Level 1 37.24 0.33 0.90 0.83 2.24

Control Level 2 145.59 0.66 0.45 1.76 1.21

*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-380 are summarized below.

. Interferent Analyte Relative
?:s;tfz:::‘: Concentration Activyity Deviation
(mg/dL) (u/L) (%)*
Ascorbic acid 30 83.03 -0.94
Hemoglobin 500 31.63 +2.95
Bilirubin 40 32.60 -1.31
Intralipid 500 35.43 -2.98

*Representative data, results in different instruments, laboratories may vary.
In very rare cases gammopathy, in particular type IgM, may cause
unreliable resultst0.

m Method Comparison
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Correlation studies were performed using CLSI Approved Guideline
EP09-A31L The Mindray System (Mindray BS-2000/Mindray ALT Reagent) (y)
was compared with comparison system (Roche cobas c701/ Roche ALT
Reagent) (x) using the same serum specimens. The statistical data obtained
by linear regression are shown in the table below*:

. N Correlation Sample Activity
Regression Fit N ) (N) Range (U/L)
y=0.9806x+1.0709 0.9998 100 4.62-905.13

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

The results could be affected by drugs, disease, or endogenous
substances!?12, When the reaction curve is abnormal, it is recommended to
retest and check the result.

Warnings and precaution

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

2. Please take the necessary precautions for handling all laboratory
reagents.
3. 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 cant be assured when stored at
inappropriate condition.

4. 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.

5. 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.

6. 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.

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

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

9. When the reagents accidentally enter the eyes and mouth, or contact

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.
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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.
References
1.Burtis CA, Ashwood ER, Bruns DE, eds. Tietz Textbook of Clinical
Chemistry and Molecular Diagnostics, 5th ed. Elsevier Saunders
2012;573-576.
2.Thomas L. Clinical Laboratory Diagnostics: Use and Assessment of Clinical
Laboratory Results. 1st ed. Frankfurt: TH-Books Verlagsgesellschaft 1998;
55-65.
3.McPherson RA, Pincus MR. Henry's Clinical Diagnosis and Management by
Laboratory Methods, 22nd ed. Elsevier Saunders 2007;102-103.
4.Wu, Alan HB. Tietz clinical guide to laboratory tests. 4th ed. Elsevier
Health Sciences, 2006; 64-66.
5.Ehret W, Heil W, Schmitt Y, Topfer G, Wisser H, Zawta B, et al. Use of
Anticoagulants in Diagnostic Laboratory Investigations and Stability of
Blood, Plasma and Serum Samples. WHO/DIL/LAB/99.1 Rev.2:21pp.
6.CLSI. Procedures for the handling and processing of blood specimens;
Approved Guideline-Third Edition. CLSI document H18-A3. Wayne, PA:
Clinical and Laboratory Standards Institute; 2004.
7.WS/T 404.1-2012. Reference intervals for common clinical biochemistry
tests-Part 1: Serum alanine aminotransferase, aspartate
aminotransferase, alkaline phosphatase and y-glutamyltansferase.
National Health Commission of the People’s Republic of China, 2012.
8.WS/T 780-2021. Reference intervals of clinical biochemistry tests
commonly used for children. National Health Commission of the People’s
Republic of China, 2021.
9.CLSI. Evaluation of Precision of Quantitative Measurement Procedures;
Approved Guideline-Third Edition. CLSI document EP0O5-A3. Wayne, PA:
Clinical and Laboratory Standards Institute; 2014.
10.Bakker AJ, Mucke M. Gammopathy interference in clinical chemistry
assays: mechanisms, detection and prevention. Clin Chem Lab Med,
2007,45(9):1240-1243.
11.CLSI. Measurement Procedure Comparison and Bias Estimation Using
Patient Sample; Approved Guideline-Third Edition. CLSI document

2024-04, English 1-7 P/N: 046-024180-00 (3.0)



ALT mindray

EP09-A3. Wayne, PA: Clinical and Laboratory Standards Institute; 2013.
12.Young DS. Effects of Drugs on Clinical Laboratory Tests, 5th ed.
Washington, DC: AACC Press; 2000:3-8,3-23.

