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Order Informa

cat. Nol-OCaT10n: M0IdOVa package size

105-002165'MGL'§WKM@KNK3? mL + R2(HbALC):

s T R(HD): 1x40 mL + R1(HDALQ): 1x40 mL + R2(HbALC):
105-002166-00 5015 mi + RO: 1x200 mL
R(Hb): 2x40 mL + R1(HbALC): 2x40 mL + R2(HbALc):
2x15 mL + RO: 2x150 mL

105-009338-00 R1: 1x40 mL + R2: 1x15 mL + RO: 3x40 mL
105-005737-00 R1: 1x40 mL + R2: 1x15 mL + RO: 1x200 mL
105-005738-00 R1: 2x40 mL + R2: 2x15 mL + RO: 3x58 mL

105-002167-00

Intended Purpose

In vitro test for the quantitative determination of Hemoglobin Alc (HbA1c)
concentration in human whole blood on Mindray BS series chemistry
analyzers. Itisintended to be used for diagnosis and monitoring therapeutic
effect of diabetes.

Summary®’

Hemoglobin (Hb) consists of four protein chains with four heme portions,
and is the red-pigmented protein located in the erythrocytes. Its main
function is the transport of oxygen and carbon dioxide in blood. Each Hb
molecule is able to bind four oxygen molecules. Hb consists of a variety of
subfractions and derivatives. Among this heterogeneous group of
hemoglobins HbAlc is one of the glycated hemoglobins, a subfraction
formed by the attachment of various sugars to the Hb molecule. HbAlc is
formed in two steps by the non-enzymatic reaction of glucose with the
N-terminal amino group of the B-chain of normal adult Hb (HbA). The first
step is reversible and yields labile HbAlc. This slowly rearranges in the
second reaction step to yield stable HbAlc. In the erythrocytes, the relative
amount of HbA converted to stable HbAlc increases with the average
concentration of glucose in the blood. The conversion to stable HbAlc is
limited by the erythrocyte’s life span of approximately 100 to 120 days. As a
result, HbA1c reflects the average blood glucose level during the preceding
2 to 3 months. HbA1c is thus suitable to monitor long-term blood glucose
control in individuals with diabetes mellitus. More recent glucose levels have
a greater influence on the HbAlc level. The approximate relationship
between HbA1lc and mean blood glucose value during the preceding 2 to 3
months has been analyzed by several studies.
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Assay Principle
Enzymatic Assay Method

Proteinase

HbAlc === Fructosyl dipeptides

Fructosyl dipeptides + H20 + Oz% Glucosan + L-amino acid+H202
Peroxidase

H,0; + DA67 === Color+H,0

In the first reaction, the concentration of hemoglobin is measured at
absorbance of fixed wavelength, and simultaneously the fructosyl dipeptides
are generated from the N-terminus amino groups of the beta-chain of HbAlc
by the reaction of proteinase. In the second reaction, the reaction of
Fructosyl peptide oxidase (FPOX) with fructosyl dipeptides, generated
hydroperoxide allows 10-(carboxymethylaminocarbonyl)-3,7-bis (dimethyl-
amino) phenothiazine sodium salt (DA67) to develop a color in the presence
of peroxidase. The change in absorbance is measured for HbAlc
determination. The combined assay results for hemoglobin and HbA1lc are
used by the system to calculate and express HbA1c%.

Reagents Components

N,N-Dimethylformamide <10.0 g/L

Calcium chloride <2.0g/L
Proteinase >500 KU/L
R(Hb)/R1(HbA1c)/R1: DAE7 0.1 mmol/L

ProClin 300 0.05%

Sodium azide <0.01%
Peroxidase >1500 U/L

R2(HbA1c)/R2: ) _

Fructosyl peptide oxidase >1500 U/L

NaNO2 1.0 g/L

(Pretreatment Solution) ProClin 300 0.05%

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.
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These sections are applied for HbAlc assayed using whole
blood samples with Centrifugation.

Specimen collection and preparation

B Specimen types

K»-EDTA, K3-EDTA, NaF-EDTA, lithium heparin and sodium heparin whole
blood are suitable for samples.

m 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.Prior to testing, whole blood samples should be centrifuged at 2000 rpm
for 5 min.

3.Refer to the flowchart below:

Determine lysis type

| On-board lysis | | Manual lysis |
Prepare sample according to Prepare sample according to
the section of On-board lysis the section of Manual lysis in
in this package insert this package insert
Load, then run whole blood Load, then run prepared
samples on the system and hemolyzed samples on the
select sample pretreatment system and don’t select
mode sample pretreatment mode

m On-board lysis

1.Refer to “BS-series System Operations Manual” -> “General Operating
Procedure” ->"Whole Blood Test".

2.The proportion of centrifuged blood corpuscle sample and Pretreatment
Solution is 10ul:200ul.
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3.Warning: For the anticoagulation tubes, the height of total sample in the
tube should be no higher than 55mm and the height of centrifuged blood
corpuscle should be no lower than 10mm. If not satisfied, adjust to the
height of total sample and centrifuged blood corpuscle or change to the
manual lysis.
4.Warning: Micro-sample cups and Eppendorf microfuge tube are not
allowed.
® Manual lysis
1.Get 25 pL blood corpuscle from the centrifuged deposition into a sample
cup or an Eppendorf microfuge tube. The blood corpuscle is easily
adsorbed to the sample probe and pipette, which may cause exceed the
target volume.
2.Add 500 pL of Pretreatment Solution into test tube.
3.Close the test tube and lysis the blood by inverting 10 times or shaking for
10s on the vortex mixer.
4.The hemolysate can be used as working samples after 4 minutes.
5.The volume of blood corpuscle and Pretreatment Solution can be amplified
in equal proportion if necessary.
6.Specimens should be tested as soon as possible after pre-analytical
treatment.
® Sample Stability
Whole blood Stability: 8 hours at 15-25°C
7 days at 2-8°C8
30 days at (-25)-(-15)°C
Hemolysate Stability: 8 hours at 15-25°C
24 hours at 2-8°C
Do not freeze the whole blood samples. Sample stability claims were
established by manufacturer and/or based upon references, each laboratory
should establish its own sample stability criteria.
Reagent Preparation
R(Hb)/R1(HbA1c)/R1, R2(HbA1lc)/R2 and Pretreatment Solution 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: 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

B Non-twin test

The Hb was tested by using reagent R(Hb), and the HbAlc was tested by
using reagent R1 (HbA1c)/R2(HbA1lc).

m Twin test

The Hb and HbAlc were simultaneously tested by using reagent R1/R2.
1.Hb

Parameters Item BS-800 chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 505/800 nm
Reaction direction Increase
R (Hb)/R1(HbA1c) 180 pL
incubate at 37°C for 1 min, read the absorbance A1, then add:
Sample or Calibrator 12 pL

Mix thoroughly, incubate at 37°C for 5 min, read the absorbance A2,
Then calculate AAnb-caiibrator=(A2-A1) calibrator,
AAp-sample=(A2-A1) sample

2.HbAlc
Parameters Item BS-800 chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 660/800 nm
Reaction direction Increase
R1 (HbA1c)/R1 180 pL
Sample or Calibrator 12 yL
Mix, incubate at 37°C for 5 min, read the absorbance A1, then add:
R2 (HbA1c)/R2 60 L

Mix thoroughly, incubate at 37°C for 5 min, read the absorbance A2,
Then calculate AAwpaic-caiibrtor=(A2-A1) calibrator,
DAnpaic-sampe=(A2 -Al) sample

3.HbA1c%

HbA1c% is the most common form in the reports. Report results of
hemoglobin Alcin mmol/mol (IFCC) or percent (NGSP):

Protocol 1 according to IFCC: HbAlc (mmol/mol)= HbA1c/Hbx 1000
Protocol 2 according to NGSP/DCCT: HbAlc(%)= 91.5xHbAlc /Hb +2.15
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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 (HbAlc Calibrator:
105-003680-00 or other suitable calibrators) for two-point calibration.
Traceability of the HbA1lc 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.It is recommended to use the Mindray Control (HbAlc Control:
105-002140-00, 105-002138-00 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

C sample = (AA sample/AA calibrator) xC calibrator.

The BS series chemistry analyzer detects the change of absorbance(AA) and
calculates the Hb/HbAlc concentration of each sample automatically after
calibration.
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The system calculates HbA1c and Hb results in pmol/L (SI units). To convert
the results to g/dL (common units), use the following equation:
Conversion factor: ymol/L x 0.1354 = g/dL.

Expected values®

Sample Type S.I. Units
According to IFCC 20.20-42.06 mmol/mol
Whole blood .
According to NGSP/DCCT 4.0%-6.0%

The expected value is provided from reference, and Mindray has verified it
by 60 samples of people from southern 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
® Analytical Sensitivity
The Hemoglobin Alc Kit has an analytical sensitivity of 60 umol/L for Hb, 2
umol/L for HbAlc on BS-400. Analytical sensitivity is defined as the lowest
concentration of analyte that can be distinguished from a sample that
contains no analyte. Itis 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 S.I. Units
Whole blood 3%-16% (NGSP/DCCT)

A high concentration HbAlc sample (approximately 16%) is mixed with a
low concentration sample (<3%) at different ratios, generating a series of
dilutions. The HbAlc concentration of each dilution is determined using
Mindray System, the linearity range is demonstrated with the correlation
coefficient r=0.9900. The reportable range is 3%-16% (NGSP/DCCT), as the
ratio can’t be solved through dilution.

m Precision

Precision was determined by following CLSI Approved Guideline EP05-A310,
each sample was assayed 2 times per run, 2 runs per day, a total 20 of days.
The precision data (calculated according to NGSP/DCCT) of controls on
BS-400 are summarized in the following tables*.
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Specimen Type Mean (%) Repeatability Within-Lab
(N=80) SD(%) CV% SD (%) CV%
Control N 4.43 0.14 3.19 0.17 3.79
Control P 9.32 0.13 1.43 0.16 1.75

*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 sample pools, and recovers are
within £10.0 % 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 (calculated
according to NGSP/DCCT) of interference studies on BS-400 are
summarized below.

: Interferent Analyte Relative
Isn:ssr:z:zg Concentration Concent‘::tion Deviation
(mg/dL) (HbA1c%) (%)*
Ascorbic acid 30 9.03 -2.21
Bilirubin 50 8.93 +2.61
Intralipid 2000 8.87 -2.26
Glucose 1000 8.97 -4.83

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

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline EP0O911.
The Mindray System (Mindray BS-800/Mindray HbAlc Reagent) (y) was
compared with comparison system (Mindray H50/Mindray HbA1lc Reagent)
(x) using the same specimens. The statistical data (calculated according to
NGSP/DCCT) obtained by linear regression are shown in the table below *:

Regression Fit Correlation Sample Concentration
9 Coefficient (r) (N) Range
y=0.9645x+0.1424 0.9967 183 3.8%-15.5%

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

The results could be affected by drugs, disease, or endogenous substances!2.
When the reaction curve is abnormal, itis recommended to retest and check
the result.
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These sections are applied for HbAlc assayed using whole
blood samples without Centrifugation. The different part is as
below.

