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(3) TEREpiR: HUESR: HI B =T71og2.

(4 WHAEBIAADT 24 S F, SRAERFIRERIG 77N AW H 9 HED BR
ZAR &R HIARA T 12 4N H

(5) FRAE RARIEIR A PR s it 007 &, AR R S R 77 R i 2 &
HBEREEESRALIN R B, RFNRIEST 24 /NI A 35 B SR 7 T £E ) S 25

(6 DA ] 5 8 Atk e 2 28 o 3 o S 0 T 3 B0 B R B R AN AT I AN REAE IS, )
R BN PR TT SR T SR 1 [ A% R ol

3. B HUR

(1) 3& - HI SR I0AS B 30028 T B A4S o

(2) BT EH R CRrmE i2 Wi R T GB/T 165502008 )  HrasE B v B AT )
(2022-2025 FFYLIRE NP0 Wl 5 AT 7 R A TAE T 2D (AR IpHk (202217 5
S T BT A A I TV

(3) TEREMiR: PSR HI B =T710g2.

(4D WHEBIHADT 24 N, SREERFIRERIG 77 i R H 9 HED BR
ZAR &R HIARA T 12 4N H

(5) FRALE RARUE IR R R e B 07 &, A R S ORI 7 R (2
BERE SRR R B, RFNRIEST 24 /NI A 35 B SR 7 T £E 1 S 25

4. BERE AR F Ak R I BEHT R . BA A M L i R &

(1D HATRIE . LSS T R RS PR AR R R i, BRI a8 58 i
THA 56 Ffr 55 R RF S e S R 91 B A L

(2) WHRIAEBIHADT 12 4, SRAER R BE R IG 77 N CRAREW H 9 HED BR
AR & R R HIARIA AT 10 S H

(3) A RARIEIR A PR s it 007 &, AR R S R e 77 R 1 2 &
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BERE BRI R B8, RFRIEST 24 /NI Pk ISR 7 BT AE I 9256 25

(4) FARFIE IR A SCRERAE B 1 1

(5) EF=AAEF ] KAA LRI LN (B2 P IE) 1 (B 2d =
VFATIEY o 3E P~ S AR ZER

5. B BUW L% W R ik ELISA Al &

(1) T 80 5 W ER AR T, 025 SE AR AT R AR

(2) &R CRESom R I ER B R EARRTEY . O B 5 PR R B AR 12
J31% GB/T18090-2008) (2022-2025 FEVT.J544 B0 M I 5 I AT 7 M & TAE 7 %)
(RRIM[2022]7 5D Z5HE 10 i B0 MR IE B LR ELTSA Kl 77

(3) B KRAA LMK HZ RN (B2 P IE) 1 (B 2d =
VPAEY e 3P S AEZDR

(4) PEREE . AUk 98%LL b K. 99%LLl b, FREME: #bN At =R
<4%.

(5) BTG & A 58 U I o AR 4 T A P 75 42 ) o

(6) IKAIEARERADT 12 4, SRR S Rk R 7 CRAREUS H 97D
PRI G R H AT 9 H o

(D) ARG AE S 5

(8) i FH  fa b ey 2, 3R LRI S UM B . AN R A P ST i f
P 1 4.

(9) FRUEA R LRIE R G R ISk B 7 &, AR IR & R I 7 A 2
B HEEEDRIRET R, RFEIRIEIG 24 /NS P B D7 BTAE I S0 =

(10D WFISIERROHA, WORIA W, A G 3 58 ek 1A 00 &

6. BEM A ELISA fill 7 &

(1) H T o v e Rk il .

(2) WHEWH L ER CHRPHEEARIE) . CERmIZHHEAR (GB/T 16551-2008)).
(2022-2025 FFYLIRE SR Wl 5 AT S R A AR T 2D (R AR IpHk (202217 5
ST (R PR B LA BELIBT ELTSA A6 77 Vb v o

(3) HFRHA T ZEARLNN R KR (B2 GMP iEH) 1 (B 24
VPAEY e 3P S AMEZLR

(4) PEREi&: Buddt: 98%Ll by Fpfeth: 99%LLl b, 5 BVDV B XM FaiE
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P Py St E] 22 R <4%.

(5) GG & 58 U IR AR U 4 i A P 75 4 BT

(6) IKANEARIRAT 12 4 H, FEAElR S Rk R 7 i CRABEUS H 97D
PEAZARF & R HIARA T 9 H

(7 BRI G IR S 5T

(8) M FH 7 PR f] B, 3R AR THIC B L F A R S g b A S O 0 B A7 )
B, B RAIEIR A SCRRE B I 1 0

(9) A RAARIE A & PR R Is a0 07 %, AR v iak7R) Sk R I 7 $ 4E i) %
B M EERE R Y, WRIEIRIE IS 24 /N IE BRI T BT LR K SE B =

7. OFFZ (FMD) ¥RAHPENT ELISA HFiiARmRFI& (0 &, A %D

(1) TR 2 & i o i s B

(2) GG A 58 B B AR I 4 AR P 75 1R 4 ik 7

(3) TGl FH R e R AN I 2 7K

(4) RIS 37 PRI I B o S S AR KA 75 4B

(5) R (B WER (GB/T18935-2003) ). ( LI B REHT 1A B AR L)
(2022-2025 FEVLIRAE SRR I 5 AT F A TAETT ) (IRRIpi[2022]7 5)
S ) 1 BRI TV

