58 Modern Instruments & Medical Treatment, 2025, Vol. 31 No. 5

EExIE-
SYSMEX XN-3000 £ B zh I i 53 #r A B #E R i e fg B IE 77 ==

VFRE MEESR TEARME Rt AN

CGLH B RMELERERA, L4 214086 )

(FZE] HK X TISO 15189% 7 4 @ i & % K £, %t SYSMEX XN-30004 # b i 5 4 A1 BUA Ml & 4 # 47
R BARVE & WA, OF i R H ¥ AR I TAE R ISO 151890 7 F ok B R . iR % B WS/T 347—2024( 1 28 f o 47
R 45 8 ) WS/T 406—2024 i JR i 7 A 30 # Al 50 B 2 AT JT & A5 ).CNAS-CL02: 2023( [E ¥ L % R & fndh A A 7
U ) .CNAS-CL02-A001: 2023 ( [£ 5 52 5 % JiT & A0 68 A7 A 7 v U 49 B2 f % 5K ). SYSMEX XN-3000 % # # 15 F it % #
S SYSMEX XN-3000 4 5 i & 2~ 37 BUR E KA o & 363 42 7, % SYSMEX XN=3000 4 # 3 i i 4 47 B8 AT B, 1R
BT AN B TR A b E R A A AR RE R 4 At B 4 B WBC ). 41 4 fi( RBC ). iz 40 & &(Hb ). ofr 28 A b &
(Het) (i ZNARCPIE ) T 35 27 40 J AR AA(MCV )T 3 410 40 jig fn 21 2 & 4 E( MCH ) F 34 21 40 g if 21 2 & 3% E( MCHC 84>
FAY B HATROE GBI, B R EAN AR RAFER AN E, R SYSMEX XN-30004 8 3 fn % 4 A SR/ A
o AR B0 T, A AL E B B B T AT A X AR, 8518 SYSMEX XN-3000 4 B ) i i o AT 3K B T I AR i
LB E TR, R ISO 15189 A T % F (L #8 A% v oy ZE R,

(XA ] 1SO 15189; ) & & 4K % 54 B o) i i 4 AT 00 B s BUE 5 3 1

[RESHZEE] THT7 [@k4Ri28 ] A [DOI] 10.11876/mimt202505009

Calibration and post—calibration verification protocol for SYSMEX XN-3000 automated

hematology analyzer

Xu Ronggqin, Shi Yuquan, Wang Dongye, Zhu Yanzhong, Li Jie"®

(Department of Clinical Laboratory, Taihu Rehabilitation Hospital of Jiangsu Province, Wuxi 214086, China)

[ Abstract] Objective To establish a comprehensive quality management system based on ISO 15189, performing
calibration and post—calibration verification for the SYSMEX XN-3000 automated hematology analyzer system, ensuring
compliance with routine laboratory testing requirements and ISO 15189 accreditation. Methods Following established calibration
and post—calibration verification protocols for the SYSMEX XN-3000 automated hematology analyzer—based on WS/T 347—2024
Guidelines for Calibration of Blood Cell Analyzers, WS/T 406—2024 Quality Standards for Common Clinical Hematology Testing
Items, CNAS—-CLO02: 2023 Accreditation Criteria for Quality and Competence of Medical Laboratories, CNAS-CL02-A 001:
2023 Application Requirements for the Accreditation of Medical Laboratories and SYSMEX XN-3000 Instrument Operation
Manua, the SYSMEX XN-3000 automated hematology analyzer was calibrated. Before calibration, it’s necessary to confirm
that the instrument’s working environment and performance requirements comply with standards. Post—calibration verification
was conducted for eight key hematological parameters: WBC, RBC, Hb, Het, Plt, MCV, MCH, and MCHC. Verification methods
included quality control testing and evaluation across different sampling modes. Results The SYSMEX XN-3000 automated
hematology analyzer passed calibration, and post—calibration validation was successful, confirming its suitability for clinical testing

within the defined calibration interval. Conclusion The SYSMEX XN-3000 automated hematology analyzer met calibration
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standards and post—calibration verification requirements, fulfilling the demands of clinical hematology laboratories and satisfying the

instrument calibration requirements for ISO 15189 accreditation.
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JEHIESR 0.210~0.290 0.144~0.176 0.060~0.080 —0.037~-0.054
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WBC RBC Hb Plt

