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5l

]l

U 2 MR 25 A A SRR TE2 ( SARS-CoV-2 ) 2 B 20 1Y 45 - AUk e A0 s AR 5. th
SARS-CoV-25 | Ay H s 9 A T A 240 ( WHO ) 38 %2 2019595 FE & 44 ( COVID-19 ) . COVID-19

(A1 PR AS B LA B2 SARS-Co V-2 Y FMEE 14 il 75 2 A RURT S U AR A2 B . A BT . T R R 5

TR A6 DU T 1% 1) 155 5 £2: (1) SARS-CoV-2i2 Wi J5 2 X FHi - COVID- 198 e s il G T EL

AR R EE T REIRY 15 IE K ISARS-CoV-2 (keI RSt , 22 F T B2 2 S0 = (RS M2 T BT 2%
B, FEIE B LR AT HERR A AR A Y SARS-Co V24411 .

AARAER 22 H R RSMSWITT R B IR . &P SO R £ A DC R LRI R R B
IR HESARS-Co V-2 A% TR Y 14 75 1 o ik S e 2% SR BRI E 1L o AS A v [ ol 3o 35 52 300 5 1) g ko)
(laboratory developed test, LDT ) i S 8 AR FIEEL

Amplification Test, NAAT ) fFFEPCRELA LIS HAWEL T WG 09 HA | B QBASBR T30 5% s 52 & 5 PCR
( Reverse Transcription qPCR, RT-qPCR) . AZERY B4 ) 25 S22
B (FRASISREE . WbBHAF) | K

XA
SARS-CoV-2 AZMRY" HE A INAG 38 I 48412 W T A SRR B A S B 7 THT B BRI

A 9 R A R 3 V5 A DN SARS-CoV-2 Yl L AR BEAT T UEW], BXIRY™ HEAE I ( Nucleic Acid
Sk rh . RS AN, I, AbRiERRUE T RO I SR

WA B P A A SR R 5

I
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RIMOEIITE R e R ILRRRNFTE R e ER R FZE N

\'*
Bl

AR REIRY HE AL I SARS-CoV-2 0 Ml i et . JT . Bk . BRI i ZORFIEL
A B NEFRA BRI . AR 40 5 i R AP IR

ASCFE T B S2 2 . ASCFIEARIME W R 5L il BT LSS RFSARS-CoV-20F 53 FliS
W BRI FZHSUE ]

ARSCHFEATE TR

2 MeMsIAXH
ARSCAFEA LS | S
3 ARIBMEX

THNAREFE SGE A
ISOFIECHES 1 FARfiAb iy ARTEEHE W F
— ISOTEZR W YEF- 15 ¢ https://www.ISO.org/obp
— IEC HFHAF: https://www.electropedia.org/
3.1
FEEAMTERESIEEIRFES 2 /FiBEINRE severe acute respiratory syndrome coronavirus
2
SARS—-CoV-2
5 B BRI T e (COVID-19 ) IR EE -
3.2
FRZK specimen
JEMaHESL primary sample
RS ST AT — b ek 2R sl R TR B R AT R A — ST A A . PR
EERALAE
FEL: 2ERUME AR (GHTF ) 26 H MR 530 b F“specimen” &7 & 2% S 40 5 K 40 FH A= M I5RE
FE2: RSB R, [ HARE DR A B AR S (SO FRER ) | R Rk 2 900 o S 40 S U3 A LA S0 (A
[CEJE . GB/T 22576.1—201811, A&k
3.3
5 sample
BCH EIRFES (3.2) —HBorai 25y,
R BUE — AR T 1 — s AR
[CEJR. GB/T 22576.1—201801],
3.4
YiZE3R reverse transcription
RT
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ISR, MRS A SRR S A R A S A TS 1%, MARNA (3.20 ) #5
M (3.22) B RHANDNA[CDNA (3.6) 1Ay,
R : 1SO 16577:2016, 3.1801%1, Hi&ek]
3.5
B S ¥E#4ES deoxyribonucleic acid
DNA
PIXUEE (dsDNA ) s (ssDNA ) JERAEE I SR IR R A
[SEIE: 1SO 22174:2005, 3.1.27]
3.6
H#PDNA complementary DNA
cDNA
FER G SEIAEAE T B 5 458 IRNA( 3.20 ) EAMY H4EEDNA( 3.5 ), /E I DNAY 4 AR ( 3.22 ),
[ : GB/T 42077—20222]]
3.7
PSRN analytical specificity
Wi RGBS, FIHE 2 MR FRT , X —A s AR DU ft 45t % 0 F 235 SR BN ROt AN T2
Z ) RGP R e
W SRR R A AT T3 (WWGB/T 29791.1—20138)
BV : GB/T 29791.1—20138]]
3.8
#WHBR limit of detection
LOD
FH 25 8 T AR P A9 2 A AS (B, X UGB, FE 45 7R PR iR AR A B R A 4 0. 058,
FAFRASFELEIZ N IR FIME R 4 0.05
[ : ISO/IEC GUIDE 99:2007, 2.181%, A 1&14]
3.9
IGF verification
SR 25 e T TG R R BRI
[k . ISO/IEC GUIDE 99:2007, 2.440191 H1{&14]
3.10
f@IA validation
PR HEEOUUEYE , XA T P sl FH 2R CL A5 200 2 1A RE .
T O TR AR
R : 1SO 9000:2015, 3.8.13111, FH{&ik]
3. 11
#18F amplicon
AT DNAY HEEAR A IR EDNA (3.5) B, RGN (PCR) (3.12) .
[ : ISO 13495:2013, 3.3.1012]]
3.12
BAEHEN SR N polymerase chain reaction
PCR
RSN HIDNA (3.5) B{RNA (3.20) BB i e
R : 1SO 22174:2005, 3.4.191, FHi&ik]
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3.13
BEYIFR reference material
T EFTE RS S AR, TR IE G 7Rt A el 4 SURAMEAG 35 h SR T 1 P 5
[3&¥F . ISO/IEC GUIDE 99:2007, 5.130191, FH1{&14]
3.14
8% pseudo-virus
T SRR TR T B TR OB, i) LARES O — M BE R BLIBORE £ 11, I iR SN R I RN 7
SRR B T 300 SR TR AR B Y RHAE
3.15
¥ =FPCR digital PCR
dPCR
WA (3.22) S ARTE 24 LA RFRIG RN SRTT, BN SO BR e H A & BN B i, %
FUF B HEATPCRY G I X R IR 2 I PCR ™, M 44 4 H BT BH A R B4 A5 5 B g e i ik
o
TEL: BRI/ RN BATC o i AR v, AR 4 S AL LA 7 b o A 7E 45 SR BT
TE2: BHE 5350/ 5 10 BT 43 e RS 530/ 521 BT 43 e A 14308 78 AR08 R SN, J5 X PCRI= I 2 s Al , g —
LEdPCR- 5 ] LAXF PCR™“ 4T3 I qPCRIG I
k5. GB/T 42077—202212]
3.16
SCEfEEEEPCR quantitative real-time PCR
qPCR
FHREE I DNABLRNA R BURSM 18 59 142 B2 rh R PCR WA DN A e AH 25 6 1 S R AT e
T YPCRINFFATREE DNAF AN E HIRT , B thRE & 5O SA7EMDNA S BUE L (38 Tl LGE it
S R HEWTPCRIT AR T AL TRE S A5 € DNARY S AR 1 ) o
R . GB/T 42077—2022121, A 1&04]
3.17
EEEIF quantification cycle
G,

SEEFE FERPCR (qPCR ) (3.16) BRI, TEIZIEFRh, N ™A 9 R R 2 S (E K
FEZIBEACE T A S 55 5K R,

F: BRI E— N EAAE AFEIEME (Cr) | 28305 (Cp) . RS FTA HAB LS 38 e i T fkqPCR

A3 HT R S e AR R AR AR

H2: EEIEAREE TN A TIARS R EE, S0P MR E S B EIE T,

3 MEA R E R E IR B, 78BN S RER A B

a4 BTILEENSEANSSECEBIHIRENIGIE ., SRR AER, B x]SR (LOD ) =4 A7

Al

HS5: CoNiE H T FPCRANGE IR W ik

R . GB/T 42077—2022121, A 1&04]
3.18

IR 514 clinical specificity

ZHER M diagnostic specificity

TRIMZ TR B0 AR 7 7T AR R e sl S A OC I H AR bR YA E 1 BE

FL: 7 ARSI O AR (3.3) e SCBAYER 4345,
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: WERFRRAELLA 430Gk (BB SR I100 ) o DA100x B FIPE(EEL (TN ) F’%uﬁlﬂﬁ{ﬁ%& (TN) &
FHPE(EAL (FP ) ARSI, B 100X TN/(TN+FP) . i385 T WA X g HBCGL — M RE (3.3) st
T3 FURRRAL I IS RS ST AR E Lo
KR . GB/T 29791.1—201305]]
3.19
IGRREIE clinical sensitivity
TR EUE diagnostic sensitivity
ﬁi% 2R 30 R T AR 55 R e RS AR OC 1 H AR bs 5 A7 E 1Y e
1: 75 AbrtraS 2 MAETERIAESY (3.3) e XCHPRPEE 348
‘sz; W R BUE DA RS (BUESE0kLI100) o L100xEFHM:(E%L (TP ) B%UEI‘HT@:{E%& TP ) Jin L AB B
B4 (FN) BYFIRITILEL100xTP/(TP+FN), i3 T N x4 HE— MR (3.3) BYRFSEIcT
W3 AR RS T SR I AR 7 AR HERE Lo
KR . GB/T 29791.1—201305]]
3.20
% ¥EIZER ribonucleic acid
RNA
DIBUEE Y BRRE T S AR R T IR IR &) -
K5 . 1SO 22174:2005,3.1.31]
3. 21
BEY) calibrator
FHF R (R I b oA
DR : GB/T 42077—20221), £ &1,
3.22
& temp late
DNA (3.5) 8{RNA (3.21) %%, H&E#H & MDNAKRNAGEIILI T, ZPIAHE B Ab,
K6 . 1SO 16577:2016, 3.20611]
3.23
MR saliva
£E{whole saliva
FUEAEYIW, F2Eh = RMERIR (BEAR . TR BRANE AR ) TR o 4 el AR 53 W 2 o
[SEIE: 1SO 4307:2021, 3.15031]

3.24

Wt R B ESEEHEINR N reverse transcrlptlon polymerase chain reaction; RT-PCR

ZEART (3.4) FIPCR (3.12) Wi FE, T4 HcDNA (3.6 ) #UBRIE A IIRNA (3.20 ) gk (3.22)
E/‘Jl’l‘;’flo

FEL: XAl U AR R AT . —Fh AT 07 2 S 96 2 i PCRAX RS, [ BEATPCRANAMIT 5 X el it
545 BPCR[RT-dPCR (3.16) ]
2. B A GB/T 42077—20222
3.25
RSMSHTETTEEM in vitro diagnostic medical device
IVDEETT 2248 I1VD medical device
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PP A, R R U T ARER AR RS MG IS AR, KI0 PR alinl DSR2 . )
SAHAEGEE N BN, MERERER, By ERIT . FERARS . BRI R el e e
Yo

[ : GB/T 21415—20084]]

3.26

IS HIITFE pre—examination processes

BAE BB UER RG] . JRIAARACREE | 1B L FISE 0 % AL B LA K S B RNA R R 72

e AT SR T [F] i

2. M4 A GB/T 22576.1—20181
3.27

EEPR limit of quantification

LOQ

TEERE N ZRAMET , Rete LIS B Ge i 1 — B 2 e e B i (3.31) Hri Al e o3
Hr 4 i e APV B B8 % 1

: ERAESENE () H3RR, K E AR a2 (RSD) MfitAE.