Graphical symbols

Ce.. [l o

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

ec [rer] [LoT] { sl

Authorized representativein o Temperature Catalogue
the European Community limit Manufacturer 1 per

Al
;o{__
[ ]
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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Ha6op ans onpepenexus C €
b 1, IFCC meTop 0123
op Ans ogop
N2 kar. Pasmep ynakoBku
105-000814-00 R1: 4x35 mn + R2: 2x18 mn
105-000853-00 R1: 6x40 mn + R2: 2x32 mn
105-004591-00 R1: 6x57 mn + R2: 3x32 mn

LieneBoe Ha3HaueHne
AHanus in  vitro ansa KONM4YeCTBEeHHOro onpeaeneHus AKTUBHOCTU
anaHMHamnHoTpaHcdepasbl (ALT) B CbIBOPOTKE W NnasMe KpOBM Yenoseka
Ha 6uoxmmmyeckmx aHanusatopax Mindray cepun BS. [aHHbiii aHanus
npeaHasHayYyeH 418 UCNoSb30BaHUA B AUMArHOCTUKe w Hasﬂ}oﬂeHMﬂ 3a
TeuyeHueM 3a60oneBaHunii NeYeHN W XenYHbIX NyTei.

KpaTtkas cnpaBka'™*

AnaHuHamuHoTpaHcdepasa (EC 2.6.1.2, ALT, oHa >e rnyTaMuHoBas
NUpOBMHOrpasHasi TpaHcaMuHasa, GPT), aBnsieTcsi oAHUM U3 hepMeHTOB
neyeHn. OHa KkaTanusupyeT o6paTumoe mnpeBpalleHne amMUMHOKUCIOT
B 0-KETOKMC/IOTbI 3@ CYET nepeHoca aMmHorpynn. MosbiweHne yposHs ALT
MOXET yKa3blBaTb Ha WHMAPKT MMOKapAa, MW MbilEUHYI AMCTPOdUIO,
ocobeHHo npu 3aGoneBaHMAX NeyeHn. N3mepeHue ALT yacTo ucnonb3yercs
ANS AMArHOCTUKW UM MOHUTOPWHra 3a6oneBaHuii nedeHn W cepaua.
CooTHoweHne AST/ALT uacto wucrnonssyetcs ans aAuddepeHunanbHon
AMarHOCTVMKMN Npu 3a601E€BaHNAX NEYEHN: e COOTHoWeHne AST/ALT = 1,
TO OHO CBS3aHO C TAXKE/bIMM, YACTO XPOHMYECKMMM 3a60N1eBaHNAMM NEYeHN.
MpuHunn aHanusa

Y® metoa cornacHo pekomeHaauusm IFCC (MexayHaposHoit deaepaumnu
KIMHUYECKOW XMMUM 1 NabopaTopHOM MeAuUMHbI) 6e3  akTuBauuu
nupuaokcanbdochaTom.

ALT
a-KeTo/IryTapoBas KUCAoTa + L-anaHuH ~———— L-riyTamar + nupysart
LDH
nupysat + NADH + H* <= L-nakrtat + NAD*+ H.0
AnaHuHaMuHoTpaHchepasa Karanusupyet obpaTumoe

TpaHCaMMHWUpOBaHWe L-anaHWHa W a-KeTONryTapoBOW KWCIOTHI A0
nupyeata u L-rnyTamata. MMpyBaT 3aTeM BOCCTaHaBNMBAETCs A0 NakTaTa
B npucyTCTBMM nakTataerugporeHassl (LDH) C  oAHOBpeMeHHbIM
OKUCNIEHMEM BOCCTAHOBNEHHOMO  B-HUKOTMHAMUAAAEHUHANHYKNEOTUAE
(NADH) ao B-HukoTuHamMuaaaeHnHanHykneotuaa (NAD*). 3To Bbi3biBaeT
M3MEHEHME MOr/OWEHMs!, MPSIMO MPOMOPLMOHaNbHOE akTUBHOCTM ALT
B npobe.
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PeareHTbl u Tbl

Tpuc-6ydep 7,0 mmonb/n
R1 NADH 0,35 MMonb/n
A3na Hatpusi 0,02%
Tpuc-6ydep 280 mmonb/n
a-KeToNnrytaposas Kucnora 56,0 mmonb/n
R2: L-anaHuH 1,12 monb/n
D-LDH > 15kEa./n
A3na HaTpus 0,06%