Specimen collection and preparation

B Specimen types

K»-EDTA, K3-EDTA, NaF-EDTA, lithium heparin and sodium heparin whole
blood are suitable for samples.

m 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.Do not centrifuge samples.

3.Refer to the flowchart below:

Determine lysis type

| On-board lysis | | Manual lysis |

! !

Prepare sample according to

Prepare sample according to

the section of On-board lysis
in this package insert

the section of Manual lysis in
this package insert

|

|

Load, then run whole blood

samples on the system and

select sample pretreatment
mode

Load, then run prepared
hemolyzed samples on the
system and don’t select
sample pretreatment mode

m On-board lysis

1. Refer to “BS-series System Operations Manual” -> “General Operating
Procedure” ->"Whole Blood Test".

2.Mix all specimens thoroughly by low speed vortexing or gently inverting 10
times prior to loading onto the Mindray BS series System.
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3.The proportion of whole blood sample and Pretreatment Solution is
10ul:200ul.
4.Warning: For the anticoagulation tubes, the height of total sample in the
tube should be into the range of 10mm-55mm. If out of the range, adjust
to the height of sample or change to the manual lysis.
5.Warning: Micro-sample cups and Eppendorf microfuge tube are not
allowed.
® Manual lysis
1.Mix all specimens thoroughly by low speed vortexing or gently inverting 10
times.
2.Get 10 pL whole blood into a sample cup or an Eppendorf microfuge tube.
The whole blood is easily adsorbed to the sample probe and pipette, which
may cause exceed the target volume.
3.Add 200 pL of Pretreatment Solution into test tube.
4.Close the test tube and lysis the blood by inverting 10 times or shaking for
10s on the vortex mixer.
5.The hemolysate can be used as working samples after 4 minutes.
6.The volume of whole blood and Pretreatment Solution can be amplified in
equal proportion if necessary.
7.Specimens should be tested as soon as possible after pre-analytical
treatment.
® Sample Stability
Whole blood Stability: 8 hours at 15-25°C
7 days at 2-8°C8
30 days at (-25)-(-15) °C
Hemolysate Stability: 8 hours at 15-25°C
24 hours at 2-8°C
Sample stability claims were established by manufacturer and/or based
upon references, each laboratory should establish its own sample stability
criteria.
Materials required but not provided
1.Mindray chemistry analyzers BS-600M or others which have the function
of HbA1lc assayed using whole blood samples without Centrifugation and
General laboratory equipment.

Assay procedure
Twin test: The Hb and HbA1lc concentration were test by using reagent
R1/R2.
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1.Hb
Parameters Item BS-600M chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 505/800 nm

Reaction direction Increase

R1 90 pL
incubate at 37°C for 1 min, read the absorbance A1, then add:

Sample or Calibrator 8 uL

Mix thoroughly, incubate at 37°C for 5 min, read the absorbance A2,
Then calculate AAnp-caiibrator=(A2-A1) calibrator,
MAnp-sample=(A2-A1) sample

2.HbAlc
Parameters Item BS-600M chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 660/800 nm
Reaction direction Increase
R1 90 pL
Sample or Calibrator 8 L
Mix, incubate at 37°C for 5 min, read the absorbance A1, then add:
R2 30 pL

Mix thoroughly, incubate at 37°C for 5 min, read the absorbance A2,
Then calculate AAnpaic-caiibrator=(A2-A1) calibrator,
AApbaic-sample=(A2 -Al) sample

3.HbA1c%

HbA1c% is the most common form in the reports. Report results of
hemoglobin Alcin mmol/mol (IFCC) or percent (NGSP):

Protocol 1 according to IFCC: HbAlc (mmol/mol)= HbA1lc/Hbx 1000
Protocol 2 according to NGSP/DCCT: HbAlc(%)= 91.5xHbAlc /Hb +2.15
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” and “Quality control” refer to the section of “HbAlc
assayed using whole blood samples with Centrifugation”.
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Calculation

C sample = (AA sample/AA calibrator) xC calibrator.

The BS series chemistry analyzer detects the change of absorbance(AA) and
calculates the Hb/HbA1c concentration of each sample automatically after
calibration.

The system calculates HbA1lc and Hb results in pmol/L (SI units). To convert
the results to g/dL (common units), use the following equation:
Conversion factor: pmol/L x 0.1354 = g/dL.

Dilution

If the value of sample exceeds 300 pmol/L(Hb) or 39 pmol/L(HbA1c), the
sample should be diluted with Pretreatment Solution (e.g. 1+1) and rerun;
the result of Hb and HbA1c should be multiplied by 2. No conversion factor is
required for the mmol/mol HbA1c (IFCC) and % HbA1c (DCCT/NGSP) result.
Expected values®

Sample Type S.I. Units
According to IFCC 20.20-42.06 mmol/mol
Whole blood
According to NGSP/DCCT 4.0%-6.0%

The expected value is provided from reference, and Mindray has verified it
by 60 samples of people from southern 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

® Analytical Sensitivity
The Limit of Blank (LoB) and Limit of detection (LoD) were determined on
BS-600M in accordance with CLSI Approved Guideline EP17-A2.
Hb: HbA1lc: HbA1c%(NGSP/DCCT):
LoB=4.55 pmol/L LoB=1.12 pmol/L LoB=2.97%
LoD=4.94 ymol/L LoD=1.17 ymol/L LoD=3.01%
The Limit of Blank is the 95t percentile value from n=60 measurements of
one or several analyte-free samples over several independent series. The
Limit of Blank corresponds to the concentration below which analyte-free
samples are found with a probability of 95%.
The Limit of Detection is determined based on the Limit of Blank and the
standard deviation of low concentration samples. The Limit of Detection
corresponds to the lowest analyte concentration which can be detected
(value above the Limit of Blank with a probability of 95%).
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B Measuring range
The Mindray BS series systems provide the following linearity range:

Sample Type S.I. Units
HbA1c% 3%-16% (NGSP/DCCT)
Whole blood HbA1lc 2-39 pmol/L
Hb 60-300 pmol/L

HbA1c%: A high concentration HbAlc% sample (approximately 16%) is
mixed with alow concentration sample (<3%) at different ratios, generating
a series of dilutions. The HbA1lc% concentration of each dilution is
determined using Mindray System, the linearity range is demonstrated with
the correlation coefficient r>0.9900.

HbA1c (Hb concentration=100 pmol/L): A high concentration HbA1lc sample
(approximately 39 pmol/L) is mixed with a low concentration sample (<2
pmol/L) at different ratios, generating a series of dilutions. The HbAlc
concentration of each dilution is determined using Mindray System, the
linearity range is demonstrated with the correlation coefficient r>0.9900.
Hb: A high concentration Hb sample (approximately 300 pmol/L) is mixed
with a low concentration sample (<60 pmol/L) at different ratios, generating
a series of dilutions. The Hb concentration of each dilution is determined
using Mindray System, the linearity range is demonstrated with the
correlation coefficient r>0.9900.

m Precision

Precision was determined by following CLSI Approved Guideline EP05-A310,
each sample was assayed 2 times per run, 2 runs per day, for a total 20 days.
The precision data (calculated according to NGSP/DCCT) of controls and
human samples on BS-600M are summarized below*.

Specimen Type Mean (%) Repeatability Within-Lab
(N=80) SD(%) CV% SD (%) CV%
Control N 5.16 0.02 0.35 0.02 0.44
Contro P 10.28 0.02 0.18 0.03 0.29

Whole blood 1 5.47 0.02 0.32 0.03 0.54
Whole blood 2 6.63 0.02 0.33 0.03 0.45
Whole blood 3 9.32 0.02 0.22 0.04 0.46
Whole blood 4 11.38 0.03 0.27 0.05 0.41

*Representative, results in different instruments, laboratories may vary.
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® Analytical Specificity

1. Endogenous substances and Durgs

The samples with different concentration interfering substance were
prepared by addition of interferent to human sample pools, and recovers are
within £5.0% 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 (calculated
according to NGSP/DCCT) of interference studies on BS-600M are
summarized below*.

Interfering Interferent Analyte Relative
Substance Concentration _Concentration Deviation
Ascorbic acid 3 mg/dL 6.64% +0.41%
Conjugated bilirubin 15 mg/dL 6.63% -2.06%
Unconjugated bilirubin 10 mg/dL 6.66% -2.19%
Triglycerides 2000 mg/dL 6.67% -0.10%
Melbine 5.1 mg/dL 6.61% -0.40%
Ibuprofen 50 mg/dL 6.59% +0.15%
Acarbose 50 mg/dL 6.58% -0.08%
Panadol 200 pg/mL 6.59% -3.07%
Aspirin 50 mg/dL 6.56% 0.00%

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

2. Hemoglobin Derivatives

The samples with different type of hemoglobin derivatives were obtained by

addition of potential interferent to human sample pools, and recovers are

within £5.0% of the corresponding control value to be considered as no

significant interference.

No significant interference was observed when the following substances

were added with this methodology. The data (calculated according to

NGSP/DCCT) of interference studies on BS-600M are summarized below*.
Analyte Relative

Concentration Deviation

Type of Hemoglobin Derivatives

Acetylated Hemoglobin generated by

Y o
adding =50 mg/dL of Aspirin 6.50% +0.71%
Carbamylated Hemoglobin generated by o } .
adding =10 mmol/L of Cyanate 6.61% 1.43%
Labile Hemoglobin generated by 6.61% 13%

adding 21000 mg/dL of Glucose
*Representative data, results in different instruments, laboratories may vary.
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3. Hemoglobin Variants

Specificity was assessed by comparing the Hemoglobin Alc values to
reference values for samples containing abnormal hemoglobins, and
recovers are within +£5.0% of the corresponding control value to be
considered as no significant interference.

Heterozygous hemoglobin variants (Hb-C, Hb-D, Hb-E, Hb-S, HbA2) do not
interfere with the Hemoglobin Alc assay.

The statistical data (calculated according to NGSP/DCCT) of hemoglobin
variants study on BS-600M are summarized in the following table.

Relative % Difference from Reference Concentration

Variant ~ 6.5 %HbA1c ~ 9.0 %HbA1c
Hb-C -3.42% -3.29%
Hb-D -1.24% -0.74%
Hb-E +1.53% +1.36%
Hb-S -1.05% -1.39%
HbA2 +3.22% +3.85%
Hb-F Difference exceeds -5% when the amount of HbF in

the sample exceeds 5%%*.

*A negative % difference with HbF is proportional in magnitude to the % HbF
present in the sample. For example, when the amount of HbF in the sample
was 17%, the % difference was -11.6% on the Mindray BS-600M System.
NOTE: The presence of multiple variants in a sample may impact the %
difference.

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A3!L, The Mindray System (Mindray BS-2800M/Mindray HbAlc
Reagent) (y) was compared with comparison system (Mindray H50/ Mindray
HbAlc Reagent) (x) using the same specimens. The statistical data
(calculated according to NGSP/DCCT) obtained by linear regression are
shown in the table below *:

Regression Fit Correlation Sample Concentration
9 Coefficient (r) (N) Range
y = 1.0178x - 0.08688 0.9962 118 4.72%-15.65%

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

The results could be affected by drugs, disease, or endogenous substances!2.
When the reaction curve is abnormal, itis recommended to retest and check
the result.
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Warnings and precaution

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

2. The test is designed only for accurate and precise measurement of
HbA1c%. The individual results for total Hb and HbAlc concentration
should not be reported.

