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Abstract : Objective

time fluorescent quantitative PCR instrument. Methods

To verify the performance of HBV DNA detection system in ABI step one plus real-
Referring to 1ISO15189 Accreditation Criteria for the
Quality and Competence of Medical Laboratories (2012) and the documents of the United States of America
Clinical and Laboratory Standards Institute (CLSD ,the precision,accuracy,reportable range,limit of quantita-
tion,etc. of the fluorescence quantitative PCR detection system used by clinic conducted the verification and e-
valuation. Results The precision: the intra-batch coefficients of variation (CV) in low and high levels were
3.83% and 4. 25% ,respectively, while the inter-batch CV were 2. 63% and 3. 46 % respectively. The accuracy:
the external quality assessment score was 100 point,the accuracy was good. The reportable range:the detection rea-
gent had good linearity in 2. 51 X 10° — 3, 11 X 10* TU/mL, the linear regression equation was Y = 1,013 2X +
0.019 2,R*=0. 997. The system quantitation detection limit was 200 IU/mL. The cumulative mean of log-
arithm of internal quality control results from October to December 2019 was 4. 16 ITU/mL (log value) and the
range of x £2s was 3.91—4. 40 IU/mL (log value), meeting the reference range. Conclusion The perform-
ance of HBV DNA detection system in this laboratory is good and suitable for clinical routine detection.
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AL A DK B R R BE L n] iR A R L A
RR 5T 47 7 1 6 BRA T4 B9 ABI step one plus SZ 1} 5%

*  ERETE R 22 M7 A AR ROk SR I H (2019-014)

EEB N BRI L, BARZIN, 22 S A 43 712 WA G5

A (3. 11X10° TU/mL, BHPE bR 4D H F 0] i 45 70 Bl 5
FE ARSI BR 56 3IE 5 5 7K - (10° TU/mL) AIE K - (10°
TU/mL) Il 75 A5 48 H T8 % B g ik . & B R SR Tt
Ak BEE L A 8 B Sk B B TR A 037 18 A BR A 1l 38 b
A, A MIEARARTE Y Ry B JE —20 CARAF#&H .

1.2 U 5K ABI step one plus LM% E &

BE1EE . E-mail: 405895928 @qq. com,



A E 5 06K 2020 4F 10 A% 17 %% 20 ]

Lab Med Clin, October 2020, Vol. 17,No. 20 e 2949 -

PCR AL, BBl A= 9 22 446 . 8 B &l HBV DNA
8 R I R & (— 2Bk L HiE S 2019022,2019023) L T
2 i (Jit45 20181009)
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F4 HBV DNA R#EHEZERER

mH Zz(U/mL)  s(QU/mL) CV(%)  EEAU/mL)

FiE 5% H 4.15 0.13 3.13 3.89~4. 41

i B 4.16 0.12 2.97 3.91~4. 40
s BT T L 10 SHREA W B e s IO = +2s
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SPGB PCR VR S G 9T 19 A 250k T 5
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I RAS I . 501 PR AS 56 L AR Ak 55 100 H #H [b . PCR E i
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B s P ZE R (<8, 0%0) .
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