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23 []EmggﬁﬁﬂZ%g%?Eizééifﬁgz TRt 50T/ £ 500T | 30

24 FN R AR E B PCR A& 50T/ & 200T 30

25 | AT RO e Ot E & PCR & 50T/ 4 100T 30

26 FEONAE R %0 E & PCR T & 50T/ & 50T 30

27 WS RO € ' PCR 1AGFI & 50T/ & 50T 30

28 FEWN R B U8 E 7 PCR BT & 50T/ & 100T 30

29 K I 75 98 0 E & PCR T & 50T/ 4 50T 30

30 %%%ﬁ%%%f%%%%%mmﬁ 50T,/ 4 - 20
T

31 | FERAT NG S 2 8 & PCR & 50T/ 4 50T 30

32 PERG PR R AR RO 8 B PCR A& 50T/ & 200T 30

33 RN IE IR = RO & PCR A& 50T/ & 100T 40

34 kAR PRI S5 2 't PCR a7 & 50T/ & 4000T 20

Ve L ARFE SRR SRS AS—,  3Rdr, ELISA 37 &3 5k — 3 96 FLALHIAR
SRS CLLam & RS 480T/ &L, & 5 HEHR, M 5000 o, WAL 5 B/
B BN 1000 TT/ARD, B AUERFETIR AN R X R A BERORERS Sy 2m1, SR AR Ak ]
P MBI GO LIRS B SR, 8 BSSBERL RS S, A AR s B i 7 i RS
e R R AR 21T A T

2. HERI AR G BRI HE R 1 AT . FF A B KR AT AR AE (A4 =, 7R
N AN eI o A BT 48 o B A UL A I E AN S R A R A 2y B
Hoph A A 2y NG00, 3 B B R R S SR A R 4 B

B —

Qiacube HT ZERAREUAN (FEEFEM):
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(1) HFMEhPkeArh B 2h. =B 25 RNA. DNA FIZHTE DNA.

(2) FEARBAIEAM. MG, MK AR, 7. Wil HEMIBEEREAL.

(3) RHRERIREA, LL 96 FLIR M TE 25 Bris Ge A, 345 /T T R iigs>
BT RS SR A AR

(4) FH%: 96%5 FEIR/ &

(5) % Carrier RNA, &= DNA I 2

(6) TR HEAM K CHIRRAE.

K (7) AIFEASEEGE QIAGEN Qiacube HT HZERFTHUAX FSedl Hahit. $AHICIUE
IFFEL

(8) ARXFNE I B EFEM .

* (9 HIRMAF, FagtElr, AR0H 9 N b SRR BRI 7 (B
W HIRHED BRI & R B H IRIAN T 10 S H

/72

1. BRI &

(1) FHARFEL: WiEkE, FHAZMPEARRE, GHFMR, MR, SR
W IR EE AR AR RE AR o

* (2) RFLEH T KingFisher Flex #ZERFEEUL

(3) PeifAR 50-200 u L Z[A],

(4) P IR R A A G R IS € B PCR R ASEAR T B 5K

A (5) T HRFIFEM K KingPisher WL F RS MRAF, BRI, R EL
gy, WERITY, M KingFisher Flex S5A . & NEIEMRM T 4L HH OGS 1%
MOEFIR ] JROR B8 o

(6) WAAEBIHALT 12 /N H, SREEHIFI ARG 77 USRI H B9 HED FR
AR & R A HIARIA T 10 S H

2. B H5 HiJH (H5-Rel3. H5-Rel4. H7N9-Re4)

(1) & T HT ¥ & 7 BO% 7% H5-Re13. H5-Reld. H7N9-Red HiiRA&I .

(2) WAEW L (REUR It REZ IR (GB/T18936-2003)) {ra EUi P4 &5 i
IEPIA B ARG« €2022-2025 FETLIRAE SN 5 AT R R & TAE T &) (TR
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IM[2022]7 ) S5 FLE B TUBGUARR I T VAR UE .

(3) TEREpiR: PUESE: HI B =T710g2.

(4 WAERAHADST 24 DN H, SRAERRGIBE R 77 CCARRUS H ) BE
AR & R WIRAD T 12 S H

(5) RAA FORUERF PR s At 677 58, ARVl G R I 7 4 £ 1 0
R ERALI R R, RFRILSS 24 /NI N 5 B SR 7 BT 7E RS2 36 25

(6 [RS8 It JaK e 92 92 1 7 R S 8 1T 3 O B stk AN R T AN REAE IR, (7]
AL AN PRAE AT A AR ZE SR I [R) RS (R B it P

3. B SR

(1) &R T HI SR IAS B 302 T T 40 A4 G o

(2) 37 G 2GR 2 Wb AR TS GB/T 16550-2008 ) GBI IZ B vA H2 AR FTE )«
(2022-2025 VLTR8BS DR I 5 AT 2 B TAE T 580 (IR ph[2022]7 5)
SR E R LS ARES SRULpRP

(3) PEREiRE: HUEEE: HI 8 =Tlog2.

(4D WHEBIHADT 24 NS, SREEAFIZE R 77 ORI H 9 HED BR
AR & R ARIAD T 12 S H

(5) R FARUERF BT iz it 077 58, ARV R & 4 R I 7 4 £ ) 2
BEE B SRR R 0%, ARG 24 /NI P E% BRI 7 TR A SE 6 2

4. BRORAR F R AR M SR . BA BRI E R &

(1 AT RIS LY IS S RG HA JEARRr Se  odd, 3)& h BL5 5
THA 56 Ffr 75 PR RF S e S R 9 B e L

2) WHRIAEBIHALT 12/ H, $REEH R ARG 77 i (RIS H B9 HED FR
AR & R A H IARIA T 10 S H

(3) $RAE RO SR s At 07 &, A R Bz MR 77 1R A 2
e R R IR, RFRILSS 24 /NI N 35 B SR 7 BT 7E [ S50 25

(4) BB EIR AL SO ERIE U 1 60

(5) EPRFE | FKEARALNWRI LK CEZ) GMP EF) Al (B2
VFAEY e 3E AP S AEZR

5. MBUR M W E R HiiA ELISA Al lsn &

(1) H T B0 A W H R SR, 45 SE MR RO R .
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(2) WAEW L GRBUR MR BN PR ARG . O B0 5 IR R SR 2
J7i% GB/T18090-2008). €2022-2025 VL7504 BP0 il 5 It AT I I & TAEDT 52
(AP [2022]7 5 ) S8 HIE 1 = BOm VA8 I R o fA ELTSA A 5 7%

(3) HFRAAE T KA ERANRF ALK CEZ GMP IEH) Al (B 24
VFATIEY o 3E = S A EEER

(4) PEBETE: BUIE: 98l b Rk 99%Ll b, FRENE: b Sta R
<4%.