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

4. 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.

5. 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.

6. Do not mix reagents with different lots.

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.

7. 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.

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

9. Preservative contained. Do not swallow. Avoid contact with skin and

mucous membranes.

10.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.

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

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

13.All human material should be considered potentially infectious.

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

15.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.

16.This kit contains components classified as follows in accordance with the
Regulation (EC) No 1272/2008:
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&

Danger

H317 May cause an allergic skin reaction.

H360D May damage the unborn child.

H412 Harmful to aquatic life with long lasting effects.
Prevention:

P201 Obtain special instructions before use.

P280 Wear protective gloves and protective clothing.
P261 Avoid breathing mist/vapours/spray.

P273 Avoid release to the environment.

Contaminated work clothing should not be allowed out

P272
of the workplace.

Response:
P308+P313 IF exposed or concerned: Get medical advice/attention.
P302+P352 IF ON SKIN: Wash with plenty of water.

If skin irritation or rash occurs: Get medical advice/
attention.

P362+P364 | Take off contaminated clothing and wash it before reuse.|
Disposal:

P333+P313

Dispose of contents/container to authorised hazardous
P501 or special waste collection point in accordance with any
local regulation.
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Graphical symbols

Ce. [

InVitro 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 1 mper

Az
~d4i-
AN
a
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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Ha6op ans onp remor Alc c E
(HbA1c), dhepMeHTaTUBHDI MeTOq 0123

dop Ans odop
Cat. No. aamep y

R(Hb): 1x30 mL + R1(HbA1c): 1x30 mL
+R2(HbA1c):1x12 mL + RO: 1x150 mL
R(Hb): 1x40 mL + R1(HbA1c): 1x40 mL +
R2(HbA1c):1x15 mL + RO: 1x200 mL
R(Hb): 2x40 mL + R1(HbA1c): 2x40 mL +
R2(HbA1c): 2x15 mL + RO: 2x150 mL
105-009338-00  R1: 1x40 mL + R2: 1x15 mL + R0:3x40 mL

105-005737-00  R1: 1x40 mL + R2: 1x15 mL + RO: 1x200 mL
105-005738-00  R1: 2x40 mL + R2: 2x15 mL + RO: 3x58 mL

105-002165-00

105-002166-00

105-002167-00

LleneBoe Ha3HaueHne

AHanus in vitro ANA  KONMYEeCTBEHHOro onpeaeneHns KoHUueHTpauuu
Femorno6uHa Alc (HbA1c) B LenbHOWM KpOBWM YenoBeka Ha XMMUYECKUX
aHanusaTopax Mindray cepum BS. ITOT aHanu3 He npeaHasHayeH Ans
AMArHOCTUKW M MOHMTOPWHra TepanesTUYeckoro 3ddekTa neueHns
AnabeTa.

KpaTkas cnpaBka®’

Femorno6uH (Hb) cocTouT 13 YeTbipex 6eNKoBbIX Lenein U YeTbipex reMoB U
SBNSETCH OKPALIMBAIOWMM B KPAaCHbI LIBET 6€KOM, BXOASLNM B COCTaB
3pUTPOUMTOB. Ero OCHOBHas (yHKUWsS — TPaHCMOPTMPOBKa KUCIOpoAa M
NIBYOKMCU yrnepoja B Kposu. Kaxaas monekyna Hb crocoba ceszaTh
yeTblpe MoneKynbl kucnopoaa. Hb coctouT u3 pasHoobpasHbix cybdpakuuii
M NpousBoAHbIX. Cpean 3TOW reTeporeHHoi rpynmbl reMorno6MHOB OHU
NpeACTaBNAOT CO60I MUKO3UIUPOBaHHbIE reMornobuHbl — cybdpakumio,
chopMUPOBaHHYIO MyTEM MPUKPENIEHNs Pa3NNYHBIX CaxapoB K MOneKkyne
Hb. HbAlc ofpasyetca B ABa 3Tana B pe3ynbTaTe HedepMEHTaTUBHOMN
peakuuu roko3bl € N-KOHUEBOI aMWUHOTPYnnoii B-uenu HopManbHOro
3penoro remorno6buHa (HbA). IToT nepsblii 3Tan o6paTuMblii WM AaeT
HeycToitumBblit HbAlc. OH MeaneHHo TpaHcdopMUpyeTcs Bo BTOPOIi 3Tan, B
pesynbTaTe KOTOPOro nosnyvaeTcs ycToiumeblii HbAlc. B sputpoumtax
oTHOocuTenbHoe konuuectso HbA, npeobpasyemoro B ycToitumsblii HbAlc,
BO3pacTaeT C yBeNMYEHWEM CpEHell KOHLEHTPaLWW roKko3bl B KPOBMU.
n HuWe B yCTOi n HbAlc orp S CPOKOM XKU3HU
3puTpoUNTOB — NpubnusnTenbHo 100-120 cyTok. B pesynbTate HbAlc
OTpaxaeT CpeHuil YPOBEHb MI0KO3bl B KPOBX 3a MpeAlecTsyiowme 2-3
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mecsiua. CnepoBaTtensHo, HbA1lc noaxoaut  Ans MOHWUTOPUHra
[I0/IFOCPOYHOrO KOHTPOIS ITII0KO3bI B KPOBM JII0/1ei, CTPa/aloLInX caxapHbiM
AnabeTom. Yem cBexee ypOBHW NOKO3bl, TeM Gonblue WX BAUSHWE Ha
yposeHb HbAlc. B psge wccnenosanwii 6bina  npoaHanvsuposaHa
npubnusntenbHas B3anmoceasb Mexay HbAlc w 3HauyeHwem cpeaHero
CO/IlepKaHWsi IMI0KO3bI B KPOBY 3a NpeAlecTsyiolume 2-3 Mecsiua.
MpuvHunn aHanusa

MeToa hepMeHTaTUBHOrO aHanunsa

Proteinas
HbA1lc 4 DOpyKTO3UN-ANNENnTUAbI

FPOX,
®pykTosun-aunenTtuabl + H,O + Oz % FniokosaH + aMuHoKMCIoTa
L-cpopmbl +H>02
Peroxidase

H202 + DAGM OKpaLLeHHbl NpoayKT+H20

B ﬂepEOVI peakummn KoHueHTpauus remorno6buHa u3MmepseTca Ha OCHoBe
nornoweHnsa ceeta Ha d)VIKCVIDOEaHHOVI ANVHe BOJIHbl, 1 OAHOBPEMEHHO, B
pesynbTaTe peakuuu NpoTenHasbl, 06pasyioTCs (PYKTO3UA-AUNENTUaLI U3
N-KkoHUeBbIX amuHorpynn 6eta-uenn HbAlc. Bo BTopoit peakuuu,
nonyyaembli Npu  peakuuu  dpykTosun-nentua-okenaassl (FPOX) ¢
(pYKTO3MN-ANNENTMAAMU NEPOKCUA BOAOPOAA B MPUCYTCTBUM NePOKCHAasbI
obecneynsaeT 06pa3oBaHNe OKPALIEHHOTO MPOAYKTa M3 HaTPUeBOil Conu
10-(kapbokcMmeTunaMMHokap6oHun)-3, 7-6uc(AMMeTMNIaMUHO) heHOTUA3NH
a (DA67). Ans onpeaenenns HbAlc nsmepsietTcs U3MeHeHue normoLatoLein
cnocobHocT. COBOKYMHbIe pe3ynbTaThl aHanmsa Ha remMornobuH v HbAlc
WCMONb3YIOTCS CUCTEMOW ANSi pacyeTa U nony4yenus BbipaxeHus HbA1c%.

PeareHTbl n Tbl

N,N-Anmetundopmammna <10,0 g/L

Xnopwua Kanbuus <2,0g/L
MpoTtenHasa >500 KU/L

R(Hb)/R1(HbA1c)/R1: P /
DA67 0,1 mmol/L

ProClin 300 (peakTtuB) 0,05%

A3una HaTpus <0,01%
Mepokcuaasa >1500 U/L

R2(HbA1c)/R2: POKCA /
DpyKTO3UN-NenTua-okcuaasa >1500 U/L

RO(PacTBOp Ans NaNO> 1,0 g/L
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npeasapuTenbHoOM ProClin 300 (peakTtus)

o
06pa6oTkn) 0,05%

XpaHeHue n cTabunbHOCTb

[l0 VCTeYeHWsi CPOKa FOAHOCTM, YKa3aHHOIO Ha STUKETKE, NPK XpaHeHun B
HepacneyaTaHHOM Buae Npu 2-8 °C B 3alUMIIEHHOM OT CBeTa MecTe.

Mpn WUCroNb30BaHMM B aHaNW3aTope peareHTbl CTabuiibHbl B TeueHne
28 CYTOK MpK HaXOXAEHNN B OXNIAX/AEHHOM COCTOSHUM Ha aHanusaTope.
Heo6xoanmo nsberatb 3arpssHeHus.

He 3amopaxuBaiiTe peareHT.
X

HacTosiume pasaenbl OTHOCATCA K KONMYECTBEHHOMY

onpeaenenunio HbAlc B 06pa3suax LeNbHO! KPOBU C

WUCNONb30BaHWEM LUeHTPUdYrupoBaHus.

OT60p M NoaroToBka o6pasLoB

B Tunbl o6pa3suos

B kayectBe o6pasuoB npuroaHa uenbHas kpoBb C K>-EDTA, K3-EDTA,

NaF-EDTA, renapvHOM NUTUS U renapuHoM HaTpus.

m MoaroToBka nepea aHaM3oM

1.MpuMeHsiiTe noaxoAsiiMe npo6UPKM WKW  KOHTEHepbl Ans cbopa
o6pasLoB W cneayiiTe MHCTPYKUMSM  npou3soauTens. Msberaiite
HEraTMBHOrO  BO3AENCTBAS  MaTepuanos  NPoBMPOK  WUAM  APYruX
KOHTeiHepoB Ansi cbopa o6pasuos.

2.Mepes aHanM3om 06pasiibl LieNbHOM KPOBYM ClIEAYET OTUEHTPUdYrMpoBaTL
npv 2000 rpm (06/MWH) B TeYeHMe 5 MUHYT.
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3.CMOTpUTE NPUBEAEHHYIO HKe BNoK-CcxeMy:

Onpenenetue Tuna nusuca

Jiauc B aHanusatope

TIM3UC B pyuHoM pexume

|

|

MoaroToebTe obpasey B
cooTBETCTBUM C pazpaenom «/uuc B
aHanu3aTope», yKa3aHHoM B AaHHOM

NMCTKE-BKNAABIWE B YNaKOBKY

MNoaroTossTe 06pasey B
CooTBETCTBUY C pa3peniom «Jusuc
B PyUHOM peXUME», YKa3aHHOM
B AGHHOM NMCTKe-BKNazbIWe
B ynakoske

|

3arpysure, a 3atem 3anycrute 8
cucTenmy 06pa3LLI LENbHON KPOBH,
W BbiGepUTe peXUM
npeasapuTeNtHoii 06patoTkM
o6pasuos

3arpyawre, a 3aTem 3anyctute
B CUCTeMy NOATOTOBNEHHbIE
reMonus upoBaHHbie
06pasubl, i He BbIGUpaiTe pexum
npeasapuTensHoi 06pacoTkK
06pasuios
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® Jlusuc B aHanmsartope

1.CmoTpute “BS-series System Operations Manual” (Pykosoactso no
3Kcnnyartaumm cuctembl cepum BS) -> “General Operating Procedure”
(O6wme onepaunoHHble npoueaypsl) -> “Whole Blood Test” (AHanus
LeNbHOW KPOBM).