(6) IKANEABIRAT 12 AN H, FEAERR S Rk R 7 i CRAZERUS H 97D
PEAZAR T & R A H WIRAN T 10 A4S

() A RFIE IR A SO ERAE B 1 1

(8) P& AFAFE 2= S HESC S (FF 2023 4 12 A 31 HATE D » &tk
SEEZR S MBI E (PESAEEMD A, SRS A .

(9 FHFRHAE T ZKEARLNW R R (B2 GMP iEF) 1 (B 24~
VFAEY . JE P AEZER

(10D AR RIE G SR B RSt 0777 2, AR A G R 77 4R 1 %
B EREERAEET R, WRIEIRIE G 24 /N A IR BRI 7 BT I SR =

8. HEHE VP1 £5M B B PifF ELISA Kl asnl &

(1) I& T4 I i H R i 2 VP 4544 B ARkl .

(2) WG & 58 B B VP S50 8 B I B ARl 4 i R B /5 1 4 0

(3) R &R 2 (OB HER (GB/T18935-2003) ). ( LIBFREHT 1A B ARITE)
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(2022-2025 4FTLIFAE BPDEE I s S IRA T M A TAE T ) (TRAR M (202217 5
SR R 1 B A A I 7 Vs

(4D WANEA RIS T 18 AN H, FEBEIGR S Rk R 7 i CRAZEUS H 97D
PEAZIR A G R A H AT 12 /N H

(5) A RFIE IR AL SCRERAE B 1 10

(6) EF=iAE= ] KAE LMK LN (B2 P IE) 1 (E2A =
VEATIEY o 3E O SRR EER

() $RUEA AR G B I i B 7 &, AR & R I 7 A 2
B M EERE R Y, WRIEIRIE IS 24 /N IE BRI T BT LR K SE B =

9. F/h R4 B ELISA PrEmiRA&

(D EH T4 WEmE. RS (PPR) B4R .

(2) WA R CUMNRABZZHIHEAR (GB/T 27982-2011)). (/N EIZEBIiAH:
ARFEY . €2022-2025 VL7548 BP0 0% W W 5 AT R & TAE AR (TRAR Ik
(202217 ) SERE 1Y/ RSB pUR RN 7

(3) TG 58 BE /N R 24 B AR A I 4 T R i 75 4 3 0

(4) PEREE: BUEE: 98%LL b K. 99%LLl b, FREME: #bN At =R
<4%. GFHAERRE R AT EIL D 5 M 2% [ 5 b R .

(5) IMANEABIRAT 12 AN H, FEBERR S Rk R 7 i CRAZSUS H 97D
PEAZ I B R A H AT 10 S H

(6) FEARFIE IR AL SCRIERAE T 1 10

(D EF=AE ] K AA SRR HZ AN (B2 P IE) 1 (B 2d =
VEATIEY o 3E O SRR EER

(8) FRMULA R LRIE BRI G B S b B 7 &, AR R IR G R I 7 R A 1 %
B EERE R T, WHIERIE IS 24 /N IE BRI T BT K SE G =

10. & 5 MU LA & (A/B IEE

(1D AT&AMBEREE A WA B TR FraRml. Iee A mig.

(2) PEReIRE: FERrtE: 99%LL by M AR ALK CV%/N T 10%.

(3) RAEEAE RS AN (A/B IR FoRk 4 FEAT R 14 3k .

(D KANEABERAAT 12 A H, FEAER S Rk R 7 i CRAZERUS H 97D
PG R H AT 9 H .
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(5) FRERFRI G IR AL T S 5T

(6) A FH 7 pRos T 8, SR AT C 8 & R R A B 50 g s S O o B 147 43
s BTSSR S ERE SRR 1 1

() $RUEA R ORIE R S B s i B 7 &, KRR &4 R I 7 A %
B BRI R, WRIERIE IS 24 /N IE BRI T BT LR K SE G =

(8) EF=iAEF=] KAA LM R LN (B2 P IE) 1 (E2A =
VEATIEY o 3E O SRR EER

11. g g fuwPtiaaiRma (JEH

(D AT&EAmwReE J RV, RS 2EAL: i,

(2) MERepis: EEME: ARUA&HLIRIE CV%/NT 10%.

