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Verification Analysis and Related Research on the Performance of Mejer-1800 Urine Sediment

Analyzer for Urine Sediments

Zhihuan Liu, Hui Luo, Guowei He*
Laboratory Department of the Third Affiliated Hospital of Sun Yat-sen University, Guangdong Guangzhou
510630

Abstract: Objective: To explore the Performance Verification Analysis of Mejer-1800 Urine Sediment Analyzer for Urine Sediment
Components. Methods: To verify the relevant performance of Mejer-1800 Urine Specimen Analysis System according to YY/T
0996-2015 “Urine Formation Analyzer (Digital Imaging Automatic Recognition),” WS/T408-2012 “Linear Evaluation Guidelines
for Clinical Chemical Equipment,” and WS/t402-2012 “Development of Reference Ranges for Clinical Laboratory Tests.” Results:
Instrument running status, detection limit verification, precision, stability, reportable range, carryover contamination rate, biological
reference range, clinical applicability detection, and identification rate verification of Mejer-1800 Urine Specimen Analysis System,
which meets industry standards. Conclusion: All performance verification indicators of Mejer-1800 Urine Specimen Analysis System
meet industry standards and totally meet the needs of clinical testing.
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PRIEA T B 38 PR R B 5 R By R 46
re ARG AR A, PRIA T B A AR
PRG3R H AR H , 2 H] T3 PR AR GE B 3
b Kl B2 WAL T RO, IR % e 25 V-1, 1F N
BV P05 £ e B 12 W DAL A R AT 0¥ S8 XIS D £l 48 1
Uo BRI T S3 FUR I T B — Rl M 1 BRI T 15
Beo7i%, AT % S OUTE G A TR A B B
W53, ERTARIE  SE ATt R R R 1A TR )
17 H AT LR A I 2 A Ty, InZ0Amie. A4, b
FEANML. AT S, RRAEAR, SHEAREEA CESR T
ZMRAE . HET, AT BEEEIRBIEAR AT AR B RS R
W Z AR, AELER IR KM, N
T35 15 45 2847 T B 0 (KR R R A 2R A8 v SR AL DI PR
VOO AT 2 Wi PRAGL U 75 22 A (RIS 5 28 P PR DT B A AR
W3R o ASHIE TN B PRI 73 M X Mejer-1800 AT (451X
SR, RS e, TRV S g,
LX) A — Bk, ) FR A R AR AR BRI BRI,
A B PR SE bR S R it 555

1 RS

« 110

1138 SRR &

o FHER DI & 47 97 B BR 22 7 Mejer-1800 JRIEIT
N K BRI &, RS HERFRgEY, R
RAF, ZENRETEE.

1.2 ZL40A0 . PR

AT FEET F R T bR #EY) 5T NIM-RM2028 5 [ 71
BRI BRI, 1 B 7 R W 4
o fRR P LT A B N ABO il 784 s 5 78 F 40 401 it 3k
Flf (H LW MRENELGERITTEAT) o O Mg
BB, B IR AR N B MR 2R
B B R A

1.3 96 &

1.3.1 Z i brHE

G YY/T 0996-2015 (€ FRIGAT T AT B A CBUT 1k
BEBRFD Y . (WS/T408-2012)  Ilfi S fb 2 13 4% 28 1
TEMFERY) « (WS/Mt402-2012) (Il PR 52 56 546 36, 151 H
X AN ) S SR e AP R IR T %

1.3.2 ¥ % BEIGIE T &

FC 1 BE 45 1 29 29 50 4> /ul K200 AN /ull [ 41 28 i



@ Universe

EAREZFH: 2023 F 5% 104
ISSN: 2705-0939(Print); 2705-0475 (Online)

P20 S T 3 R 20 YR 45 B, S ME . SD I
CV 1H. FIWARAE: 50 A /ul 413K B CV<25%, 200 4>/
uL 4HAIRE CV<15%.

1.3.3 46 H BRI 3G 77 &

BLAKPAZ 54/ w L BILT 4 A (A 41 i s A 5
Kl 20 ¥k FIBTbRdE: 18 L UL BRI R RF 04/
L YN RAE#E .

1.3.4 Fa e Mt IGE 77 &

FHIR 2529 200 A Jul 2040 i B0, IR AT IR 4,
S BIAEFENLTR S Oh, 4h, 8h XIAEAII& 10 7%, 15T
BEERMAB TR AIBibRE: CV<15%.

