BB EFE5IKK 2021 £ 8 A% 18 %% 16 #  Lab Med Clin, August 2021, Vol. 18,No. 16 e 2385

B E-

wIEEE PCR Wil E AR E DNA K7 &0 14 e 3 iE X iF 0

DOI:10.3969/j. issn. 1672-9455. 2021. 16. 022

N

KA FEE

LLAAMERXFESFHRFR, THBAEN 22100032, 40 EF K FHEERABA, T 40 221000

H E.BHN NEREHRFREABDE@RBFHBKR(CMV-DNA #H/THRERIE, A%k KA LzE
PCR A& CMV-DNA 4% 45 % B A Bk B4 E &M BERFRIELFN., ER CMV @ ZHREF
R EHAIA LI RAFEEGEF ZICV)FHMEH<EW, FETAaE, AR RIBIEN, E 540K E
H (1. 00E+03)copy/mL,# & £ 4 100% , 56K, E#HELER® # 0.998 7,4 (2. 40E4+03) ~ (2. 26E+07)
copy/ mLEB RN EHEXARF FE5EZRK, 18 CMVDNARXKAEWH I ZHRREBEFRCEIANMEREN S
K., TahEREREA,

EBiA-E@mEDNA; HEE; BBk,

FEESE S RI46 MktRERD A

EHE; KHEEE
XERES:1672-9455(2021)16-2385-04

Performance verification and evaluation of fluorescence quantitative PCR
kit for detection of cytomegalovirus DNA "
ZHU Shunhua' LI Shibao'*"
1. Medical Technology Institute , Xuzhou Medical University s Xuzhou ,Jiangsu 221000,China ;
2. Department o f Clinical Laboratory A f filiated Hospital of Xuzhou Medical
University » Xuzhou , Jiangsu 221000,China

Abstract: Objective To verify the performance of cytomegalovirus nucleic acid (CMV-DNA) ,a new pro-
ject of the laboratory. Methods The CMV-DNA content was detected by fluorescence quantitative PCR,and
the precision,detection limit,accuracy and linear range were verified and evaluated. Results The average coef-
ficient of variation (CV) of intra-batch and inter-batch precision of high-concentration and low-concentration
CMV samples was less than 5% ,which met the prescribed standards. When the detection limit was verified,
the repeated detection concentration was (1. 00E+03)copy/mL,and the detection rate was 100% , meeting the
requirements. Accuracy linear correlation coefficient R* =0. 998 7, The linear relationship between (2. 40E+
03) — (2. 26E+07) copy/mL was good,meeting the requirements. Conclusion The main performance indexes
of the CMV-DNA kit have reached the requirements of relevant standards, and can be applied in clinical

practice.
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