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e 2 % 2. A ﬁu@%mﬁé: 48T/ qu/ﬁ:-; o ‘
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7. ERAXES: 4 HEIZ R
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R BEAT IR D -
14 LRAFIREE A B0 2085 CHRAE, ARIHADT 10 M H o EMIEF R 5
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3. 5l B R IR AT SO R — R
4, el FER B4 GMP ZEEHATEF 1IS09001:2015 TAIIE.
4 (4 ARIE R 5 5 & Lﬁ’i&ﬁjﬁﬁﬁ@ﬁﬁ%i&%%&%?%ﬂ%: ‘
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i P Sk A
%fz SER R AR SIS B ) A I E K BUE E IR A NG ERR
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JREEERRINIE. SRAFE K EHHE ARSI IAE .
A2, FIEARE PCR AR R4 7557 (PCR R IRETERD
BT R BHESE . RS .
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A4, PR\ 220, INBER J5 20 m] LB 3 F AL,
LI IR BT ARERIET.
F(Victoria. 5. LA PHMET BB M AR N S i R, WTEEEH, ERS
5 Yamegata) X soT/ e | 3 & E IR
A - T A6y KIERER: PR SCE K ERRE .
il @ A7. 55 FHFEF: 50°C 2min, 95°C 3min; 95°C 5sec, 55°C 30sec
PCR %) CRERN) 40 1538, ANEHIEIE.
8. THERAGE L. EEMNEEESE N, KL R fk AR
FRH (CV%) <5%.
10, AR sk B CGREEED 1500 copies/mL .
11, -20£5°C L NAHRRAT, fREtker, HR0H 12 1MH.
12, JFRCHERLEY, 3E& ABI &514(2%. Roche RN ZEZE L Fhid ' PCR
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Fx1. PFEXTHR AL 30ttt x1 1t « BHEEXTIE S 30ufirtx1




4, TEHRSHEE: 50°Cx30min; 95°Cx10min; Fi% 95°Cx10sec—55°C
x40sec, HI

45 WK; HOSSIEREITE 55°C. RNARRN 25l Tt. 503 LN ES S
B E

45°C*x10min; 95°C x15min; FF4% 95°Cx15sec—60°C x60sec, fEI 45
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3RRBIFEST: 95°C (30S) 1 ;s (95°C S5s. 60°C 30s) 45 .
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1. FEARER: REAR AR A PR 2 I B I

2. WH B FEEA

TAHE TN IgM-pEEPTIAR I ALK, FRER PR RIS, BRZN B
IgM HUARBH ST IR BRIZ9 5% 1gM PURBA ST, Bl AL Ba B,
WRAEVELB(10 1), FERFBRIeM), KB, SE48, B, i3
7K

3. P RE TR AR

3.1, REUE. Rtk @ 1178 BllmARIFFT, A S5 E a2y
V)3 R (FDA)YE I R 2R3t AR, RBUE N 97.6%, Rt BN
89.0%.

3.2, KEEME: MANEZR R CV%<15%(n=10).

3.3 AN ARRIUA G5 RIE B B L9 AR 1) 1gM $itiRFH
PEMGE R AEA X RN : SIEHR. R EE. B4l payas 14
JEE. LAl 1T A .

34, THtEe:

3.4.1. 5FEREMPAPUESTIEDTA. FrERMN. PR, HIRE. W
PR ER )X AS S AS I 25 TR 5 3 T

3.4.2. A4S A JEX A SANE RICRETI, BA S n A 7
BRI A A o

3.5 BROW: 1241 H;

4, PR E O I SR 24 RS B R R 1) CERT AR R HIE) .
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KB 55
igm PriAfE
bl L:LE Uml