(3) WANE A 7S M T RS U 43 72 BT 75 1 4 ik 771

(D WANEE BT 12 A H, FRAE A B Bk R 77 i CRARSEISH D
PEAZIR A G R H AT 9 H o

(5) BRI EIR AL ) S 5

(6) A FH 7 pRos T 8, SR AR C 48 & R R A DR 50 g s (S S O R B30 147 43
B, BRI A SO RAE T 1 1

(7 SRAABARAE R SR R s it 0t 7 %8, AR I G % ORI 7 SR A 4
B HEEEDRIE R, RFEIRIEIG 24 /N P BRI T BTE I S50 =

(8) EF=iAE= ] KAA LA R LN (B2 GMP IE) 1 (A=
VFATIEY o 3E P~ S A EZER

12. BBAFER gE (gI) HBEHifE ELISA Kl &

(1) AT THEAIER gE (gID Hifk ELISA Al

(2) RAVE L CVIERIFZWi AR GB/T 18641-2002) ZHE HIFEINIE R F #T
{4 ELTSA Fall 7772

(3) EF=AAEF ] KRAA LRI HZ RN (B2 P IE) 1 (B 2A =
VEATIEY o 3E 1P SRR EER

(4) PEREE: AUk 98%LL b K. 99%Ll b, FREME: #bN At =R
<4%. ZERHE IR Z RAE R —ANE T IR AL oD EITHE 1S E el g .

(5) RANE A THIGHIER g P m 4 7 o 75 4 38R 7 o

(6) IKAEA RIS T 12 A H, FEAERR S Rk R 7 i CRABRUS H 97D
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PEAZIR A B R H AT 9 H .

(7 BRI G IR AL S 5T

(8) i FH  fE pud fay o, SR LRI S UM B . AN AR A P ST i 4
VL 1 s

(9 FRUEA R LRIE BRI S R ISk B 7 &, AR R IR & R I 7 R A 2
B HEEEDRIE R, REIRIEIG 24 /N P BRI T FTE I S50 =

(10D WFIEIEGROHA, WORIA W, AR G 3 58 b 1A 300 B

13. JERIER ¢B BB P ELISA W diRF&

(1) WTHTREDIER gB fifdk ELISA A5l o

(2) RAVER L (PHIERIFILWIHAR GB/T 18641-2002) 25 ML E KIFE AL R B i
A ELTSA 5 7772

(3) HFEHAET T ZEARLN R KR (525 GMP il ) 1 (B 24~
VFATIEY o 3E O~ S A EZER

(4) PEREpTE: BuBtE: 98%LA by HpseiE: 99%LL by RAEME: b At 2R
<4%. ZERHE IR Z R AR —ANE T IR AL oD ETHE 1S E sl H R E .

(5) RAVEEH TERIGENIER gB UK I 4L R B 75 4= il

(6) IAEABIRAT 12 4N H, FEAERR S Rk R 7 i CRAZRU H 97D
PEAZAR T &R H AN AT 9 H

(D) ARG A S 5

(8) {3 F 7 {H P fay 8, SR AL B S ORI T S o AR S o S e
P 1 4.

(9) FRUEARLRIERR G B Mt 17 R, Ak ) & R I 7 SR AL £
B BRI R Y, BORIEIRIR TG 24 /N N IE BRI 7 BT TE Y SEEG =

(100 WG SAAEAROAA, WORIA nl 8, AR v o 3% SE b 1A 200 B

14. FE R S B hidhk ELISA Bl &

(1) HTARERBE IR .

(2) R HH IR 7 i N B IK % T PSS (ELTSAD.

(3) HRJepiiRmih AtLg (FAVN) Z5 50—t =94, 4%.

(4) VEREFI . BURPE. RRFERIRE] 96%LA I, Aty KAkl 235N T 5%

(5 IMANEABIRAT 12 AN H, FEAERaR S Rk R 7 i CRAZRUS H 97D
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PEAZG B R H AT 9 M H .

(6) EF=iAE ] KRAELL RN (B2 GMP IE) 1 (B4
VEAMIEY o 3= AR ER

() R RSB ) iR AT

(8) M (B P (a7 B, SRR RO TS . AN S i S i
PR 1t

(9) FRAABARAE R SR R st 0t 7 %8, AR RN G % ORI 7 SR A %
B HEEEDRI R, RFEIRIEIG 24 /N P BRI T TR I S

(10> RFNELER FOHN, AR DA 0l /R, 7 i G o 3 i (18 R0 &

15. MEREMR (4. FE. ) idk ELISA BRRFI &

A (D WTHFENRAAERE B, SHEHAMAEIKE GEALE fgmhe
KB ) hifk.

A (2 WTHTFE S WERE A MG MEREA, SR 10 A4 Mg Al
IR PR A FE

(3) WFNEFFE OTE HEFF (¥ [ 45 ME 6 S % W PSS (RELISAD Rl 7 vEARHE

(4) VERe R R T RH<10%.

