BB E¥51EK 201143 A% 84%% 63 Lab Med Clin, March 2011, Vol. 8,No. 6

Z K MODULAR P800 £ Bah&E Lo INEN R %
14 E I8 1E

Aaty' LB 2 RAEERRIWEZNF —EfR: 1. & BH,2. Wi,
MBEZF  365000)

[FEE] BH B(EFPMEREZREERPE)PR(ER R TR T4 AT 40 HISO15189 49 & K 2t
#eg i &% F K MODULAR P800 4 A #h A 0 AL ed AT Ak AT I0iE . ik = EF B R E B AR LD
4 CLSI %5 35 & X 4 EP5-A2 EP15-A2 EP6-A2.C28-A2 #5 % £ , 3+ ¥ K, MODULAR P800 4 § 3 2 1L 5 47 AL 3k 4T
MEE CERHE KEEE AFRE 4 ANABRRRTRIE TS B AAGRARNMAGRERERITLE, R
PN AEF B AR AEF AR D TF 1/4Tea(CLIA'88) s34 T A 3R 5 43 & 1] T 45 S b il 22 R 5 Je /8 3 4T Jb 33 i A0 % 1 &
MR RH Y 099 AL HEE EME TRELEH AMWAFXRAL ) BRSO MM E. &g F
K Modular 2 WAL eh £ B HREFERETERER,

[XBRA1 Az ARSI WHHEE; FEHE; KBREE; BRaEkiE

DOI:10. 3969/j. issn. 1672-9455, 2011, 06. 022  CHk#REM:A XE4HS:1672-9455(2011)06-0689-02

Verification of analytical performance of Roche Modular P800 Automatic Biochemistry Analyzer ZHU Hong-mei' ,
XTIAO Wen-hai* , ZHUO De-xiang' (1. Department of Clinical Laboratory ;2. Department of Trans fusion sAf fili-
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[Abstract] Objective

Analyzer according to ISO15189 requirement of Medical Institution Clinical Laboratory Management Measures and

To verify the analytical performance of Roche Modular P800 Automatic Biochemistry
Medical Laboratory Quality and Competence Accreditation Criteria. Methods The precision, accuracy, linearity and
reference interval were validated according to Clinical and Laboratory Standards Institute (CLSI) documents ( EP5-
A2,EP15-A2,EP6-A2 and C28-A2), the results were compared with manufacturer’ s claims and acceptable quality
standards. Results The within and between-batch precisions were all less than 1/ 4 Tea(CLIA'88). A strong corre-
lation existed between the detection values and target values of five external quality assessment control samples from

Ministry of Public Health, with * above 0. 99. The precision, accuracy, clinical reportable range and biotic reference

.

. .. . / .
interval were in line with manufacturer’'s standards. Conclusion

The main analytic characteristics of Modular P800

Automatic Biochemistry Analyzer are consistent with acceptable quality standards.
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. PNUUIKAE) PPU(HE ) 1/4TEa
e i CV S OV ity OV it cv (CLIATSS)
TP 1.7 2.1 1.5 2.5 2.5
ALB 0.5 1.1 1.0 1.5 2.5
ALT 0.5 3.8 0.9 1.9 5.0
AST 0.3 1.5 0.7 1.8 5.0
TBIL 1.6 4.5 1.7 3.6 5.0
DBIL 2.0 3.6 1.6 4.8 5.0
GGT 1.2 2.5 1.3 3.8 7.5
ALP 1.5 3.6 1.6 4.2 7.5
TG 1.6 2.1 0.8 1.7 6.2
CHO 1.2 1.8 1.5 2.5 2.5
LDH 1.0 3.1 2.2 4.8 5.0
CK 1.3 1.9 4.5 5.3 7.5
GLU 0.3 1.1 0.8 2.7 2.5
BUN 0.8 1.5 0.9 1.6 2.3
Cr 0.6 2.7 0.8 2.2 3.7
UA 0.7 0.6 0.8 0.9 4.3

K s=0.01 s=0.02 s=0.05 s=0.06 s=0.13
Na s=0.5 s=0.9 s=0.3 s=0.8 s=1
Cl 0.4 1.3 0.6 1.2 1.3
Ca s=0.02 s=0.03 s=0.03 s=0.06 s=0.06
P 0.9 1.6 0.7 2.3 2.7
AMY 0.5 0.9 0.5 1.2 7.5

2 ORMITHER

i H AR 7 72 2
TP Y=1.010 8X+0.289 7 0.997 9
ALB Y=0.987 2X+0.162 1 0.998 5
ALT Y=0.979 6X+2.234 3 0.999 5
AST Y=0.990 1X+1.539 8 0.999 7
TBIL Y=1.000 9X—0.795 2 0.999 2
DBIL Y=0.986 1X+0.007 8 0.998 8
GGT Y=1.000 8X+40.004 6 0.999 3
ALP Y=1.0156X—0.018 5 0.998 9
TG Y=0.997 5X+0.587 9 0.996 8
CHO Y=1.008 6X+40.014 5 0.999 1
CK Y=0.996 7X—0. 750 4 0.999 8
LDH Y=0.996 3X+2.317 9 0.999 7
GLU Y=0.985 8X+0.005 7 0.999 9
BUN Y=1.018 1X—0.426 6 0.999 9
Cr Y=1.0155X-+0.736 7 0.999 9
UA Y=1.008 6X—0.016 5 0.999 1
K Y=0.987 1X—0.014 5 0.999 5
Na Y=X—1 1.000 0
Cl Y=1.0158X—1.384 3 0.999 2
Ca Y=1.023 4X+7.776 9 0.999 7
P Y=1.009 1X+1.389 7 0.999 6
AMY Y=0.982 5X—1.000 0 0.998 7
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i H W 2% I & EFi
TP(g/L) 2.50~142 2.00~150
ALB(g/L) 11.00~68 10. 00~70
ALT(U/L) 2.00~596 4.00~600
AST(U/L) 2.00~800 4.00~800
TBIL(pmol/L) 1.50~578 1.70~598.5
DBIL(pzmol/L) 0.50~168 1.70~171
GGT(U/L) 2.00~1 155 3.00~1 200
ALP(U/L) 1.00~1 178 1.00~1 200
TG(mol/L) 0.10~12.0 0.05~11.3
CHO(mol/L) 0.12~20.3 0.08~20.7
CK(U/L) 2.00~2 250 3.00~2 300
LDH(U/L) 10. 00~986 5.00~1 000
GLU(mmol/L) 0.08~24.9 0.11~25
BUN(mmol/L) 1.00~65 0.83~66.8
Cr(pmol/L) 20.00~2 198 18.00~2 210
UA (pmol/L) 18.00~1 450 11.90~1 487
K(mmol/L) 1.70~9.6 1.50~10.0
Na(mmol/L) 86.00~170 80. 00~180
Cl(mmol/L) 50.00~133 45.00~140
Ca(mmol/L) 0.10~4. 89 0.05~5.0
P(mmol/L) 0.15~6. 35 0.10~6. 46
AMY(U/L) 2.00~1 485 3.00~1 500
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