(5) GG & 58 U W Hm AR 4 A5 BT 75 4 ik 7

(6) WAEABARADT 12 A7, SRR S Rk R 7 CRARR IS H 4D
PRI G R A H R AT 94 H .

(D) BRI GBS 5

(8) A FH 7 (P o, SR AEEAR S BUR TS . AR S PRk A S A
P 1 4.

(9 REABIERF G E R %, ARG SR 77 2 4 14
B BRI R R, WRIEIRIE G 24 /NSRBI F 5 BTE I SE 50 = .

(100 BGRSAEAROHA, WORIAT il f, v o 3% SE b 1A 800 B

6. SRR BB ELISA il &

(1) F TR i e AR

(2) WA G R ER GHRPIAHEARMIE) . CEREEHE AR (GB/T 16551-2008)).
(2022-2025 FVLIRE NP0 Wl 5 AT R B TAE T =) (A dpdh (202217 5
S (R IR B DU BELIT ELTSA A8 I 77 v2:Am E o

(3) HEF AL FKEAZRLNWRF LN CEZ) GMP IEF) Al (B 254
VFAEY e 3E AP S AEZER

(4) VEREfiE: fugdt: 98%bl b Hpfth: 99%Ll b, 5 BVDV & XM FaE
P oy SR 22 5 <4%.

(5) RFE&A 58 BB R DU i 1 P 75 4 Bt

(6) WA EABARAT 12 A H, BB S Rk R 7 i CRAZEUS H D
PRI & R HIARA T 9N H .

(7) BRI G IR AL & 5T

(8) AT P A 5, R AKGTIACE L A IR Sh e bR O3 B B 247
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B, AN E SR A S ERE B 1 .

(9) A BRI A SR R RSt 0807 %, AR U7 & 4% R W 7 3 At i 5L
B HEEEDRIET R, RFEIRIEIG 24 /N PR BRI T BT E 1 SE 50 =

7. O¥EZ (FMD) RAHFENT ELISA Hiisirillifs& (0 &, A #D

(1) FFREIN S & M A O ik

(2) BT A 58 B B B AR I 4 e 4 e 75 10 4 8K

(3) B E A R e AR RS 2 K

(4 W& 37 FEIRIE B AL SRR A 75 708,

(5) WA G2 (B IEHER (GB/T18935-2003)) (I B RE R VA FL AL
(2022-2025 FFLIRAE BPEEN M 5 AT R A TAE DT 8 RR M [2022]7 5)
SERLTE IR I ARSI i o

(6) WANGAFIAADT 12 DN H, FRALART & Bk R 7 i (LA H )
PEAZ IR G A H IR T 10 AN

(7 BRI B SO ERAE B 1 6.

(8) 7= L ZRAF 2= i i HESC S (FE 2023 4F 12 H 31 HETA RO , it
SEE SRR (R E S 20 B Pl A, BHE SO RIS A

(9 E PR FHAB LALLM (B2 GNP IEH) Al (B 24
VEATIEY o 3E O SRR EER

(10> FRAA BURIEAF &5 & s i it 05 7 %8, AR R IR B IR 75 S £t 1 5
B HEEEDRIG R, RFEIRIEIG 24 /NI P BRI T TR 1 SE =

8. KB VP1 £iM E B Hifd ELISA Rrilalsn &

(1) 38 FH T4 B L3 A OB e 3 VPL 2504 B oA il .

(2) BRI S A SE BB VP S5 K 8 AT er I 4o R i 7 1 4 #1791

(3) R a2 (OB RER (GB/T18935-2003) ) ( LB RERT VA B ARTE)
(2022-2025 FFILIRAE BPEEN M 5 IRAT W R & TAE T 22 (R Ipi[2022]7 )
SR T B e ARSI T i

(D RFNEA RIS T 18 M H, FRALAIRT & Bk R 7 i (LA H )
PEAZIR A B R HIIRA D T 12 A H

(5) BRI AL SCERAE DA 1 .

(6) HF=IRAA =] KA EAMARM LN (B2 GNP IEH) Al (B 24
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VFATIEY o 3E = S A EZER

(D ARG RS 077 %, AT S R 77 42 4L 1 4
B HEEEDRIET R, RFEIRIEIG 24 /N PR BRI T BT E 1 SE 50 =

9. F/NR 4B ELISA HiARIRH&

(D EHFE. WFEmE. MR/ 485 (PPR) HLdRmRm.

(2) AFEH R ChRAEESHEAR (GB/T 27982-2011)). (/MR EEEH i+
ARIIE Y. €2022-2025 4FYLI548 S50 Ml 5 AT 7 A TAE TR (IRRIME
(202217 5D SERE 1)/ R A B TURRIN 7 i

(3) AN EA TERE /N 2B Bk 4 72 B 7% At .

(4) PEREFTEE: MUEtE: 98%LA b Rpfeihk: 99%LA by AREME: HLN SdttiE 2 R
<4%. GEFHAE TR 2 R AN ST B FL 0D (ETHE 1 S5 (s a1 .