(5) LR A R B & 50 B A 5 DB S LS8 B A ke I 4 T 2 B 5 4k 7)o

(6) EF=RFEF ] FEFERINWRF LRI (42 GMP UE) Al (8524547~
VEAMIEY o 3= S AEER

(D WHNEE BT 12 A H, SR B Bk R 77 i CRARSEIH D
PEAZ AT & 2R H AT 10 AN H

(8) ARG IR AL ) HR 5 S

(9) A7 P R, ARG AR AL SRR E A T 1 4

(10> A BURIERT &5 & s At 05 7 58, AR U iR S R R 77 4 £t 4L
B REEEERE R LY, RRIERIEIG 24 /N I% BRI T BTEE K 506 =

16. 4g5i%m ik ELISA 7 &

(1) [a]4% ELISA J7 13355 25 43 SO B LR HEAT 58 TR

(2) SEEREERNESRNIRG (TST) bk, SUStE=72%. FmE=90%, #t
P B L) ZE 35/ TF 10%.

() WA A BN T 12 A H, SRR S B R 77 i CRAZRISH i)
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PEAZ IR B e A H AT 10 S H

(4 REDRES: 2R, AR,

(5) EF=AAEF ] KAA LRI LN (B2 P IE) 1 (B 2d =
VFATIEY o 3E P~ S AR ZER

(6) A0 4 pl: BRI 0 B A T8 B0 A G508 NI P A I 4 o 7 P 75 4 0l

(7 R T PR T, BT SR P SRR S 1

(8) FRULA LR G B st 17 2, Ak vk i) & i R I 7 SR AL e £

o HEFEEERIRI R, ARG 24 /NI Ik BRI 7 BT AR I SRR

17. K & W% s Piik ELISA Kyl &

(1) RAH ELISA J7 i VAN 2% 75 (38 B2 o A IR B TeG 4idk

(2) WG S 58 UK & ML TG PRl 4 I 72 i 55 1R 40 1

() WANEAE BT 12 A H, FRAE A B Bk R 77 i CRAREIH D
PEAZ IR B e A H AT 10 S H

(4) T PR g, B SRR P SRR E S 1 .

(5) FRUEA R ARIE R G R ISk B T &, AR IR & R I 7 A %
B HEREELRIEET R, RAEIRIE G 24 /NI BRI T BT LE ) SR

(6) EF=aiAE= ] KAA LRI LN (B2 P IE) 1 (B 2A =
VEATIEY o 3E O SRR EER

18. AVR/ERE Y% k€ & PCRAFI&E

(1D WA EA T8 ROEE & PCR A A R i f5 i . AN EFEAL BRI FE A7 .

(2) HAEHMG: 50T/ &

* (3) —15°CLA N IRIRAT, RoEtEr, AR 9 MH UL, BITEn A %00 8 4~
A E.

(4 WG4 S RT-PCR BR « SIPREHR G RSB B
P IS, (HANSIE L 6 Fhdd 7.

(5) RFEAMET 1000 copies/mL.

(6) HFfE 100%, A 4h St ATt IR AR 5 S8 (CV) <10%.

(7) PCR AW EFIEIR, W MERBOT LR TIRIGE

* (8) & ABI RF1%G PCR A& MRS,

(D A7=]" FHAGRNRF ALK B CEZ GMP AEFS) G2 Wil & A= 7=l 140

37



O BEMPRBEBITERAE

B2V ATED

(10D A IR SR R RSt 67 &, AR IR G % ORI 77 S i (1 4%

 BEEFELRALIT R BR, WRFIEAIEE 24 /N A RS BRI 5 T 5256 %

19. &R H5N1. HTNO %)t E & PCR R &

(1D WA EH 58 ROEE & PCR A A F2 Fr f5 i . AN EFEL BRI FE A7 .

(2) HAEHMG: 50T/&

* (3) —15°CLA N IRTRAT, RUENEEr, AR 9 MU, BITen A %00 8 4~
A E

(4 WG4 S RT-PCR B « SIPREHR S RSB P
P IS, (HANSIE I 6 Fhdd .

(5) ARIFHTA = b B AR R LT AR A GBI HAA BB, DABD R R A R
TR AR R 1%

(6) ARIFTA =M R NFEFAHE GEFIHRNFRT ), RN RAHE GEFH RN
fR&R) IF<<25uL, PAJ5 (/D BRE i 2 05 R R Rtk ) o

(7) REZEAMET 1000 copies/mLo

(8) Hffh 100%, A54h At ]y AL IR AR 57 S8 (CV) <10%.

(9) PCR AR ETIEIN, M — MERBOT LA IR A

* (11) &E& ABI RF7E PCRAXS T T

(12) $RpEA TR0 (14 10 B 5 JE A B 7T

(13) 472 FHEA LRSS HAZ RN (B2 GMP IET) G2 Wil AR =8l 7
4D M CEAETVFRNED.

(14) A RIEEG SR BRI At 0777 2, AR A G ORI 77 4R 1 %

 HEFEEERIRI R, ARG 24 /NI Ik BRI 7 BT E I SRR

20. FHAYRERR H1. H3. H6. H8. H9. N2. N3. N4. N6. N8 #%)tE & PCR AFIE&

(1D WSS A 58P0 E & PCR Al A #2 i 75 5l . AN EIE IR I FE 7 .