R (x10L) ( x10%/L) (g/L) ( x 10°L)
BOI 0.00 0.00 0.00 0.00
B02 0.00 0.00 0.00 0.00
B03 0.00 0.00 0.00 0.00
Ko ok <0.1 <0.02 <1 <5
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UL WBC (G 10L) - RBC C10sL) ) (%) (x10°L) (L) (pg) (gL

2 6.56 5.36 157 46.6 247 86.9 29.3 337

3 6.61 5.41 158 46.9 257 86.7 29.2 337

4 6.55 5.45 158 473 253 86.8 29.0 334

5 6.72 5.48 159 475 259 86.7 29.0 335

6 6.63 5.34 157 46.3 261 86.7 29.4 339

7 6.60 5.38 155 46.7 260 86.8 28.8 332

8 6.60 5.40 156 46.7 254 86.5 28.9 334

9 6.48 5.35 157 46.4 257 86.7 29.3 338

10 6.59 5.44 158 472 256 86.8 29.0 335

11 6.62 5.40 155 46.9 257 86.9 28.7 330
¥ 6.60 5.40 157.00 46.85 256.10 86.74 29.07 335.12
brifE 2% 0.06 0.05 1.33 0.39 4.04 0.12 0.24 2.73
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WDF-X HEAE £2.0 169.7 168.1 169.7
WDF-Y HEMH +3.0 97.4 98.5 97.7
WDF-Z U £ 2.0 124.5 122.9 1243
RET-RBC-X A + 1.0 25.2 24.7 25.5
RET-RBC-Y A +3.0 165.0 161.5 165.0
RET-RBC-Z U +3.0 26.3 24.6 26.7
WPC-X HEAE £3.0 207.6 207.1 207.1
WPC-Y HUME +2.0 192.8 191.6 193.0
WPC-Z U +2.0 147.5 147.0 147.1
PLT-F-RBC-X AR +2.0 89.5 90.6 89.6
PLT-F-RBC-Y fEME +3.0 232.9 231.6 233.0

PLT-F-Z HUE +3.0 34.4 352 34.6
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G WBC RBC Hb Hct Plt MCV
( x 10°L) ( x 10/L) (g/L) (%) ( x 10°L) (fL)
¥fE 7.06 437 121.80 36.18 223.70 82.77
T2 it HE{EL 7.286 4332 122.4 35.65 222.0 82.3
AR A (% ) 3.13 0.90 0.49 1.49 0.77 0.57
VAR —51 (%) 1.5 1.0 1.0 2.0 3.0 1.0
VRS 5 (%) 10 10 10 10 15 10
e F 72 TR AT UE NFRME N Tidie R N T
M HME S 100.7 100.8 99.8 98.4 101.1 THAE
HRM IE 100.0 100.8 99.8 98.4 101.1 P
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K WBC RBC Hb  Hct Plt MCV
WEC (x100L) (x10%L) (gL) (%) (xI1P/L) (fL)
2 7.29 437 122 363 221 83.1
3 7.18 438 122 361 230 82.4
4 7.16 4.34 121 355 229 81.8
5 7.44 4.40 121 36.0 227 81.8
6 7.24 437 121 359 226 82.2
7 7.41 434 121 359 224 82.7
8 7.20 435 122 359 227 82.5
9 7.17 434 121 357 228 82.3
10 7.23 436 121 36.0 220 82.6
11 7.34 436 121 359 222 82.3
¥fE 727 4.36 12130 3592 22540 8237
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i H WBC ( x10%L)  RBC ( x10%L)  Hb (g/L) Het (%) Plt ( x 10°/L) MCV (fL)
A 3l R A 6.17 4.49 139.90 43.77 233.60 97.83
F A E 6.13 4.48 140.60 43.63 230.10 97.58
AR R s (%) 0.66 0.09 0.50 0.32 1.50 0.26
VR (%) <50 <20 <20 <3.0 <70 <3.0
45 5L e R X R B R L
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8 RCUET T AT I 45 5 x4 2R
HiH WBC ( x 10L) RBC ( x 10%L) Hb (g/L) Het (%) Plt ( x10L) MCV (fL) MCH (pg) MCHC (gL)
W21 2.40 0.68 0.00 0.49 0.40 0.22 0.65 0.61
E=Y) 0.35 0.54 0.00 0.29 1.54 0.22 0.66 0.31
i 2% 3 1.20 0.47 0.96 0.60 3.54 0.13 0.82 0.32
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X R G % (%) 100 100 100 100 100 100 100 100
45 5L B B i G B G Gy %
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