[SEE: 1SO 16577:2016, 3.911]

3.28

PH14EPCRXTBE positive PCR control

FEIEBIRA R BHPERESY (3.3 ) MR AT SRR, SA I TPCR (3.12) W5 L IRIT 41

R : 1SO 16577:2016, 3.150081, A& M—MERTE]

3.29

RIERHNHEIMEFXTER internal inhibition control

JHEEAINIDNA (3.5) 3514, 78 bR R B 38 5O 345 4 N ER ¥ il b L

F: SATEHR R R T B bR A B

2. M4 H1SO 16577:2016, 3.8201,

3.30

LIS = HE#M laboratory developed test

LDT

TE— MRS N & (BAERE ) A, DIORESy (3.3 ) s#EFpR, A5 SR MU H T4 Bl
Il RAZ T B AH DGR R4S BROLSR A i .

1 ERAR/LDTAES A T AT AR 2R I S A A

2. oW A GB/T 39367.1—202001,

3. 31

EJE matrix

— MW RGP R T Z M TR

BB : GB/T 19702—20211]]

3.32

EHEMN matrix effect

MST T AT AR AR D 1 AN AR At (L AR S AR (3.3) R

EJE . GB/T 19703—20201), A 1&04]

3.33
&% BBno template control
NTC
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A0 5 BRIEBCREMAE & (3.3 ) Bl (3.22) BEERLAZNITA 15 %] HE S o
R : GB/T 42077—2022[2]
3.34
N SZEBY 18 loop mediated isothermal amplification
LAMP
FIHPIA B = A PRF BT 05 [ 40N B T i e 4 TE PR 3R 5 T SEBLAFDNA (3.5) 3 G IR g .
[SEE: 1SO 16577:2016, 3.941#]

4 HEAR

4.1 SARS-CoV-2
4.1.1 BRHER

K HZIRY B EAT SARS-CoV-2 43K 14) i T2 18 5075 A6 50 iy FOAS 96 A1 8 4G 36 i A5 TR AU 45
I IRARAS O RAE | B85 . G617 AR DL R TR IR U & 5 . Ko A IR 4530055 5% (cDNA &%) Fl
WEHY B, A, SRR YA BRI L, AR A5 5K 5 A B B

ST R ORI RS, HTCRLR P QLR (FRIRT: ¢ SETCRBCRIT HOPEREIPAG | 1T b
MEM IR AR . T AMBTAS SEREIFA . Keth B (Limit of Detection, LOD ) ¥ L iR IS HE
B
VAT SRR R R B AR I 1 T, R T SR SOGHE AT R VPR
s XU — R BRI L OSBRI R TARRARR A nT 23 BI—0hi , XHZ IR AR G /3 i o PP I
WE
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=J] IRARNE. W, S ‘
BEAR N THEEBHR IR NAE
1
PSRRI =|J ISR ‘
PRI S
IR —>| IPEE S RIOFETER ‘

TRt R

o mEEmemmrssnEs
—I AT EERRERRER

R

1BiEE

i

P

HEE i —DI THEEE. PRI ‘

sl

'F

AR

AR I—-I BRRTERRE Y SR

BAEAEEHS
ERIFNERE

1

B ST |—.| igRm SRl

THENNEIH

FHiAE
R R, e
il 4’| TR
SR
s 'll P TR SR E SR
N
e ——| SRS TR ‘
FHRATARLS
Wbt e —]I SR B ST A ‘

B 1 X FHEY KM SARS-CoV-2 el 77 3% B3P ik 12
4.1.2 IR
BHXF SARS-CoV-2 kG, FERRSSHT T A e, B B LA T i A S
a) B HIE 9 AP $44¢ ( Personal Protective Equipment, PPE) .

b) PRARRIIESE: YT SARS-CoV-2 FERLITN REE, WRARRREHETS% 5 SARS-CoV-2 4
KT SR IR B R IE R 5

¢) FRASKRAE . MRIEEPERIRAIERY, B BT IE AL RAE ZORR A I RARA
d) PRAEIRE : BRASELRE B R 4 A )2 it
e) WAz SEf7: (e MBEAr IR, BB X REAX TR A 1 S

) SARS-CoV-2 (2K : FESCE =TI BEARET, FratnAR P 0B (CKIEHT ) BAERER Y4 4
i ( Biosafety Cabinet, BSC ) m{i—Zk PP 2% & Hhit T, Ewib A B BR VS KOG R AR FRAS 1 3AE (91,
FHRIERFRRE ), EOR X BB IR A BRI A
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AR EI SN E 2GR, TS0 6.5.1,
4.1.3 BIHER
4.1.3.1 BHER
FEHFAT SARS-CoV-2 IR SLE 2 AT, B iDL 8 i S .
a) AR Al A Y D A B 45 o
b) WA TE S A A . — RS E A, DLk s X5 G,
) FEARFRIC, S R e A Ak B R ST Y S e = B (R AT
AR R AL PTSRAF R ARINATR], A TR B S, ATFE— R B LRI 37 i [ B g
Ko 4B A B A B S 2% FH XA 3 Rl Ak rT R A AR R & T 7
DR h T AT T, EHR R PCR PYIME#E—E 50T .
d) BRAEHTY 85 EE, BN E S R f T a5
e) MPFIkac 5y, GRS A TAE IR s AR sl 45
) X T RAMEGALIRY SEBAR BRI T, ZEHEA T B A% AP IR Y 3 S0 3 10 3 X 2K
) AILES AR Z o in A SERTE =#ifR ( Deoxyuridine Triphosphate, dUTP ) FIJRIESEE-DNA HHHLAL B
( Uracil-DNA Glycosylase, UDG ) , LAJHBRY S Fi55%,
h) FERESRIECAT], B R ) Y I B A FIAL
1) T ORAARA A ISR (B, SRAAA IMER A PR B ), W REZS JRHET A= Wrbr A PEAH O3
Tt T AEYPRA R B MBE I 25 8., S0 1SO 2038714,
j) LR EHGAHESIEERRG, HTWRE. A, 05k, 5. Mook 250 R 56 mir & s KA %

2

F.oho

4.1.3.2 ITE AR

IR 5 4 153 AR B FH B S A B 5 W IR A T I . 2 2% ) o B AT 308 28 L B0 E A
REEPIRFESZ YR (B, R TAHZ (WHO ) T SARS-CoV-2 IIFRAES: ) B 241953804 ,
a1 E A T EAR IS A5 B AR UE 5 X RG N F-AT 0AIE . 2% W) 0 B A8 A7 A B, TRk AL T 3k
BISZY, BN B R UL T E . ANFEDRIERS 2 Y i o H A € B, BRI
IS YRR R E—2. R TIHELEIENEZEE, S0 GB/T 21415—200841,

SIS ATARYE LN EOR, AATH A TSR R e A s i S B (RS YR )
a) Al HF &S Y0 A R 35 500 i R S s =LA AR R o i, DA K 8 7R e bR 7
BB EE ;
b) KiG B OB TEAE R AT, ECR %Y PCR (digital PCR, dPCR ) 250 & KERE By
RIS AR P A TR BRI, DARRERSS SR i Em M

41 4 222 W JoR A A S A E R A ST 1B BT T LA BB FNIAIE , LAk e B AR IR0 5% o 1l A ml i 1
7 PCR a52mf £ & PCR ( quantitative PCR, qPCR ) #H{7., %W R BHABAIEE YH0EE T, & NF
P AERTERAS Y, DB AR RN R 2 IR T A7, e AR, & 0 AT BE s I aCas 2R

4.1.3.3 FHERME
XFFFEF PCR EIRY B4 77, FHYERIESS e FVER E BRI & S AERNIR A CEH, B X

8
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TR S A AR Sk i, IR A S AR A o A SR R (X T A i A R
PERIIG R R 2 OCE S, MfIAN Y 35 (55 T 1 T R R . C T 59 5 ihZ B S AHITRL
Bt B4 HZA0 k) SARS-CoV-2 PCR, 7E SARS-CoV-2 RNA RIFLERAEFZE Cof5 5. FHT X408
PEFIFREZE R C FIWHE Y B 285 i RARAS Bl

19 Co (EURE T HERR 1T DU 2 R i AR sl AR A S My S S DR AR W 39 IR 5. 2R, BRARSR&
Pl (BN, ERZVGERZSEYIR) |, BIANFE SR SR C, (H 2 [ AVEL BAE TR

4.1.3.4 0%

Tt & R A IRAT A 2 S0 % A Hl R &, SEge AU AT HARRIEMW (Flan, r=& %4
RS . AR, BEESE) BTESL A
4.1.3.5 Vi34 (Instructions for Use, IFU)

Toit R A A B RS20 28 H i 0, LB A5 B AR U B SO T a8 Al R e E AR B
BN S A HA A SR, RS R AR . B ER IR A
4.1.4 )G

H T SARS-CoV-2 ELA UM, TEARAE O T H R AE G 2 0 A= Py X 45 BRE 1y, B S50 2=
WG Z3E ATV A 5R
a) FAI RERAS PR AE AN AL B
b) ¥ GG R S AL
) L M5 PR ALE M IR s . S E 2D LU E R AR FEAE R . HhrAZ
B MATr . FRASCRAERT R | GRS A ) B 25 . ek R LA . RS SR e SRR R . 4
WA A LA NI E S
d) SEEEME TS FATE R, AR A Y B A R4
e) ¥ HJE = I A7 FIALEE

A RAEY NS EHRE 245, AT 20 IS0 35001057,

4.2 Ry W7k

4.2.1 W FLE E & PCR (Reverse Transcription qPCR, RT-qPCR )

RT-qPCR J&—Flllif SARS-CoV-2 RNA 77k, BE45G T ik % (Reverse Transcription, RT) 5
S:ifsE i PCR ( quantitative PCR, qPCR ) , TEHIF 58 AL BRI REAS S I RNA BRI 5 € &, 7RI
IR, RNA JPHI o4 5k & i % DNA ( complementary DNA, ¢DNA ) , 7ERIEAl Fi#1T qPCR
o FERMEING , X qPCR #7341 cDNA #4700 CGlE R POGIED) o JO6R] el it AR5 51k
A Gt B DOGIE A R S A T IR A S RE RS A JE B T EIA T 88 =R ATIR, Mamiit
— B T iR, AE SARS-CoV-2 AR AR 8 R H .

HHT, &I SARS-CoV-2 BRI J5 2 K R DEOCIRET AR (i & 9O RN K BT )
12 RT-qPCR # WLAEFR A SARS-CoV-2 ZEH41f) ORFlab, RdRp. S. E s N3 (WLE 2) . fif
JH RT-qPCR 4 AR Kl SARS-CoV-2 A% 5 52 5 PCR X%
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(ORF 1a) ORF7a ORF8
Sl ppla i T ———
' pplab Q #| s B '
(ORF 1ab) ORF3: |./|'1b : 3 :
RARP 33,b,G,a4™ ORF6 ;ORF9b, ORF10

ORF7b  ORF9c

B 2 SARS-CoV-2 #F4

WERARA P A7AE SARS-CoV-2 1Y cDNA, 51 HHEREDE R 25 & 2 H bR X3, 42 T i A% iR
P51, F 8 B EE A ERIRR R L 60 2 150 MIRFER A DNA £ AR 5 19T S 8. B AMYF
WA, BAMERSNIIEEIGTES K RRE, PR ERE A 5 R REE AR AT L VR K I A 40
DECHEA B I K LA RO , wen] AR B DG5S o M R NG RE3E N, #E5 Hbric Hbr
FERR 5 M FE RGN, G5 S B2 3858 . DG W R G B 2615 5 A 3sham , RIZe AAE & AhoAS
#] SARS-CoV-2 ¥R ¥ 5. 7E RT-qPCR S N E A B S % R uEY) , MR HE A8 b v S 1 FIrise i)
FRUERNZE, ATEEST C, (H SR UEDHE DU B E R, SARS-CoV-2 MR I # E i .