(5) WANEA RN T 12 N H , FRALAT G Bk R 7 i (LA H )
PEAZ IR G A H IR T 10 AN

(6) FEMAF IR AL SO ERAE DL 1 .

(7 EW PR KAF G ARF LN (B2 GMP IEH) Al (& 247
VFATIEY o HED P2 SRR R,

(8) FRAAT BARIE BRI & B R i 187 %, ARV &4 ORI 7 4 AL i 5
B HEEEDRIGE R, RFEIRIEIG 24 /N PR BRI T BT E 1 SE 560 =

10. & B IS LA & (A/B ILE)

(1D AT&AMPHREET A VEAB VR FrARl. Kmeesdm. M.

(2) PEReREL: FEFME: 99%LL by EEME: BRI ALKIE CVo/h T 10%.

(3) RANE A TS M (A/B IR Foikk 4 FEFT 75 4 ik 71 o

(D RFNEA RIS T 12 D H, FRAEART & Bk R 7 i (LA H )
PEAZIR A G R HIARA DT 9 4 H .

(5) FRF IR AL ) iR AT

(6) {7 (B PR f e, SR AR AC £ % F A IR B G A SO B U 14T 4y
s ARG E IR A SCRERIE VLS 1 1

(7)) SR BUARE B S B R it 0E 7 58, AR U & R G 7 4R fit 1 5
B HEEEDRIEE R, RFEIRIEIG 24 /N PR BRIETT BT E 1 SE 0 =

(8) HF=IRKAA =] KAA LA ARM LN (B2 GNP IEH) Al (B 24
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VFATIEY o 3E = S A EZER

11. & 5 MR FARNERE (JE#

(D HTBAMwEREE J TR RIRE SRR, M.

(2) PEREFIE: BN MRIAAAIRIE CV%/h T 10%.

(3) RFVE A 5E R (IR ) DA I 43 A2 BT 75 1 43877

(D RANEA RIS T 12 D H, FRALAT G Bk R 7 i (LA H )
PRI GR A H R A>T 94 H .

(5) BRI G IR AL & 5T

(6) {7 (B PR o, SR ARSI R IR B B AR SO O s 14T 4y
B, BRSSO BRI 1 .

(7)) R BURIE R SR R A 087 %, AR U7 &4k ORI 7 4 At 1 4
B HERE BRI R, RFEIRIEIG 24 /NI YIS BRI T BT AE B SE R =

(8) EF AL FEAZRLN RIS LN (B2 GMP IEF) Al (24
VFAEY o a3 7= AME IR

12. B AER oE (gI) HHEPiIMA ELISA RAEHI&E

(1) WHTHEIER eE (gl Hifhk ELISA F:ll.

(2) RFVE L (DVIERIFIZWEA GB/T 18641-2002) ZHL5E KISE AT R oF T
{4 ELTSA 4G 5725 o

(3) HF=RAA = KA G ARFEAZ N (B2 GMP IEH) Al (& 247
VFATIEY o HED P2 R E R,

(4) PEBETE: MUk 98%LL b Rk 99%Ll by AREME: b Stz R
<A%. ZEFHE iR 2 FATH — AN T BEFL OD (B THE 1 S5 (sl RIS .

(5) WA S A BRI IIER gE ANl 41 7 o 75 4= #8177 o

(6) WFNEA RIS T 12 D H, FRAEART & Bk R 7 i (LA H )
PRI G R A H IR AT 9 N H

() BRI AL ) iR AT

(8) fdfi 7 (B PR M op, SR ALHAR S BT . AR S B gk o S 1 fak
EEA 1 1

(9 RUEA BRI G E R 077 %, A S R 77 S 4L 1 4
B HEEEDRIE R, RFEIRIEIG 24 /N PR BRIETT BT E 1 SE 0 =
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(100 BGRISAEAREAA, WORIA nl B, AR o 3 Sl 1A R0 B

13. R B EEHEHIA ELISA KEA&

(1) AT THEOAHE R B Hiif ELISA farill.

(2) WAVEH L CHIERIFEWIEIAR GB/T 18641-2002) &R % P IE R B $t
{4 ELTSA faill 7772

(3) EHF=RAEF FEAZLO AR HWIZ KN (B2 GMP EF) Al (B2~
VEATIEY o 3E O SRR EER

(4) PEBETE: MUk 98%LL b Kk 99%Ll by FREME: b StIA R
<4%. ZERAE IR Z RAE R — AN E T HEAL oD BT E S HE sl P A .

(5) RAVEEA 5EHIGNITR B HUAKE I 4= F2 75 4= 3k o

(6) IANEA BN T 12 A H, BB S Rk R 7 i CRAZRUS H D
PEAZIR A G R H AR AT 94 H

(7 BRI G IR AL 45 i

(8) A F 7 (P faf o, $RAEEAR BRS8N S PRt A SC A
VA 1 s

(9) R BARE BT S B R 187 %, ARV &4 BRI 7 4R AL i 5L
B BRI R, RFIEIRIEIG 24 /NI PSRRI T TR 1 SE =

(10> RAELEA ROHN, AR DA inl J, 7 e 9% T i (1 RO &

14, FERIR S Bidhk ELISA #RF &

(1) HTAERIEHARIAI .

(2) K iR56 7 12 B I S e M s (ELISAD.

(3) 5uehitmas R AAL: (FAVN) &5 31— =94, 4%,

(4) VEREFiE: BURME. RRF A E] 96%LA I, At KAkl 235 /N T 5%

(5 WAEABIRA T 12 A H, FEALGR S Rk R 7 i CRARUS E D
PRI G R H IR AT 9 4 H .

(6) FEF AL FKEARLNWARF LR CEZ) GNP IEF) Al (B 254
VFAEY e 3E AP S AEZER

(7 FEARF G AL ) AT

(8) i FH 7 P faf 2, $RAEEIR BRI B: . & MR SR A e
P 1 s
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(9 A BRI GRS 077 %, ARG S R 77 S 4L 1 4
B BRI R BT, WRIEIRIE S 24 /NN IR BRI 7 BTTE (1 SE 50 = .