(2) BAEMMG:  50T/&

* (3) -15CLAUNARIRAE, Fo@tr, AR 9 ANAUL L BITREE R0 8 A
A E.

(4) WAL E RT-PCR )R BE « SIVREHR G RA B FPER
P IS, (HANSIE I 6 Fhdd 7.
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(5) AIFHTA = 5 AR R LT AR A GEFI AR RECT ), LR R A
THERIERAE KR

(6) ARIFTA ™ R NFE AR G FHRSART ), RN RARR G5 s
RFR) FE<25HL, BLJTE A A it 22095 Bl i) [E) RS o

(1) REEAEF 1000 copies/mL.

(8) RpfE 100%, A4S &5 54tk py ARtk a) A8 S R %L (CV%) <10%.

(9) PCR MG E TEFE, M —MEFETT I ERPR G E .

* (11) J&# ABI A% PCRAXK AL S,

(12) $RpEA TR R 1 150 B 5 S5 A B 0L

(13) 7= FHEBERRN ALK CE 25 GMP IET) G2l AR = a7
40 M CEZAETVRRIEY . 2570 BaRiEAr, WA R BLEA (BEST SR VF ATHIED .

(14) $RAA IR SR R RSt 677 2, A ARG % ORI 77 S ik 4%
B BRI R, WRIEIRIE IS 24 /N IE BRI T BT K SE I =

21. FIREE Rt 5 & PCR R &

(1D WA EA 58 ROEE & PCR A A F2 i F5 i) . AN EIEL BRI .

(2) M. 50T/&

* (3) —15°CLA N IRTRAT, e, AX0W 9 MU R BITEn A %00 8 4~
AL,

(4) RAVERFVLLR S RT-PCR M « SIVHREHR AW RSB FAPEXHIE,
PR IS, (RS I 6 FhZH 53 .

(5) RFEAMET 1000 copies/mL.

(6) RitE 100%, A g5 54tk py At e 48 S R % (CV%) <10%.

(7) PCR AW ETIEIR, W MERBOT LR TIORIGE

* (8) & ABI 5% PCR A& AP AL,

(D A7=]" FHAGRNRI ALK B CEZ GMP AEFS) G2 Wil & A= 7=l 140
AN (AP ATED .

(10D A IR SR RSt 67 &, AR IR G ORI 77 S ik 4%
B BRI R, BOREIRIR TG 24 /N N & BISR I T7 BT TE Y SEEG =

22. RN EFOLE & PCR RFAI&E

(1) T & A 56 BOR v B B 33 MR AN B2 78 & PCR Aar I 4= F% i 75 10751 o
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ANEFERZ IR T

(2) M. 50T/&

* (3) —15°CLA N IRTRAT, e, AR 9 MU, BITEn A %00 8 4~
A E

(4 WG S RT-PCR BK « SIPREHR G RSB P
BHAEXS RS, (HAS RS 6 Fhd oy .

(5) REPUZALT 1000 copies/mL.

(6) HF5etE 100%, Fril 45 Ftt iy Atk [a) 48 5 /%L (CV%) <10%.

(7) PCR Y IGA B TGS, S — MER BT LR GE .

* (8) & ABI RF1%G PCRAXE MRS,

() A7 FHEA R AR AN ALK (B2 GMP UEF5) G2l A 7= B 140D
B2V ATED

(10D $RAEA R RIE R SR R RSt 677 &, AR IR G ORI 77 S ik 4%

V HERE BRI R IR, RFERIE)T 24 /NI % ERIE T TR R SRR =

23. FBUR R ETE 5 IR RS 1E nsp2 WOLEE PCR A&

(1) G & 58 U G 5E B PCR Rl 4 AR BT M. AN B AZ R A #1077 o

(2) BAEMMs:  50T/&

* (3) —15°CLANWIRTRAT, RoEMEr, AR 9 MU, BITEn A %00 8 4~
AL,

(4 WG4 RT-PCR B « SIPREHE G RSB P
BHAEXS RS, (RS HET 6 Fhd sy .

(5) REPUZEALT 1000 copies/mL.

(6) HF5tE 100%, il 45 FAtt iy Atk [a) 48 5 R % (CV%) <10%.

(7) PCR G E TGS, S — MER BT LR G E .

* (8) EE ABI RF1%G PCR A& MRS,

() A7 FHAF RN HAZ R ) (B2 GMP AET5) G2 Wil g A= 7= 54 128D
B2V ATED

(10D ARG SR R RSt 677 2, AR ARG % ORI 77 S ik %%

V HERE BRI R IR, RFERIE)T 24 /NI P BRI T TR R SRR =

24, OFFREEM. 0 &, AR, W 1RWLEERPCRAFE
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(1) G & 58 U G 5E B PCR Rl 4 AR T 7 M. AN AL S AR R Al #1077 o

(2) WEEHkE: 50T/&

* (3) —15°CLA N IRTRAT, e, AR 9 MU, BITEn A %00 8 4~
A E

(4 WG S RT-PCR BK « SIPREHR G RSB P
BHAEXS RS, (HAS RS 6 Fhd oy .