XpaHeHue u cTabunbHOCTb
Wcnonb3oBaTb A0 UCTe4yeHnsa cpoka roAHOCTHU, YKa3aHHOro Ha 3TUKeTKe, npu
XpaHeHun B HepacneyaTaHHOM Buae npu 2-8°C B 3alMLIEHHOM OT cBeTa
mecTe.
I’]pm WCNONb30BaHUM B aHanusatope peareHTbl cTabunbHbl B TeyeHue 28
CYTOK NMpu XpaHeHuu B OX/1aXXAEHHOM COCTOSSHUU Ha aHanusaTope.
Heo6xoanmo nsberaTb 3arpsasHeHms.
He 3aMopaxwBaiiTe peareHT.
OT60p 1 noaroToBka o6pasuos
B Tunbl o6pa3uos
B KauecTse Npo6 MOXHO WCrOb30BaTb CHIBOPOTKY, MA3My C IMTUIA-renapuHoM
1 IOTA-Ka.
m MoaroToBKa nepea aHa/M3oM
1.Heo6x0AMMO M1CMONb30BaTL NOAXOASLUNE NPOGUPKN WU KOHTEHepb! Ans
c6opa npo6 M cCneaoBaTb MHCTPYKUMSM UM3roToBWTens; wusberath
BO3/1€CTBUSA MaTepManos Npo6UPoOK UNK APYrux KOHTeiHepoB Ans cbopa
npo6.
2.Mpo6kl, coaepxalune 0caaok, Nepes NpoBeAeHNeM aHanusa HeobxoanuMo
UeHTpUdyrmposaTs.
3.06pasubl nocne cbopa W npeaBapuTenbHOi 06paboTku  cneayet
npoaHasn3npoBaTh Kak MOXHO CKopee.
m CrabunbHOCTb Npo65
3 AHAa npu 15-25°C
7 AHeilt npn 2-8 °C
7 nwHeit npw (-25)-(-15) °C
[Ons Gonee ANWTENbHOTO XpaHeHMs Mpobbl HEOGXOAMMO 3aMopaXueaTb Mpu
Temnepatype (-20 °C)5. TpeboBaHus K CTabunbHOCTM 06pasuoB  6blan
YCTaHOB/IEHbI M3rOTOBMUTENEM /WM OCHOBAHBI Ha STanoHaX, Kaxaas naéopatopus
[O/DKHA YCTaHaB/MBaTb CBOM COBCTBEHHBIE KPUTEPUM CTabUIbHOCTM 06Pa3LIoB.
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MoaroroBka peareHToOB

PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.

BbinonHsiiTe nnaHoBoe TexHuuyeckoe o6CNyXuBaHMe W CTaHAapTHble

onepauuy, BKIloYast KanMbpoBKY 1 aHanu3 CUCTEMbl, YTOGbI rapaHTUPOBaTh

paboToCNOCO6HOCTb aHANUTUHECKOW CUCTEMBI.

I . pble He B

1.06bl4Hble nabopatopHble Matepuanbi: PactBop NaCl B koHUeHTpauum 9 r/n
(dbmsronornyeckmii pacTeop), ANCTUNNMPOBAHHAs/ AENOHN30BaHHas BOAA.

2.Kannbpatop n KoHTponb: O3HaKoMbTeCb C pasfenioM WMHCTPYKUUU MO
NPUMEHEHMIO PeareHToB «KanubpoBka 1 KOHTPOSb KayecTsa».

3.Xumnyeckve awHanusatopbl Mindray cepum BS wu nabopaTtopHoe
060pyaoBaHue obLIero HasHaYeHus.

MeToanka KOIMYECTBEHHOr0 aHanusa

XnMuyeckue aHanusatopb!

MapameTpbl BS-800
Twn aHanusa KuHetnyeckas
Anvra BonHb! 340/412 Hm
(nepBuyHas/BTOpPUYHasn)
Hanpasnenne peakumnn YMeHblueHne
R1 180 mkn
Mpo6a unu kanuépaTtop 9 Mkn
MepeMeluaiiTe, MHKYBVPYiiTe B TedeHne 5 MuHyT npu 37°C, 3aTeM fobaBbTe:
R2 45 Mkn