4.2.2 WEEFEF PCR (RT-dPCR)

RT-dPCR f# f{]5 RT-qPCR AH[FE AR, HR PR RE . 205 PCR FNAMSGE Tk, ol R
HEY) o ARAER BRAR RS54 T BEAIL A A 245 F B SOV 43 X (38 o 3 A 7 i sl 0 A LR S B ) o, i
FEA I IX PN SRR B — B AR N AR X N A TP I L B LT, SR TR e B
A3 X BB A L], I AR A AL SR B . RN T, RE L RSP BERCRAK R R S AT
TEAE R BN HI R RS2 /N, Bs/D T A2 ME R R MR 245 R n R 22 . fEiZad B, OV AR 2 Al gk
A3 BT AT B 43 DX o 12 AR B FH T I PRAREAS v 248 X5 B 28 i 1 AT, JEUE BB A v B ) PR

KFHF PCR HHME L4588, Al 20l GB/T 42077—20221%,

4.2.3 FRY W

JUEHET PCR IR IZ T SARS-CoV-2 INBIAESIT, S5 IA Kl SARS-CoV-2 i
PR G R AR T — AR 52 S IR B 5 e n] 0T B SR O PIE BRIRE 45, B 5 SR FEB ARG (4
CRISPR 5 DNA 5 ) ) H A2 Wi oy 2B o

SRR BT S A S UL S AL ERE H AT C A SRR SR, DU E Bl e H U s e 5 ik,
IF T TR AE B AR RN ey R

5 SLIWEEK

5.1 EHER

4T SARS-CoV-2 F%FR KGN [ 5256 28 B 7% FE A XU R AE W) 4 4 54 . SR =i e s AL
SR RIAHSCELR . BN, SCEE B A AR AAR BB AR . K R GRS E B R S

SR T RS AR AR AR A ARG A E 5 . MR E PRAE I EDR | IR AIE L.
S0 A RV T Pl 1) H A A 11 AR AR AR I 2% FEAR 2 P ) T S

5.2 EYELER

10
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5.2.1 L5 X I8,

SARS-CoV-2 1% i iy BEAE S I 2 Fhise i — B LB RS 5 e ) TAEIX o AT LA REAE A A i
a4 tE (BSCs ) FIS % FH TAEIX . FF SARS-CoV-2 Jii 5 NAAT M-S == Bk B A5G A Y
LGS, BWNEDN 2 REYLEEIIE, I, TR=EZ/DEA =AM /X I8 H T SARS-CoV-2
B NAAT, S5 HF A6 . FRAALEE . NAAT,

5.2.2 KEE#®E

SIS BT AR M XU PEAS , DA AR AT B 038 23 224 14 XSG 26 1) e i 22 4 b R A T U i kel B
PEAR S 56 %8 AT BAAL B SARS-CoV-2 FRASAH AR YL XUES: , IR TAERE R 7= A i AE XU o ‘B Ir A T
YEREY . LI 2 & A TAEREE A TR RS PEAS o = A RIS IR R IR FINMEEE IR ) BAEEY)
44 fE (BSCs ) HitfT,

JUE B RNA $2 BT & A SR 2L 2% vl n] BE7E 1A el HoAth 819 T B 5 0 T A ot K 1%
SARS-CoV-2, {HFESZIHAES AR, AT 815 T BEB A= 90350075 Y it 22 1R s BHAR B EA T I BT 25
DK G RS R 2B e IR o ZEEA T T A A3 E I B I DA ISR IR A = A SR 2 TAR HC 4538 24
BN NP2 4 o IEHRZFEURIE T S AR P22 AT DA I RE 10 TRl e 2 50 2L

SIIHTATRE S SARS-CoV-2 IR 1 HURE S A9 G2 BL T A A BRI SR o )45 BRAT S BE

FITA ELTR N A0 VR £ B 380 A RS S 0 B AE AT 52 T R N

T A IS 45 B i — 2048 S AT TR UL 1SO 3500,

523 M ABEE

SARS-CoV-2 EA S L Yett . S0 s TAE A 51U H 203805 KU S AR VCC A A B335 4, Qnpi4
R, FE (EHREANT) MEEE, sm A S RE Y00 DB R BT, PEGE By 3%t T Ab PREE
2L SARS-CoV-2 AU N EZE, JUHSEEHAT ] e /= A= RS AT IR EAERT o AHR N VB T i 24 o kd
PRIR 5500 LS ZE I Bl 3 e 24 AR W) 2 4K

T B2 R A YK B & R E D48 S TR L 1SO 15190011 ISO 350011151

(DU s =AY 22T ) A8 T 245 B, B WA Bl T 1020 20k 55 [ 5 42 i AN 73 B
HU MG A 6 SARS-CoV-2 i M4 (5 B .

2. B EYE USSP E6 7 AT L 1SO 22609071,

5.3 LR EFHB—MER
SR A UL PLAR L) TARNRR , DA TS Y B2 o RERR RIS X IR P oS A AL

AKX o [FRE, P3G A=A I DX (R AT ART 42 S AR AN B HT AR di il 2 X R il & X B2 (R 6
UL GB/T 39367.1—2020.,

7 FH IS B RS 2 IR 43T I 1 52 5 148 4 R
5.4 {X7%

PR M AR 38 )7 v P ) SARS-CoV-2 BT SR , 4 v T RS TR0 i fy 22 S )
HO I SRR AR 25 5, WS FBE IS (TFU ) w7 B, DU RE o FH 4% A (S AR B T it )
S 2Ll (R 03 P

11
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5.5 LK A 5

e PR S 3 28 A N B EL R 32 A0 45 SARS-CoV-2 HURHIT ik AIFRSY . NAAT ., HAMZIARF . 1d HIfY
SR AR RGO R CHMERAERLT (SOP) My, JEHJZIET SARS-CoV-2 [ fG et
WAL, B TE AT A 2 N o1 LE W)~ S0 2 A PR O IR A L 1 1, A9 SARS-CoV-2 R
AbBE . A BB M IES R (25 ERBR ) .

6 WIHTAFL

6.1 &/, BEMM AT TR

B SRR SR AH OGS B R SRARAE T I A 70 SCRIC 3% o WUBE | 10 SR SR FIEER AT T /5
2 LR ARG B R TEE , WPIGERRA S SARS-CoV-2 RNA 2Wikell g9 H Y . 25 4b FI & 7E ThE
5 SRR | SRR A S DA B PR, L ABOR A S W B Y B bR ABRELHE S A8
PP BERE  DA RN A SRR | AR ARG . BRES RN B S fE R, DO
I JRR 30 2 SRR g TR (B el 57 8 S sl e AR )

R 1 S T BT E 0 3 T A 40 BRRAL R AR A1, e RGN ] T AR S ) 1 e I
1, DA U SR R0 1) R R TR 0 o S O AR AL X | WP B s A g S8 A rh A T 0
AT 25 R A R R W R

SARS-CoV-2 2 Wil AR AT LA L PIGE (NGt DO . MR ) o R IPiGE (g
W AEIRY . SR IR (BAL) ) SRAE, BT HLAL RT-PCR RN HERR PO, TR BE
5 PRAS I Py R ABCRE R LOD W] B2 PRIBR AR S Y A RN R I 22 57 o 3 7 B P 000 ) e v )35
FIbRAEAY, 2 H B AR F B 6.5.1,

6.2 i B T A&

A SARS-CoV-2 F3 Al i) F5U3H FH 3 Mk 15 7 RR 25 A OGO ) R SR FNEEK o PIRGE AR AR
SARS-CoV-2 RNA 7l il Syl PRIGYY | S thl 5 0 36 T AR A B D R34 o W 2R A
COVID-19 SR B H #E4T SARS-CoV-2 Kl , X% T BEIFAL R EE B s IR 2 E 2,

A, SARS-CoV-2 A ik Y HI 0 A 25 VI HE i #4702 A5 AA 7 TCRE RIS AR DS . VR N3 &iE
ERBCEE G VA A 1) — T3 o AT R, E A ) 3 AN AR n u A

TIBI, SRR I A PRH P AL HI P P A E 2 TR PR R AT LATE R RS AT ARSI R Ry PR 25 A
M (POCT) .

6.3 HlALTE RIS

6.3.1 K= AEKN (LDTs) SESMSHIESTARM (1IVD EFFasi)
SCYE AR (LDTs ) s ARl A B SN 2, AR IR IR R (T [ BRI RS2

12
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B AR ) AT RE S IE RIS , H IRk A R 7 RAE LR = AT . £ SARS-CoV-2
% RNA [ RT-PCR Al J5 5 20 % 5 HABA AL T RNA MRS MEIN 75 32— F T SARS-CoV-2 SE{LU
Izl (WS A) o X 28 PCR AT AT LU L AU > T S A gk, DASEBRIG RAR A Y
A

PROMS I 7 A < T FH 3 2 FE ARG T 3 T FE AR 2 . U B RN A kL BRI BERE, 4 IR
Wl %A
6.3.2 P AL

A Y SRy B A3 AR I S5 S A P A2 ot , oK A IS 52 A B R BURT . WA L MLAG AL i
VRl s SRS A o IS SARS-CoV-2 M5 THAE (R T4, FoRAHSE SR (dnttt 414
PGP E LR (FDA ) ) I 22 o b A il 78 B o T S B A ™= i A 5 2 il P 22 BT A X A
i

6.4 I PRI #G

X RI PR SR 25 AH 57 EER AT T s AT A U R . AR SR 3 Ml 2
FEAE TR AR AR, X0 TR DR SR S AN A A T2 I A R

TV R TR AL DX AL, S50 % TR KRS Y SARS-CoV-2 Rl bR A St (i 4 o P A A
SEBRINER, FFBIENL R IP, LB ORI B SR R AR B E AR R 3 T A 7= A R 5

T g SARS-CoV-2 [k , FRH— R FNAT SRy AL AE A7 , H- 0 Pat [l P A0 o prp ez 00 i

L

a) VA2 E R SR ms A e R ik (Flan, BN REAR slgRE A A )

b) WS EAEAT T I T HERE RN TS A8 T2 BRI R 5

o) RS FEYI . LIIERIAREYIET . BT ) BT e T 0 BT LR T T g LA T
d) MR PERE AR B A

e) ST AER FE YRt — 28 ;

£) alRbR 2 ER,, iR A AT I E U

g) P,

6.5 B FIFF R HRI

6.5.1 SARS-CoV-2 FFIR TEARA T i FiiAS:
6.5.1.1 #LR

AR T H TG SARS-CoV-2 i 7 EEARALHA—IFIGE . SARS-CoV-2 il rfr, FFIMGEFRAALEE
ST W (W) R RS R SR R SRS IR VR R AR AR A, E AR AR
AR A TT X AR AS 1 5 HE M L K PR s S A TR A I P MEA R SO E L AR A WA oy AR > 1 A
Yy e ne , RN PR AR DG HAE TR0 (o an S i sl A 25 ) (95 B o FERG TN i, o 2236 054
B FEAARA . AR TR A IS 0 8 5200 2 A I RN A 4K, DR £ F AT RS PRATHG B RNA R A

13
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ERCRAEFRA B SIS 2 AT S B R R A ARSI 25 2R 2 B ( CLSI-MMI3A ) 281, FRXfsigh s
NGHEATEAN, WIS S SE R
6.5.1.2 fRAREE

TR R AR NP IR B AR AS SR I M R (A, ELAE et By, sl sk AR 2 k.,
I, Sy dR A RN ) R, FERRAS RAR BT AT AR R A B9 SARS-CoV-2 JE YL T I VR AR N - Bz
AN, LUHAREEZ RN RNA, AR E SRS, SREWIGETRA R A SLbMZsd RiFREEIT, wfcr
FERBMER L SN RAEFAL RS o TR MIPIGE RAEICSRARE 4, 7677 P T 7E ) SARS-CoV-2
BRI, T 228 HoAb e J5UA (e, RS ) RBLA BORMR A Sl T B R R G
AHER