(5) ARITAFTA 77 b B NAR REC T AR IR GEFI R RAC T, LA R A I )
THE AR SRR

(6) ARIUTA = i S ARFFARIR] GEFIH BNFEFE ), [ MR R AHTE GEF R
R JE<25HL, BLJT /B it 20095 Ml ) R A ) o

(7) REPPEAMET 1000 copies/mL.

(8) Hffh 100%, A54h At ]y ATt IR AR 57 S8 (CV) <10%.

(9) PCR G E TGS, S — MER BT LR GE .

* (11) && ABT RF%E PCRAXS T 5

(12) $RpEA TR R 1 150 B 5 S5 A B 0L

(13) A7) FEA LRSS HAZ RN (B2 GMP IET) G2 Wil AR =8l 7
24 F (B2 A VF AR )

(14) ARG SR B RS At 0777 2, AR A G ORI 77 4R 1 %

V HERE BRI R IR, RFERIE)G 24 /NI P ERIE T TR RS =

25. F/N R G BER It RE B PCR Wi &

(1) A& & A 58 € & PCR Kl 4l AR T 5 olf o AN BT AL IR A 2 1077 o

(2) BAEMMG:  50T/&

* (3) -15°CLANWIRIRAE, FEter, AR0H 9 MH UL R, BITER A %00 8 /4~
A E

(4 WFNEARFVALL S RPN ~ SIIREHR AW TR A B I P
MsE, [HAHET 6 F4p .

(5) REUEAMKT 1000 copies/mLo

(6) FFfE 100%, A4S Bt ATt IR AR 57 S8 (CV) <10%.

(7) PCR Y MGV E FOEFR, M —MERETT I ERPUR G E .

* (8) EE ABI RF1%G PCR A& MRS,
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(O A= REF LRSS HAZ R CEZ) GMP UEFS) G2Wl 5 A =Bl 720
APV RTHIED

(10D A R RIE G SR B RS At 0777 2, AR A G ORI 77 4R 1 %
B BRI R T, BWRIEIRIE S 24 /NN IR BRI 77 BTTE (1 SE 50 =

26. FEFHEERRFROGER PCR BEME

(1) A& & A 58 € & PCR Kl 4l AR T 5 alf e AN BT AL IR A 2 1077 o

(2) BAEMMG:  50T/&

* (3) -15°CLA N IRIRAE, FEther, AR0H 9 MH UL R, BITER A %0H 8 /N
A E.

(4 WFNEARFVLLL S RPN ~ I IREHR AW TR A B IR PH X
HsE, [HAHET 6 F4) .

(5) REFUZEAMLT 1000 copies/mL.

(6) HF5etE 100%, Fril 45 At iy Atk [a) 48 5 /% (CV%) <10%.

(7) PCR Y HGA B E FEFE, M —MERETT IR G E .

* (8) W& ABI R%%50 PCRAUE AL,

(D) A2 FEF G AT TR K (24 GMP AEF5) G2l A 7= 54 148D
B2 APV RTIED

(10D A R RIE G SR B RS At 0777 R, AR A G ORI 77 42 i (1 %

V HERE BRI R IR, RFERIE)G 24 /NI P ERIE T TR RS =

27. BOVER R EE PCR AFI&

(1) A& & A 58 € & PCR Kl 4l AR T 5 olf o AN BT AL IR A 2 1077 o

(2) BAEMMG:  50T/&

* (3) -15°CLANWIRIRAE, FEter, AR0H 9 MH UL R, BITER A %00 8 /4~
A E

(4 WFNEARFVALL S RPN ~ SIIREHR AW TR A B I P
MsE, [HAHET 6 F4p .

(5) REFUZEAMLT 1000 copies/mLe

(6) HF5tE 100%, Fril 45 Ftt iy Atk (a4 5 R %L (CV%) <10%.

(7) PCR Y MGV E FOEFR, M —MERETT I ERPUR G E .

* (8) Jdi& ABT %1756 PCR ALK AR,
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(O A= REF LRSS HAZ R CEZ) GMP UEFS) G2Wl 5 A =Bl 720
APV RTHIED

(10D A R RIE G SR B RS At 0777 2, AR A G ORI 77 4R 1 %
B BRI R T, BWRIEIRIE S 24 /NN IR BRI 77 BTTE (1 SE 50 =

28. WE ROt E B PCR XA &

(1) A& & A 58 € & PCR Kl 4l AR T 5 alf e AN BT AL IR A 2 1077 o

(2) BAEMMG:  50T/&

* (3) -15°CLA N IRIRAE, FEther, AR0H 9 MH UL R, BITER A %0H 8 /N
A E.

(4 WFNEARFVLLL S RPN ~ I IREHR AW TR A B IR PH X
HsE, [HAHET 6 F4) .

(5) REFUZEAMLT 1000 copies/mL.

(6) HF5etE 100%, Fril 45 At iy Atk [a) 48 5 /% (CV%) <10%.