2.CooTHoweHne o6pasua OTUEHTPUDYrMPOBaHHLIX KIETOK KPOBM W
pacTsopa Ans npeasapuTensHoi o6paboTku coctasnsiet 10ul:200ul.

3.MpeaynpexaeHne: Ons aHTMKOArynsauMOHHbIX Npo6MpoK BbicOTa BCEro
obpasua B npobupke AO/MKHA COCTaBNATb He 6onee 55 MM, a BbicoTa
OTUEHTPUPYrMPOBaHHbIX KIETOK KpPOBM — He MeHee 10 mm. Ecnu atn
napameTpbl He CO6MI0AAIOTCS], CKOPPEKTUPYITE BLICOTY BCero obpasua n
OTueHTled)\/I'VIDOEaHHhIX KNeToK KpoBu wnu nepeﬁuwre Ha nu3uc B
PYYHOM pexwume.

4.MpeaynpexaeHve: 3anpeleHo  ucrnonb3oBaHWe  nakoHoB  Ans
MUKPOO6PasLoB U MUKPOLEHTPUdYXHbIX Npobupok Eppendorf.

B JIU31C B py4HOM pexxume

1.0716epuTe 25 PL KNETOK KPOBM M3 OTUEHTPUGYrMpOBaHHOrO ocaaka BO
bnakoH ans 06pasLoB MNU MUKPOLLEHTPUMYXHY0 npobupky Eppendorf.
KneTtkn kpoBw nerko aacopbupyloTcs Ha 3oHAe Ans 06pasuos 1 nuneTke,
YTO MOXET NPUBECTW K MPEBbILIEHMIO LieNeBoro obbema.

2.lo6aBbTe 500 pL pactBopa Ans npeaBapuTenbHoW 06paboTkM B
aHanuTMUecKkyio Npo6upKy.

3.3aKpoiiTe aHanUTMYeCKylo NPOBUPKY U BLINOSIHUTE IM3UC KPOBW NyTeMm
nepesopaunBaHus 10 pas unn BCTPAXMBaHWS B TedeHre 10 C Ha BUXPEBO
Mewanke.

4.Yepes 4 MWHYT remMonM3aT MOXHO MCMONb30BaTh B KayecTse paGoumx
o6pasLoB.

5.Mpu  HeobxoAMMOCTM O06beMbl KNEeTOK KpoBM W pacTBopa ANs
npeABapuTeNbHOM 06paboTK1 MOXHO yBENUYMBATL B PaBHOW NMPOMOPLNK.

6.06pasubl nocne npeaBapuTenbHON 06paboTku cneayet
npoaHasn3npoBaTh Kak MOXHO CKopee.
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m CrabunbHocTb 06pasuos
CTabunbHOCTb LieNbHOM KpoBK: 8 yacos npu 15-25°C
7 cyTok npw 2-8°C8
30 awHeit npu (-25)-(-15) °C
CrabunbHoCTb remonusara: 8 yacos npu 15-25°C
24 yaca npwu 2-8 °C
He ponyckaetcs 3amopaxusaHune 06pasuUos LenbHol kpoeu. TpebosaHusa kK
cTabunbHOCTM  06pasuoB  6biny  yCTaHOBNEHbl  M3roToBuTenem  w/win
OCHOBa@HbI Ha 3TanoHax, Kaxaas l'IaGOpaTOpMﬂ A0/MKHa yCTaHaBNMBaTb CBOU
COB6CTBEHHbIE KpUTEPUM CTabUnbHOCTM 06pasLoB.
MoaroTtoBka peareHToB
R(Hb)/R1(HbA1c)/R1, R2(HbA1c)/R2 w pacTBOp ANns npeaBapuUTenbHOM
06paboTkn roToBbI AN1S MCMONb30BAHUS.
BbinonHsiiTe nnaHoBoe TexXHUYeckoe OGCHY)KVIEBHVIE n CTaHaapTHble
onepauuvn, Bkn4as KaﬂMspOEKy W @aHann3 CUCTemsbl, 4TO6bI rapaHTMpoBaTb
paboToCcnoco6HOCTb aHaNUTUYECKO CUCTEMbI.
Heo6xoanMble MaTepuanbl, KOTOpble He NpeAcTaBieHbl B
Ha6ope
1.06bluHble nabopaTopHble MaTepuansi:
AMCTUNNNPOBaHHas/AGNOHU3NPOBaHHas BOAA.
2.Kanubpatop n KoHTposb: O3HaKOMbTeCh C PasAenoM WHCTPYKUMM ANs
peareHTOB MO BbINOSIHEHNIO KanM6poBKKM 1 KOHTpons kayecTsa.
3.Xumnyeckne aHanusatopbl Mindray cepum BS u  nabopaTtopHoe
o6opyaoBaHue o6Lero HasHaYeHus.
MeToanka KONMYECTBEHHOrO aHanu3a
B OAVHOYHBLIH aHanmM3
Hb aHanusupyetca ¢ ucnonb3oBaHvem peareHTa R(Hb), u HbAlc
aHanusMpyeTcsi C ucnonb3osaHvem peareHta R1 (HbAlc)/R2(HbAlc).
BoiHOI aHanNu3
OaHoBpeMeHHo aHanuanpytotca Hb u HbAlc c ucnonb3osaHuem peareHta
R1/R2.

1.Hb
Napamer! XUMUYECKNe aHanu3aTopbl
pameTp! BS-800
Tun aHanusa MeToA KOHeUHOMN ToUKM
AnuHa BONHbI 505/800 nm

(nepBuUYHasn/BTOpUYHAsN)
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Hanpasnenve peakuwn YBsennuexve
R(Hb)/R1(HbA1c) 180 pL
WHky6upyiiTe npn 37 °C B TeyeHne 1 MUH, onpeaenuTe norioLeHne
A1, 3aTem pobasbTe:

O6paseu nnn Kannubpatop 12 pL
TwaTenbHo nepemelaiite, MHKy6upyiTe npn 37 °C B TeyeHne 5 MuH,
onpeaenuTe nornouiexHne A2,
3atem paccumTtainTe AAub-kanusparop=(A2-Al) kanubpatopa,
DAnb-o6pazey=(A2-A1) obpasua

2.HbAlc
XuUMUyeckue aHanusaTopsbl
MNapameTpbl BS-800
Twn aHanusa MeToz KOHEYHOW ToUKKN
Anva Bonwel 660/800 nm
(nepBuYHas/BTOpUYHAsN)
Hanpasnenue peakunn YBenuuenne
R1(HbA1c)/R1 180 pL
O6pasel nnn Kanubpatop 12 pL

CMmeluaiite, UHKY6UpyiiTe npu 37 °C B TeyeHue 5 MuH, onpeaenute
nornoweHne Al, 3atem pob6aBbTe:

R2(HbA1c)/R2 60 pL
TwaTtenbHO nepemeluaiite, UHKY6upyiTe npu 37 °C B Te4eHne 5 MUH,
onpenenute nornouenne A2,
3aTeM paccuuTaiite AAmpaic-kanvspatop=(A2-Al) kanubpatopa,
DAnibatc-opazen=(A2-A1) obpasua

3.HbA1c%

3HayeHne HbA1lc% sBnsetcs Hambonee pacnpoCTpaHEHHbIM B OTYETaX.
YkaxuTe pesynbTaTbl onpeaeneHus remornobuHa Alc 8 mmol/mol (IFCC)
nnn npouenTax (NGSP):

MpoTokon 1 cornacko IFCC: HbAlc (mmol/mol)= HbAlc/Hbx 1000
MpoTokon 2 cornacHo NGSP/DCCT: HbA1lc(%)= 91,5xHbAlc /Hb +2,15
TMapaMeTpbl MOTYT OTNIMYATLCS Ha PasHbIX XMMUUYECKUX aHanusaTopax, npu
HEO6X0AMMOCTM UX MOXHO MPOMOPUMOHANbHO — KOPPeKTUpoBaTh. [ns
XUMUYeCKuX aHanusatopos Mindray cepuu BS napameTpbl Ans peareHToB
NpeaocTaBnsiOTCA Mo 3anpocy. O6patMTeck K  COOTBETCTBYlOLIEMY
PYKOBOACTBY MO 3KCM/lyaTauuu 415 NOyYEHUs MHCTPYKUMIA NO aHanusy c
MCMONb30BaHMEM KOHKPETHOTO aHanusaTopa.
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Kanu6poska
1.PekomeHayeTcs ucnonssosatb Kanubpatop Mindray (Kanubpatop HbAlc:
105-003680-00 wnun apyrue noa, TOpbI) ANst n

no ABym ToukaM. OTHOCMTENbHO MPOC/EXWBAEMOCTM W3MEpeHui ans

Kanu6patopa HbAlc MOXHO 06paTuTbCsi K  MHCTPYKUMSM MO

ncnonb30BaHnio kanubpartopa komnanuu Mindray.
2.YactoTta kannbposkmn

Kanubposka xummnyeckux aHanusatopos BS-800 ctabunbHa B TeyeHue

npubnusntensHo 28 cyTok. [na pasHbiXx NpuboposB CTabunbHOCTL

KanMGpOBKM MOXET OTnYaTbCs, Kaxaoi nabopatopuu cieayert

YCTaHOBUTL 4acToTy kannMbpoBKK B MapaMeTpax npuéopa B COOTBETCTBUN

CO CBOMM PEXVMOM MUCMO/b30BaHMS.

MoxeT noHafo6WTbCsi MOBTOPHas KkanubpoBka MPU  BO3HWUKHOBEHWW

cneayWwmnx o6CToATeNbCTB:

« Tpy N3MeHeHUn NapTUm peareHTa.

« CornacHo Tpe6oBaHuWIO coBnoAaeMbIX MPOLEAYP KOHTPOns kadyecTsa
WM NpU  BbIXOAE 3HAYEHUl [ANS  KOHTPOMbHOTO MaTepuana 3a
AonycTuMble npeaens.