(10> BGRIEERROHA, WURIA W R, A G 3 5 ek 1A 00 B

15. ERER (4. F. ) difk ELISA BIAF&

* (D ATHATRIREAAE RE (), SHAGE RE GERLYE MEmAeE
IR ) Pk

* (20 AT 40 I AUER A B AR A, B2 10 AMF LG
MARFEARIRE T

(3) GG AT & OTE HEFF [ 1A) FE B EEC G0 2 W PR e (RELTISAD Al 77 vERRE -

(4) PERepiE : RV R RE<10%.

(5) AL pl - R T2 M AT & IR B LB B e P-4 A B 75 4 8k

(6) FEF AL FEAZRLNNRI LN (B2 GMP IE) Al (24
VFAEY e JE P AEZER

(D RANEE BN T 12 A H, BB SRk R 7 i CRAZRUS H 4D
PEAZAR T & R A H I RAN T 10 S H

(8) LRI G IR ) & S5 AT

(9) AT PRI, BRSSO SRS 1 .

(10D SRR S B RSt 0577 2, AR R G % ORI 77 4R 1 %
B BRI R R, WRIEIRIE T 24 /NS IR BIR G 5 BTE (1 SE 50 =

16. A4B0RHLA ELISA Rl &

(1) [H]4% ELTSA J7iEX0 24503 SCRF B LA kA7 & MEA il o

(2) HEREHE L NBSRNRE (TST) g, Ut =72%. Rt =90%, it
N S AL ZE 38 /8T 10%.

() WAEA BN T 12 A H, BB S Rk R 7 i CRAZRUS H 7D
PEAZAR T & R A WIRIA T 10 S H s

(4) REPURESL: 2R A4

(5) EPRFE | FKEARALNWRI LK CEZ) GMP EF) Al (B2
VFAEY e 3E AP S AEZR

(6) A0l - BRI B A S B A A A% LT A DU 4 4 P 75 4 0k

(7) AF T R R, ARG SRR A SRR E S5 1 6
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(8) HRUEABRIE R G R IE it 0777 %, ARG S R 77 42 4L 1 4
B HEEEDRIGE R, RFEIRIEIG 24 /N PR BRIE T BT R 1 SE =

17. K& M hHi4k ELISA BhRF &

(1) K H ELISA 7735 58 PEAS I 5% & I3 Bl 2% b i) i B TeG Hodde

(2) WA EA TE RS & MR TG ki 43 72 i 75 i 438 1) o

(3) WANEA RO T 12 D H, FEALAT G Bk R 7 i LRSI H )
PRI R A HRA DT 10 AN

(4 fEF 7P, MK SR AR SRS 1 .

(5) RMEA BRI GRSt 577 %, AR T S R 77 2 41k 1 4
B HEEEDRIEE R, RFEIRIEIG 24 /N IE BRI 7 FTTE I 5200 &

(6) =R KA LR ARF ALK (B2 GMP IEH) fl (B 24
VFATIEY o 3E O S A EZER

18. BMBERATROLER PCR EM&

(D BRI EH 58 FOEE & PCR A A1 R A F 0] . AN ELFEAZ IR H 71 o

(2) GAEHKE: 50T/ &

* (3) -15CUAUNARIRAT, Fo@ e, AR0H 9 MHL L, BITRHE 800 8 M H
PAE.

(4) RV ERFVLLE S RT-PCR M « SIPHREHR AW RSB FAYEXTHIE,
P IS, (HANSIE L 6 Fhdl .

(5) REEAET 1000 copies/mL.

(6) HE5PE 100%, K 4h Rty Rk a2 55 R4 (CV%) <10%.

(7) PCR AR ETIEIN, M — MEREOT LA IR G

* (8) @& ABI R¥% ) PCR ALK MAL S .

(D A7= ] F BB B AN RS FHIZ A (B2 GMP IET) G2 Wil &A= 5120
B2 APV ATIED

(10> FRAA BURIEAT &5 & s it 05 7 %8, AR R IR B i IR U5 S 4t 1 4L
B HEEEEDRIET R, REIRIEIG 24 /NI PR BRI T BT E 1 SE 0 =

19. BV HoN1. HIN9 %% E & PCR RH&

(D BFNE S 56T E B PCR A A FE A 550 . ANELFEAZ R 257 -

(2) WAEHKE: 50T/ &
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* (3) “15°CLA N IRRAE, FEtier, AR0H 9 MR, BITEm A %08 8 4~ 1
A E
(4 WA GRS RT-PCR BT « SIREMR AW TRABER. X R
FHAEXS RS, (EASET 6 By .
(5) ARIGUFTA = b B [ AR REC 7 AR GBI AR RIC 7D, AR/ S AL R B
THEFIERE KR
(6) ARIFTA ™ SR NFEFFARE G F H SOBAR ), RN RARE (51 HE s
RFRD) FE<25HL, BLJT 8B it 22993 ol 1) [ A o
(1) REFPEAEF 1000 copies/mLs
(8) RptE 100%, ASrilgh 54t py ARt e] 48 5 R % (CV%) <10%.
(9) PCR MG E TEIR, M MEFETT AR G E .
* (11) @& ABL K57 PCRAX S 5 .
(12) $RAEA TR R 4 150 B 5 JE A B 0L
(13) 477 FEA LRI AL KN CEZ5 GMP ETY G2 Wi & A= 5 71
4 M (B FAYEATHIE )
(14) A BRIEEGR SRR At 07 5, AR I G ORI 77 4R %
B BRI R T, WRIEIRIE G 24 /NS IEBIR I 7 BT TE (1 SE 50 = .
20. AU H1. H3. H6. H8. H9. N2. N3. N4. N6, N8 Wt & PCR #fl&
(D) ARG & A 56 R 68 & PCR Kl At AR T F M. A FE L BRI B 177 o
(2) EEHHs: 50T/&
* (3) “15°CLANAIRIRAE, FEther, AR0H 9 MH LR, BITER A %0 8 4~ 1
A Es
(4 WHNEIRFVLLL S RT-PCR BT ~ SIREMR AW TRAEER X
BRAEXSHRSE, (AR 6 Fhdl sy .
(5) ARIGUFTA 7= b B S AR R 7 AR I FI AR RIC ), AR/ S AL R B
THERIERE KR
(6) ARTUFTA = i S AR AR GEFH R BNFEFE ), [ NAR R AR TE GEF R
R JE<25HL, BLJT /B it 20005 i ) IR kAL ) o
(7)) REEALT 1000 copies/mL.
(8) RetE 100%, A &h B4tk AL IR AR 5 R 8 (CV%D) <10%.
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(9) PCR Y MEA BB TGEIE, M — MEFRETF AR GE .