1.3.5 2 i ) R P i 45 0 R 36y

FARBEICR IR BE 20 3500 4 / L AT 4 2 4% A
FIECEE (1:1. 1:20 1:4. 1:32, 1:128) FBERL 5 A AS [ 7K
SPAERRA, RSB PRARE LN E 3k, H LA
H5HSEELE, K AR mEa ;e =
PIE x5 (X3 HBhmRAE S0 o HWrbrdE: AL y =
ax+b [ B2 %L 12>0.975, a 78 120.05 1 N HIB bR .

1.3.6 #5475 Y2 I 0F 77 &

4TI T 5000 A /ul (19 4T 20 2 5 A0 28 5
TEATAS I, et s B RE A E ST =V, R4 43
v H1, H2, H3, #R)5 0 BISHRAE REASE SR =k, &
MBS 58 L1, L2, L3, 4% FAA 5y Jesx.

(L1—L3)

oI5 Je R = (3 —1.3) *100%

FIWTARAE: #5775 442 <0.05%.

1.3.7 B S X AR T &

I 40 1) 3R MR AN FES AN, 53 20 9, Zobk
20 4], A1 Mejer-1800 JR T 53 AR Ml R A TE )4
B EE S RE NS H XA, S5 MR IR S5
ERITHSHXEME. AIWPRHE: 8 SR
WA 2 4

1.3.8 I A3&E P B 4IF 7 6

il AL T 22 2D 200 31 R JR I b AR 147 43028 A6 ) A 4
o, DABRRE 25 R Oy ahndl, RBANXE n= t RIS/
tE x100% HHEAANE. ARMERIERAMER, Fn
NBBATEER, RSBV AN g AN TR AR
P 2 SR 5 A A s R B i 2 SR b A B i, T A v

PUERBIPESR <3% NI brdE. AN 3547 Kappa — M0 #r

1.3.9 YU 2 0GR 7 &

I RS BRI E R 0 150 I R R I bR A
HEATACER A M A AG, PR 21 40 45 A 2 I 2 40 9 9 e
A 90 Uy, VRN AN T A 2RI Al AR A & b
90 1y, VPN TFF A R B AR A S D 30 43, FE AR
C= (t1 +t2) /tHxI0%IHEFEE, CHE
MR TFEER, 1 B RGNS 5 F R
PERIARAEL, v 2 Bk 25 SR DA ol 45 S [R) S BH 14 1
FRASEL, ¢ BN EARAE . Bk gl SLBH FH ) 8 SUE AL
a0 (5A/ wLl) . [AgHiE (74 / pl) L BM 1A
/ w L) o HbRdE: CLgIfE>70%, C AL >80%,
CHEM>50%.,

1.3.10 [ESRES

7E SmL AJRFEA R INNZ 78 0 1R 2I 0 SmL FRdE NIM-
RM2028 ¥ CERAEFRHE A -5 N JEFE AR R LE A 2377 2R
FL ARG B 5 TR VG B D, RN E A
3, AR RN Z R=(c*(V,+V)-co* V) (VEe,)¥100%,
Forp R= FICR; V=N AAREE R EERL V= NBREAR
FIEF o= NIRFEA I AR I G R DUVR B co= A
PEREAS R IIR T s o= ARAETE IR IR T

1.3.11 Giil22 b e

S PS5 1K F) SPSS25.0 45 -84 147 43 B Al Ak
FEiEN

248

2.1 SEIR I A

S 7 AN A 15 U2 S5 G 0 S U A R R Y A S I
R, SIS E AR L) KPR ME S Bk HR 220V, RS
22°C, MIXHEE 60% %,

22 \EEM %) WirdR

W1, EEMBEMIRELAMER (50 4 /ub) 20 &
A5 2 CV N 16.07%, A E 20 WK T 2040 i &
W (200 S D AR R E CV N 11.67%, £ 6 FI 52 b i
A 20 AR (A MBI (50 A D 57 /AN
19.11%, FENE 20 KSR E AR (200 4 /ul) 48
SR CV J99.36%, ¥R HIERRIE.

F 1 Mejer-1800 JRIEHTHE 43 BT A £L 41 (1 40 S A 25 ) 50 AIE

(=] V(%) FIBTHRIE Fie
52 4™ ul 16.07% CV < 25% SE:hU
LT ZRAR
208 A ul 11.67% CV < 15% E=hul
47 4 1l 19.11% CV < 25% ‘it
=Pailiz)
2124 1l 9.36% CV < 15% E:hul
2.3 K HH PR IS IE 25 S W AT 20 REENE, &HA 19 RIERELE, 1

WK 2 B, 5A ul 4Bl A 4 4 ul (41 &

eI .