TPy BbIMNOHEHNM KOHKPETHO NpoLeAypbl MO TeXHUUECKOMY
06C/YXMBaHNIO MM YCTPAHEHMIO HENCMPABHOCTA XMMUYECKMX

aHanu3aTopos.
3.3HaueHns Ans kanubpatopa 3aBUCST OT MapTUM W COOTBETCTBYHOLWINX
Moaenein, y B Tabnuue 7]

KoHTponb kavecTsa

1.PekomeHayeTcsi ucrnonbsosate KoHTpone Mindray (KoHwTponb HbAlc:
105-002140-00, 105-002138-00 unun Apyrue noAxOAsLUME KOHTPOSIbHbIE
MaTepuanbl) Ans NpoBepku 3PPEKTUBHOCTM NpPoLEAypbl U3MEpeHus;
[OMONHUTENBHO MOXHO MCMO/b30BaTh APYrue MOAXOAALNE KOHTPOSIbHbIE
maTtepuansl.

2.PeKkOMeHAyeTCs CMO/Ib30BaTh ABA YPOBHS KOHTPO/IbHbIX MaTepnanos Ans
aHanMsa Kaxaoi naptum obpasuos. Kpome Toro, crieayeT aHanusnposaTts
KOHTPOJIbHbIN MaTepuasn C Kaxaoii HoBOW KannbpoBKOiA, C Kax/abiM HOBbIM
KapTpUAXKEM C peareHTaMuM W MOCAe OMpeAeneHHbIX  npoueayp
TEXHWUYECKOTO OBCNYXMBAHWS WM YCTPAaHEHUS! HEUCMPaBHOCTEN, Kak
NOAPOBHO OMMCAHO B COOTBETCTBYIOWEM PYKOBOACTBE MO SKCh/yaTaumn
cucTemsl.

3.B kaxaoi naGopaTopuu CneAyeT YCTaHOBUTb COGCTBEHHYK CXemy
BHYTPEHHEro  KOHTPO/Si ~ KauyecTBa M MOPSAOK  BbIMOMHEHMs!
KOPPEKTUPYIOWNX AENCTBUII B Tex cCyyasX, Koraa pesynbTaTsl Ans
KOHTPONILHOTO MaTepuana BLIXOAAT 3a PaMKi AOMYCTUMBIX ANANa30HOB.
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HbAlc mindray
Pacuer
C obpasua = (AA obpa3sua/AA kanubpatopa)xC kanubpatopa
Xumnuyeckunii aHanusatop cepuv BS onpeaensier usmeHeHue nornolleHus
(AA) n aBTOMaTM4ecKkM paccuuTbiBaeT KoHUeHTpauuio Hb/HbAlc ans
Kkaxnaoro obpasua nocne Kanubposku.
Cwncrema paccuuTbiBaeT pesynbTatel HbAlc n Hb B pmol/L (eanHuubl CU).
YT06bI nepesecTM pesynbTathl B g/dL (obwenpuHsaTbie eauHWUbI),
UCMonb3yiiTe creayiollee ypaBHeHMe:
KosdduuneHT nepecyeta: umol/L x 0,1354 = g/dL.

°

np
Tun o6pasua EanHnubl CU
UenbHas Cornacho IFCC 20,20-42,06 mmol/mol
KpoBb CornacHo NGSP/DCCT 4,0%-6,0%

ﬂpeﬂnonaraemoe 3Ha4yeHne noJsly4eHO npu WUCNOSIb30BaHWUM 3TanoHa, u
koMnaHusi Mindray nposepuna ero Ha 60 o6pasuax, NoNyYeHHbIX y toaei us
10XXHOrO KnTas.
Kaxpasn ﬂaGODaTODI’Iﬂ AOMKHa yCTaHas/neaTb cBon COBCTBEHHbIE
pedepeHcHbIe MHTePBasIbl B 3aBUCUMOCTY OT ee KOHKPETHOTO PacrosioXeHNs
1 NONYNAUMOHHBIX XapaKTePUCTMK, NOCKO/IbKY NpeAnonaraemble 3HaueHns
MOTYT OTNINUATLCA B 3aBUCUMOCTM OT reorpacduy, pacsl, noia U Bospacta.
Pa6oune xapaKTepucTmkm
B AHanMTHYeckas YyBCTBUTENILHOCTb
Habop ans onpegenenns [lemornobuHa Alc (HbAlc) o6bnanaer
aHaNMTUYEeCcKoi YyBCTBUTENbHOCTLIO 60 nmol/L ans Hb, 2 nmol/L Ans HbAlc
Ha npubope BS-400. AHanuTU4eckas 4yBCTBUTENbHOCTb ONpeaensieTcs Kak
HauMeHbluas KOHLEHTPaLWs aHanuTa, no KOTOPOii MOXHO OTAMUKNTL 06pasel,
He CojepXalluuii 3TOT aHanuT. OHa paccUMTLIBAeTCA Kak 3HaueHue, Ha 3
CTaHAAPTHbIX OTKIOHEHMS NP cpeaHee , NoyyYeHHoe
13 20 NOBTOPHbIX aHanM30B 06pasLia, He CoAepXallero aHanuTa.
® [lnanasoH usMepeHui
Cuctembl Mindray cepun BS o6ecneunBaioT cneaylowmnii  aAnanasoH
NMHerRHoCTM:

Tun o6pasua EanHnuybl CU

LlenbHas kpoBb 3%-16% (NGSP/DCCT)
Ons  nonyyeHMeM cepuM pasBeAeHMit B PA3UUHBIX  COOTHOLIEHMAX
cMellnBaeTCs o6pasell C BbICOKO KoHLeHTpauuei HbAlc (npubnnsutensHo
16%) v obpasell C HM3KOM KOHLEeHTpaumel (< 3%). KoHueHTpaumio HbAlc
KaXAoro pasBedeHus OnpedensiioT C UCMoNnb3oBaHMeM cucTembl Mindray,
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HbA1c mindray

AManasoH NMHENHOCTN NOAT TCS NO \MeHTY mur >
0,9900. Peructpupyemblii AnanasoH coctasnsieT 3%-16% (NGSP/DCCT),
MOCKO/NIbKY 3TO COOTHOWEHME He MOXeT 6bITb  U3MEHEHO nocpeacTsom
passeneHus.

B MpeunsnoHHOCTb

MpeunsmoHHOCTL  onpeaensnyu C MOMOWbI  ClieAyrowero 0A06peHHoro
pykosoacTea CLSI EP05-A310, kaxayto Npoby KONMYECTBEHHO onpeaensin
no 2 pasa 3a OAWH aHanu3, NPOBOAW/IM MO 2 aHann3a B CYTKU B TeYeHue B
obuieit cnoxHocT 20 cyTok. [laHHble Mo NPeLusnoHHOCTM (paccymTaHHble
cornacHo NGSP/DCCT) aHanusa KOHTPONbHbIX MaTepuanos Ha BS-400
0606LeHbl B cneayowmx Tabnuuyax*.

Within-Lab
Within-Run (Mexqay aHanvsamm)
(BuyTpwia6opatophas)
Tvn Mean
) sb
o6pasuos (Cpenvee) | ov « ov
anpaprHoe ranaapTHoe
(N=80) (%) HASPTHOS  Kosdpcpmument AAPTHO®  Kosddmument
omknonenve) e orknonense) (b
sapuaumm
(%) (%)
Kowrpons N 4,43 014 3,19 017 3,79
Kowrpons P 9,32 013 1,43 0,16 175

*PenpeseHTaTnBHbIE AaHHbIE, Pe3yNbTatbl, MoNyYeHHbIe Ha pasHbIX npubopax u B
Pa3Hblx 1a6opaTopusix MOryT OTINYaTLCS.

B AHanuTMueckas cneunduyHoCTb

Mpo6bl C PasnMUHON KOHUEHTPALMEN MELalouero BellecTsa roToBuIn
nyTeM Ao6GaBneHns Melaloulero KOMNoHeHTa K nynam o6pasuos yenoseka,
1 OTCYTCTBMEM 3HAYMMOTO MELIAOLIEr0 BO3AEMCTBUS CUUTANNCL 3HAYEHUS
cTeneHn ob6HapyxeHus B npegenax £10,0% OT COOTBETCTBYHOLLErO
KOHTPO/IBHOTO 3HAYEHNs.

He HabnwoAanu 3HauMMOro MELAoWero BO3AEHCTBUS yKasaHHbIX Aanee
BEWeCTs NpU MCCIEA0BaHNAX BMECTE C HUMM C MCMO/b30BaHWEM AaHHOM
MeToA0NI0ruN. AaHHble (paccunTaHHble cornacHo NGSP/DCCT)
McCnefoBaHWi Mellatolero Bo3aeicTeuns Ha npubope BS-400 0606LeHb!
HUKe*.

2024-04, Pycckuii 2-10 P/N: 046-024263-00 (4.0)



HbAlc mindray

Meuwaiouiee Tpauma OTHOCUTeNbHOEe

KOHUEHTpaums aHanuTa OTK/IOHEHNe
Betiecrso (Ir:ng/:::;l (HbA1c%) (%)*
AckopbuHoBas 30 9,03 2,21
KucnoTa
Bununpy6un 50 8,93 +2,61
WHTpanunua 2000 8,87 -2,26
Cniokosa 1000 8,97 -4,83

*Perpe3eHTaTHBHbIE AGHHBIE, PE3YNbTaTs, MOTyYeHHbIE Ha PasHbiX MpuEOpax u B
PpasHbIX 1360PATOPUSIX MOTYT OTMYETECS.

u CpaBHeHWe MeTo/10B

ViccnenosaHust KOpPpeNsiuMM BbINOJIHAM C UCNO/b30BaHWe 006peHHoro
pykosoactBa CLSI EP09'!. CpaBHuBanu cuctemy Mindray (Mindray
BS-800/peareHT HbAlc Mindray) (y) ¢ cucTeMmoit cpaBHeHusi (Mindray
H50/peareHT HbAlc Mindray) (x), ucrnonb3ys oAuHakoBble 06pasLbl.
CraTucTuyeckve  AaHHble  (paccuuTaHHble  cornacHo  NGSP/DCCT),
noJsly4eHHble JINHENHOM perpeccueli, NokasaHbl B Tabnuue Hmke*:

y K T 06p
perpeccumn Koppensauum (r) (N) KOHLIEHTpauum
y=0,9645x+0,1424 0,9967 183 3,8%-15,5%

*PenpeseHTaTuBHbIe AaHHbIE, Pe3yNbTatbl, MoMy4eHHble Ha pasHbIX NMPUGopax u &
pasHbix 1a6OPATOPUSX MOTYT OT/INYATBCS.

WHTepnpetaumsa pesynbtaTtoB

Ha pesynbTaTbl MOryT BAMSTL /IeKaPCTBEHHbIE CPEACTBA, 3a60/1eBaHNUS WN
SHAOreHHble BeljecTsal2, EciM  rpauk peakuuu OTK/IOHSETCS  OT
HOPMa/IbHOrO, PEKOMEHAYETCS MPOBECTU MOBTOPHLIA aHanu3 U NPoOBEpPUTL
pesyneTar.
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HbA1c mindray

X

HacTosiyme pasgenbl OTHOCATCA K  KONMYECTBEHHOMY

onpepenenuio HbAlc B o6pasuax uenbHoil kpoBu 6e3

ueHTpudyruposaHusa. [anee npueefeHa OT/IMYAIOWANACA 4acTb

BbINOJIHEHUs aHa/m3a.