HWAR R ESRA I BERHE B, IR A DSt Ap B sk 2B . R H A
DA PR ER 2 R PR A 8 2 XS B SRAE SR = G R RGBT 3CRehlE b s I 2t 2
LT A N BB RV e 5 BHESE AR A b i AN o R AR AR IR T AR A ST | BT A | A
PRASTT AR UE | I8 . AEAEARTERIEAAIN ), LR R Sl A IR I s ey 3R

2T, AEAERY, HEARERLIT, HYUC I T B AT SR T Bz 40 MRS ) 7
AORWCERTR A, iR RV fefd: o TERATAFFED, ST s e CE A h R R B (90% 2 95% )
R GRS, (HIX SEhFTE I o oA IR AR A B2 BV 278 B s o TR (AR ) ARAS 9l R
R TTRERAL (80% % 90% ) , X TF RAEBARFIFRAEI . 01 H 48 B R TC i R A S AR AR B
Bt BHRAARA . WCFARAS (A& )« Al bR ARt m] DSBS s 2 TSR, IR 1 R AR e
WARA AT o T35 Tt (WS 5 A I 45 R ) T4 P 3% o

W T Meta SPHTAHA T 3000 244 BERUARAS (R T . COBHR TR ) | BIF9E SR B e A I PR R

W, BT, BE R DR T,

H AR B BB, FARATFRARARAE RS . CLSI MM13-ARSIR] LIVE R ERI S % 1K

REEVIAZHT, FCRAFAR AR AL A5 S (BT ) W TR . ARSI R E
B FRAR N B ERE T o HEFE R RAE AR AR SO 6.5.1.3,
6.5.1.3 ARy
6.5.1.3.1 BT

RFEN VR RICRZ I E W SE, —TFRERT, I FIEA RS, REHE T SHE I ZEE N5
WA, TR IED, AR A, DA MR I A A 35K S 5 BER, HR AR
AT CHN S S BB i ) o AT RIS I, DRSS I N T . R4
Vit AN BEFE B AT BB SRR E I D o TEITIT AL, ik, SRR, I REE, AT,
AL SRR R A A [ — s f A B
6.5.1.32 M (OM) H¥

BFEEMEEL, ORMEE, U T, RSN kA SR AN ORI R XU e Bk AT ok

14
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MR EE R S0 =R, b defil ik . R ER . SR IF R TR AR s i i
6.5.1.3.3 BT

LRI AT S F 0T T SARS-CoV-2 £l , (RS BURZE B it B RAE 73 o WSRAEFRAS I A A
ARZT RAFRYEII, ToRkii O 200 A BT R A HSCER SR B RO AR AN, 70 Ar 375 T il g
SRR R BB A 1) . AR TCTIEEAT SR, U AT B A T IR R0 S TR SR

So-rh B HARA KT S T BA R Im R RS . RS TIRASAL =D AW, EBOR, sk
10 FBE 158, REES ST UMRMNRKFESILER, R FRIGRARI SN T,
BEXF—2E SARS-CoV-2 it T k= 323 BRI RAE N Gl DX, B E R I 5] & e R B Frg SR AR 0
B, T A ST AR, DA BRI 25 S i T B
6.5.1.3.4 FFFIRIE (MEW ) MrokmiFIER

BT B F I, PR phgk R T AR SR %2 B PCR AT FRAL S AORE D, ILISRE S A AR AR N

WV RE . BUA TR R, MR RT T I T2 B R R F R, 2/DE 0 I AR AT
YRy HA TR 552 DR R AR 8 SRR AR R AR 12 o MBS 3R, R B MR AN 0 S WA R B b
AR

W S A AR AN (OB R ), AR R R AR X G A R R 2E B N e R
W T SARS-CoV-2 FEfif L K AR IO HT TAEGAR T i RNA $5 DIRG9 KUK, FT BB S S MR A B 45 21
R, 7EAGE AT FE HHIE SARS-CoV-2 RNA #4 DU AR e P2 A MEe R b AR 1) B 2L i .

IR RIAER I, TR TR T AT B MR i AR AR B P S ORI Y 0 A, e HGE
FARAEMEBer 200 . R, FH2EH SARS-CoV-2 RNA Fa i IR TR 04 B AR A7 MER bR A Al B Je—Fh A i 1Y
fifR 7% o SR EVENAE SARS-CoV-2 il iR i T A b FR bk s | e uE AR ARG IO AT 10 i 2D 0%, s
RN PR T MR AR B B IR | ARACRIE | WA is i 2R LI % | LI B NIRARIEEIE | AR AT
6] F0 4547 LA S SARS-CoV-2 RNA F/r BSHEHL .
6.5.1.3.5 FEGEHIR

R T E T S ARAE R, M ARG R BN A WD WP S i) B R AR kA
ASESAE N, SREIMGUE, JHR e s 4 AR LA T TR
JIEHREIIE T o A IRAEA B TR R, AR5 T 3mL SR PER R4 — Ik LR
A5 S0mL g R ) o REMFEEECN 2mL % 3mL,
6.5.1.3.6 TIEH

TERSEIRIRA T, QU 8 H e A BRSO A R FE %R, 8 T HE 2 T A BRI 2 Tk & 3 IR (i
WU # BB ) o BoRBEWRS , B RS ERAERS (), REMHERETA
2mL % 3mL, |7 SR AR B MR

6.5.1.3.7 XREHERR

KRR AR VEEHATE (2130em %) o HEA smLAEBEUK)S, 00U, SRIGHEH
15
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SRR K, SRR A . B ORISR AR TS A T SRR E D, O P AR SR K ks
AR — OJLRHSE T 5 SomL {844 ) o REMFER SN 2mL % 3mL.
6.5.1.3.8 FifuiE B

AR , 28 i, PR, KT A SO AR AL I sl e i B . TR LA S
SEFOE, &ETRALZEIMATCRE 4 #ERK, Bk 30mL £ 50mL, &k 100mL % 250mL,
AT 300mL . 7 BUHE SR 7R (—BfE 100 mmHg, #H24T 13.3 kPa) W i vei, &ml
WA T>30% . MIOR & A LR A IR /I 2 10mL . 725 0] BeRlTs Y 5r sy, rrts a4
FRAMAAE T 2mL 2 3mL ik RES 5 A BT E S AR e I
6.5.1.3.9 IR 5 IR E R4

WTEEACHA TGP EA T 5538 it SARS-CoV-2 Kl , MFIGE R A T2 i A AT Bh T3 R AR il A
i, AT AR A R 0% . it T R AR R IE A SRR A I S . B0 TEHE
T, MBI AR BRI TR AR (5%<IATH<10% ) HIRAEEE/DT 10 A6, A FRASK AT
RESZ I R T, JF 1T REREAS U f 52 i 5 A% o ARSI NS , Fdr AR VRN R R bR AR e ( DAk
NG Ye ) T TRAKI . SRS AR RNA WBERARAT, BB A XU & & 18 i, ek A
B, KA S ARG, WAZBAMER, EBAT LI RR IIERT, IS ARSI S, dn SRR i
M P, DN ECAEAR S BRI it e 4 SRR S T TR

A LA R AR B B 3 R — B s AR AT s SR 5 & 10 NIFIRIEARA . AR BT A A
W HIE (HRAE RT-qPCR AEEA ) |, ALKt b i S 25 SRR s R I B 5 . AR 5 3R
FRAST P — R S B, U S AR b A Tt ) BN ER AR AR LUBRIA R bR AR
P EOZARA M A B PSS R AR 4 o CISBAR B HEA TR UE A RAAIN , LA Lt P R b [ 54 167 7
[FIRERY RT-qPCR A, I FLARTIE [R5 Dt o 8 S AT — SO A I 45 2
6.5.1.3.10 FRISGERR A4S RAR ) 25 18 7 1

AARUE BT R AT MUAS ) 2 5 R T L CRFET 1, 3K S5 vk O R A DI PRI ST HEA T30 UE FIAf A
REAL I 3R ERAIA SRR i SARS-CoV-2 HITHM % . BEBE IR BRI R, Rk nl fig
R RE MR ERFAR (AL ) B2 B O A TR A . X SR I T HOR 2 IR S5, H 13 R
AT FH & 0 FH T [RIAT IS BRI 9T, AN 2 ik I LA A v I DR R B R e I, W2V i R
7 i
6.5.1.3.11 HAohbras Al

PEAGE , N COVID-19 MF U A AR A SRE G2 AY (IR . RBCRIZEAE ) A ml e il iy
SARS-CoV-2 RNA, RE—LEH]T SARS-CoV-2 Kl I SMRA (TG PESZ B B SE . ARSI 30X 2k
WA ATSWHR TR, ARACSRAE BRI R IUSGE , IR R i 0 M e g = . e s et R
15K AT LIARORBIZIAEE P Y SARS-CoV-2 i #E, R AE K F 1% 45 o

VE: EW (FEALFRFT ) KA K a5 /K 275 54 SARS-CoV-2 RNA, A4 IR FUES B, IR (fnfk

16



GB/TXXXXX—XXXX/1S0/TS 5798:2022

B AGEEFRHTT ) A A RS B T SRR A

6.5.1.3.12 JRR Y3 [R] A R 4E R 1

XETAFISRAS R RIRRG , 3% 1 45 1 ToREEMIE] (fEdud e ) o

F 1 AW RKR

FAXE

HWRE

SRR
M C ) X7
L P b B T

EPPIGE (MER ) iR

RIBRAT N EIFGESRAS , B SR AT A, JEH
T ICAER sz B 1]

P
R
SR

L PRE R TR

UNFE COVID-19 SRR S5 1 . A B £ 3 sl P I R AR B ELIG IR
BE{L) COVID-19 AU, HUCRE T EGEFRA .

i I )

AR BUAE RIS B R P RAEA B S 4 2B 1) LA
A o X g IR ™ O R BT ARSI, LA B
R I IR YT SOV

ZE T PR S IR YRR 9 BE L SARS-CoV-2 Jiifh], HESUR A 45 B+
6.5.1.4 =8

BRI E R B A RE , AR E VR ORAF BT AR TG 2 AN [ i A R At ] (Y 30
WNTCHE T PR A s i 45 0F, BAEREEST 2 & 4 /NN N6 B 5280 2 BEA TR . dnss it () v R i 4
INEE BB AR TR BB H AT BT S AL AR S I T o WK AT AR IR BBk, L 175 B AV VR
{36 FEUBCE T 2°C 2 8°C (Wil ) Nizf i . ARl XA AR # i 3 R~4 K, 1EBCH
FFRAERIIEBL T, KRR T-70°C W IRAAE . W RS TE I, AR BRAR AT AE-20°C . FEbRAR
iR, R S VR, B E AR

A FRAS R AL IZ H S RNA FUE MR %6, SARS-CoV-2 RNA HA RIUFMKINREM . b
MR RIT, TEA AR (ANZAR 92 v 22 phER 7K ) WP RAF 1) SARS-CoV-2 RNA, 4°C N A {47 48
INB B — AR R AR, VR VRIREE T AT ORAEET &

B AR A IS i BAT 538 R T e E R . E PRI i il 6B % SARS-CoV-2 JRTEIIFRAH,
Fib QB BRI 501 ) 55, DL BARIE LR A 09 it Jr 2Ga AR A 45, 58 245 B ] 2 0 WHO

17
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&5 3

JITAT S 50 5 N A S0 2 22 )5 i ) A R B30 B A ke v, DA KRR b b 46 s ik s
MURTRENE . WA 44E (BSC) HUH MARABHATR NN . Al 2% WHO A:W)44 R

BELEHR12 COVID-19 S (il i) i E PR ASTE ] T2 Wb se H iy, BRI UN3373 “AEYp i B 287
HATIZ . RIER TR B R L A 2 UN2814 “SEmi AR R BEATis k. A s kibs
A (i@ T UN3373 5 UN2814 ) AR ELANASF Sk b g LI SCh irid, BLA IS Y | AR miit
S
6.5.1.5 trA B R RAE

