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[Abstract] Objective
formance by using high performance liquid chromatography (HPLC). Methods

To evaluate of fully automated glycosylated hemoglobin analyzer HLLC-723 the G8 per-
According to the United States Na-
tional Laboratory Standards Board EP5-A, EP9-A document requirements, different concentrations of glycated hemo-
globin ( HbAlc) were determinated. The instrument precision, accuracy, carryover, linearity were evaluated.
Results The results of CV was less than 1. 0% ,inter-assay CV was less than 1. 3% ;accuracy could meet the crite-
ria;carryover was less than 2% ; HbAlc was in the linear range of 4. 6% — 18. 1% (a value of 0. 95—1. 05,7 >
0.98). Conclusion The main indicators of the instrument have high precision, good repeatability and accurate, no

cross-contamination between samples,a wide linear range,it is fully able to meet the requirements of clinical testing.

[Key words] high performance liquid chromatography;

MEAR L2185 5 CHb AT ) AR 0 FR 99 15 35 32 W AR 32 36
7R PR B A SRS A 7R I PR 1 B2 S S B R A
S bR ROBORT 3 1 CHPLO) W Bk 51 4 #:3 HbAle &
k. ALl #E—4& A TOSOH A # HLC-723 G8 4
B 3 BE A6 M 2T 8 3 43 B A B T HbAlc 8k, i Al 4545
HbAT . il 2048 B FCHbF) B4 B H A I HbAle ¥ B8 # 17

VA
| MBS ®

L1 bR

L1 BRI 2 D Z B CEDTA) Bk 4 i B4

AABE 12 M AERE B .

1.1.2 {¥# HA TOSOH 4w HLC-723 G8 4 H Zh ik 1
EAR A B
1.1.3 &% RF S EB-102S) K i b (L2 ZS0002) | i

i (L 100842) , B JFAE £,y H 48 TOSOH 723 A 4244t
1.2 ik REACR I R D 2N ) 4RI A T 2 A o o A T
FEUE S I 2 AU BE KO 1 B 48 T AT 4R 2 R A s T R
P 25 B 7™ b 2 R 4 TG A ARG 36 B/ AR D T 47

1.2.1 K%

1211 #tpikss  SEBOH s S mAeAs, & IE#H S ERE,
A3 31 HbAle (& & £ — RN EE MW E 20 K. i AR
1.2.1.2 #tENA% CRABEE & & R R R 4 50
& HbAle W& HL.ER EFF&NE 1R ELNE 10 d, it

1.2.2 s Bl (A ACHEY7E 0 A7 A B S i 4T 10 I

glycosylated hemoglobin;

mothod evaluation

SN BT R A R b Y R A DR AR L/ T 5
4T 3.0%,

1.2.3 #AE0R TSR E S MFEA R G B 5) )5 22
FE 3 UG IEAA 4y B H1 L H2 H3 5 T3 BUIE e B 4 1l BE A L i
LR SE 3 U RE AR A0 L1 L2 L3, 452 st 58 45 i 4 e
R(K3.0%), R =(L1—L1L3)X100%/(H3—L3).
1.2.4 ZHilsm (D #EBEH HbALc (18, 126) AE A
HbAlc(4. 7%) B N &M FE S . (2) TREX 20 L B R {E FE S v
AKE R A 4 mL (200 £5 5% B ¥ LWk V0 RC ) BORE & A
(OWLHL 20 pL (I (E AR & i HE AR 0 A 4 mL (200 1576
) % L P9 V40 9 BB B B (4D FE A0 AN b E A A T
B Gt B AR AT B 25 2R 43 3 A P A R 1 8 1 e 8 TR B To-
tal Area) 1% T A 55 HbALc MR, (5) V4% M AR, i
FEd A SRR B Y63 04 5 m BUMGE A A SRR B Y
W R 4.6% ., (6)4% 1R 100%.80% .60% .40%.20% .0% Lk
BilR BEIR 50 (B WA B » B AR TR I 3 R, ek A T 45 SR 1
F R0 T 0 AT BLLR MU G T, K S 5 B8 1 L 4R
R B RN T 1020 315 y=ax+b, WIEL M. (7 #ER:aff
FE140. 05 5l P . #36 8L~ =0. 95,

2 & ®

2.1 K% Rl
2.2 R
2.3 iR
EER(3.0%0),
2.4 ZRPEIRIG KA I SE SR Y B (A A UM (AT LR A 4
o B S8 5 BS AR B R B RN T 1020 38 y=ax

W1,
k2,
AU 50 B B 85 4 35 YR 1,09 06 .