TwaTtenbHO Nepemeluaiite, 3aTeM UHKY6UpyWTe npu 37 °C B TeyeHue
1 MUH, U3MEpSIATE 3HaYEHMe MOr/IOWAIoWEeN CIOCOBHOCTY HENPEePLIBHO
B TeyeHWe cneayowmnx 3 MUHYT 3aTeM paccyuTaiite AA/MUH
TMapaMeTpbl MOTyT OT/IMYATLCS Ha Pa3HbIX XMMUUYECKUX aHanu3aTopax, npu
HEO6X0AMMOCTM  UX MOXHO MPOMOPUMOHANbHO — KOPPeKTUpoBaTh. [ns
XMMUYeCKuUX aHanusatopos Mindray cepun BS napaMmeTpbl Ans peareHToB
NpeaocTaBnsioOTCs Mo 3anpocy. O6patTeck K  COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCANyaTalun 3TUX aHann3atopos.
Kanun6poska
1.PekoMeHayeTCa uMcnonb3oBaTh kanubpatop Mindray (CblBOPOTOUHbIA
MynbTuKanuépartop: 105-001144-00 wumnu  apyrue  noaxoAsiimne
kanuépatopsl) 1 9 r/n NaCl (¢hu3pacTsop) Ans ABYXTOUEHHO KannbpoBKY.
MHdopMaumio o npocnexnsaeMocti CbiBOPOTOUHOTO My/bTUKanubpaTopa
Mindray cM. B WHCTPYKUMM MO MCMONb30BaHMIO KanuGpaTopa KoMnaHum
Mindray.
2.YacTtoTa kanu6posku
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Kanubposka xummuyeckux aHanusatopos BS-800 ctabunbHa B TeyeHue

npuénusmtensHo 28 cytok. [Ins pasHbix NpuMbOpoB CTabuUNbHOCTb

KanMbpoBKM MOXET OTAuYaTbCsl; Kaxaoil nabopatopumn ciegyet

YCTaHOBUTb HacToTy KaﬂVIGpOEKVI B NapameTpax ﬂpMﬁODa B COOTBETCTBUM

CO CBOMM DEXWUMOM MCNONIb30BaHUSA.

MoxeT nOHaﬂOGVIThCﬂ nosTOpHas KaﬂMGpOBKa npu BO3HWKHOBEHUWU

cneayrowmnx obcTosTensCTB:

. I'Ipvl WU3MEHeHUWN NapTuKn pearexHTa.

« CornacHo Tpe6oBaHWIO COGMIOAAEMbIX MPOUEAYP KOHTPONS KadyecTsa
win  npu BbIXoAe 3HauYeHuin ANA  KOHTPO/IbHOro Matepuana 3a
AonycTuMble npeaens.

o Mpn  BLINONHEHWM  KOHKPETHOW Mpoueaypbl MO TEXHWYECKOMY
Oemy)KWEaHVHO Wnn  yCTpaHEHUI0 HEeucrnpasHOCTU BMOXUMUYECKNX
aHanM3aTopos.

3.3HaueHus ansa KaﬂVIsDaTDDa 3aBMCAT OT NapTMM U COOTBETCTBYHOLWNX
Mmoaenei, y B Tabnuue .

KoHTponb kavectBa

1.PeKkoMeHAYeTC  MCNONb30BaTb  KOHTPONbHbIA  MaTepuan — Mindray
(KnuHUKO-XMMUYeckunin MYNbTUKOHTPOb 105-009119-00,
105-009120-00 unu Apyroii NOAXOAALWMIA KOHTPONbHbIV MaTepuan) ans
npoBepku  3(GMEKTUBHOCTU  NPOLEAYPbl W3MEPEHUS; IOMONHUTENBHO
MOXHO MCMO/b30BaTh APYrie NOAXOASILME KOHTPONIbHbIE MaTepuabl.

2.PeKkOMeHAYeTCs CMO/Ib30BaTh ABa YPOBHS KOHTPOSIbHbIX MaTepuanos Ans
aHanMsa kaxaoi nmapTum npo6. Kpome TOro, KOHTPOsbHbIA MaTepuan

CneAyeT aHann3MpoBaTh ANs Kax/a0i HOBOM KanMBPOBKY, KaX/I0ro HOBOrO

KapTpuaXa C peareHTaMM W MOC/e OMpeAeNeHHoro TEeXHUYECKkoro

06CNYXMBaHMS WM YCTPaHEHMUS HEUCTPABHOCTEN, Kak NoApO6HO onucaHo

B COOTBETCTBYIOWIEM PYKOBOACTBE MO 3KCM/lyaTauum CUCTEMbI.