OT160p M noarotosBka o6pasuos

® Tunbl o6pasuos

B kauvectBe o6pasuoB npuroaHa uenbHasi kpoBb C K»-EDTA, Ks-EDTA,

NaF-EDTA, renapyHoM NUTUS 1 renapyuHOM HaTpus.

H MoaroToBka nepeg aHanM3oM

1.MpumensiiTe noaxoaswme npobuUpkM WM KOHTeHepbl ans  cbopa
obpasuos 1 cneayiiTe MHCTPyKUMsM  npoussoauTens. Msberaiite
HEraTMBHOrO  BO3AECTBMA  MaTepuanos  NPOGMPOK  MAM  ApYrvX
KOHTeiHepoB Ansi cbopa o6pasuos.

2.06pasubl LeHTPUdYrMpoBaTb HE HYXHO.

3.CMOTpUTE NPVBEAEHHYIO HUXE BOK-CXeMy:

Onpeaenenvte Tna nvsuca

Tuauc 8 ananusaTope JI3uC B pyuHOM pexuMe
MoaroTosbTe o6pasel 8 MoaroTosbTe o6pazels &
CoOTBETCTBUM C pazaenom «/usic CooTBETCTBUM C pazaenom «/u3uc
B aHanu3aTOpe>, yKasaHHOM B B PyHOM peXUMe», ykasaHHOM
‘AaHHOM NUCTKe-BKNaAbILe B AQHHOM NUCTKe-BKNaable
B ynakoeky & ynakoske

! !

3arpyawe, a 3atem sanyctute

3arpyauTe, a 3ateM 3anycTuTe
. B CuCTeMy NOArOTOBNEHHbIE
& cUCTeMy 06pPa3LIbI LENbHOR
reMONUE MpPOBaHHbIE 06pasLbI,
KPOBM, 1t BLIGEPUTE PEXUM -
> U He BbIGUpaiTE peXiM
npeasapyTensHoii 06paBoTi

npeasapyTenHoi 06pa6oTkU
o6pasLios

o6pasuos
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HbA1c mindray

® Jlusuc B aHanmsartope

1.CmoTpute “BS-series System Operations Manual” (PykoBoactso no
3Kcnnyataumm cuctembl cepum BS) -> “General Operating Procedure”
(O6wme onepauvoHHble npoueaypbl) -> “Whole Blood Test” (AHanus
UeNbHOW KPOBM).

2.Mepea 3arpy3koii B cuctemy Mindray cepuu BS TuiatensHo nepemelsaiite
BCE 06p33uhl nyTeMm BUXpPEeBOro nepeMelnBaHns Ha HU3KOW CKOpOCTH Unn
OCTOPOXHOro nepesopaynsanus 10 pas.

3.CooTHoweHmne obpasua LenbHo KpoBM 1 pacTBopa ANs NpeABapuTenbHOM
o6paboTku coctasnset 10ul:200ul.

4.Mpeaynpexaexve: [Na aHTUKOArynsiuMOHHbIX NPo6UPOK BbICOTa BCEro
obpasua B nNpobupke A0/KHA HaxoauTbCs B AuanasoHe 10 MM-55 mMm.
Ecnu BbicoTa BbIXOAWUT 3@ Npeaenbl 3TOro AvanasoHa, cKuppeKTMpyl?iTe
BbICOTy o6pasua v nepenanTe Ha U3UC B PYYHOM peXuMe.

5.Mpeaynpexaexve: 3anpeleHo ucronb3oBaHe  GnakoHoB  Ans
MUK| I0B U M HTPUDY npo6upok Eppendorf.

B JIU31C B py4HOM pexxume

1.Mepen 3arpyskoii TwaTenbHo nepeMewaiTe Bce o6pasubl nyTem
BUXDEBOTO MEPEMELNBAHNA Ha HM3KON CKOPOCTM WAIN OCTOPOXHOrO
nepesopaynsanus 10 pas.

2.016epute 10 ML uUenbHOM KpoBM BO nakoH Ans o6pasuoB wau
MUKPOLIEHTPUdYXHYl0 npobupky Eppendorf. KneTku uenbHOW Kposu
nerko aacop6upyloTcs Ha 30HAe Ans 06pasuoB M MuMeTke, YTO MoXeT
NPUBECTM K NPEBBILIEHMIO LIENIEBOr0 06beMa.

3.[o6aBbTe 200 uL pactBopa Ans npeaBapuTenbHoi 06paboTkM B
aHanuTUYecKyto NPoBUpKy.

4.3aKpoiiTe aHaNUTAYECKyIo NPOGUPKY W BBINOMHUTE NIUUC KPOBW MyTeMm
nepesopayvBaHusa 10 pas MNK BCTPSXMBaHMSA B TeyeHne 10 c Ha BUXPeBOW
meluanke.

5.4epe3s 4 MUHYT remMoiu3aT MOXHO WCMO/b30BaTh B KayecTse paboumx
o6pasuos.

6.Mpn HeobxoaMMOCTH 06beMbl KIETOK LieibHOW KpoBM M pacTsopa Ans
npeABapuTENbHOM 06paboTKU MOXHO YBEMYMBATL B PaBHOM NPOMOpLUU.

7.06pasubl nocne npeaBapuTenbHON 06paboTku cneayet
npoaHann3MpoBaTh Kak MOXHO CKOpee.
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HbA1c mindray

m CrabunbHocTb 06pasuos
CTabunbHOCTb LieNbHOM KpoBK: 8 yacos npu 15-25°C
7 cyTok npw 2-8°C8
30 awHeit npu (-25)-(-15) °C
CrabunbHoCTb remonusara: 8 yacos npu 15-25°C
24 yaca npwu 2-8 °C
TpeboBaHuna Kk cTabunbHOCTV 06pasLoB 6biNK YCTAHOBNEHbI U3rOTOBUTENEM
W/nu  OCHOBaHbl Ha 3TanoHax, Kkaxaas nabopatopus — AO/MKHA
YCTaHaBNNBaTb CBOW COGCTBEHHbIE KPUTEPNN CTAabUILHOCTM 06pasLoB.

I maTtep
Ha6ope

1. Xumunyeckune aHanusatopbl Mindray BS-600M wnu apyrve, uMetowue
dyHKUMIO  KONMYECTBEHHOTO onpeaeneHusi HbAlc ¢ ucnonb3osaHneM
06pasuoB LUenbHO KkpoBu 6e3 UeHTpUdyrupoBaHus W nabopaTopHOro
060pysoBaHUs 06LIEro HasHaYeHus.

’ p He npeacTaBfieHbl B

Metoanka KONMUYECTBEHHOrO aHanMsa

NBoWiHOM aHanu3: AHanu3 KoHueHTpauuu Hb u HbAlc BeinonHsieTcs c
vcnonb3oBaHWeM peareHTa R1/R2.

1.Hb
Napaverpsi XUMUYecKne aHanu3aTopbl
BS-600M

Tun aHanusa MeToA KOHEYHOMN TOYKM

Anura Bontel 505/800 nm
(nepBuyHas/BTOpPUYHas)
Hanpasnenue peakumn YBenuuenune

R1 90 pL

NHKY6upyiiTe Npu 37 °C B TeyeHne 1 MUH, onpeaenunTe nornoLleHne
Al, 3aTeMm nobasbTe:

O6paseu unn Kannbpatop 8 uL
TwaTenbHo nepemeluaiiTe, HKYGupyiiTe npn 37°C B TeYeHne 5 MUH,
onpeaenuTe nornotlexHune A2,
3atem paccunTainTe AAmp-canmeparop=(A2-Al) Kanubpatopa,
AAnb-o6pazey=(A2-A1) obpasua
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2.HbAlc
MapameTpei Xumuueckue aHanusaTopsbl
BS-600M
Tun aHanusa MeToA KOHEeYHOW TOYKM
1Ha BOJTHbI
(nepBﬂlﬂHaZ/B:opmuHaﬂ) 660/800 nm
HanpaeneHwve peakuun YBenuuenune
R1 90 pL
O6paszey unu Kannbpatop 8 uL

CwmelwaiiTe, uHKy6upyiTe npu 37 °C B TeyeHne 5 MUH, onpeaenuTe
nornouweHne Al, 3atem pob6asbTe:
R2 30 pL
TwaTenbHo nepemeluaiite, MHKy6upyiTe npn 37°C B TeyeHue 5 MuH,
onpezenuTe nornoulexne A2,
3aTem paccuuTaiite AAnbaic-kanveparop=(A2-Al) kanubpatopa,
DAnibatc-ospazen=(A2-A1) obpasua

3. HbA1c%

3HaueHne HbAlc% sBnsieTcs Haubonee pacnpoCTpaHeHHbIM B OTYeTax.
YkaxuTte pesynbTaTbl onpeaeneHuns remornobura Alc B8 mmol/mol (IFCC)
wnu npoueHTax (NGSP):

MpoTtokon 1 cornacHo IFCC: HbA1lc (mmol/mol)= HbA1lc/Hbx1000
MpoTokon 2 cornacHo NGSP/DCCT: HbA1lc(%)= 91,5xHbAlc /Hb +2,15
MapaMeTpbl MOryT OT/INYATLCS Ha PasHbIX XMMUUYECKUX aHanu3aTopax, npu
Heo6X0ANMOCTM WX  MOXHO MPOMOPUMOHANbHO  KOppPekTMpoBaTh. [ns
XUMUYECKUX aHanusatopos Mindray cepuu BS napameTtpel Ansi peareHTos
NpeaocTaBnsAoOTCA Mo 3anpocy. O6patTeck K  COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCMAyaTaLun 3TUX aHann3atopos.

«Kann6poska» n «KOHTPOJIb KauecTBa» OTHOCATCS K pasaeny «AHanus
HbA1lc B o6pasuax uenbHomn KpoBu c ncnonb3oBaHMeM
LeHTPUdYrMpoBaHms»

Pacuer

C obpasua = (AA obpasua/AA kanubpatopa)xC kanubpaTopa

XuMuueckuii aHanusatop cepun BS onpeaensieT usMeHeHue MornoweHuns
(AA) ¥ aBTOMaTWYeCKW paccuuTbiBaeT KoHueHTpauuio Hb/HbAlc ans
Kaxaoro o6pasua nocne kannbposku.
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Cucrema paccumTbiBaeT pesynbTaTtel HbAlc u Hb B pmol/L (eanHuubr CU).
YT1obbl nepeBecTM pesynbTathl B g/dL (obwenpuHsaTbie  eauHMUbI),
UCMonb3yiiTe creaylollee ypaBHeHMe:

KosdduuneHnT nepecyeta: umol/L x 0,1354 = g/dL.