+ 2306 - BREFHSER2012FIAFIEF 184

Lab Med Clin,September 2012, Vol. 9,No. 18

+b,Hr a=0.9832,7° =0. 9922, % £ B3R (a {HTE 11+0.05
T 1B P A DG R B >0, 95D,

HbAlc
WiH
K1 K- 2

e n 10 10

T 5.63 18.4

s 0. 048 0.047

cv 0.85% 0.26%
kil n 10 10

T 5.9 10. 4

s 0.08 0. 065

0% 1.29% 0.63%

*2 EMERR- EERER

HbAlc
TiH
iR fE [

n 10 10
T 6.00 10. 99
7 2 (8 6.00 11. 00
o £ 0.00% —0.09%
I WA e <3.0% <3.0%
3 9t it

HbATc 7K 52 B ) 2 A6 KRG 120 d Py S 25 o A K F
75 i o P i) R O A s M A R 3R I S, i MM A R 4
1 B 1 B AT AR AR

2 A A 0 G IR 52 36 % 18 1F 7k R i &5 HL) L 18O
15189 = 2 57 5 % A nl AR ol A B 9 [ B R 2% 25 (CAP) [ 1A
TER S 35 R I 06 23 5 o | 0 R 2R R T R g R AT R
WEJG A nl AT M TR . 4 A sk i 40 8 E 4 B L HLC-
723 G8 F T 5 B0 AR 0135 43 AT 95 A D L 5l AT BH S 3 A
R FH e 2005 02T 2R A A3 . R 3 FAS T e B R A
445 HbAlc 16 N AY 2 Fft It 21 28 (1 0 £ 86 B 20 B, /2 B8 L 6
AN A o e I R A T 4 B S A A% I £0 B AL 23 P RO B L LA

AR AFRESMAEANWHTEREOQEE. FEE
N E 4x i HbATe By &k, A LLTR LA J5 T % 2% A 4% 1 g
HEAT LRV
3.1 FEEE HAERRBUNT L oY RS REUNT
1350 FF 4 CLIA'88 X 58 [al PRAG 1 Fe i/ B2 25 5K L 1/4 fuiff i
25 Y0 B Ry 3L P9 AR 5 8 I TR (<C3. 004D, 1/3 R R 2 10 [
S F )RR 2 R T B (<S4 096 BT AN 1 J R 4 A, T
TGS RIEIE
3.2 MERREEITEHY 0BT RTHRAEAY DAL B L TS HE
FEHE IR 2L T A I AT K E A 10 UL SIS R TR A
349 0605 b (L A O 3T D03 25 R AR ey 289/ T 3. 000 1 R
3R 0 W AR o 8 1 e
3.3 HAEWVE ReR /N FEAE T 30000 8RBl ) Y 38 TS etk
/N R AR ER
3.4 I PRI, T LA B R R Y S B 2k L a fH I
r Y R R I T B TE T E ) I R A S

25 LRI . 4 B S E 4D B 2 A HLC-723 G8 K %
JE s HERR RS S U Y/ BB RAFR AR 5 4
X R AR A TR . O I AR R A i PR U6 T 5 5% R A
WA A AR 1 IO TR 5

S %5 ik

[1] A5 2ok, WAk I 20 28 10 A 00 e DR 0z AR LT ], b i 2
FRE A5 ,2003,18(2) :119-121.

(2] mhRWE, F =, 5. 4 B KA 5 3 R M. 3
R BB AR RS R 5 2006 : 223,

[3] @, 706 bt A M Jbgt: AR T A H iR
#1.2010.2-16.

(4] BR LR BE¥LREREERSATHEEIMIL It
A E T AL 2004 :59-75.

[5] Department of Health and human Services, Centers for
Medicare & Medicaid Services. Clinical Laboratory im-
provement amendments of 1988 final rulel M. Fed Reg-
ister,2003:3704.

(6] ey, Boc. &Ry k2 s s ik i R 8ot o
ALK BE 24 24 75,2007, 30(2) 1 143-145.

e fi B 3#7:2012-05-05)

CRHE55 2304 O

R AEEINR Cys C 7ML 18] BT A Z R A 75 R B 28 5%
Li BRTIR AEF IR CysC RENS i iy 1T 52 A9 i 11 e TR 434

SO B A8 375 S L IR 3 I AE AR A ML AR AR

5 & ik

[1] Laterza OF,Price CP,Scott MG. Cystatin C:an improved
estimator of glomerular filtration rate[ J]. Clin Chem,
2002,48(5) :699-707.

(2] SR, % F0. DI 5 2R R A AG 6 295 2 b A L ). A 3 B
# 51K ,2008,5(4) :224-225.,

[3] Abrahamson M, Olafsson I, Palsdottir A, et al. Structure

and expression of the human cystatin C gene[ J]. Biochem

J.1990,268(2) :287-294.

[4] Bokenkamp A, Dieterich C, Schumann G. Pediatric refer-
ence values for cystatin C revisited[ J]. Pediatr Nephrol,
1999,13(4) :367-368.

(5] X4, . Dot R C ayilm KT SC5 0 € LT . 4 56
BE2f 5l PR ,2008,19(2) : 78-79.

(6] PHAAT. MMt 3 C A6 0 iy 1 400 5 54 i 16 LT .
PR PE BE 45 45 2% . 2012, 21(8) : 875.

L7 A F0A . 18 5. 8 R B 0 85 g B = C /K
Al B LT S B 5 2012,19(2) :160-161.

i H 37 :2012-04-18)





