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Harmonizing Glycated Hemoglobin Testing
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Technical Specification

Method High-Performance Liquid Chromatography (HPLC) . - ®
Sampling Cap-piercing of primary sample tubes; sample cuvette Q I n I e

Working Mode A1c-R Mode, A1c Mode, A2/F Mode
Thoughput A1c-R Mode: 30T/H, Alc Mode: 24T/H, A2/F Mode: 12T/H 1 System, 3 Test Modes
Precision CV=1.5%

Auto Sample Loader = 15 sample positions,CAL1(QC1),CAL2(QC2), STAT sample position

HPLC Hemoglobin Analyzer

Sample Type Venous Blood, Finger Peripheral Blood

Test Sample Volume | 5ul Whole Blood

Linearity Range HbA1c: 3~20%, 14~191mmol/mol; HbF: 0.3~18%; HbA2: 0~10%

Heating System Column temperature control within 40°C+0.2%
Photometer 415nm LED
Printing 57mm*50mm
USB Interface Support LIS system, support remote online upgrade
Barcode Optional external barcode scanner
Display 10.4 Inch Touch Screen
Storage 7500 sample results

Report Parameters HbA1a, HbA1b, HbF, LA1c, A1c, HbAO, A2, Variant (E/D/S/C)

Operation 5~40°C
Humidity 30~75%
Power 115/230V, 50/60Hz

Dimensions 378mm*610mm*470mm

Reagent System Eluent A, Eluent B, Eluent C, Hemolysin L
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Product Advantages Product Advantages

(X Easy Maintenance »

A Daily maintenance conducted automatically
by the machine

A . . (| .
=7 Flexible sample loading » @Slmple Operation »

A Support for fingertip blood samples A Store the column at room temperature

A Automatic sample mixing

A Supporting original calibration products and
QC products

470mm

A Cap-piercing of primary sample A Patient specimen information automatic
tubes barcode scanning
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STAT sample position

A Auto Sample Loader A Reagent inside the analyzer

1 STAT sample position RFID Inside
Eluent A ‘ ‘

CAL1(QC1)
CAL2(QC2) Eluent B
15 sample positions Eluent C ‘e Reliable results »
Hemolysin L

A No clinical interference with labile A1c,
Variant HbC, HbD, HbE, HbS

A Excellent precision: CV<1.5%

A 10.4-inch HD touch screen
A Simple and intuitive user interface

A Excellent Performance Comparison

@ Fast turnaround time »

A Three mode using same reagent HbA1c

A A1c-R: 118s/Test
A1lc: 150s/Test

A2/F: 300s/Test
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92%-95% A Normal Range: 4.0%<HbA1¢c<6.0% .

A High Risk Area: 6.0%<HbA1c<6.5% B
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‘ ‘ A Diagnostic Cut Point: 6.5%>HbA1c ,
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Detailed Chromatographic Result »

A Common hemoglobin variants appear
in dedicated windows

Date: 2023/05/09  16:59:45
No: 000203 1D:0022
Date: 2023/05/09 09:12:13 Method: HbAlc
No: 000608 1D:0234 Patient ID: 35412
o 5 HbAtc  57% NGSP

Method: HbA1
Date: 2023/05/09 14:14:08 Patient ID: KHAN (4.0% - 6.0%)
No: 00049 1D:0156 HbATc  9.6% NGspt 38.8mmolimol  IFCC
Method: HbA1c (4.0% - 6.0%) eAG: 116.9 mmollL
HbATc  53% NGSP 81.4 mmolimol ~ IFCC
@.0%-6.0%) AG: 228.8 mmollL “
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° 2 4 M A o35 oooer 007 LAc 075 00024 002
Atb 046 00085 005
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F 055 00089 008
A 026 Qooes %01 LA1c 07100099 008
Atb 045 00044 005
F 055 00014 002
A0 151 06427 549 Tolal Area: 1500.7
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Total Area: 1169.0

HbD/E: 28.2%

HbS: 38.1% HbA1c:5.7%
Non-diabeti tient
HbC: 42.6% HbA1C:9.6% on-diabetic patien
HbA1c:5.3% Diabetic patient

Non-diabetic patient

B-thalassemia results can be reported
T Quick test mode

Date: 2023/05/09  16:03:32

No: 002231 1D:1193
Method: HbAZIF Date: 2023/05/09 16:47:40
HbATc  47% NGSP No: 001256 1D:0019
@0% 6.0%) (i
27.8 mmolimol  IFCC HoATc  54% NGSP

HOF  01.0%

HbA2 02.9%

eAG: 882 mmollL
(1.5% - 3.5%)

(4.0% - 6.0%)
35.5mmol/mol  IFCC.
eAG: 108.3 mmol/L
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NAME  TIME  AREA

o 2 4 ()6
Ala 020 0015.2 01.9
Atb 031 00037 005 NAME  TIME AREA %
Ala 017 0006.6 00.8
Atb 022 00055 007
F 33 00019 002
LAl 04500103 013
A0 16 07506 937
0807.7 Total Area: 0800.4
HbA2: 2.9%
HbF: 1.0% HbA1c:5.4%
HbA1c:4.7% Non-diabetic patient

Non-diabetic patient

Authorized Certification »

A | affinite 1l successfully obtained
NGSP institutional certification
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