111 »



EAREZHFS: 2023 F 5% 104
ISSN: 2705-0939(Print); 2705-0475 (Online)

@ Universe |

7 2 Mejer-1800 JRYETIHL 7> A L 20 ML 1 200 MO A H BR IR IE 45 R

Fs FIlRT | 45
112|134 (5(6[7[8|9] 10| N1 12 13|14 |15 16 | 17 | 18 | 19 | 20 | #nE |18
¢ ZHRR 20K
B&G|6[2|0|4|3|5(1(3|5| 1|36 |3|5]|6|4|7|5]|2]2 /|
Nl H18 @
SEL) REE |
B®RM4|4|3|0(3|1|4]7|4|5]| 3 6 3 4 4 6 2 7 2 4 4 | BXK
Nl Fo0
2.4 B MR ISR 4 iV A 10 U, X R AR S RN 7.82%

WL 3, UG FFUE AR, 4B FF NI 46 4L 58
G (Oh) « 4h. 8h =AM ] S X5 ¥ B 4 200 /> /ul 21 4]

11.19% F1 11.15%, CV 35/ T- 15.00%, & g P36 0F ) e d st o

3 Mejer-1800 RIBITIA 73 Hr A Aot g VEIHIE 45

FFHLE (8] cv FIFrAR g
Oh(Fi#E) 7.82%
4h 11.19% CV < 15.00% \ig
8h 11.15%

2.5 AR EE (RETEED SRIESh
25 PE BT 280 12=0.9979, a=0.9957, Z1EuH B i,

ARV 0-17275 (AN/ p L), HERE .

4,000.00

Y

3,500.00

y=0.9957x +63.242

3,000.00

RZ=

0.99?9/'

2,500.00

2,000.00

e

1,500.00

* Y

S (v)

1,000.00

/

500.00

0.00 ; T T

0.00 1,000.00

2,000.00

3,000.00 4,000.00

P AR T (ZetEVaD RESE R

2.6 Ao YR UELE R

ICERATIN A5 R AL AR . A0 35 75 e 12009 0.00%,
FEE P AsdE, EE .

2.7 % [X A BE L R

20 LA B T EREA AT T R R S5 R B 7, JR
ZLA0 M 2 X (] (0-5 A /) FIREAS 0 1, JR 3 40
IS E XA (0-7 4 b BIREA 1], FRiEE R
ZHEXE] (0-1 4> D) IIFEA 04, Btk 22 X (A ik i i
20 1 WA R VEREA FRA T o B 45 R o, JRZLAR
Jfa ik 225 XA (0-9 A D) BIREAS 1B, R 3 40 i
Z2IX A (0-14 4 b [IREA 11, JRIEWIE M 2%
BXTE] CO-1 AN /ul) IREAS O 1], ZetEZ X SR uEE T .

2.8 I A F PR SR UE S5 2R

PRECAAME . I AHRRANE B BB A VE R S 75 5 2R (R

B 2% <3%) , IS iFidid. 200 FIAEA d, I A R 40
UMK 54 451, RS R ZLANRD 146 9], ACESAS Y 2040
51 ], Kappa #H < 14 96.1%, E {5 X [A] 0.918 - 1.000; T
S IR NS 83 ], RAG HUR AR 117 B, (X%
for th A4 81 49, Kappa #HGHE: 97.9%, EAFXI[A] 0.951 -
1.000; YL BL R IE W5 BUAG HH 29 4], RAGHIEIIE T 171
B, AXERAS H B I R 37 45, Kappa A6 81.8%, IS
[X 8] 0.696-0.939, KB PP 7 iE A 1 R 4T

2.9 I TGRS R

WK 4, SAEGEOUTESRALL, A IR 2040
WG 2N 92.67%, EF] >70% FIER, Wik@; JR
4R 75 22 94.00%, 35 F >80 % [ TEsR, BaiiF il it

JRE TR BT A %08 99.33%, ik 51 >50 % ) E R, I iEE .