* (11 &#H ABI &% PCRAXE AN AL S

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

(13) A7) FEFELNARFIZ RN (B2 GMP ET) G2 Wil A = 8o+
40 M CEAEVFAE) . 0 BIRUEAE, WA RN A (BT a8l A= = VFaTiED .

(14) FRAEE FARUE R Sl B s i 507 28, AR R G i BRI 7 $2 AL 1 4

v BEFEFESRIGI R BT, WA ERIEIE 24 /NN A 6 ISR T BT AE R SR 5 =

21. Bt e 8 PCR WA &

(D AN A TERIEE F PCR KA R fr 75 0 . AN EFRAZ R 1 .

(2) BAEMMs:  50T/&

* (3) —15°CLANR RIS, REML, ARGW I MHU L, BTemA%00 8 A~ H
PAE.

(4) WA ERFVLLE S RT-PCR B « SIWREHIR AW RSB A PEXTHIE
FHAEXT IS, (HASEIT 6 .

(5) REEARMET 1000 copies/mL.

(6) FEFrtE 100%, A2 At ]y ATt a2 7 R E (V%) <10%.

(7) PCR Y BEA B E TIEIE, M — MEFRETF IR G E .

* (8) &G ABI RF7% PCRAUE A

(D A 7= F B G AR IS L) (25 GMP IET) G2 W i AP B0 128D
AN B2 AP ATED .

(10> FRAAT BRUEF &5 R s it 0507 58, AR VR 1R R HE R 77 i 1L 4
B BRI R R, WRIEIRIE G 24 /NN IR BRI 7 BTTE (1 SE 50 = .

22. BN EIOLE R PCR A&

(1) T &5 A 56 BSOS S B B 73 MR AN 2 BT bR 2 ' 2 B PR Aar P-4 A% P 55 1551 o
AEFEZ IR o

(2) Gk 50T/

* (3) —15°CLANRIGRRAT, FENL, AR 9 MH UL, FITerA %0 8 4~ H
PAE.

(4) WRFNEARFIL LS RT-PCR MR « FIPHREHE A TRA R BT
FRAEXT IS, EASET 6 M.
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(5) REEAMELT 1000 copies/mLo

(6) ReefE 100%, Agh St At R AR 5 R 8 (CV%D) <10%.

(7) PCR AN E TGS, M — MG EIT IR I E .

* (8) &% ABI FR41%5 PCRAX AL S .

(D A7 FHA B RMARFFHIZ R (25 GMP IET) G2Wril i A r= 5 728D
A (CEZGEFYF AR

(10> FRAA BARIEF &5 & s it 05 7 58, AR U IR R HE R 77 4 (it v 5
B HERE BRI R, RFEIRIEIG 24 /NI YIS BRI T BT AR B SER =

23. FBUR KT 5 WIR SR A 1E nsp2 Tt E R PCR AF&E

(D BFIEEA 58 FEE & PCR A A1 R A F 0] . AN ELFEAZ IR H 71 o

(2) BEEHHE: 50T/&

* (3) -15CUANARIRAE, Fo@ e, AR0H 9 MA L E: BTREE 00 8 M H
PAE.

(4) WA ERFNLLE S RT-PCR RN « SIREHR AW IR ABER [ PEXTIE
FH M0 IS, (HANSIE 6 FhZl .

(5) REFEALT 1000 copies/mL.

(6) FF5rIE 100%, 6 I04h Sedth py ROk a) 48 52 R 4L (CVi) <10%.

(7) PCR AN E TGN, M —MEHETT LRSI TG E .

* (8) Jd@& ABT R¥17%O0 PCR AU AL,

(D A7 FHA B RMARFHIZ R (H-25 GMP IETE) G2 Wl it AP 5 128D
N (CEAZGEF YRR

(10> FRAA BURIEAT &5 & s it 05 7 %8, AR VR IR S IR 75 S 41t v 4
B REEESRIRE R LY, RRIERIEIG 24 /N I% BRI T BTEE A 52560 =

24. OFFREEA . OF, A B, W IHEFHLeE PCRAFE

(D BN 56 TGE & PCR A A FE A 550 . ANELFREAZ R 257 -

(2) Gk 50T/

* (3) ~15CUUNAIRDRAE, Faethas, A%0H 9 MH L, BTN RH 8 M H
PAE.

(4) WA ERFVLLR S RT-PCR RN « SIBEHR AW IR ABER [HIERTIE
FEAYEX B SE, (EANTSHEIS 6 FhZH )
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(5) ARIGFTA = b B [ A REC 7 AR GBI AR RIC 7D, AR AL R B
THEFIERE KR

(6) ARIFTA ™ SR NFEFFARE G F H ROSAR ), RN RARE (51 s
R JE<25HL, BLJT /B it 2095 Al ) R AL ) o

(7)) REFUZEAMLT 1000 copies/mL.

(8) HESPE 100%, i 4h FAtt iy Ak IR 55 R4 (CV%) <10%.

(9) PCR GV E FEFE, M —MERETT IR G E .

* (11) @& ABL K57 PCRAX S 5 .