3.B kaxaoi naGopaTopun cneayeT yCTaHOBUTb COGCTBEHHYK Cxemy
KOHTPONIS KauecTsa M NOPSAAOK BbIMOHEHNS KOPPEKTUPYIOWUMX AECTBIN,
€C/IM KOHTPONbHbIE MaTepuanbl He BOCCTAaHaBNMBAKOTCA B Mpeaenax
AONYCTUMBIX OTKNOHEHMIA.

Pacuer

XuMudeckuii aHanusatop cepun BS onpeaensieT u3MeHeHue nornoueHns

(AA/MMH) 1 aBTOMaTUYECKW PacCHMTLIBAET akTMBHOCTb ALT ans kaxaown

npobbl C yKasaHHOM KanWbpOBOYHOW KPUBOM, MONYyYEHHOW B Mpouecce

KanubpoBKu.

KoadhuumeHT nepecueta TpaauUMOHHLIX eanHuy (Ea/n) B eanHuusl CU
(MKkKaTt/n):

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

Ecnun  3HadyeHue cbIBOPOTKWM/Nnasmbl npeebiwaer 1000 Ea/n, npoby
Heobxoaumo pasbasuTb pactsopom NaCl 9 r/n (cdmspacrtsopom) (Hanp. 1+11)
1 NOBTOPWTbL @HanM3; MOJNyYEHHbIA pe3ynbTaT CneayeT YMHOXUTb Ha 12.

n

Tun npo6bi "E;:;::::ﬂ

My>XUNHbBI 9-50 ea./n

B3pocnbie” KeHLWMHbI 7-40 en./n

28 pHeit - <1ropa 8-71 en./n

Chll_i?ap;:;a/ 1-<2ner 8-42 en./n
Netn® 2 - <13 ner 7-30 ea./n

13 -18 ner MyxuuHbl: 7-43 en./n
KeHwwmHbl: 6-29 en./n
Mpeanonaraemoe 3HaueHWe NONYYEHO Ha OCHoBe pedepeHcHoro obpasua,
1 KoMnaHus Mindray noaTBepanna 3To 3HaYeHMe C UCMONb3oBaHWeM 341
Npo6bl CbIBOPOTKY, B3ATOM y B3pOCIbIX NtoAel B Kutae.
Kaxaas nabopatopns A0NMKHA YCTAHOBUTL CBOW COBCTBEHHbIE pedepeHCHbIe
VHTEpBaNbl B  3aBUCMMOCTM OT €€  KOHKPETHOrO  PacrosioXeHns
1 MONYNSLUMOHHBIX XapaKTepUCTHK, MOCKO/bKY Npeanonaraemble 3HaueHns
MOTYT OTNINUATLCA B 3aBUCMMOCTM OT reorpacuy, packl, Nona u Bo3pacra.

Pa6oune xapaKTepucTuku
B AHanMTMUYecKas YyBCTBUTENIbHOCTb

AHanuTyeckas 4YBCTBUTENBHOCTL Habopa s onpezeneHusi
anaHMHamuHoTpaHcdepasbl Ha aHanusatope BS-380 cocraenser 4 en./n.
Kas  UyBC oCTb  onp A KaK

KOHLIGHTPaLMsi aHaNnTa, Mo KOTOPOIi MOXHO OTIINYMTL 06paseLl, He COAEPALLIAM

3TOT @Ha/MUT. OHa PaCCUNTBLIBAETCS KaK 3HaYEHME, Ha 3 CTaHAaPTHbIX OTKIIOHEHMS!

npeBbillalolee CPeHee 3HaueHue, MoslydeHHoe M3 20 MOBTOPHLIX aHaIu30B

Npo6bl, HE COAEPXKALLIErO aHaNM3MPYEMOTO BelLIeCTBa.

B [1nanasoH usMepeHni

Cucrembl Mindray cepumn BS ofecneunBaloT cielyroLmii AnanasoH IMHEHOCTU:

Tun npo6bl p

CbIBOpPOTKa/NNasmMa 4-1000 ea./n

CMeluaiiTe Npoby C BbICOKOM akTMBHOCTbIO ALT (NpubnusutensHo 1000 ea./n)
C Npo6oit C HWU3KOIW aKTUBHOCTLIO (<4 €a./n) B PasHbIX COOTHOLIEHWSX ANs
MONYYEHNs1 Cepuu passefeHuii. AKTMBHOCTb ALT Kkaxaoro passeaeHus
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onpegenseTcsi C MOMOWbO cucTembl  Mindray, AvanasoH nUHeRHoCcT!
AEMOHCTpUpYeTCs € ko3dhduLmneHToM koppensuum r=0,990. Peructpupyembiit
AnanasoH AN CbIBOPOTKW/MNasMbl coctaenseT 4-12000 en./n.