SR S HRA RN B E 2 I, I B AL B RS AR R 45 B S B DU RE T o i
VARG, BT R AN RN TS, O SRS RN . A E2HE (BSC) T
TR EPIBRMS IBURFRAS . BAZSIRRAS A L M AR L Gt BRI E | ARAR RS IR AR Y
SN . AR R HIL LR EFERS T,

WA TR AR B RS M | Sese v F A e b, BRI E T35 Tl 1y kit . BRSSPI RE
1AM R S AR AR A A R SR 2525 o B3R BRI L IE B AR 2 AR ic LA TR0, IR R i
RIS RYE . A M BURE T H TR IR AR  SEAARASHT, TCIe A7 IO DB, #E
X IAE T AT o AR TR SR A A U B sl s, PR AR A A AE IS S I 45 T 51
-70°C T o $RBUG MR R B AEAEE MBS TEAE T, InJes FEE, W B AE A7 AE-70°C SCEAR Y IR
T

6.5.1.6 7744
6.5.1.6.1 5 B34

WCERA G, XA BT IC SRR, X BIC SRR = F R RS, HNAR
AFEEARR T

a) ME—ASI = AR ;

b) BENNGEE (ZLWNREA, Ufih4 . w—ETrHs . HER)

o) MAEE R, Pl P28, REEHD] . MR (IE) | BEARSEH Tifds
EHTIRKZH ) ;

d) IGRAER CINEARAER . WATHRAER ) -

AR5 B B IR T AE, SRR EE M DR, (R4 LI F B 1 2k
6.5.1.6.2 brA< B bE S A

N BT SRR AR AR BRI S A2 B S B, T AR E R 2 KGR BEPR AN R & o 3%
F R, BT ( RVEREERSE ) LIS A2 2550 (B0 6.5.1.4) #REE
6.5.1.7 tnA4b B (fFE RNA 43E)

0 AE i ST PCR AN 2 BT o ZEEEHUR 70 B B RNA . DL R 5 RNA R a4 = 7
TR, AR IR T T S AG R (LOD ) . $RBUR A iy BT, Rl R T Al RErh

g

18
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W 52 17 IS B B PG SR A PCR il

VWA R PR A% 5 ik i FH 7 T 2 18 GBJ/T 42077—202212,

B REF RIPERE, FORZRRT (ARERIGECR . 1R PCR PERE ) 5 T AZRAUR AR i
HR IR RE RNA B A IRAT RGN k647 e g, AR IE T PCR AYJS SRR IR AT o 3 B 45 {8
FIFRITEMER R (LOD) , LN ERR (LOQ) , MALHE B R X 43 #r 2
THRE R

Xof T RS A J R &, 77 DERH A B AR R TR 5, T UL B R
BE S BN, ECULBHAR SR AR AT TR R 2 N e S R T e AR S

H AT A SRR S 0GR TR, 1o 25 FH P SR R D7 i, P il A 0 78
SR E SIS R (IR & ) |, IR TR SRR AU A AT P RE .

LB 0 A T AR B UL BRI DL S A (CRE S B B s i )

IR BUSCR AT+ FRAHOCHY 1SO ARifEREATIFHY, W1 1SO 20184 A8 1SO 20186 RN, HLIRLE
YBORN A0 P A PTG B A FERALUIG PRARAS O BR A BE 5T P i F K 9 SARS-CoV-2 SR EATAGI

TE S50 2 P B AR i AL RS F BRSO I BT, AR ORI AR B PR RE A BT i, R IR

DI JLA

a)  IREEHGE AR, B R IE A PR RV RO SRR A S 2 PCR RN A PEREE H B2,
BRI AR TR SR IO ¥, ™ bt e B 2 i 0 B B 1A

b) R MR R Y B AT RO A W A R R BCE . A WA AT BRI ) 1 e A R
mep, AT BEAEM R b A AR T 4

o) MTHIRARIEAR N SUE S B, DUME RS AT 25 R AL, MRS 5 SRS, R el I it
TR U AL BRAT AR 52 2 0L

BEAL, 44 5L R S AT T RE R BOE IR B 2 (Bn, Kt B R AR IRE T, F B
filbr A B RTE ) o BRAETE RO B R SRAN R ATRLEE , 8 SN SO A A3 TR R UK | o
6.5.2 I BRI (M HTiliXAETE )
6.5.2.1 SEHEAE BRiAK
6.5.2.1.1 FEHERE]

SE ARG 8 P S XA A B e s O 0 /N 5 0 e 2 2 o (1 O R B R 60
WEERR B S Y ok bn e 4, R SR A ME S5 MREE, I H RS A5 R AT DUEAE i B PR fH
PRSI . 38 TR AU (4 0 A A I

2B} 5E 5 PCR (qPCR) FIAERY 48 Tt Al SRy ok I A, E aaR T &%
(4 SCHR ABR A2 il 5 A 70, AR LT P 0 TS A0 e 3R R R
6.5.2.1.2 SE R

SE RIS FH T T B A o A R AR R A . X TSR A2 B PCR (qPCR) Kl ‘EHRZAE
FHEHR BB BE S 5 W R R 2R o [RIE, EAR SR SRR M 2 s Som e, AN 40w

KRR T AT E i . PAFRESRE IR, Plamseace . & TSGR PSR it
19
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J', e R MRS

SERTAE £ PCR (gqPCR ) FI%T PCR (dPCR) i FH T8 S 0FAl . IR G LMok A i B A
Be) O R F WSk, LABRE Sl 5 A1, AR LT FH A (4 T e A R R
6.5.2.2 RY B AWM

S & FAR IR BER RIS B PR A3 E ) B BOR o AR S R (UL 4.2.1) B2 )E, R

FEEOR AR RANE -

a) SERELR PCR (qPCR) M T/ ZEXRE A T RIS BOE BRI O, IR 2SR IO E
i PCR XA MR E Y RETRALN . qPCR BA o 20 R AR Ml e, B o, (EL SO A Fe] AR X

b) %7 PCR (dPCR ) i 75 ZEXRE A AT 45 0 E R f I D0 o 1T dPCR HFs BAR/ AR Sl A
PR3 22 SR AR ot BRI A ™ FE AR o U 2 i LB b I A AN B IBURE A 9 & T dPCR A L I
LS R BB & AR A L SRR g YRR IR AL N . JRAE LOD 8K, (HIE IR FAEE IR RS 7iob, #
VEHESZ AR, SOw; i [ AR X o

¢ ) SFEIHGE H TR EEXE A AT E PR B O . A —E T B RVRIA MR E Y RETR LN . &
AANRLOD, s, SN HAL . #RAET SRR

6.5.2.3 BB H FA R
6.5.2.3.1 PHRHFIEREE £ il

IVD SR 75 BRI it 47 B 3 i ) 25 A R ) B AR S e PEBI S A TE i SHe i o A AL R o 3 7 4 15 )
PRAFFE AL T RNA RORERIATRE, AR B SR AR, DIITE- 18°C Bi- 70°C K 7l frfr AN it —
BN

Bk S A UL, A 357 BOR ¥ DNase 2K RNase.

IO T FH AR BRI SE 56 AR T A IR A | A7 . s & . Riic s EIs H I FE H
.

JITA S IO R AR IR AR AR . WRBE L O BRI AR AR

WEERE SRRV E A P e I R K T PR T K o X AR R B IR, iUl P g K R o

PR S B URRIR o VRIS, U FLAR AR AR K b PRI U A h R i DG s Mk e Ak 22
S %8 4350 UE S R VR R B

FEEUY RNA AR SCHA DA BES) TR, PO E S B A AR R, B © A T sl 50iE
it

LB K AR AR BTG (b Re (e TG . ORmEIK . BT E R .
6.5.2.3.2 JREFHIEZE

G2 UL RS BRSO W BT R T R VR , D S e R G RS A T ST s 42l o 1o AR 4 fef
FHIFIPE X ke o e A b Bt b R A A AE TS e, (A FHBAPE PCR X K W RS PERE . SR F R 4 ol
Xif RS Wb A R4 . AL . RNA 4385 Fll RT-qPCR 78 . AR JCvE 7 AR UG I P X BESS (4 POC
G, HUKTI R —FEA ) | NAE SRR A TR, s A TS R R EI PR P (andg R ek
B ) AT R A
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6.5.2.4 tEEES B

o ZEVTAR I PERE S B AR (RS ER T BRI HIWHE I . BAIK LOD ARk L S AEAS RIS 3R G sl il
SREAE (g ) o REES AR TR SRR N AR R A

NR FHEE S PG A (40 ROC k) , 38 i — s Bl 1 © NI R IZ W 25 SO RE ok il 2
Witk RE . oMl IS TP R IV 38 3o — 2 25t E B A2 W 2 R A it X SR A T 1) 36031F

PR E PRV IR ES , BRI EL 1 SARS-CoV-2 ¢ 195 % W Al DA SRR & 0 B A I e 13, L)
PR & MK LOD. BEEEAIS0 7.2.2,

AR &S H P AR RS, WARR K gPCR (AR AL U i, O A AN ] i 72
SN HAERE . AR AARRE M E2ZE R, T2 6.5.2.9,

ISO/TS 16393 $E T FF 5B M ( —4F2KEE ) PCR Kl J7 e (8 g0,
6.5.2.5 IEWEEE (PTHEME. MERREE. ZEBRRUN )

S L AE— 2 I IR TR0 P A BB ARG, D S W 3 S 90 2 4 AR P R

TEHf BERIE S N AR S0 T LU GB/T 22576.1—2018013E 47,

FGHI AR At B3 R PRIV 255 7% FE T T 7 1 I B2 e P RO 8 B SR BT A BT i G 37 R AT 252 114
it BARAKT . BRI R AT 20 4,

FE R BERFFTIUIR] , BRAIE S5 A U, 75 D005 A 5 15 1 A RIS 2 B4 BT A T AR AR i 28 780
AT BB . WIERER . B, i, FEAE . AT ) o AR TR IR RAR AR S, AT
FHRLRIAE o BEAURE R B SARS-CoV-2 B Sl JE B AIIE 4 1) SARS-CoV-2 bR (N3 NS % T
5|5 SARS-CoV-2 ¥EARIFHI IR RE ) A, 7] FAT T A BT b S IE AR H

R T R, S0 s R LR M ge 7 s R A 5

B0 M R A A A 8 FH AR G B S RN R 208, FHFEHH 95% B 15 X ] (353 7 k.
6.5.2.6 FHEE (EEM. THEEEE. FIk)

G2 OGS S WA RSHIDRG 2 B 1) B B AR B TIPAL , AR RN (AR 5 ) |« A Hr
BAENGL. DS KRR G

WS, KRR AL . RS E R EIE (W 6.6.7) .