(12) $RAEA TR R 4 150 B 5 S A B 0L

(13) A7 ZEFGELRNW LN LRI (B2 GMP iE) G2Wrdl & A =si 1
4 M (B ATHIE )

(14) A BRIE G SR RSt 577 2, AR ARG ORI 77 S 1k 4%
B B EDRI R, RFEIRIEIG 24 /N PR BRI T BT AR 1 SE =

25. F/PNREGBERLE R PCR &

(1D ARG & A 56 R 68 & PCR Kl 4 AR BT F M. AL BRI B 177 o

(2) HEERME: 50T/&

* (3) -15CUAUNARRAT, Fa@ther, AR 9 MH L, BITREHE 80 8 M H
A Es

(D) WA E RV« BIPIREHE AR VRAEER. FATEXT R, PHEXT
&, [HARET 6 FH 7.

(5) REFPIZEAMET 1000 copies/mL.

(6) Hp5eth 100%, Al 28 SR At A ATtk ) A8 e 22 (CV%) <10%,

(7) PCR Yy IGA VB FEIE, S — MERBTT IR LR G E .

* (8) @& ABI R % PCR AU & MAL S .

() A2 FKHAGARNANFAZ KA (2 GMP AEF5) G2l A 7= B 146D
B A2 VR ATIED .

(10D fRAEA R RIEEGR SRR At 0777 R, AR R G R 77 4R %

v BEFEEERIG RIT, WAERIEIE 24 /N A I BRI T BT TE K SR 5=

26. LTI ROGER PCR EA&

(D) R & & A 58658 & PCR AT A AR BT 0 . NSRRI 5] o
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(2) BEEHME: 50T/8&

* (3) -15CUAUNARIRAE, Fo@ e, AR0H 9 MALLE: BITREE 0N 8 M H
PLE.

(4 WA RS KR« BIREHR AR IRABER. FAPEXTR. PHMEST
<&, [HARRET 6 FH .

(5) REFEAMELT 1000 copies/mLo

(6) RitE 100%, ASgh 54t py ARt e 28 5 2% (CV%) <10%.

(7) PCR AW EFIEIR, I MERBOT LR IORGMA

* (8) G ABI R PCR ALK AP AL 5

(D 477 FHA B RS HIZ A CE-2Z GMP IET) G2 Wil &A= 5 120
AN (AP ATED .

(10D $RAEA R RAIE R SR RSt 577 &, AR IR G % ORI 77 S 1k 4K
B B EDRI R, RFEIRIEIG 24 /N PR BRI T BT AR 1 SE =

21. FBVER P ROLER PCR RFA&

(D) ARG & A 58 R 5E & PCR Al A AR BT 0. AN EFE BRI P2 357 o

(2) HEERME: 50T/&

* (3) “15°CLANAIRIRAE, FEther, AR0H 9 MH LR, BITER A %0 8 4~ 1
A Es

(D) WA E RV« BIPIREHE AR VRAEER. FATEXT R, PHEXT
&, [HARET 6 FH 7.

(5) REFPIZEAMET 1000 copies/mL.

(6) Hp5rihk 100%, Al 25 SR Atk A AL A) 38 7t SR % (CVo) <10%.

(7) PCR SRR E TR, W MERBOT LR S IR A

* (8) idi& ABI %1756 PCR AL &M AL S,

() A2 FHA AN AN LKA (25 GMP AEF5) G2l A 7= B 148D
B2 APV ATIED

(10> $RALAT BARUEF &5 B st 05 07 58, AR VR 1R R HE R 77 e 1k 5

v BEFEEERIG RIT, WAERIEIE 24 /N A I BRI T BT TE K SR 5=

28. ME WPt & PCR W&

(D) R & & A 58658 & PCR AT A AR BT 0 . NSRRI 5] o
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(2) BEEHME: 50T/8&

* (3) -15CUAUNARIRAE, Fo@ e, AR0H 9 MALLE: BITREE 0N 8 M H
PLE.

(4 WA RS KR« BIREHR AR IRABER. FAPEXTR. PHMEST
<&, [HARRET 6 FH .

(5) REFEAMELT 1000 copies/mLo

(6) RitE 100%, ASgh 54t py ARt e 28 5 2% (CV%) <10%.

(7) PCR AW EFIEIR, I MERBOT LR IORGMA

* (8) G ABI R PCR ALK AP AL 5

(D 477 FHA B RS HIZ A CE-2Z GMP IET) G2 Wil &A= 5 120
AN (AP ATED .

(10D $RAEA R RAIE R SR RSt 577 &, AR IR G % ORI 77 S 1k 4K
B B EDRI R, RFEIRIEIG 24 /N PR BRI T BT AR 1 SE =

29. EN-FHRFROLEER PCR A&

(1D ARG & A 56 R 68 & PCR Kl 4 AR BT F M. AL BRI B 177 o

(2) HEERME: 50T/&

* (3) “15°CLANAIRIRAE, FEther, AR0H 9 MH LR, BITER A %0 8 4~ 1
A Es

(D) WA E RV« BIPIREHE AR VRAEER. FATEXT R, PHEXT
&, [HARET 6 FH 7.

(5) REFPIZEAMET 1000 copies/mL.

(6) Hp5rihk 100%, Al 25 SR Atk A AL A) 38 7t SR % (CVo) <10%.

(7) PCR SRR E TR, W MERBOT LR S IR A

* (8) id& ABI R%1%)6 PCR AU &M AL 5,

() A2 FKHAGARNANFAZ KA (2 GMP AEF5) G2l A 7= B 146D
B2 APV ATIED

(10> $RALAT BARUEF &5 B st 05 07 58, AR VR 1R R HE R 77 e 1k 5

v BEFEEERIG RIT, WAERIEIE 24 /N A I BRI T BT TE K SR 5=

30. ZEEFHRTRICER PCR W&

(D) R & & A 58658 & PCR AT A AR BT 0 . NSRRI 5] o
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(2) BEEHME: 50T/8&

* (3) -15CUAUNARIRAE, Fo@ e, AR0H 9 MALLE: BITREE 0N 8 M H
PLE.