B MpeunsnoHHOCTb

npeLU’IHVIOHHOCTh onpeaensinace C NOMOLWbIO cCrejylouwero oﬂoﬁpeHHoro
CLSI pykosoacTea EP05-A3°, kaxaas npoba aHannsmposanack no 2 pasa sa
oaHy o6paboTky, 2 o6paboTtku B cyTku, Bcero 20 cyToK. [laHHble
NPeuUn3NoHHOCTM KOHTPOIbHbIX MaTepuanos Ha BS-380 npuseaeHb! Huxe*.

Tuno6pasuos  Cpennee b
(N=80) (En/n)  SD(Ep/n) CV% SD (Ep/n) CV %
KOHTpOnbHbIiA yposer 1 37,24 0,33 0,90 0,83 2,24
KOHTPONbHb I ypoBeHb 2 145,59 0,66 0,45 1,76 1,21
Aattble, Ha paskbIX NPUGOPaX 1 B pasHbiX

1a6OPATOPUSIX MOTYT OTIMYATLCS.

B AHanuTnueckas cneuudwl-mocrb

Mpobbl C pasNNYHON KOHLEHTPaLME MeLLAloLLero BellecTBa roTOBWIM NyTeMm
[AOGABNEHNs Melalolero KOMMOHEHTa K MyjaM YeloBEYeCKOW CbIBOPOTKH,
1 OTCYTCTBMEM 3HAYMMOrO MELLIAIOLLErO BO3AEHCTBUS CYUTANIOCh BOCCTAHOB/EHNE
8 Npenenax +10% OT COOTBETCTBYIOLIErO KOHTPOSILHOTO 3HAUEHMS.

He Habnoaanu 3HaunMOro MELaIOLWEero BO3AEHCTBUS yKasaHHbIX Aanee
BEILECTB NPN WCCIEAOBAHNAX BMECTE C HAMM C UCMO/b30BaHWEM AaHHOM
MeToaonoruu. [laHHble UCCNeaoBaHns Melallux matepuanos Ha BS-380
npuBeAeHbl H1xXe.

Mewaiowee (Ll s ananma omonome
BelwecTso
- (mr/an) (Ea/n) (%)*
AckopburHoBas KucioTa 30 83,03 -0,94
Femorno6buH 500 31,63 +2,95
Bunupy6un 40 32,60 -1,31
WHTpanunua 500 35,43 -2,98
AaHHble, Ha pasHbix rpubopax n B pasHbix

N1abopatopusix MOryT OT/INYaTLCS.

B oueHb peakux CNydyasx raMMonaTWs, B 4acTHOCTW Tun IgM, MoxeT
NPUBECTM K HEHAA®XKHBIM pe3ynbTaTamlC,

® CpaBHeHne MeToA0B

VccnenoBsaHust KOPPENsiMm BbIMONHSUIUCE C MCMO/b30BAHUEM OAOBPEHHOTO
CLSI pykosoacTBa EP09-A3 1. Cuctema Mindray (Mindray BS-2000/peareHt
Mindray ALT) (y) cpaBHMBanacb C cucCTeMoW cpaBHeHus (Roche cobas
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c701/peareHT Roche ALT) (X) C WCnonb30BaHWEM OAWMHAKOBbIX O06pasLoB
CbIBOPOTKU. CTaTUCTMYECKWE AaHHble, MOMyYeHHble NIMHEHOW perpeccuei,
rnoKasaHbl B Tabnvue Hmke* :

y K T Tun AvanasoH
perpeccumn ppensiumm (r) (N) (En/n)
y=0,9806x+1,0709 0,9998 100 4,62-905,13
Aanrbie, Ha paskIX MPUBOPax 1 B PasHbix
1aGOPATOPUSIX MOTYT OTINYATHCS.