48T/ &

v REARER: KIS AR Il PR AR I B I
2. WA R E A
AN IgM-pEEHUR LR, K2R PUREERICY), KB
IgM ORI PEXSIE . X9 B IgM PURRBH MR . KB 3 1gM Hiik
I SR, R AL BT B, WRAEER0 ), BERFER(IgM),
LW, HEAS, BREL, DS
3 linnfi EFEbR:

v REE. Rk @ig 1079 BIRIRETA, A& 5@ CE ER
H*ﬁDﬁJwﬁ,ﬂﬁFﬁ%na,%#fﬁ%Q%
3.2, KEEME: MAEER RE CV%<15%(n=10).
330 XN AKARBUA SRR F A PR JEAR ) 1gM BrikBd
PEMGE R AR X N : SEH. e BE4NimeE. mayas 1 1
SRR A AR .
34, THE:
3.4.1. SEERFEMPIBTI(EDTA. AN, THFEAN. TN, XK
T2 TR )X A ity K 2% SR T S22 T4k .
3.4.2. A4S AN A SR 45 FOC R T, DRI AS TS I i
ﬁmﬁﬁ&o

AR 1240H;
\ﬁUAamﬁlﬁﬁu 4 i B R SR R ) (BT B HE)
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WRZ AT
BRIZIR A
5%l
(%t PCR
%)

50T/&

[F= 5 PERefads ]

1. AR : 1.0x10

3 copies/mL;

2. LRVERTIINE R : 2x10

3~1x10

8 copies/mL;

3. BRERERME: 5 10
S5TCIDS0/ml HiffiEswes 71 Y. AIFEa0m

Al6 B, Bag 1A, BRI, /KE-FrRIEs k. &
SRR RAEZ R BRI EE. FRMBYRE. LR
BOREE . IR EE . PRIROE S IRREE . & 10
5CFU/ml ]

Jili A BEBR T < i SRR AR IR AN B FE VD] I
ToAE XN

RBHRE s 5 B G R A A [F) B SRE RAR AL L A At
Ak (JiEmE. BR2TE. EB e, BAMURE) DLERAK
FI4HML I A RNA A8 YR8

4. FEEPE: KK %525 IR S REUNT 5%.
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oM

M
1%

R M SEEA
p

ZH

Hhi B
il

1y &R 95 JEAE R A 1) e ) s s 2 WP R
WAL 3, M B30 ek 5 sk 5
4, MFFELK: 2*%150bp; 5. Reads %: 800 Ji%%: 6. &MACHLAL:
illumina ) /5F & miniseq2 1;

R
AR
g At
FSEER =
vl

24 N

/&

1 i& e B Bt R 2 s 2R R A 9 38 43k, P~ 4rmT T a4
e S R R, A R A, R R R
AR, CHHEEMR. 1B ERR AR R IE

2, FEARE: 24 FEAR;

3, REE: NFH/DERNA (<0.5ng) ;

4, EHHE: HFETAEEENFTE (CARNF) g1
MFFE AT ;

5, FISRBERE]) KA R R A A, B BT 2 A D
T, AT AL AUA R TT ER, KIEFPHE R
w7 A B e bR T

6, WA SRS R W R A AT, SR A AR e e 1 A A A A
AL B I B T AR B A B AR BH 7 91 B A 2K
WEE TN B T &4, e e HaRHI. 2], 8%
PEEE), AT N REARE Fi8 7€ 17 71 AT 24k 3 M I it B AL RO
BAE MR A E HMESE , T AE 5 I KT I D e

7, EECHLAEL: illumina FII)FF & miniseq2 18;

8, Ot ARG ER A 5

9, EFEAS G PEA R B IR A (L el
D

SHIETN Wil
Qli%=

)

I

1IE A B R 5 e FE R AL 9 8 5k, Peml T G 4k
I I R, dI I — A EnE T, R R R
FIAS S, HREERR. BER A RIS,

QEEARE: 24 BEA,

3, REUE: {FH/DERNA (<0.5ng) ;

4, R5EEA 1S09001:2015 AIIF.

5. 5 S R U B R B R R A B A S R A,
e 5 HIEMH;




WA, e ONF 2mL) A dh o JomE
SIEETARAN (EAVER 1-45um) o« BOZERARGEE
REMIAML LR =Bt Haha 7 ammiis] /1, wfEbR e &
DB EAT R

HUAR TAEMRFL: 10-2,000 uL
RIS AL E PR LIE 16 SChailE 1.5-2 mL il B0

VAES B FROAE: it 42 1) AT DL JEE
4 Sl AL UAS | AT RABRE R TOURS A AR A i B, DUH T L
16 fL e TR BT B RE A A

Rk HAF & AL 1 it

MTF @R B E AR . FE RS8R DURZE 5 I TG T 1 5858 e
E#ti, DHTES. Wie. RESRTIRGEM,. R
AT R SR R AT A IR o R AT R L T A7
16 AN 5 BURE b AL B 120 0 308 &0 22 R b AT AT A
B EREMNA 8 MAEME, MY SRR, WL 96
FLAR S -