(4 WA RS KR« BIREHR AT IRABER. FAPEXTR. PR
<&, [HARRET 6 FH .

(5) REFEAMELT 1000 copies/mLo

(6) RitE 100%, ASgh 54t py ARt e 28 5 2% (CV%) <10%.

(7) PCR AW EFIEIR, I MERBOT LR IORGMA

* (8) G ABI R PCR ALK AP AL 5

(D 477 FHA B RS HIZ A CE-2Z GMP IET) G2 Wil &A= 5 120
AN (AP ATED .

(10D $RAEA R RAIE R SR RSt 577 &, AR IR G % ORI 77 S 1k 4K
B R EDRI R, RFIEIRIEIG 24 /N PR BRI T BT AR 1 SE =

31. JEfE YL B R R B R JGE & PCR BT &

(1D ARG & A 56 R 68 & PCR Kl 4 AR BT F M. AL BRI B 177 o

(2) HEERME: 50T/&

* (3) “15°CLANAIRIRAE, FEther, AR0H 9 MH LR, BITER A %0 8 4~ 1
A Es

(D) WA E RV« BIPIREHE AR VRAEER. FATEXT R, PHEXT
&, [HARET 6 FH 7.

(5) REFPIZEAMET 1000 copies/mL.

(6) Hp5rihk 100%, Al 25 SR Atk A AL A) 38 7t SR % (CVo) <10%.

(7) PCR SRR E TR, W MERBOT LR S IR A

* (8) idi& ABI %1756 PCR AL &M AL S,

() A2 FKHAGARNANFAZ KA (2 GMP AEF5) G2l A 7= B 146D
B2 APV ATIED

(10> $RALAT BARUEF &5 B st 05 07 58, AR VR 1R R HE R 77 e 1k 5

v BEFEEERIG RIT, WAERIEIE 24 /N A I BRI T BT TE K SR 5=

32. FEWATHIEE R RI6E R PCR &

(D) R & & A 58658 & PCR AT A AR BT 0 . NSRRI 5] o
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(2) WARH%:  50T/&

* (3) “15°CLANW RS, FEteer, AR0H 9 MR, BITem A %08 8 4~ 1
PAE.

(4 WFNEARFVALRLE R B « SIPIREHRE AW IR AR BT P
HE&E, EARET 6 sy .

(5) REFEAMELT 1000 copies/mLo

(6) RitE 100%, ASgh 54t py ARt e 28 5 2% (CV%) <10%.

(7) PCR AW EFIEIR, I MERBOT LR IORGMA

* (8) id& ABI %1%t PCR AU M AL S .

(D 477 FHA B RS HIZ A CE-2Z GMP IET) G2 Wil &A= 5 120
AN (AP ATED .

(10D $RAEA R RAIE R SR RSt 577 &, AR IR G % ORI 77 S 1k 4K
B BRI R T, WRIEIRIE T 24 /NS IR BRIG )T BITEE 0 SE 5=

33. R MR FE AR E & PCR XA &

(1D ARG & A 56 R 68 & PCR Kl 4 AR BT F M. AL BRI B 177 o

(2) EEHHs: 50T/&

* (3) “15°CLANAIRIRAE, FEther, AR0H 9 MH LR, BITER A %0 8 4~ 1
A Es

(D) WA E RV« BIPIREHE AR VRAEER. FATEXT R, PHEXT
HAE, EASET 6 Fhdlsy.

(5) REEAET 1000 copies/mL.

(6) ReetE 100%, A4 St ATt IR AR 5 R 8 (CVD <10%.

(7) PCR Yy IGA VB FEIE, S — MERBTT IR LR G E .

* (8) idi& ABI %1756 PCR AL &M AL S,

() A2 FKHAGARNANFAZ KA (2 GMP AEF5) G2l A 7= B 146D
B2 APV ATIED

(10D fRAEA R RIEEGR SRR At 0777 R, AR I G2 R 77 4R %
B OFREEORIER R BE, WRIEIKIE ST 24 /N IR BRI 5 BTEE S22 .

34. FFEE=EFROLEER PCR ZAE

(1) T R AR DA s B SR GRGEAS I, 7T LA [ A U A 9 0 3 P72 MGF
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K CD2V [,
(2) ARG EA T8RRI E & PCR AT A FE BT TR . AN EFEAZ IR I 57 o
(3) WHRELAIAZIR HEAT PCR SOGEREFZALI, R G2 0 h AT & RAR T -
(4 W REERTRI 1 #5 URRLER, Rk =99%, IR P 22 57 <5%.
* (5) -15CUL RA GRS, FaEtEer, AROH 12 MHALLE (B 124H) ¢ Btk
i 2508 10 A~ H BLE.
(6) EEEHHE: 50T/ 8.
* (7) & ABI &% PCRAXAL.
(8) A= FHAGRARN AN FAZ KA (25 GMP AEF5) G2l A P= Bl 148D
(CEZEP=YFAE Y
(9) FRAA BURIE R SR R A 087 %, AR U &4 ORI 7 32 At i 5
B BRI R T, WRIEIRIE T 24 /NS IR BRIG )T BITEE 0 SE 5=
*35. PRI ROt PCR A&
(1) FAFRAL. M HeM R -4 i SR PR 9 B A% R A
(2) RS A TE R G E & PCR Kl A AR BT F R . A FE L BRI 177 o
K (3) FHERAZIRIEAT PCR BOGCIRENZAGI, RXFIE A 5 A 518 R

A

-

(4) R RENE 107 PAE, Rt 100%, A5 R % OV [H<2%.

(5) EEMELF, 5 REF IR R 3%LLA .

(6) HAERME: 50T/

* (7) -15°CLLURARIRAE, FEtEes, AR 12 MHUE (512 H) Bt
i 2508 10 A~ H BLE.

(8) WG AR S BITEXRE . BHYEXIREE, A 6 M.