FHTRE % BEDPAR (AR S D Pl DAL S AR S . BT s il | BE T S0 TEAE B2 B I R B AR AR
PASEIESE o B, TSI AR (A 38 SRR e AR R 45 A IR st il F X — B Y X
SRR AT AZES B BOINGERE i (35 B ARAS sl B AR AE S ) AL AT LAAES ™ 3 17 ] B o 280 35K g o o
B COnSRx sRR AR 3G SO0 T LK 43 ) o 78 W IR 2% BE AR e b A v, R SRR R 3]
K5, B2 R A — W beb Rl AR SRR S = AKF: FIPERES . H23E LOD 1
BHMEAE SRIBHPERE S (P A el ) o FUARHE ™ SR B 3 22 ARG 2 B 2K

DNORG % B F BRI 2 B i el o 2o, flndsifzs (SD) o
6.5.2.7 3Bl XA Ak
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MM B PERE H LA S HORRAE . B n] PG FEAAR v it O e 2R 1 By I 2, LAY
XS, 18] 3 R T — 2R HT qPCR SR AN 430 7 i

40 -+

35 -

30

25 ~

PRy 5 Ui

X—logio %

LOD—# i FR 5

LOQ—EH R ;

a—Z BV ;

b— R

c—Alogio (WREE) o

Bl 3 qPCR AUty 5L g 4% 7 R

LOQ RAEMTIHAMUE AL AT, fERELL & FEAY ST 1 — Eob il i A B R . LOQ %
T SRR T BR o RAUEIZZRMEIE R N I RLR . SRR B, B S RRR I 4 X HE VR R
REBERF T /DTSRG =R R AR

“EA) P 3R] B AR A ] 2 AR B S SR I T P R A Al S A S 28 g B Joe ) A ARG A P ke o
Kl LOD, LOD ¥ T ARG (PSR ) i FRR . SR B 2 5 v B Ry TS Rl
1 1R

"B P I A FH O 280 B ok 1) 1R 26 1 SARS-CoV-2 FEA K i i LOD ., LOD A hj i I H:Ath AS [7] 1)
SARS-CoV-2 Witk (fLffisfe 85 ) RIREA TR

WIS F T 2R AR T, BN . I E v . ST, @O R R bR A S
ST LOD 5T, PRORSRAEFR IR Y E (b 25520 LOD, 75 B BRAb.
6.5.2.8 R METI

S AT TP A O RV A 109 58 SN A o Al a3 B e S 1 o

X FH R PCR AN sl HAT W R O vE iR, 220 F s IR R 2w, TR 52

22
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M3 2 IR o R, T DA AT TV E A SOOI I Re S o %o T A A IR 7 1 Adr il 7
di, WNAFIRY B BCR BT RSO ., W E IR 2B TR T IEA

WTET MY B FEEAR R T e . B2 5] (CAmAR . FE M ek . S IR s ksh ) o &0
2 (AREOKRRS . HWZERRA . FUCHRMS . I ZTE | MM ARAE | SORRY . SR |« Jrd ey (&
MRENE ) « YORTELY) Co- TR . FUIRKTT . FIEFAk. Balb . MahkTs . UL . AHEIRS .
BILLZ/R) | DU (8RR PTara R | SRahes, BP R, ZAEER ) MAKERF A DNA
M1 RNA,

O TR T HEAT 3 UK, ARG BRLUCARGIN i Y BE LR 22 o ZEEA T IR AR5 SR RIS
i, ARG IR B YR AFEAR 2 v b il A, DA S B e DR I A 324

“FE 3 A o AR 9 58 SURUBE o FEANREFA TR IR 1O 00 B, BT AR AR b (E AR5 B
FORB SR BT ARSI PERE ), LAPPAG g0 A -5 A a0 & 5 1 AR Z TRl i [ . 234
ST BEALAE B AR PR 0 BT 0 SR 1 2 AR E bR . S EARR T a) Re) .

UNARAE AR A3 A 25 2 1 7R 38 SUR N 90 55 43 Ak | o AR =2 1) 1) [T PE=>80% , R LA R 5
Jiti :

a) FLTE SARS-CoV-2 SlAH W HERET BA R PERY R W) Z [ AT A ) TS s 51

b) fERMAEY THBE BRI, H A EET L A (B, SRR P a5
PIRERET B ) B IOPEREAS 232 215 5 | W) AR B HAT>80% [Rl I A T A M sl 5 5%

o) HERNAT A G A RS IRIKTCE (B, MERS-CoV BMRHATH )

IO 368 3o A= £ 3 A 445 SRR I 0 % &0 10 40 Ao 0 T bk A S 0 IR GSAE AR 5 COVID-19 0 IR WL B A4
WARLAG AW PR AT ARSI o A R B PR EL A5 (BN R TR 51 B9l ) Sl A A R R
£ SARS-CoV-2 i, sk & A B RR A 3B BH Ml 2 R BH PR A s BB B, DA T o S

FIAZ IR T A A 28 SR S 1) 7 181«

a) M5 PE ARG EE (HKUL, OC43. NL63 #1229E) . SARS IR EE A1 MERS AR5 5

b) HAWAFIERTEE, W HINT CErA HINT #/EiEE (2009 ) . Z15PE HIND E9EEE ) . H3N2,
H5N1. H7N9, Z B Yamagata % . Victoria %, FEIR A S 75 RSV-A Fil RSV-B, B2k PIV-
1. PIV-2 I PIV-3. B HRV-A. HRV-B. HRV-C. 7 Advl. Adv2. Adv3. Adv4. Adv5.
Adv7. AdvS5, i A, B, C. D4, AWl eE;

c) EBYWEE. WRENTE. ANBEATE . fORmEE . e . IR EE

d) BRI MR ARAR . ERE . E H AR . GRS AT . S AR . Il sEek
W AERPEREERES . IR S ER AR . S5 RFTIA

e) MHEMEE . HOSERE . Ll EGERE . B ek

IR BAE A TS Tl LDTs (3250 FAR ) |, HAER ARSI
6.5.2.9 A7) (I#E. fEFE)

SARS-CoV-2 ARG RIS Wi £ 19 A 7= Al B &2 5 HoAth TVD 2B 7 R AR IR A 2K, AR ER R
T A= 3EE  itaiessy . A, TR hliaR . KSR R . A5,

TR A PRI . BRI . AR BRI BT i P R GENAT A E PR ARE, 41 1SO 13485021

S

uly
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s E R EARE, WP E GMP, %[E QSR (21 CFR 820) . HAEAFEHE N 169 5440,
6.5.3 BT XU 2

BT IR 43T 1o LA 138 B A ] BB AR i - R ARSI 75776 TG 1) SARS-Co V-2 S8 BRIy UK , S 7
(1 PCR Rl 7 i v i TR X3 CREAE ) A5 CZEMR 20 ) R, DISRES [ FERET 1731 1 45
G, BATEARAE R Y, DURIRER A MR . (EMP IR, 8T R 5 RNA X5 1 AR

Tz, DIVERS RIS AL, LoD . K R, (I —dH HAREE (fastk) | i
itk CHEBE ) FIEETOHSCAE Y (557 ) S8 S S0 G DN 75 2 1) ok PR SR URE AR S o ARG 1
HAGAAER I AE AR BT (EIPNGE ST | BRI ) Al & . Sl H OO T, A R A 2
T ] B —2H B PR 2 s R e ) ik A T i, SRRl 7 B AR A WA T mT R AR AS h SRR AR A7 AE
(RN |, IEVFZ A TP HABARA P B UERFIE A SR JE CHEMBPEFNIL T ) o A0 17 A i 2 (il
PSR A RS T i, SR AE ™ R bl e s A8k (200 10.1)

TE e AR TR RRIUIIVE RCAYSRTE, FROGELZRMEAMPT, AU T35 £ dh 24 i B A BUR) (FDA ) FIRKEEZE 5

( European Commission ) il i€ HJ SARS-CoV-2 2 Wi/t REbRHE .

TE2: M RGE M TG R LDTs (528962 H ARG ) | WIRH THOARBE .

6.6 RFFITT BEHIEAL

;

\m
W

6.6.1 SARS-CoV-2 $BH5 51 fk 4%

AW WHO s Al 52k I8 (Bl . GISAID ) A SARS-CoV-2 JE R 51 A7 K6 I # AR X
Sl B 5 A RGN 5 | P 2

F B AOAR I S0 00 5, B S 7 N R T LU, DA S 75 Bk sl AR o X
THERE ) SARS-CoV-2 $UARIXIR, F AW E AR T L, ALREXT L AT R IR R 2 A1 25 5%

e XSG T IS Bk LDTs, (HE AR A SN A,

6.6.2 XEAFM (VOCs) Xf SARS-CoV-2 NAAT JREHEEFERE M

FTEMMRAT RS R et (GERFS ) |, S8 P95 5 R P S i 22 5, e al
REFLERRZIR o AE BN BOR T AL SR ZEAE I PRI B e (20 10.1) o BARTIWIEREH 4G
B XHY PV S AT REAN 27 LEAR AN , B | IR BB Il B AN A TS AP SRS IE , o X
A S W A e EE R BT 58 (RS — P8ORS AR IR DX, slAe i o7 i R AR 5 LUt 2
MEENFFS ) o FPo A5 il BE SRR AR PERE Rl T B A I AR, T AR B BAESS R o S0 24 2k
PRI P (ol R T 22 EARE ) T ol DR R A DS AT S B RO R B P2 2R . R, TR — 2%
AR PSS S AT RERAA B, T AN B STATR B A 3 5128 5 al RE 2 S MR L RE o Bet, %
I SARS 3 T2 A2 Ff ] BES IR A 06 Hh a6 458 U STV R0 R IR 5 B 5 1 A A IR IR
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SRS ), IR XF Rl 2 DA TR B R ) AT RE 2 32 B R
T N B IR DX ) 4T 728 S5 k5 5 | DR P B O D EE o o e B 72 S5 ok 2 R M ARG
PERE, TP AN GCEAR MG A GO R XU . XS5 B 2 SR At SARS-CoV-2 S 17
JE AR, TR A e R A M A A2 Wi ian) REAT B T S A RO P e o o 7 DX A% R ) B
VOCs RMAGIHINPERE , WS HE S+ TR A SC Tt , M TATRAARRRE L 15 4 H ) fiE
T SIYHRE RS SR AT R A — o3, IR Z IVD & R A TIPS RS P81, IXRERT LI |
STRGH A A R T AR S X2 R AT B A S

6.6.3 ¥ B LIRS

MRS = PAE | SRRSOt AV FCRRJEE , B PRl & Se g = A9 7 1%, AR (AR T2 PCR |
dPCR. “F{EY 4% KA ST 1%

6.6.4 5|YIRIITFIEEE

A WHO AT 5 190751 47 I
Xt B E MIERE SARS-CoV-2 HURRIX G TIA S BT Se g2, E ik Ik ¥UAR X I 9738 5141
HHEIESIWKE ., GC FRABMINABOTSE, IR HER JOSCR BB IE s 1 — 2R 1A

VE: BCHERERGE T AR SE LDTs,
6.6.5 RPAR AL

TESONARZIF RS, EOE g A & 4 PCR 473 (AFR(EABR T 14m . wlnFns| 9 ) 17
9T, BiERARMAL BT o AN, XTIk iy 6, BB B ERCR RIRRENE, B Rk
P RON ZEAE

e XS BGE H THlE R B LD Ts.

6.6.6 FHMEHINHERIFEE

FEE P BB AR BUB AR E , IR A S E R FE, AR A7 A ARS RE A5 |
RO R

P 5E FEAPA B (EL AR AS B I PRAEAS o ARAS B PN [FIRUARURE , BUARBATE | i S BHE LA B
SEPHYE . s, BT FH 2R St

XA BGE Tl p AN LDTs o FP B R B it 75 bl RIS IR BLEOR , JEHIE AR ik
PREEAS DA I 5 75 oA A ERf P

TE 1 BRI RE ST RS i 2 SR D BRI, RSl 2 SR 5 D I

TE 20 Hr PPN (ELRO DI B 45 2R RTRERL A NI E 2521

TE 3. FEMEIWME AR DR g T ARG I AR S A R BURAE
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TE4: X THTIOE PCR M HEGEDIR s TR AR, BEMESI0T (E — R 2RI #E A% R PR 1Y Ce fE .
AR ROC HIZ 5387 7 AGHI o 23 HE B DR g BH A S0 (L, FC PP RS A 5 SR i X 52 1 A e 2 e e
IRIZIBIEE R . SO HURAEIE i f X bR rORE S A I AE SR CBRPERIEPE S 0IR(ES <17 A 0”7 ), Kl
AF BN AT RE AT SR (CHE, AT IE Ct (B A A 25 IR E R e KR ER CHfl ) . SRAL
it rHrieE (4n SPSS) 2l ROC I Fi15 ROC ik FiEAL (AUC) , 200 ROC Mt A [l W st 1) fUsk
PERIRE M, PEREZY 54540 ( Youden Index, BUBME+FESRE-1) B ORBIXTR LSS 5 Ct (EAE AT
O BEE ST AL, st ) T LA 32 30 v i SHe L gy S R e R SRR 2 PR RE L DTG 482 o i 2R e bR 2 B PR IX
S HERTE .