1, &AM 8 SR YA ) e B e s 2, W R
EEE | 5 A A RIAMFT; 3, WPEER: B E 24 il
R ' " |4, WK 24150bp: 5. Reads #2500 JiZk: 6. &AL
Y. illumina FJ 5~ & miniseq2 18; Illumina/FC-420-1003

1. feer s R H RS 10 M TIER A ettt ZRIETT I 0s B e .

2. MRS ESR: M sl R B, fR 0T EORMHT RO e, @R iR 25T A
TRAIE R 4F B8 Ja R S5 K, 3R B ORIEA R H B JE R g5 AR e o 7 B AR 15

3. ATUH RS2 ERHL T SR . SR ITAT S N e P 2 A a2, 15 WAL N TE R,
FEIEATT G SRR PN P B AR IR, 3G ORI B THIAEIR , 52 L R R ] S iz i i,
FFPINRA R, TUE AN A

4. NORATEOT AR — AT A I a1 Ja ST AL S

5. PRIERAGERAVCKIIE , BHAVCRIGAFIFEM 282 . Bm®, PN A ME SN IRE A
BEAT A5 J5 IR 55 BRER ,  BCIA I XU 3K R EAT B T a3l



BUES  WEHTE (FEERE)
AT FL VP85 2 AR S 38— 09 BURIRI AUAII” o3 20 TR . IR
LRAPAME, TN T
L VP T

. PEE L
75 £ & o e G e R S - -
& (=)

7 IR ST S HIE B SEE L SR B s (BCAF) SEAHESENLE
WHIEB SFAUER;  ORYEPTIA B 34D

2 | BRI R BT A AR bR S RLE S

Bbr SCAFRE R A — M i g AR M BL 7 PIAS A LB R s b it b o
IO AP 450 AR 3 T SR N A B e v BR A 1

4 RS bR E P SR AR, SRR B A AR SR R D 1)

5 | PRSI E I I S B v BT B FEAR ST I 23R 5

6 | SR SCIF R A SO AR FE AR SO RLRE R YIRR 5

T | BRSO R o DR 05 2 A AR ST RILE 5

8 | BAR SR ISR AT RO AL S b S I 5

BRSCAFARBAT RIGAASRERZSZ (M2 A Rt LR B X R L R
9 [REMM. A& A& KL TAE NN, A4 ~A1LffEE; K
IR B R AR AR S . SRR b SO RLUE B HAt TE B T -

10| Bebm S A8 AT A HE AR SO LE 5

E T

Pt B«

(1) Ed&Tirp A « v Forilid, “X” oA

(2) ERFTHWA IO “X7, WERA “ X7, RoRZBRSCEPAAE = K2, A feiid
VL PFeT s PN I — 0 B s YA SRS, IS B R A

(3) B AGKEE, DA IPFRNVEE B LR DRI Z HON R EE -

(4) AR NN P SAE AR LR AT, B Bhr SO AT 35 R IR o BAR i 2 — AR DA 2R T i
PR g o

BUR R G BL5K
E: XTARRITEA DR E, PARZ G SRR BUF RGBSR SR T/ B s
BRIEMOBFATIAEITN, KN PEE# .



N AN RS SR LB R i

AR b N BT W BCER . rhe N R FEANE Tk ANE AL CBURF R I (E 1
NV R R FINEGY (W (2020) 46 5) SCHEIEE, BT F /ML arE i
A S E RN T -

(=) sl CEepad, NS, BB Al R YRR RFE LA T S5

OFF G /MR bR (B2 T ERR ANV RIR bR HERLE s &n) - (L
fEEBEE AL (2011) 300 %) $AT) ;

@FAEAR AN G ) TP AR 8E iRk SS, B0 SR A H A /N i) i&
B2 ARTFTRR S AS LS AL R B A b A R bR (0 5245 7R IR PRIW T A
BRI SRR SRR A AL RE SR, A KR HE S r), AR AR
PR VR RRBUR o
(=) kg HnBR I