(9) Rk Z<25ML.

* (10D I&4H ABL 57179856 PCR A A

* (11 b AERFE 257 sl s (FF 2023 4F 12 H 31 HATA RO , &%l
SO SR E K G AR AR E (P ESZEER) A, BHEE SR IEmSE A E.

(12) A BRI SR RS At 077 R, AR A &% R 77 R %
B BRI R BT, WRIEIKIE G 24 /NN IE BRI 7 BTTE (1 SE50 = .
F: (D pE K7 BADBTHENSEER, WREAHELE, —EIIELHmPMAE,
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(2) BREE “*” HIFE RO O 72 B
(3) FMEFERAVHE P RGBT, ZERNLFEHEEK.
. BEHEX

L AENIR B ORAE BT SR 2 st . wIARdE S SeiEE . S BriE s e, FFN 4
AT EER SRR, SCefT E R CIFIUE MR . A AITTEREI 2R, BT
MR A AR AE . BRI ER, AP I0H BT EEBURN A SRR EE R, R i 2RI A
fl KR, ORAUEREIE IS RIW A %2R 501

2. PN BAT 5 AT H AR O A 24557 R W IR P 22 61«
3. PN B e B I G IR R R AL N B, BERA ORI E UM 52t

4. JRA BN R S 07 it LA ORBEAE RN AR R IR R AL, a0 7™ il ot B R
T 58 A BRATART i et phy A2 (48 2 i 7 #H e e A AR BRI BT BLATE A B T

=, BERS

L W DL SR A DDA AL I L, 5 A (A L e A R B 15 R R S LA 432 )3
B 2 /ANSFRIRSL, 4 /NIRRT O N DL AR i) R

2. RS AN Tl A 2T A3 1) SR N 3R BEBAR G YN B o OR300 A RIS R 55

3. L ORI A DX B2 Joi B 1) R S DR D A AN R Rk e TS A% A A AN/ B
e, B 5 ORIVIINUE

. AT
Bl R A S S BN R BRI NI R, K e SR R B 4iis
AT RN EIEEE 2 4> H AR

49



O B PRBRITERASE

BhE FRERFX

=
B4 X
BRI &[]
(F242%)

s AFB
TR B &
b
%5
RIBHLA: B PSRBT RN T

25T AEA: F A =

50



O BMTPRBRIZERLS

F__ A H, CRWAARD P CRIgGHD % ([
HI GO H AR ITH BT 7RI, 29PE, CHARBEN R A BRI H s
BN . T FARERM PR Z HEE=1HA, RSO E 1 F T A5 [H

R (e AR E R ) (R N R EBUFRIEVE) S AR
e, P, HE. AFASEE R RN, 2 CRIG A A4 FK) (LA fig
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Fo LLREILRNE Sy . mEeT .
—\ SFRARABS

FHISCA A G RSG5, IR — R, TG R, AR, R
HISCHE N I —BUE T, 54 FECRUE# BRI SO 8 1 S T RT3, R
A F 2 A ORI e 3& RO 4 -

1 ARG LA A AL

2. bR S

3. BRI (VI B U SO

4. FBRRSCAE CEIE B 1B SO

5. HABAH SCRIG S Ao

XU T VAT 8 S8 A5 T Bl SO A A A [E) R 2 B 4 o

=, EERHAR

L. BEMAFK:

2. Y

3. LW
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=. EFRMHEK

1. AEGFRMMA: ¥ IRONCT FTTART. 2T (a]
VE B -
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A R 2 H SR
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FANRUAE 9 R IR A £
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A B IR 43 R, 2 BT R %

5. RERRMREMN, FR . 7R PR 0k I (Y, Z
TP LA BB R S LS 5.

6. BRAIF R (RIS R A KR B0 R B L, 207 AT .

£ FRARE

L 2R 2 R A0S BRSO PR ASE AT D0, S50 BT R 7 3%

2. LOTRBGEIRAORERL, ML AL TR R RN B, R K
FUF RGBT, RIS A NAE . B PERE AR S RIA B BRI
295 2 R IUAT AR SR RS

3. L5 OSBRIRIOBRHERE AT, B TR, ARARARIE . MO R AT K
SIS, WA W 2R SRR T IR A A, 2T A
FEFFHEARHE LB U BB AT 18 5

4 T ZOPREP IR A, 1= R IR SR URLR S R 9 A
BRI, A R

5. LOTAEMRTE, WGEFIEE 07, —ZE K, IR 10 7T TTRE T
J7 s BTN SRR RO IR

6. = H RIS £ Sh BB IR S EH7 HORE A I A PR . (TR 2RO B
(L BRI Z 07 5, (AR S R

A RSB

SRR 2 5 R B T BB SN S () WL LR I R L
R, WSRO AL 5 R AR, BB 90 el b R ST, iR St
T 4552 0 PR E 26 R N L

2. HUR A IR SO BAE AR AT K, IS SCPERLE AT, 2R
R SR B A 9 2 SRR R bR IR R G359 7 T
SRPEREID 2 B DI 20 K2 T (R SR B 2 B A 2t
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- MBI RIS AN R I, BObR BRI N T AR B I, RS ME, KW
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RIS, BRI R AR N B R 9

i REER

Lo TR BER . BRIM . BT AAER 1 SRS RN AR 1 B
A BRHEIR LS ZT7, IR 1), ANt 25 Bk FF 7 B E AR Z AR
N, ANEREGFEE AR EERZ L, RER-BARLIT.

2. LITHEJEAT A R AR P 3R AT B e B AR AT N BB TR, R R
AR B8 =TT 17 5% .

3. LJ7SERENTH M) UIRE P MNAT A B 5 4 DR AT RE bt o

+ BABRRE X5

— TR

L. AR ZT5 W) 0] TAFBE R L S ARG A 2 -

2. AR AN F AR 1] 1 73 A
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3. “HRS” A dE AR O R AR A R 240 5E B 1) R I B AT (1 Bk B A A ASH
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