(7) PCR Y HGA B E FEFE, M —MERETT IR G E .

* (8) W& ABI R%%50 PCRAUE AL,

(D) A2 FEF G AT TR K (24 GMP AEF5) G2l A 7= 54 148D
B2 APV RTIED

(10D A R RIE G SR B RS At 0777 R, AR A G ORI 77 42 i (1 %

V HERE BRI R IR, RFERIE)G 24 /NI P ERIE T TR RS =

29. EA FREFRILEE PCR AFIE

(1) A& & A 58 € & PCR Kl 4l AR T 5 olf o AN BT AL IR A 2 1077 o

(2) BAEMMG:  50T/&

* (3) -15°CLANWIRIRAE, FEter, AR0H 9 MH UL R, BITER A %00 8 /4~
A E

(4 WFNEARFVALL S RPN ~ SIIREHR AW TR A B I P
MsE, [HAHET 6 F4p .

(5) REFUZEAMLT 1000 copies/mLe

(6) HF5tE 100%, Fril 45 Ftt iy Atk (a4 5 R %L (CV%) <10%.

(7) PCR Y MGV E FOEFR, M —MERETT I ERPUR G E .

* (8) Jdi& ABT %1756 PCR ALK AR,
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(O A= REF LRSS HAZ R CEZ) GMP UEFS) G2Wl 5 A =Bl 720
APV RTHIED

(10D A R RIE G SR B RS At 0777 2, AR A G ORI 77 4R 1 %
B BRI R T, BWRIEIRIE S 24 /NN IR BRI 77 BTTE (1 SE 50 =

30. ¥ B PR RO EE PCR AFIE

(1) A& & A 58 € & PCR Kl 4l AR T 5 alf e AN BT AL IR A 2 1077 o

(2) BAEMMG:  50T/&

* (3) -15°CLA N IRIRAE, FEther, AR0H 9 MH UL R, BITER A %0H 8 /N
A E.

(4 WFNEARFVLLL S RPN ~ I IREHR AW TR A B IR PH X
HsE, [HAHET 6 F4) .

(5) REFUZEAMLT 1000 copies/mL.

(6) HF5etE 100%, Fril 45 At iy Atk [a) 48 5 /% (CV%) <10%.

(7) PCR Y HGA B E FEFE, M —MERETT IR G E .

* (8) W& ABI R%%50 PCRAUE AL,

(D) A2 FEF G AT TR K (24 GMP AEF5) G2l A 7= 54 148D
B2 APV RTIED

(10D A R RIE G SR B RS At 0777 R, AR A G ORI 77 42 i (1 %

V HERE BRI R IR, RFERIE)G 24 /NI P ERIE T TR RS =

31. ALt B I R W ROt E & PCR AFI&E

(1) A& & A 58 € & PCR Kl 4l AR T 5 olf o AN BT AL IR A 2 1077 o

(2) BAEMMG:  50T/&

* (3) -15°CLANWIRIRAE, FEter, AR0H 9 MH UL R, BITER A %00 8 /4~
A E

(4 WFNEARFVALL S RPN ~ SIIREHR AW TR A B I P
MsE, [HAHET 6 F4p .

(5) REFUZEAMLT 1000 copies/mLe

(6) HF5tE 100%, Fril 45 Ftt iy Atk (a4 5 R %L (CV%) <10%.

(7) PCR Y MGV E FOEFR, M —MERETT I ERPUR G E .

* (8) Jdi& ABT %1756 PCR ALK AR,

44



O BEMPRBEBITERAE

(O A= REF LRSS HAZ R CEZ) GMP UEFS) G2Wl 5 A =Bl 720
APV RTHIED

(10D A R RIE G SR B RS At 0777 2, AR A G ORI 77 4R 1 %
B BRI R T, BWRIEIRIE S 24 /NN IR BRI 77 BTTE (1 SE 50 =

32. BMATHRERFOCER PCR A&

(1) A& & A 58 € & PCR Kl 4l AR T 5 alf e AN BT AL IR A 2 1077 o

(2) BAEMMG:  50T/&

* (3) -15°CLA N IRIRAE, FEther, AR0H 9 MH UL R, BITER A %0H 8 /N
A E.

(4 WFNEARFVLLL S RPN ~ I IREHR AW TR A B IR PH X
HsE, [HAHET 6 F4) .

(5) REFUZEAMLT 1000 copies/mL.

(6) HF5etE 100%, Fril 45 At iy Atk [a) 48 5 /% (CV%) <10%.

(7) PCR Y HGA B E FEFE, M —MERETT IR G E .