O TAEL T I ) s NI, X /NRURIRE Aol (RO 54 - T7 19 09 /0
L ARV, BB NARFIIE AL MRV N 72 S B kg 45 T 10%
HIHIBR, FANER G RIS 500k B TE R
(=D ANRIIOR Al 3 P AR A& B 7005 N 252 AR AH G BERL

@ HERIE (R /NARME A YRR ) B AR 1 B 7 B o B AR A i B S
s PERIRE BRI SR UL LA EAPRE, BRSO RAnER . A5 P LR il g ik
], AEH CBURRIEIEEE A NV R R I INEY o AR & /Ml %
PRI 252 TNV AR FF ORI, 4B bR 45 A T A b 82 7 1) A b 2R 2R 75 W R
(PO AR 7 R R 0 r N Al 7S B R AN 8 TR b (0 B @ AT, AN B A& 45 6 AR T
H b B84 . PRI TH RN E, AE& RN ZERS, ANt
Btk A S TAERTIH A AN ITE , AR BER, At/
AP

FERKEA E, PARR R SRAREBURWBORSI R RE . SRR A SR I s S50
BJERAETMREITI, TR AP E N .

TREF i R IR AR AT L RO
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1| waepe | WA RSB GRS B IS AR X 36X BE A

9 | MR | BRI A= BTS2 SRS/ AR ) X 3% X B R A

E R

3 S IRFE AL R B BURG R 1 BEM DR ) 4

YA L A SR AT S IIRBUSRES, N N ER T KPS .
2. % B 7= i R B T B i AR dh, RBHT — IR R A E .
3. & TTRE PRI ETE A K S UM BB = S IR AR . AAFERFARRT, A
BATIREITIINRE .
SEF IR U
1 VAR R B ARIE SR G P 16 DL, S MEhs NS 5180 th m 2R AR HES, (R
77 3 A bR N, IS AR S o BAR NSRS F K, $5 SRR O b S = iy
HEF o Bobr NERE 1370 R BRI AN A FE IR, PRbRZR D3 2o R % IR BORAR BRI 25 W
7o
2 P NARYEVPAR R, N =0 e FF AL 28— R AR AN AR N o e SR — I b
NIBFEFbR AR HLIAREEAT G R A SO ZOR B A RIE S () 1, 5K
H A SCAFAE S ARG R B IEAT NS, AFTE AR AR, FHAR N AT AR PPAR 2 5
AR bR g N A R AR O E AR PR IR A O RR N, R] DLEDEeRIE .
3 KMERE PP iE BT B bR SO A 75 foe K PR EE - A2 FE AR SCAF SET I R AT 52 -, 2 18
AR RLE S TN R BEATER GV R, KIS0 =, MU S P A N
SEAHAH [ it o ot ELIE I B A% o 25 A A 1 W A B A R B8 NS0 R — 5 TR 00 500 R
JATURTH B R HE -
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FAdAIL ST B RN A 43 G5 — s B8R B A S5

BEFRARAM 15 53= (PPAR FEAE D/ BRI AT) X 30% X 100 (/N s OR B P A

7 55 #l o
(20 49

N%Gi
(0-6 43

H 2021 4 01 A 01 H 2= AN AT s A LS R4 1 Bk
BT 100, W0 6 7o LARBERARSCLSHIE B BOR a5 7 803 il
A EZENPEUE, RIBHIEMI BRI, Aty

B 5 RS
(0-741

O Jakss TR EERMRSAETS . 55 M55 W [a] L S
ReBEL FEINHRD -

TRERNF R, FeEaH, R, 154 90
TIRNAELBGEEE, EASEAE, B&ERIEE, 152 7

T7 AN e R BAR Bk Z AT RAEE, 150 7).