Passenenune

Ecnu 3HauveHne ans obpasua npesbiwaet 300 pmol/L (Hb) unn 39 pmol/L
(HbA1c), ofpaseu cneayeT pa3secT pacTBOPOM ANA NpeABapwTeNbHOMN
o6paboTku (Hanpumep, 1 k 1) n NoBTOpPWUTL aHanms. PesynbTtat ans Hb n
HbA1c Hy>XHO yMHOXWTb Ha 2. [Ina pesynbTaTta, BbipaxeHHoro 8 mmol/mol
HbAlc (IFCC) u %HbAlc (DCCT/NGSP) ko3adduUMEHT nepecyeta He
Tpebyetcs.

n °
Tun o6pasua EanHnubl CU
LenbHast CornacHo IFCC 20,20-42,06 mmol/mol
KpoBb CornacHo NGSP/DCCT 4,0%-6,0%

ﬂpeﬂnonaraemoe 3Ha4yeHne noJsly4eHO npu WUCNOSIb30BaHWM 3TanoHa, u
koMnaHusi Mindray npoBepuna ero Ha 60 o6pa3suax, NoNyYeHHbIX y toaei us
toXHOro Kutas.

Kaxpas naGopaTopus [ONMXHa ycTaHaBnuBaTb CBOM  COGCTBEHHblE
pedepeHCHbIe NHTEPBabl B 3aBUCMMOCTY OT €€ KOHKPETHOTO PacroNOXeHNst
¥ MOMYNSLMOHHbIX XapaKTePUCTMK, MOCKOMbKY NpeanonaraeMble 3HaueHns
MOTYT OT/IMYaTLCS B 3aBUCMMOCTM OT reorpadui, pacel, nona v Bo3pacra.
Pa6oune xapaKTepucTukm

B AHanMTUueckas YyBCTBUTE/IbHOCTb

Mpeaen 3HayeHus xonoctoro ob6pasua (LoB) u npeaen obHapyxerus (LoD)
onpeaensnn Ha npubope BS-600M B COOTBETCTBUWM C 0AO06PEHHBLIM
pykosoacTeoM CLSI EP17-A2.

Hb: HbAlc: HbA1c%
(NGSP/DCCT):

LoB=4,55 umol/L LoB=1,12 pmol/L LoB=2,97%

LoD=4,94 umol/L LoB=1,17 pymol/L LoD=3,01%
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Mpenen 3HayeHusi xonoctoro obpasua — 3T0 3HadeHWe no 95-my
NPOLIEHTUNIO, MONlyYeHHOe Mo pesynbTataMm N=60 M3MepeHuit 0AHOro Mnn
HECKO/IbKMX 06pasuoB, He COAEpPXalWX aHanuToB, B HECKOMbKNX
HE3aBMCUMbIX Cepusix aHanusa. [lpenen 3Hadvenus xonoctoro obpasua
COOTBETCTBYET KOHLIEHTPaLMK, HWXKe KOTOPOi C BEpOSTHOCTbIO 95%
BbISIBNISIOTCS 06pasLbl, HE coepXallme aHanuTa.

Mpenen o6HapyxeHus onpeaenseTcs Ha OCHOBE Mpedena 3HauyeHus
xonocToro o6pasua M CTaHAapTHOrO OTK/IOHEHUS ANs 06paslioB C HU3KOM
KOHUeHTpauveit. [lpeaen o6HapyXeHWs COOTBETCTBYET CaMOi HU3KOM
KOHUEHTpaLWUM aHanuTa, KoTopasi MOXeT 6biTb O6HapyxeHa (3HauyeHue
AOXHO GbITb BbilLE NPesena 3HaYeHNs X0N0CToro 06paslia C BEpOSTHOCTbIO
BbisiBNeHns 95%).

B [uanasoH usmepeHuin

Cuctembl Mindray cepumn BS o6ecneuvsaloT cneaytowmii AnanasoH
JIMHerRHoCTH:

Twun o6pasua EavHnubl CU
HbA1c% 3%-16% (NGSP/DCCT)
LienbHas kpoBb HbAlc 2-39 pmol/L
Hb 60-300 pmol/L

HbA1c%: [na nonyvyeHus cepvuu pasBeAeHUit B pa3IMyHbIX COOTHOLLIEHUSX
cMelvBaeTcs obpaszey c BbICOKOW KOHUEeHTpaumeit HbA1c%
(npubnuautenbHo 16%) u obpasel C HU3KOW KOHUeHTpauwen (< 3%).
KoHueHTpaumio HbA1c% ans  Kaxaoro pasBeAeHWs OnpeaensioT C
1CMoNb30BaHMeM cucTembl Mindray, AnanasoH IMHERHOCTY MOATBEPXKAAETCS
no koadburumeHTy koppensiumm r = 0,9900.

HbAlc (koHueHTpaums Hb = 100 pmol/L): [Ans nonyyeHus cepum
pasBeieHNi B PasNNUHBIX COOTHOLIEHMSIX CMELIMBAETCS 06pasel) C BbICOKOI
KOHLeHTpauveit HbAlc (npubnusutensHo 39 pmol/L) n obpasel ¢ HU3KOM
KOHUeHTpauwei (< 2 pmol/L). KoHueHTpaumnio HbAlc kaxaoro passeaeHus
onpenensiloT C UCMoNb30BaHMeM cucTeMbl Mindray, AnanasoH NNHERHOCTM
noaTeepxaaeTcs No KoahduumneHTy koppenauuu r = 0,9900.

Hb: [ns monyueHusi cepuu pasBeaeHMit B PasNIMUHLIX COOTHOWIEHMSIX
cMelnBaeTcs o6pasel C BbICOKOI KoHUeHTpaumeit Hb (npubnnsutensHo 300
pmol/L) 1 obpasey C HM3KOM KOHUeHTpauueinr (< 60 pmol/L).
KoHueHTpaumto Hb  Ans  kaxaoro  passedeHus  onpeaenswT
1Cnonb3oBaHMeM cuctembl Mindray, AManasoH NMHERHOCTI NOATBEPXAAETCS
no kosduLmneHTy Koppensuum r = 0,9900.
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® MpeunsmoHHOCTb

MpeunsnoHHOCTL oMnpeaensinu C MNOMOLWbIO Cneaylolwero of06peHHoro
pykoBoacTea CLSI EP05-A310, kaxayto npoby KONMYECTBEHHO Onpeaensin
no 2 pasa 3a OAWH aHanu3, NPOBOAW/IM MO 2 aHann3a B CYTKU B TeYeHue B
obuieit cnoxHocT 20 cyTok. [laHHble MO NPEeLM3MOHHOCTU (paccHuTaHHble
cornacHo NGSP/DCCT) ans KOHTPONbHbIX MaTepuanos U 06pasuos
yenoseka Ha npubope BS-600M 0606LieHbl HKe*.

Within-Run Within-Lab
M
Tun Mean (Demnv ( D'
obpasuos (Cpeanee) S cv e S o
(N=80) (%) (CTAMAAPTHOS .\ bpwumenr (CTOMARPTHOS . bdimument
oncnonenve) (7PN onenonenne) (0o P
(%) (%)

Kowrpons N 5,16 0,02 035 0,02 0,44
Kowtpons P 10,28 0,02 018 0,03 0,29
UenbHas

547 0,02 0,32 0,03 0,54
KpoBb 1
UenbHas

6,63 0,02 033 0,03 0,45
KpoBb 2
UenbHas

9,32 0,02 0,22 0,04 0,46
KpoBb 3
UenbHas

11,38 0,03 027 0,05 0,41
Kkposb 4

*PeripeseHTaTnBHbIe AaHHbIe, Pe3y/bTaTbl, MOMyYeHHbIe Ha pasHbiX NpUeopax u B
PasHblX 1a60paTOPUSX MOTYT OTINYATLCS.

B AHanuTMuYeckas cneunduyHoCTb

1. BHAOreHHble "

O6pasubl C pasnnUuHON KOHLEHTPaLMeN Melalowero BewecTsa roToBuim
nyTem A06GaBNeHNs Melaloulero KOMNoHeHTa K nynam o6pasuos yenoseka,
1 OTCYTCTBMEM 3HAUMMOTO MelIaloLero BO3AENCTBIA CUUTAINCh 3HAUYEHNS
cTeneHn o6HapyxeHus B npegenax *5,0% 0T COOTBETCTBYIOLWErO
KOHTPONILHOTO 3HAYEHMs.

He Habnoaanu 3HauMMOro Melualolero BO3AEHCTBUA yKasaHHbIX Aanee
BEWeCTs NpU MCCNEA0BaHMUAX BMECTe C HUMM C MCMO/b30BaHWEM AaHHOM
MeToA0N0run. HaHHble (paccuuTtaHHble cornacHo NGSP/DCCT)
MCCnefoBaHWi MellatoLero Bo3aeicTens Ha npuéope BS-600M 0606LueHb!
HIKE™.
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awanura
Ackop6uHosas
3 mg/dL 6,64% +0,41%
Kcnota
KOHBIOrMpoBaHHiii
15 mg/dL 6,63% -2,06%
6unmpy6uH
HeKoHBiorvpoBaHHIii
10 mg/dL 6,66% -2,19%
6unmpy6uH
Tpurnuuepna 2000 mg/dL. 6,67% -0,10%
MeTcbopmih 5,1 mg/dL 6,61% -0,40%
U6ynpodren 50mg/dL 6,59% +0,15%
Axaposa 50mg/dL 6,58% -0,08%
Nawapon 200 pg/mL 6,59% -3,07%
Acrvpyh 50 mg/dL 6,56% 0,00%

*PenipeseHTaTUBHbIE AaHHbIE, PE3YTbTaTb!, MONYYEHHbIE Ha PasHbIX MPUGOPax U B
Pa3HbIX 1aBOPATOPUSIX MOIYT OTANYATBCS.

2. NMpoussoaHblie NeMorno6uHos

0O6pasubl C pas/UYHLIMU TUNAMKU MPOU3BOAHBIX FEMOTNIO6UHOB NOAyYany
nyTeM Ao6GaBneHWs MOTEeHLMaNbHO Melalowero KOMMOHEeHTa K nynam
06pa3LoB Yenoseka, M OTCYTCTBMEM 3HAUMMOTO MeWalowero BO3AeicTens
CYMTaNNCh 3HAUEHUs CTeneHn O6HapyxeHus B npeaenax #5,0% ot
COOTBETCTBYIOWIEro KOHTPOSILHOTO 3HaYeHNs.

He Habntopany 3Ha4YMMOrO MELLAIOWEro BO3AENACTBUS Npu AobasneHuu
Creaylowmnx BeWecTs C WCMONb30BaHMEM AaHHOW MeToaonoruu. [aHHble
(paccunTaHHble cornacHo NGSP/DCCT) uccnenosaHuii  Meluaoulero
BO3/1eiCTBUSA Ha npr6ope BS-600M 0606LeHbl Hke*.

KoHueHTpaums OTHocuTenbHoe
Tun npovsBoAHLIX FeMOrno6MHOB
awanura oTknoHeHve
AueTUNMpOBaHHbIi TeMOrnoGUH, nonyyeH
6,50% +0,71%
no6asnenvem 250 mg/dL acnupuHa
Kap6aMuvpoBaHHslii FeMorno6uH, nonyuer
6,61% -1,43%
no6asnervem =10 mmol/L uvarata
HeCTabunbHbIii FeMorno6uH, nonyveH
6,61% -1,13%
£Ao6asnenvem >1000 mg/dL rioKossl
e AaHHble, Ha pasHbIX ue

pa3HbiX 1a60PATOPUSIX MOTYT OTAINYATLCS.
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3. BapuaHTtbl Femorno6uHos

CneundryHOCTb oLy cp: n Femorno6uHa Alc c
STaNOHHBIMM  3HAYEHUSMW ANs 06PasLOB, COAEPXKAlUMX aHoMasbHble
remMorfobuHel, ¥ OTCYTCTBMEM 3HAUYMMOTO MELAIOWEro  BO3AENACTBAS
CUMTaNUCh 3HAYEeHMsi CTereHn obHapyxenuss B npegenax +5,0% or
COOTBETCTBYIOLIErO KOHTPOJILHOTO 3HAYeHUs.