A 4 T AR R G R AR R 22 R B0 R 31 DX Tl ff

6.6.7 MEATETHHIBAEFTEIA

6.6.7.1 iR

TEIT % SARS-CoV-2 AR G i B v, 1) & pOPE REFIAS A2 PESBURAR I BTG 2 A S0IE
HARINTT AT VA o AR ORISR AR T, B R BUYIE PR B9 RAR A 21T SARS-CoV-2
ORI, FARFEAIT TR RIS B AR A AT (20 6.5.25) ©

R EEREDT TS BT A A A AR S, SRR LS IT, RERfE R I B R A Al O (2
6.5.2.6) o BIIPEELAEREMT N THIRSCHG =S . AHIRERAE A BT . AR[R] B & B3R )7k ) [)— It
CANBRAEERT, BLUREAS . N THERT) SEATER NN, iR IR Mo A RUE RUSRIETT 58, TERLE I (a]
WHATE RIS, WREFRN PR | AT R B IE R .

B, B IR R ATA, AEBCR A R N T AR SR, ARG | AR A XA
Tk E] AT H - CIbs AR o BAAEAS | N T35 ) AT E I, DAEAL ek s

P B AN R8N B3 RIS )35 4 X AH R 750 B9 ] — Rt 5 CAnbR AR RE o BbREEA . AT
FeJgt ) HEATHAZINA, WAl By LR A T .

OIATRE SRR B B R P o e e RAT SCLE K AR AR (6.5.2.8 ) o IAREAS B i A I R
FAPERRAS S b s s 57 00 B W sl s I 22 B D7 DAIE DT 12 A g FEHAE ) A e R A 1 £ A o 58 U
“FLR FH G PRI v B 2 A K (8 AR v B R T A

6.6.7.2 AR EME

T PEBFE B T8GR s LDT 35GRA RAWARRIA . W58 B PR e P B A B8O R AT 5 7 Bk
PERETEAR

LU ECE T B s s i 25 F T AT ROWE ST o WH T 28 A B B AR R A s S A A7 7 o ml e
T A E IR L R PR, 501 .

PO R SN, hTREAA R, HARPrA SR RE S ERERT TS MU RI, B PR b Ll
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J5 RELR S TR E MR AT

TESERRERAE T, BT C o vk BE 1 2 25 Wy ST kA TR i

BRI 2% 1S0 236402208 E A RGN . @BGRITEAFRIYIZ M A0 T, 7RISRl G X 2% ) Bkt T
W, DLPAG IR Rz 5 e rdsoe v

IR I R T B S 20 5 2 U, R it ) R AR e e o Rl 2 I A R X7
XS Y AT, DA A RE A5 0 T W] AP A e KRR B8 170 S R Rl ] L A
[l A7 ANz i A5 B HAFPE B TIPAl , MIRHA B e 40 % R P um i) i 2 . T2y 200t

A PR 2

6.6.7.3 WA BT AHHERTSE

T % LDT BRI B Bl w5 B TRy BERml AT B B . ZEnl A5 B, B wI2E 1 fiE
Wi, SRIGHRYE GB/T 39367.1—2020050H ik, A FHR BEHERR AL AL it Ak i e EpE e ds , JEHIER H
A B UEFER .

6.6.7.4 LWrERRMEFEHE

il BT FLIT AL SARS-CoV-2 NAAT BEA BEYT FIASE T A JesR SR pEIRLe (5 2., LA A Anfar 36 ik A oAk
MPEREFE bR e BT 1Z H bR . A REFEAR AR AR TR B . e WrRe b . Ty Rl R fded: |
T L e PR 2 SR Al PRAE S

TEFEAT A TG RIS IEZ HT, B0 3 R AR A T o 2, DAVPAS 4 A R SR A 49 & 1))
HRAEREE TR (1 B 2B AT

7 R RERIE

7.1 B

K P BE A IAE | UESE W B WU HE A RS MS B r i PERE (51N FDA ttifEsim S iy, ¢ CE
NIERY ) AT TG R A A B o ZESCMEPEREIIERT, T A% IS0 s PABE | TR0t R4 b ) Jo o 4
TR F I AT IR

: GB/T 39367.1—2020 st B it 74 X L FRm Y I IR F 1A o 25 E.

PERBYS UEFLAE S0 SARS-CoV-2 i A% BRAGHIN 11 S50 % rh EA T o AN ARG IR i 23 B 7 e e 74 31
HAbSZ R 2 6T, DR IS i PR A ek A I A i B2 RS D 7 vk AR S P BERRAE .

Xt F R RIS, IR UE R B 02 ah AR 3 7= i T REARE A B A i SR RE Y
fiE, AT IE B A 2 i FE P £ RIS B BR3P

X T HERESAIE P PEAG G ERNBR TUHERA B2, REE, e rt, Kol RS EE . T T HERE IR
AIREAS ST AT LU I PRAE A SE N CRIREAR (7575 TEEE BTSN RS2 ) o FESR RN % BE 1 it F
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INAREACE DS IR L S5 B PR ER B =B . ARSCHE RO PERESSIE DT R L 6.5.2,
7.2 S HrHERRARAE AR IA

7.2.1 HEHRE

PAREOL T, FUT G PRARAS 5808 O R 3025 SR AR AR SR P AR I T 32 s8R D00 A v B %1 5
Rl 77, RS BRI MAREA B — B0, BNITE R E 45 R PPARMERR B2, ST AR 2 5 5 1 i R e A
I LR A T 4

Xof T i 2R A SR RGN vk, R R4 i A R AL I AR o TETCTE AR I RFE A I 15 00
T, AT USSR R R A I RAE A B8 N TR AN A R R BT , SR5 A R B i) E A DX S e
BRI TRN

YA 2 RGN ‘2% I XU AR ) PR RNME R PSS SR (UL 6.5.2.5 ) o MIaUREAS i it B2 LA
BRGETHEE B B AT A2 W B B o R UONNAAS F 20 BlREAS, S8 /2 40 3] 50 BilsE A,
FAPAG I T 32 s R 32 00 DR A 4 P B i R K sl b A 9 1R PN ) S B BB R
7.2.2 HER

BRAE DA B, A5 BT AS Tl A . A% R B RS G DN g A1 PROASE 74 218 R AR 75 R g 56 o 17 > R 0 3R
GeoRwf R B AN T BT RS 04 A 22 A G0 T TSR P A SR o 7, U0 RT e P 5 At 57
etk R

R T RGETHR R, AU TR 8 K i R AR BRI AR PR B PR AR AT, DAA: iU % KRR
MR TRE I . B SR N T BT gE W] & v e 5 SR I R BRSO R A R4 T, T AR N T

B AR A8 22 AR AR HEA TS 1 R LA G A R, A dsetions Bt (EBATEXT IR ) e oA
WEREA . A OCHIRY RG22 (5 2., 152 0L GB/T 42077—2022021,

PERESHEA MR T, DR, A2 7 T S A B >y 0 T T s il

BE—Ff A BRI REAS I ER BT 2 K PR . BT copies/ml 883 TU/ml AR R, BRIES A1,
C, (Cti# Cp) NHM TR,

T XSG s i e S s R, AR . TR . B | IR TERE PR S PG IR

ANEdE#RS

7.2.3 G5

LA PE AL W] BRI OL T HEAT RSN 3 T NS08 43 #7 o IRAM 5T B 355K F GenBank 5{ GISAID
JEHVEE T SRR 1 Z AR R R TR R o AN SRARS I AT s Hh A T AR 1 58 SURL V) , SRR A 400 7 4 L
XF, JFHR AR R D B RASBC AL, B8 S 75 P REAFLE RIS 1Y 28 SRR P B T4 P 5 5 8  RE A7 ALE
AT A R i e

PRI 3 B ol FH AR TR PR A AR e SARS-CoV-2 BEAR o T 358 T B LA F2 AT AG: HH BIR A B2 1 B4 70
o FUAROR AT ARSI R AS RIS R 14 T TR R
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7.2.4 FR4E

RS PR R R AT IRA , A GRS AAAE TR T L S 5 i LI R g S A 14 52 SR o A
SARS-CoV-2 R, T BTl BRI S AREACIRS A B 5 A T (A& FMEE5 T4 ) o

A KT BRI RE U R AR AR 5 S, TS0 6.5.2.8,

7.2.5 Rafdik:

BT R BE R MRURG: I 1: RE ARR e PR 45 Fh IR AT I o B REARAR IS | s s SR S g L 5r A
RIS YL | ANER | BRI A5 DR 2R A5 o X3k 4 PR 2 P R 5 i LA DU BB P 7K 32 M B T A kA
IFEIC R TR P 2% Al

N O R oY e B W = N E R PR ioallL[: AR S A IES

T PR oY B 7R 7E I 25 PR RS, DAFIEAE BB T8 2 7 i A Rk

HPFAR LT R X BUBAS R a2 . FEACRRGRIARR . BRI B AL R

PR, HERIES IVD IR 3EA M, P BB TR M (ke B b
TRIIRZNEE ) | HECS R (A4 B B ) X (ADEAERR R ) B2 . A RIS s

ARG O B A AR A S0 T A 7R AR AR AR R A 520

7.3 G RIESE

i PRAFEA 2 X IS 7 A A RS e A T A A 204, SR 7™ it ) I PR TSI 38 , JF B0 e R AERE
i RUESE 2 ik AR S HAPAE I ER G R 8 o Ml 7 B S5 FLI A7 A 4 ek AR 3

— TS, ik R REREAELNS B0 & ELEE XM A BRI RS A BYREA T DA AR A L B A A T,
IR FHAE AR AR A O X &0 P BE T B, HABEEXT 7 EA A A R B e P R R B & o

TENG R PG, B PE RAR I RIS AS AT EORESR ARl — N0 . BIARLRS U0 T, BN
IbRAS o AR TCRE AT RIBEMERT S, — A0 T RE S Dl e W AR 1 SR A, R BT REAE
BlnbRARAE I SRR B Clfr e ), T HUIHTER T ( SARS-CoV-2) FHPEARA A
e

I PRARAS (IR B A AR GETHEOR, R H S 250kt T e, iR —2ka e, DI
ik b B e R AERE

8 ImPR AL IA

8.1 —E N

> S0 2 A PR i e DN ) Bl R R o Ak IVD AR A TR & (i, ek AR ke
MU S AMRA AL ) HEFT SARS-CoV-2 MARAGINAT , LGSR UEH A Ml iat i 4 B DA S i A L7
R R RIS SRR R . S8 TR SARS-CoV-2 NAA fiE N BEY7FI/A$t TR BUf th s 2 LR 15 8,
(U 6.6.7.4)
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{E: GB/T 39367.1—2020018ff 5% B 44t 18 2256 T I AR Y 1 i K A A e AR i A f5 R
PERESIE A H ARG T2 DGR 75 RE T A AR A4 PR, BP0 D) 2 75 REG A2 T
I PRAEFH K o

8.2 U=

WU AL TG ZIELU N R E ke, AR T
a) KoMy E . IR A (BlnfRasiswr) ; SR EG et e,
b) HFr ARE;
) PRAZEAY;
d) REEFE BRI 5
e) ARAZISCRIFE I AR

8.3 Rl RARAS A4 1 BE

ELHRAE FIUHT P 8 %ok 2 RS A 45 R A9 I RARAS sl R A AT I, LA IS R 275 5 SARS-CoV-2
SRR IASG, ARZTT 1R Ak e ) — 2

ST R AL e v AT BEAE AR A AL AU, R R AR A R o e SRR — A
SARS-CoV-2 KNS SEREHRAE RS 23 7341 LA BT AN, W] RE2X RN NAAT BRI R TERE . i)™ Az iR AR
fenl e S BB G B T T R OB PR 2557, X T REX 2N I A A M oA B . I, EDRE
T SR AR MR A D) H A A — B0 E AT I o BeAh, AR BRI AL W) T NAAT I i
RZGPIR, ARG W45 A A A R RAR W2 RS BE . BB AG B & 5 A28 | IR T
AL A 57 LA R A P R i A P 5 PR P 91 ) A 52 SRV