WUHTepnperaums pesynbTaTtos

Ha pesynsTatel MOTyT BAWSTb NeKapCTBeHHble CPEACTBa, 3abonesaHws win
SHAOreHHble BelecTal® 2, Ecn rpaduk peakummn OTKIIOHSIETCS OT HOPMasIbHOro,
PeKOMeHAlyeTCs NPOBECTV MOBTOPHbIV aHaNM3 U NPOBEPUTL Pesy/bTaT.

Mpeaynp W Mepbl np: TOp ™
1. Tonbko ANA AMarHOCTUKK in vitro. [ns npodeccMoHanbHoro nabopaTopHoro
NPpUMEHEHUSA.
Heo6x0a1Mo co6/loiaTe Mepbl NPEAoCTOPOXHOCTY NpU paboTe Co BCeMu
NabopaTopHLIMM peareHTamm.
. Y6eautech B LIENOCTHOCTV YNakoBKM Meped MCMonib3oBaHveM Habopa. He
Wcrnonb3yiiTe Habopbl C MOBPEXAEHHOW YNakoBKoi. Wckounte BosaeiicTBre
Ha peareHTbl MPSMOrO COSIHEWHOMD CBETa M WX 3aMopaxusaHve. [Mpu
HeCO6/I0A_HMN COOTBETCTBYIOWMX YCTIOBMIA XPaHEHUS peareHToB MmonyueHmne
KOPPEKTHbIX PE3y/ILTATOB aHAN30B He rapaHTUpyeTCs..
Ec/m peareHTb! 6bi1 HENpeaHaMEPEHHO OTKPBITbI /10 UCMO/b30BaHMS, XpaHNUTe
WX M/I0THO 3aKpbiTbiMM NpU Temnepatype 2-8°C U 3alumleHHbIMW OT CBeTa.
B3TOM Cllydae MX CTabuibHOCTb HE OT/MYEeTCst OT CTabWnbHOCTU Mpn
MCTIONb30BaHMUN.
He aonyckaiiTe cMelnBaHMs peareHToB U3 PasHbIX NapTii 1 hnakoHos.
He ncnonb3yiiTe peareHTbl NOCIe UCTEYEHMS MX CPOKA FOAHOCTU W AaTbl
MCMonb30BaHNsA. He AonyckaiiTe CMELINBAHUS CBEXMX PeareHToB C yxe
MCMONb3yeMbIMM.
W36eraiiTe o6pazoBaHus NeHbl.
CnenyeT 0X1aaTb NoTepio CTabWIbHOCTV MW YXyALLIEHWE KaYecTBa NPy Han i1
BAAVIMbIX MPVBHAKOB YTEUKY, BbINAAEHNS OCAAKOB WK POCTa MUKPOOPraH3MOB, a
Taloke €U KanvbpoBKa WM KOHTPOMbHbIE OMPEAENEHMsi HE COOTBETCTBYIOT
pUTEPUAM, Y B JINCTK wwn ans cuctembl Mindray.
HafexHoCTb pesynbTaToB aHanu3a He rapaHTMpyeTcs B Cryyae
Hecob610AeHNS MHCTPYKLMIA, NPUBEAGHHBIX B AAHHOM TNCTKe-BKNaAbILE.
CoaepxXuT —KOHCepBaHT. 3anpeljaeTcs npornaTbiBaTe. M3beraiiTe
KOHTaKTa C KOXEil 1 CIM3UCTbIMU 0607104KaMN.
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9. Mpu cnyyaitHOM NonajaHWM peareHTa B rnasa WM POTOBYH MONOCTb,
a TaKxe Ha KOXy HeMe[/IeHHO 06MIbHO NPOMOWTE NMOPaXeHHbIE yYacTKu
60NbLINM KONMYECTBOM BOAbI. MpK HEO6XOAMMOCTU obpaTuTech K Bpady
AN NONyYeHUs MeULIMHCKOW NOMOLLN.

10.MacnopT 6e3onacHoCT MaTepuana MpefoCTaBnAeTcs NPodeccroHanbHOMY
M0/Ib30BaTENHO MO 3aMpocy.

11.yTVI}1VI33LWIﬂ BCeX OTXO0AO0B AO/XKHA MNPOU3BOAUTLCSA B COOTBETCTBUM
C MeCTHbIMK Npasunamn.