K 4 Mejer-1800 JRIE TTIE 73 BT AR FF 5 2R I0UE 45

US| %8 () t1+t2 HEE (%) PREZR (%) Zie
gl 150 139 92.67 > 70% i

“112



@ Universe
Scienuific Publishing

IGRESAFZT: 2023 £ 5% 10 H1
ISSN: 2705-0939(Print); 2705-0475 (Online)

=Ei) 150 141 94.00 > 80% B
] 150 149 99.33 > 50% B

2.10 [R5 S
VL2 5, WU 2 B ASORT BR 21 41 B 1 200 £ 1] i 2253 5l

9 105% F1107%, 1£ 90%-110% JEE A, IeiFiEid, T &
NAER BN LT, I

2% 5 Mejer-1800 JRIGITIE AT AL . 4R [l A a2 3

e BRERE (0 NERE (¢o) FRERE (¢) EE (R) e
LT 4HAR 329 1 627 105% b
=Eilil 295 0 550 107% b
E]
' Bl
- @}
El .
i}
K 2 gj
K20 B3 3 NAXER BT IR 4. A .
3R rh [ 27 42043 5. ,2019.14(050),97-98.

i 25 EILAT I PR ST 6 = A A 0 A A S AR B0 DR 3
BT AR TR S, SEI 4 E S RIBE T o b AT B R
B m R E SR S Bt BA IO B P B
T AT (7 R AT A B o A B AR AR L, B GRS
AN R A 18553 HeA TR R 25 2 o HT 44 34
REfp A 286 = TAE N R ILE &5 B, AT EE 40
B PUE OB TR, R B AT E NIRRT R
HMS T i B AR, O780

AR 5T Mejer-1800 bR i IS 43 M A AT 4120 1 1 i
IO, (X BRRA . MR, 20, EANI RS 25 5 . R ik
WG e EMSHIX 0] Ik ARIE AP . Kappa — 8.
PR IGAUE FF A AT M AR LR, 20 40 i ] 4 5 3 R
2R M [FH 250 1°=0.9979, 17>0.975; a=0.9957, %51kt B
U, ATHRASFE L 0-17275 (A Aal) o fELL. A0 [
POREE T, B A5 105%. 107%, ARS8 2 A 7 2,
AHE T BRVEAE T, K020 1 BE B IE (ST %o PR 2T 40 P 5
EAI0E, AW HAREMS (g, &8 ST 04,
AT AR B R A R i, A REHER 1K 73 25 H 4
AR, SRR, SRR R AW, [ AR B
TR R B ARG I 22 R ) R R R B G, H R ) R
Xof Ll F) 2= fh A AR B s 4 RPN A B AR R IR, B
AT e RS 45 . JRIRSE W% A 5 IR/ 2R
PR TR BT IEART I, AR TR 2 iRAE 2,
[ Pt R A2 O R

SEIWR:

(1] BARA . 22 4338 Bk 2 20 T Do V0 00 2 R A A8 3 #T [0].

[2] B2, G =, o TH . 4 B AR S HE URE (M) 4
R N R Hip kL ,2006,160-174

[3] A, Bk, 2845 1026 ] R AT S
R B IR E A R A R (0], Rl Sk
PR ,2020,17(22):3282-3284.

A S 1 S o = b7 B N =R L
FRSRAIE 5 285 S 44T (], 0o 1) ,2020,15(11):41+43.

[5] ERR, BB 0 T @A RIS 7 G0 S AR 1)
RIS [J]. e PR 2= 245 S0k 1 2% 75 ,2020,7(38):136.

[6] ATAH , RS, KRR AE . AN [a kil J5 358 R 43 BT A 1)
I S I8 P R S5 A6 BRI [0, K36 2 2 S5l R ,2019,16(13):
1852-1855+1860.

[7] GB Fogazzi, G Garigali. The different ways to obtain
digital images of urine microscopy findings: their advantages
and limitations[J]. Clinica chimica acta, 2017, 466(3): 160-161.

[81 B WARK . PRI T B2 B E shAL IR B2 Y S5 1E e (0]
PRZiHTHY ,2019,4:217.

[9] AR , (LN, B0 | 30k SAS I IR DT AT
SEPESIHT [7]. H PRI % ,2008.37(06),637-638.

(10] iyt =F . ey i 23 1 A e P S SR BT
7T [D]. KHFI T K ,2021.01.

(1] ARIBEEE . PRUTHE LA BB AT T8 23 13- 0l 5 25 A
] N5 e SRR ,2019.15(32),202-203.

[12] =i i 1Q200 4= H 3 JR W 73 X 5 N L%
A o e Sl N O 5 A ) G S ES 5/ S
& ,2016.16(07),1071-1073.

113 »