— Bk UL, R BRI PRARASZE R I RFR BRI TP A, GRIF R G B S AR A SE T
Mror kiR 4

e RAEAS S8 ) PR ELAT B FEAS B G 20K, I PRIERE ELAT & PO B R AN bR vt . LA i I PRI h 4
5 AR FIEEA T

I

0 Wit

BAHLERRLH E B TR RE Y JFIATAOGIE S, DARRORBETTH i 1 BEAS IE A e Ak A= 7= B,
I HRERGHFEE AR 7 AT B ZOR B i o TECA IR A= VS Z A, ISR UE B i 2 155 il i
A F=RE MG, G ATl FITE . BT i A= e s . BRAE A DTRIER ISR

IEBCRE B RS 6 3l vh 1 B — > BRI R AR A o 557 i SE B S I BT oR

10 SEWEPITANARERRE
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10.1 LXK = PATHRH

— BHAMSE S R SE UR , IR ORI B AL 16 S 1 I e S0 2 i A BRI AR R kAT A
IRTEREACE AR P I B AR, B A X A I 70 o RME IR AR —A4F, SARS-CoV-2 HHEH S
Stk (VOCs ) 2Bl R b B & A R, 205 T NAAT B pOrERE . k™ AR /Y
FIVAL T AR P EUR G R P AR R AR BORE M N 22 S, X TS WA R Ul n] RESR A AR, tun)
RERAFM . B, FOR VOCs BRIy # MG i) —88 230 BeAh, T NAAT Rl i Jm —
AR BN AR T, DR ATART & A A 5 | ) s AT 45 5 07 1 PR 35 PR SR A 2 B WDl R AS A8 ARG 45
Ho BEEHTIEALT SIS | DRI R A 53 3 R LA e HA 8 T g R 0 T ) S8 SR

T BT RMY NI kARt — 2R, HZ2 W GB/T 39367.1—2020 K% B.

FOREIN 75 0 H ARG il — B 5281 SOP (ARt ) o

YA XS NS sG] A R I R PP B AT SO, 7R R T R ARSI 2 i, B AR AR B

and
(ayny
o

AR ZE CL AL ORI R PP AT B, DR E ST A mr e DA S R T

TEREIN T 4R Z HT, S50 2 R o A 300 0 o P R

TEBTREFFSEI 2 /T, SE8 s BLOE AHOC B HAIAIBE J1 34l

ELA R PR I A R 5236 2 P P SR 5e o0 A AR 55, ARG 1ol 5 | AR T T R 222 W (R ARG 5
%o

10.2 ZERHIR &S AR

BLSEIE S HFRE , LABRORES RAR S B S P R 4 i SEd o € B2 T2 a9 45 Rl EL
BEAAARR (AR AOPRAS |z e sl AR A PR AR ) A8 DU (i BRep i ys ) B s

HARE T IERREINVEE , JEURRET AL (RSB, . FERE DU, EPRIAL ., BT
ORI ) .

Al CORREE” B CRTRHRT .

RIRERIEPRA T SARS-CoV-2 NAAT Kl islFRI T4 . PEAE T LLPERE M ARG T, (HoR e e
R {H A SARS-CoV-2 RNA 155 , HELPRIm RN (EATI AN o 7048 AR I, BV Ll P2 T DU (2
DIPE DR, R PRE ) pE sl . Ah, diTRl— G, (Cral Cp) ARS8 3 22 ] (4 25 5 T RETX
211000 A5 AL, PRI LA TG T MR B A T 0 R U AR SN2 Wi o i AR i e 1 2
%

Pk K42 O A= 5 el e e A S 1= 57, g L 2 e S U 2 NI i PR R S
e — Oy AR, TR AR AR, BRORAES R AT Z AT, EA SNBSS T 1T A
e, SEE S AR HA B o T RS EAIPREAL TR Y o X T A E BRI A58, Sed s Bt —
AR, DIAHRISCHA T R B R, sl ESRUNSA R AARAS o EAb, A BR | AGHI 5 vk i B 7
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T LA S G PRI 25 R 7 2% B R &R

X AT, SCIE TR R E — RPN AR BRAA QBRI A . SMEA G KB A
PR ) DUE XSS R TIR R AR . SC50 % O A X R A B R I P ARSI ] 8% O
SEER L MARAT IS AT, R R A DA R A DG R B

FEI TS B AVFAIEOL T, AH OGN B F4 B 38 1 0 U B B XA S MS W - B 25 SR A T i o P35 o]
% PCR PHPERIE, DA MERS (55 200 B PR PSS

JITA 25 SR P AR AL SR I 5 VA DG ARSI B P A DG i R e B

SARS-CoV-2 F FHPAAG I 28 SR ) 28 3 T 25 R o o

1 FREXIE

11.1 HRELE

AVt o AR A 1) e AN 2L 0 43 4 o 8 60T B e R S X A 228 g3 % R
2372 S H H IR 1 R IR U S2EA 000, 3] S A R S A I A5

A T4 BT MRS BRI R A2 1 [ Bobm o it 2 2% A T IOUE o M 0 T e e i 2
A, e SR A RME T A TR AT I . BRAh, BRI R A e b S S A o D T %
SARS-CoV-2 HYPERE MM FEAT AL, Bilin, A T2 SARS-CoV-2 NAAT 11 PriRifE 2% i
TP I

R PRAREEL S5 MPRHIT , BeEds RO A ORHME N BAT T rT B W . TCISTEsf A SEAl
M2 AA S b, RS 6 i IHAES RS BAT & B P s OO B (NTC ) sl FHPES % 5l i it
PS/I(ENS

BP0 R R 265 2ot A TR 4 BRI 2 2o 2 A e DR it — 2 0 P . el LB 2B M IR, o]
BT AR B P A B IR T, DAl AT iR s YK

BHPEXS B IR AL 5 DU N4
a) TR IR, AR S A KB i, TG RT-gPCR B b5 4% o
b) RIS X IR, A K gz g A AR A, 5 URE R A ) A AL B e LA 2 B
NP O
) RTG)W AR, Her 0 35 BHMAE AN TSN S S s T S e s P R, DAVEAR AR 1) S e s By (T
RNA 7z ) @

D5 ¥R 2E RO a5l B 22 AT, RS S AT A U AR . R R &
FRPH FEE 23-Ar s mT A o R B AR s 228 b AT DA

$7 PCR AT FiR S Sl T ISR b4 X e S 450, PIYRAT LA B0 7 D51 448 DL (v w3

1.2 SRR, GFTIREL
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ISOHLVH A WS KB A R AR, B 3 AR X i DU REFIPERE . nl e, L
PEFNIE R SR LA F5U0 P i ) e, L SORH b o e 78 X 7 iy TEAE A P2 B 25 PR 7
NN =B N E TP R R W T’ B O <108 - 21 P A SR e 1 S I < N a3 RPN RS
(A& ) o BA RO ISR, USROG SEElE o, et 2 miUn, BERERHITA
AREC SRORIVAS S FAR I i) 1) A A S8 RS2 5 M 1) R W A Tk AR B

11.3 Z[a] Fexy

VEARRLL BT ARUE T B — 388, SE50 % HE 2 518 S SR BT R 1 TA .

FEBCA MBI R IBOL S, SEir s e B e B Re 1Ay %2 .

HL2355 2 ILGB/T 22576.1—20181,

2 5 X ZHT, 5290 % AT M B i DAL RS A B bR, DA 28 rh i e MR E
Bk

N EBLH 2L AN RE 7Ky 28 0 28 /D AR AR St — WK o FLAE R DTSN B A s ae TR, A
AF 2 /D S G IR S0 ) LU AR, DAAR BRI T WA ge A8 4k, SR —4F (BB AR ) |
HEAT =R B 220K o AR BT e 42 ] il B 5 SR AR AR SR AR R R I AR R A it S e AR TR A
e CansEA ), R ERE Rl — AR

AR BT s AR AR B EE A T A A, A DI BERE R ] A5 4k
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RLIRY SR 7 144 P 465 AR @

UESIE:

AGHIN 77 12 A B s G F 14 I8P 5 461)

A B U (RT)PCR

RT-PCR i A S P 235 G 0 91 1) T e S A% 1R 5 | 0
b DNA AWK — A WEEY BT 7, %0 T
J& SARS-CoV-2 RNA JFFIEARIYAUE DNA #5101, 971
TR 7 A R R U A AR | IR ORI {5 T S
BRRY o TRLBE AR AL I E S AR I 1 e B 1 7 A
%2 () DNA DI, RT 76 PCR ZRTHEST, LIZERL
PCR il 7 i B &b DNA J¥ 51,

I LRI 8 o PRI ALk A T A 0 B PCR
52 B T SARS-CoV-2 IS 7 %4 :
https://pubmed.ncbi.nlm.nih.gov/33486074/

SE A R A EEE U N | (RT)gPCR

RT-qPCR i ] — 7 B E 178 A B SCREM 5 S i i
P T A AR T . I 2 PO DNA 455
QOB BAFEARIC R SR TR IR EH R LB . RNA B
S W] DL DR SR PCR AR ST N h 25 6 (—

BINRE SRS A F 19O AR D S A% TR £
J& RT-qPCR Fl RT-dPCR #& 43 H7 H f5 5 FH B 3R
W o XFP ARSI T AR R
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A1 RT-qPCR ) RSEHE, /b 7 N T, {525 H 2
fk.. RT-qPCR ZH5illl SARS-CoV-2 RNA [ F 5 )7k,

B R A M EE U

(RT)dPCR

RT-dPCR 27N T F TR THONE (FRAFIX) Hhxy
BT A FRARBE, T il 58 88 S AN S5 A AT g I
qPCR A et 388 75 1 T DX o0 B AN P X

W AFRY

(RT)LAMP

RT-LAMP fifi [l 4-6 7 [ #2k L 4f DNA G, [FHH
FIUE B EAME, [H T — A5 S H G 1. N
WS T4 A AR DNA A8, [RIRHE 5 fl &
—BJ¥ I, TINS5 R T S B BRI AL
BRI, T RS IR R I G R B E R PR
W5 ke A, LG —id . RT-LAMP
TR IR G I —AN ). 5 PCR ANH], LAMP
AIETE IR T

Fefa ik (Colorimetric )
(https://pubmed.ncbi.nlm.nih.gov/33098427/)
W7 ( Sequencing )
(https://doi.org/10.1128/JCM.03271-20)
CRISPR
https://pubmed.ncbi.nlm.nih.gov/33741959/

HZH R A A

(RT)RPA

RT-RPA >k 5 PCR AL i sl S ms , (E N i A e
HHEARESY (5 HEAR . DNA B4R,
BHEA) KIZF LA . IEF DNA #5355,

tbta ik (Colorimetric )
CRISPR
(https://pubs.acs.org/doi/10.1021/acssensors.0c02365

)

e e

T™MA

TMA W) TAEEF R RT 5149, #H&H RNA BE
2k & 07 5 B 519 R RNA, TMA 454 17 RNA
RA TR SERE, 774 HFRFSIRI RNA 361

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7944
800

e e SR PR S

TRC

TRC RS TMA MR Tk, BEE T8 15|k ik

https://link.springer.com/article/10.1007/s10096-021-
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F H AR DAY AR g 04193-7
NEAR i FHPIRN S | M4 5 1 6 A DNA G H, 5

I e 38 520 (RT)NEAR A ) N https://jcm.asm.org/content/58/8/e00760-20
S A sk DR ALY 3T |2 DNA

a QUR RT E—F 5201, XERMITHER LS &I A& TR DNA, It B Es MR IE L B (%531 ) B SARS-CoV-2 RNA AL N
H 4 DNA (cDNA ) PABEArsHE ) 5 A
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