@RI R MBLARPOT R CF RARSGREE S 52 72
O LSRN AT & R IS5 P, SRS RGIEM S, 159170 (fF
ROEWI A NG IE B B A AR BRI EE, BEM G A%, SIUWAFIF
Tre ) T T Ao

Fl
(0-543)

BRI AR AL 1 AN AR, 15 1.5 70 dt 2 D ACAIIEA
HEEIG 3 70 326t 2 ARZBL By 1 DA KL ERIEIG 5 73

AEINEN
—29)

~ T
o

HER B T RCR I — YR s e i & T BUR A e R P2 fh 2], %
BB (HBGE RBMCETAESIHER TinhE SR TR
FE S BRSPS S BUR R IGHAT LRI @ &) OWEE (2019) 9 %5)
KT EIRATRE ™ fBUR R 5 B IS S i@ a QW EE (2019) 19 5
KT ENRMIEbRE SHBURRIE S B G0z QW FE (2019) 18
5 WHRE B RXTRAS S LHBUNRIETT e M 5
P NUEALA 4 S A f (2019 258 16 %) BURISALRHE B 56 e 1
WAEHLAE B ge =i 140, B E MIAENLA HE 3R
Fr&r mANEIERS 12, 2 2 0. RIBEHIE R ARE )

BRI 4
(50 %)

FEARZH0
i
(0-30 49

BRSO SEAN =3 BN REARSRERZE R
REBWS X FTAHRARSHER, &1 FAWEIN 12, 200N
ko #r “ A7 BET KSR 2 22, 1A 0 k. W9r 30 . R
REEARIFFER, RSHERREOBARSIFERA K, HH0
NIRE . D

BB SRR . BB R R ok R E AR,
Sy BRI, BRE A RRAR, BOHA RS
SERTAR TN 3 45 W4 6 4

I. GFER: 2. BFR&E. BFRARELBIRE
(AR BERE ™ mTE » 3. &WMERA, UEAR




i FE A7 (6
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R -TNES 2 2, WRMAMAXIEWME, Dafi
TA MG IESEIEHME .. e FREWERERECHFR
AR VR T BEAIE MY . %% A AETE AR, R R A SR AE W
OB R R AT D

LV SN s

TR E KR
Wi s (6
7))

AR B br N 52 B 1 S 3 J2 %R SE e T REATIT . W
A 1. BRI 20 AR R ERIE; 3. WUy KA,
LEAAEZBHSRHATHET RS 6 2, ok — AN
w2 A, BIHANEPEAE LW ESREN 1 2 g
e AAEAGHIHE KRBT, REMiE. WA
JEA =B AR EEER. W AT LR R
DOIRE % . WA ARG IH R
HHWANE 2 2, MWENIE,

LTS
(0-2 %)

FITHC & BRI PP R ) A L 100 2 i PR At AR A A i 25 A2
FAPRIUH T EAT 1 70 SRABUHE SR U R B RIE I ST 1 73, 36
9297




4. PEAR R

4. 1. VFFRZE A 22 B AT B LR VAR 1 SR N 58 A S0V LA . R KA T 5 ) S 3007
b CAETCVELR SRS, VPRRTEZN T AT AT o KA VAR BHFIE DU, PPARZE 50 23 B M A7 4 S48 bs
SCAFRIEARIC SR, B AN AT RS2 45 R B A AR SE VPR I 25 A IS R R PR 2R SR e AR 2R VAR

4.2, BRAERAE FIMENL —, TPARR AR ANMIE AR g 4. (1) EARTHEER %
MR, AReEI BT EVEAR IR HPPFRIEZD: Q) IRIEEEIRE, A BIE LA VAR
LA A TR A . IR VPRI PPARZR R R, H e BUITERRAT A TE AL RIS A AR S
PR R PRS2 03 22 B B3 AR 5 3 AT e B AR EAT VP AR

4.3 FEARMTPFRRIATT R, HIPAR R A O o S0 M Rk, IVPRR R R 4k
FR A FE IR HOR M 2 B SR, DA 42 e 7 sk v
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B RSs: VEWME, LT %K

L R B S E I, EOREIIE, 05 SO 2t I ge KRR AF S 8 7 R ZR

SR 24 /N, ZTTHRIRIIARSS N G 2R R J5 B, 6 B R A e L, g i 1) AN
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T LA AL

8+ LI N AL MM AR L AT B IR IR S5 55, M S AL A2, DAIARZIE A,

£ AT

L. BRZAT)E, G55 18] DAY B 6 sebr 20K [ D9, SR BRI e S A% Ja, SORAHEIR
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BRATIK S -

T 1) AR P AR, B S8 BRAS & R TR X L7 AR R L 55 o L0570 LR K 45 8 A 1t
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