12. Becb YenoBeyeckuii Matepuan cneayeT CHUTath NOTEHUUANBHO MHAEKLIMOHHBIM.

13.Bce BbISIBNEHHbIE puUCKU 6blIM CHUXKEHDI HACTO/NIbKO, HACKOJIbKO 3TO
BO3MOXHO 6€3 HeraTMBHOIO B/INSIHUS HA COOTHOLLEHUE MONb3bl U pucka,
1 061WMit OCTATOUHbIN PUCK SBNAETCA NPUEMIEMbIM.

14.0 n6oM cepbe3HOM WHUWAEHTE, MpoM3olWealeM B CBS3M C 3TUM
YCTPOWCTBOM, HEOEX0AMMO COO6LLATh NMPOM3BOANTENIO U KOMMETEHTHOMY
OpraHy CTpaHbl, K KOTODOVI OTHOCKTCS NoNb30BaTeNb W/MHM nauneHT.

Nurepatypa

1.Burtis CA, Ashwood ER, Bruns DE, eds. Tietz Textbook of Clinical
Chemistry and Molecular Diagnostics, 5th ed. Elsevier Saunders
2012;573-576.

2.Thomas L. Qlinical Laboratory Diagnostics: Use and Assessment of Qlinical Laboratory

Results. 1st ed. Frankfurt: TH-Books Verlagsgesellschaft 1998; 55-65.
3.McPherson RA, Pincus MR. Henry's Clinical Diagnosis and Management by
Laboratory Methods, 22nd ed. Elsevier Saunders 2007;102-103.

4.Wu, Alan HB. Tietz clinical guide to laboratory tests. 4th ed. Elsevier
Health Sciences, 2006; 64-66.

5.Ehret W, Heil W, Schmitt Y, Topfer G, Wisser H, Zawta B, et al. Use of
Anticoagulants in Diagnostic Laboratory Investigations and Stability of
Blood, Plasma and Serum Samples. WHO/DIL/LAB/99.1 Rev.2:21pp.

6.CLSI. Procedures for the handling and processing of blood specimens;
Approved Guideline-Third Edition. CLSI document H18-A3. Wayne, PA:
Clinical and Laboratory Standards Institute; 2004.

7.WS/T 404.1-2012. Reference intervals for common dinical biochemistry

tests-Part 1: Serum alanine aminotransferase, aspartate aminotransferase,
alkaline phosphatase and y-glutamyltansferase. National Health Commission of
the People’s Republic of China, 2012.

8.WS/T 780-2021. Reference intervals of clinical biochemistry tests
commonly used for children. National Health Commission of the People’s
Republic of China, 2021.

9.CLSI. Evaluation of Precision of Quantitative Measurement Procedures;
Approved Guideline-Third Edition. CLSI document EP05-A3. Wayne, PA:
Clinical and Laboratory Standards Institute; 2014.

2024-04, pyccxmii 2-8 P/N: 046-024180-00 (3.0)



ALT mindray

10.Bakker AJ, Mucke M. Gammopathy interference in clinical chemistry
assays: mechanisms, detection and prevention. Clin Chem Lab Med,
2007,45(9):1240-1243.

11.CLSI. Measurement Procedure Comparison and Bias Estimation Using
Patient Sample; Approved Guideline-Third Edition. CLSI document
EP09-A3. Wayne, PA: Clinical and Laboratory Standards Institute; 2013.

12.Young DS. Effects of Drugs on Clinical Laboratory Tests, 5th ed.
Washington, DC: AACC Press; 2000:3-8,3-23.

YcnosHbie 0603HaueHns

C€.. [ &

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

Az
AN
a
Keep away from sunlight
Indicates a medical device that needs protection from light sources

© 2022-2024 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. Bce npasa
ECTITUITELTIN
MpousBoauTens: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Anpec: Mindray Building, Keji 12th Road South, High-Tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China
Appec 3N1eKTPOHHOM NouThl: service@mindray.com
Be6-caitT: www.mindray.com
Ten.: +86-755-81888998; ®akc: +86-755-26582680
Npeacrasutens B EC: Shanghai International Holding Corp.
GmbH (Espona)
Appec: EiffestraBe 80, Hamburg 20537, FepmaHus
Ten.: 0049-40-2513175; ®akc:0049-40-255726

2024-04, pyccxmii 2-9 P/N: 046-024180-00 (3.0)



		2026-02-02T15:14:56+0200
	Moldova
	MoldSign Signature