BapuaHTbl retepo3unroTHbix remornobuHos (Hb-C, Hb-D, Hb-E, Hb-S, HbA2)
He B/IUSIOT Ha KONMYecTBeHHoe onpeaenexve MemornobuHa Alc.
CraTucTuyeckve  AaHHble  (paccumTaHHble  cornacHo  NGSP/DCCT)
nccnefoBaHns BapuaHToB reMorno6unHos Ha npubope BS-600M o606ueHb! B
cneaytoueit Tabnvue.

OTHOCH n % ot ot 7
Bapuant KOHLeHTpauumn
remor ~ 6,5 %HbA1c ~ 9,0 %HbA1c
Hb-C 3,42% 3,29%
Hb-D -1,24% -0,74%
Hb-E +1,53% +1,36%
Hb-S -1,05% -1,39%
HbA2 +3,22% +3,85%
Hb-F OTKNOHeHWe NpeBbIwaeT -5%, Koraa KonMyecTso

HbF B o6pasue npeBbiwaeTr 5%*.

*OTpuuaTenbHblii % oTknoHeHWs Ans HbF nponopumoHaneH no senninHe %
HbF, coaepxalerocs B obpasue. Hanpumep, koraa konuyectBo HbF B
obpastie coctaBnsno 17%, % oTkIOHeHUs coctaBnsn -11,6% Ha cucteme
Mindray BS-600M.
MPUMEYAHME: Ha % OTKNOHEHMS MOXET BAMATb HanWuMe MHOXECTBa
BapuaHToB B 06pasue.
® CpaBHeHWe MeToA0B
ViccnepoBaHns KOPpensiuMn BLIMOHAM C MCMO/b30BaHWE 0A06pPeHHOro
pykosoactBa CLSI EP09-A3!l. CpaBHuBanu cuctemy Mindray (Mindray
BS-2800M/peareHT HbAlc Mindray) (y) ¢ cuctemoit cpaBHenus (Mindray
H50/peareHt HbAlc Mindray) (X), Mcnonb3ys oAMHaKoBble o6pasuibl.
CraTucTuyeckne  AaHHble  (paccuuTaHHble  cornacHo  NGSP/DCCT),
NoNyYeHHble NMHENHOM perpeccueit, NokasaHbl B TabnuLe Hmke*:

Y K T 06p

perpeccumn pp (r) (N) KOHLIeHTpauun
y =1,0178x - 0,08688 0,9962 118 4,72%-15,65%
*Penpe3eHTaTnBHbIe AaHHbIE, Pe3ynbTaTbl, MONyHYEHHbIE Ha PasHblX Mpuéopax u B
pa3Hbix 1a60paTopusix MOryT OTAMYATLCS.
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WHTepnpeTauus pesynbTaTos

Ha pe3synbTaTbl MOryT BNMSTb NeKapcTBeHHble cpeacTsa, 3abonesaHuns unu
SHAOreHHble Bewectsal2, EcM  rpadwk peakuunm OTKIOHSETCS  OT
HOPManbHOro, peKkoMeHAyeTCsi NpoBecTun ﬂOBTODHbI;N aHanus U NpoBepuUTb
pesynbTar.

Mpeny n Mepbl TOp ™

1. Tonbko ANA  AMarHocTMkM in  vitro. [Ona  npodeccroHanbHOro
NabopaTopHOro MpUMEHeHUs.

. [aHHbli aHanus npeaHasHadeH TONbKO AN TOYHOMO U MPEUU3MOHHOTO

vn3MepeHus coaepxanusi HbA1lc%. OTaenbHble pesynbTaTel MO

KOHLeHTpauum obuero Hb u HbAlc He cneayeT BkoYaTh B OTYET.

Heo6xoanMo cobntoaaTb Mepbl NPEeAOCTOPOXHOCTU Npu paboTe co BCeMu

nabopaTopHbIMM peareHTamm.

. Y6eauTech B LeNOCTHOCTM YNakoBKW Nepes Ucronib3osaHueM Habopa. He

vcnonb3yitTe  Habopbl C MOBPEXAEHHOW ynakoBKoi. Mcknounte

BO3/I/CTBME Ha peareHTbl MPSIMOTO  CONIHEYHOrO CBETa U WX

3amopaxuBaHne. Mpu  HECOG/IIOAEHMM  COOTBETCTBYIOWMX  YCNOBUIA

XPaHEeHUs peareHToB No/lyyYeHne KOPPEKTHbIX PesysbTaToB aHasu3oB He

rapaHTupyeTcs.

Ecnu peareHTbl 6bi1M HenpeAHaMepeHHO OTKPbITbI A0 MCMONb30BaHMs,

XpaHuUTe WX MJOTHO 3aKpbiThiMM Npu  Temnepatype 2-8°C wu

3alUMLIEHHBIMA OT CBETa, M MX CTabwibHOCTb GyaeT cousmepuma co

CTabW/IbHOCTBIO MPY UCMO/b30BAHNN.

. He ponyckaiiTe cMeluMBaHNs peareHToB pasHbIX NapTUii.

He ncnonb3yiiTe peareHTbl NOCIe UCTEUYEHMS UX CPOKa FOAHOCTU W AaTbl
MCMoNb30BaHNA.

He ponyckaiite CMeWNBaHUS CBEXNX PeareHTOB C yXe MCMONb3yeMbIMU.
W36eraiite o6pazoBaHus NeHbl.

. CnepyeT oXuaaTb NoTepio CTabUIbHOCTU WM YXyALIEHWE KayecTsa Npu
HaZMYNN BUAMMBIX NPU3HAKOB YTEUKM, BbiNaAeHWs 0Caakos MM pocTa
MUKPOOPraHM3MOB, a Takke eciM KanubpoBka WA KOHTPOSbHbIE
onpefeneHns He  COOTBETCTBYIOT — KDUTEPUSM,  yKasaHHbIM B
NWCTKe-BKNaAbIWE W/UnK ANs cucTembl Mindray.

. HagexHocTb pesynbTaToB aHanMsa He rapaHTMpyeTcs B Ciyyae He
CO6/110/A€HUA MHCTPYKUMIA, NPUBEAEHHBIX B AaHHOM JIMCTKE-BKIaAbIle.

. CoAepXuT ~KOHCepBaHT. 3anpelaeTcs npornateisate. Wsberaiite
KOHTaKTa C KOXeil 1 CIM3UCTbIMU 060M10uUKaMU.
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10.Mpun cnyyaitHoM nonagaHWW peareHTa B raasa MAM PoOTOBYIO MOJIOCTb, @
TaKkXKe Ha KOXY HEME/NEHHO O6M/IbHO MPOMOWTE MOPAXKEHHbIE y4aCTKM
60NblINM KONMYECTBOM BOAbI. MpK HEO6X0AMMOCTM o06paTuTech K Bpady
ANS MONYYEHUS MEAMLIMHCKOM MOMOLL.

11.Macnopt 6esonacHocTn MaTtepuana npegocTaenseTcs
npodeccroHanbHoMy Mosib30BaTeNio Mo 3anpocy.

12.YTunusaumnsi BceX OTXOZOB AO/KHA MPOM3BOAUTLCS B COOTBETCTBUM C
MECTHBIMU MpaBuIaMu.

13.Becb uenoBeyeckuit MaTepuan  CNeAyeT CuYuTaTb  MOTEHLMAbHO
VH(EKLMOHHBIM.

14.Bce BbiSBNEHHbIE PUCKW GbUIM CHWXEHbI HACTO/IbKO, HACKONIbKO 3TO
BO3MOXHO 6€3 HEraTMBHOTO B/IMSIHMS HA COOTHOLLEHNE MONb3bl U pUCKa, 1
06LUMi1 OCTATOUHBIN PUCK SIBISIETCS PUEMTIEMbIM.

15.0 nw6oM cepbesHOM WHUWAEHTe, NpoM3OlWeaWemM B CBA3M C 3TUM
YCTPOWCTBOM, HEOEX0AUMO COO6LLATb MPOU3BOAUTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPOV OTHOCKTCS NO/Ib30BATENb W/UN MaLMUeEHT.

16.370T Habop COAEPXUT KOMNOHEHTBI, KnaccuduumupyeMble B COOTBETCTBUM
c PernamenToM (EC) N2 1272/2008 cneayrowmm o6pasom:

&

OnacHo!

H317 Mo>XeT BbI3blBaTh aiepruyeckne peakumm Koxm.
H360D MoXeT Npu4MHUTL Bpes pebeHKy B yTpobe maTtepu.
Ha12 Oka3blBaeT BpeaHOe BO3Ae/iCTBME Ha BOAHbIE

OpraHu3Mbl C ANNTENbHBIM 3heKTOM.
NMpodunakmmka:
Mepea Mcnonb3oBaHMeM 03HaKoMbTeCh CO

P201

cnewUmasbHbIM1 UHCTPYKLAMU.
P280 HapeBaiiTe 3alUMTHbIE NEpYaTKN U 3aLUNTHYIO OAeXAY.
P261 W36eraiite BAbIXaHWUs TyMaHa/napoB/a3po3onei.
P273 He ponyckaiite nonagaHuns B OKpyXalowlyo cpeay.
P272 He ponyckaiite nonagaHus 3apaxeHHoii paboyeit

oAexabl 3a Npeaensl pa6oyero MecTa.

Mepbl pearmpoBaHus:

Mpyn BO3AEICTBMM MM MOTEHLMANbHOM BO3AEACTBIAN:
O6paTuTeCh 3a KOHCYNbTaLMER/NOMOLLbIO K Bpayy.

P308+P313 |
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P302+P352 nen I:IOI'IA,ELAHI/II/I HA KOXY: O6unbHo npomoiite
BOAO.

p3334p313 | 1PV BO3HMKHOBEHMM PA3APAKEHUs KOXKM WIN Cbinh:
O6paTutech 3a KOHCyNbTaLMel/NoOMOLLbIO K Bpayy.

P362+P364 CHUMUTE 3apaXeHHYI0 oAeXAay U NocTupaiiTe ee nepea
NOBTOPHbIM NCMO/b30BaHNEM.

Vi
YTunusnpyite coaepxumoe/KoHTeiHep B

P501 pa3speleHHbIx MecTax c6opa onacHbIx
WK cnelnanbHbIX 0TX0A0B B COOTBETCTBUN C NK0GLIMM
MECTHbIMW Npasnaamu.
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YcnosHble 0603HaueHns
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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 1 mper

Az
~d4i-
AN
a
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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