* (8) W& ABI R%%50 PCRAUE AL,

(D) A2 FEF G AT TR K (24 GMP AEF5) G2l A 7= 54 148D
B2 APV RTIED

(10D A R RIE G SR B RS At 0777 R, AR A G ORI 77 42 i (1 %

V HERE BRI R IR, RFERIE)G 24 /NI P ERIE T TR RS =

33. BRS AR Rt E B PCR A&

(1) A& & A 58 € & PCR Kl 4l AR T 5 olf o AN BT AL IR A 2 1077 o

(2) BAEMMG:  50T/&

* (3) -15°CLANWIRIRAE, FEter, AR0H 9 MH UL R, BITER A %00 8 /4~
A E

(4 WFNEARFVALL S RPN ~ SIIREHR AW TR A B I P
MsE, [HAHET 6 F4p .

(5) REFUZEAMLT 1000 copies/mLe

(6) HF5tE 100%, Fril 45 Ftt iy Atk (a4 5 R %L (CV%) <10%.

(7) PCR Y MGV E FOEFR, M —MERETT I ERPUR G E .

* (8) Jdi& ABT %1756 PCR ALK AR,
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() A7 FHA G AR AN FAZ KA (B2 GMP UEF5) G2l A 7= 8 148D
B2V ATED .
(10D A R RIE G SR B RS At 0777 2, AR A G ORI 77 4R 1 %
B R EDRIG R LT, RFEIRIEIG 24 /N PR BRI T TR 1 SE 50 =
34. FFMEE=EROLER PCR A&
(1) TG R AR o3 T B AR BUATI ,  77 DATR] RS 0l P A 05 35 P72, MGF
M CD2V FE:[H
(2) WA EH TERIOEE & PCR A AR Fr F5 i . AN EFEL BRI .
(3) W HRELAIAZIR HEAT PCR S ERENZAT I, R G20 7 Hh AN 5 AR
(4) BRI RBERT RN 1 3% DUAXIR, Rt =99%, HHblaJHt i 2 5 <5%.
* (5) -15CUL RS, FagtElr, AROW 12 A E (F 124D ¢ Btk
208 10 A~ A LA E
(6) EEEHME: 50T/&.
* (7) Jdi& ABT %1758 PCR ALY,
(8) 477 FEA G RNRIHAZ R B CE25 GMP AIE1) G2 Wikl A= 7=l oy 128D
CEZ A=V AR
(9) FRUEA AR G B Mt 17 R, AR i) & R I 7 SR AL £
B HEEEDRIE R, RFEIRIEIG 24 /N P BRI T BTE I S50 =
*35. JEYFEIRIR IR 520k PCR W5 &
(1) AFEALL M. HEMAA > b 0 = N 35 A% B AR
(2) WG S A 58P0 E & PCR Al A #2 i 75 alif] . AN EIE IR I FE 7 .
K (3) WFHEEUAIRZER AT PCR DCIRET A, XA E 4 A1 & SRR

i

|

(4 WFRGE 107 BLE, FEstE 100%, 2857 5% CV H<2%.

(5) HEMELF, 5 REEMAL R REALE 36U

(6) EEEHME: 50T/&.

* (7) -16°CLURAHRRAT, REML, ARG 12 MAUE (& 124H) 0 B[R
i 10 S H BLE.

(8) WA FIVEXTI BRPEXS fAE, AEEid 6 a5y .

(9) RV ZR<25ML,
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* (10) J&& ABI HF17%6 PCR A,
* (11D P GRS 20 Atk eSS (FF 2023 4F 12 H 31 HETHRO , izt
WSS TEE F GRS E (P ESZE RN e E, MHEB SO GE A .
(12) $RAA B RIE R SR RSt 07 &, AR A G % ORI 77 S ik 2K
B BRI R, WRIERIE IS 24 /N IE BRI T BT LR K SE G =
E: (D E K7 BALAHENSHER, MEAHELE, —BIETHMMAE.
(2) FpiE “*” BIF= Go LT
—. BEHEXR

L AN N R PT  Ba ) e ax b mTARE S JelE k. GBrPERISE I, v
AR R AR IS, SE T SR SO RUE R DU AP REI 2K, TR 24T
MERERE AR AR AE . BRI ZER, AP I H BT EBUR A SRR ZER ,  [R]I Ji 2 R T A
I ZEKR, PR REIE I R A 1% 28500

2. SN FeT LA 5 AT A SR 2457 R B e S 41
3. HER I B e B I E RS R R AL A B, BERA ORI E TR S

4. FRAZAE BT BT R L (07 il LR DR BEAE R N A RS R, G 7 ol ot s iy
1113 5 2 PRI AR i i P RSS2 A R s 7 AH E A ZE IR BT ST AT B

=\ BER%

L W BT R B IR BT TP, 75 2 R A (4 L 7 fE R BIE 5 iR DRI, L AE 2 2138
FNJE 2 /NSFWRSL, 4 /NI AR O N DL AR i) R

2. AT il A 2T A2 1) SR N 32 LR B I o f 30 A O BRI 55

3. FE 5T ORI PN DR B ot e e RS B R R AR, (N R T S AR EAE A/ B
S, BT ORI IBTRE
M. A7

LB alGR s B R G S s (R P BRI R, K i SRR B G375
AT RGN B ) 2 > H AT
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4. BIFRITEAA SRR, L7 RIA RS
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