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SARS-CoV-2 gRT-PCR

Requirements of gRT-PCR detection kit of Severe Acute Respiratory
Syndrome Coronavirus 2 (SARS-CoV-2) quality evaluation
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GB/T 1.1-2009



1
2
GBI/T 6682
GBI/T 21415
GB/T 37868-2019
GB/T 37871-2019
GBI/T 20469-2006
GB 19489-2008
GB/T 37875-2019
3
3.1
Ct cycle threshold
3.2

reference material
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2 SARS-CoV-2 gRT-PCR
2 SARS-CoV-2 qRT-PCR
2 SARS-CoV-2 gRT-PCR
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4
gRT-PCR - Quantitative Reverse Transcription-Polymerase Chain
Reaction
DNA Deoxyribonucleic Acid
PCR Polymerase Chain Reaction
RNA Ribonucleic Acid
SARS-CoV-2 2 Severe Acute Respiratory Syndrome Coronavirus
2
5
5.1
2 SARS-CoV-2 gRT-PCR
GB/T 20469-2006 3.2 3.4
5.2
2 SARS-CoV-2 gRT-PCR
SARS-CoV-2
6
6.1
2 SARS-CoV-2 gRT-PCR RNA
1
1 SARS-CoV-2 gRT-PCR
RNA RNA  /
/ GB/T

37875 4

5x 10°copies/mL

CV % < 10%
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/
100%
6.2
6.2.1 RNA
/ GB/T 37875-2019 5
6.2.2
2 SARS-CoV-2 / RNA
PCR 100%
20 95%
6.2.3
a) /
b) 20 5
/ /
c) 3
1) 100% n
n= 20
2) = 95% n
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3) / 100% CV< 10% n
n= 20
cv
— 32 1
— \/—z =( ) x= x 100%
n—1
n_
T —n
6.2.4
6.2.4.1
a) HKU1 0C43 NL63 229E SARS MERS
b) HIN1 HIN1 2009 HIN1 H3N2 H5N1 H7N9 Yamagata
Victoria A B 1 2 3 A B C 1 2

3457 55 A B CD EB
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2 SARS-CoV-

5.1 / /

.5.2 / /

.5.3 / /

.6.1

6.2.5

.6.2

6.2.5
.6.3

-18 1
3 4 5 6.2.5



T/SZAS 18—2020,T/LTIA 09—2020,T/SAS 0007—2020

7.1

N NN
NN

~
N

8.2

8.3

b)
c)
d)

)
9)
h)

b)
c)
d)

)
9)

2 SARS-CoV-2 PCR
DNA/RNA
RNA
GB/T 6682
-18

GB/T 37871-2019 6.2

GB/T 21415-2008 8 GB/T 37868-2019

-18
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2 SARS-CoV-2 gRT-PCR
RNA




