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I
AITRECENBHIEER, HANBHILRR.

AFFUEFZIEGB/T 1. 1—2009%5 H HIFL I AR 2
AFRAEACEEWS273—2007 (HFFFISWIFRIE) ©
AFRAESWS 273—2007AHLL, FEH AU
Hhn Y Mg EE Mg e e L (H2.3)
BT MR R TR S AR Y AT A (WAL 2) | MR ERIR IR AR IR 5 (WA, 3) | HFERIB ek
Pk AL (WA 4.3.5)  MERERe AR K ilse (WA. 4.3.6)  HEEIRTE/A g
PRI (JLA. 4.3.8) ;
BT B BRI A T 22 SE AR R R LI IR (L5, 4. TFI5. 4. 2, 20074ERR 14, 4. 1F14. 4. 2);
el 7 — Wt . IR SR BR MEA EE I BE AL B W E R (6. 1. 1.6. 2. 1.6. 3. 1+
6.4.1, 20074EfRM6. 1.1, 6.2.1, 6.3. 1. 6.4.1) ;
BT IR 2R (D06, 5. 1/116. 5.2, 20074ERR 6. 5. 1F16.5.2)

AFRAERRFL AT o E B AR AR R EE B (FFFEAT) « REERIRHF A ER . B B K% EE
WEERE T EERER S R e (R B R ERERE) b PRI R .

AR EREN: K. X8, e, BREEAE. FECE. Bk, R, ¥, o
Il A S

AKRAE BT A R AE IR 3 R RRCAS AR 1B DL -

—GB 15974—1995;

— WS 273—2007.,
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1 SeE

AARERE T ARSI . 2T SIS 2
AHREEE T4 B A R R BT AU S BE 55 N G RE 2 T

2 RIFEFEX

I ANARE AN E SOE T AR
2.1
& syphilis

T [ ZWRNEA T WA (treponema pallidumsubp. pallidum) (X ZAFERIEHEA) B AR5
T —M RGN BRI, TolEANMEEZ ZRAZ R ERMRE, PP AEZMIRRKRD, SEHS
W, TheekE, BZfe K.

2.2
BT IR prozone phenomenon

FEARMFRR IR AR MR 21006 CHRPRIASS) o, I F MG SR m, SURSTAR L BIAGIE, 1o
HHDUB A VE S PR RS SR, R I FRE 5 PR 22 e, BB VRS R, RONATHELR . KRR
I PR b 3 BER A AE — I AR

2.3
MEMBEREE syphilis serofast

Mg B S VE P R R T I — e I A RE YT (— MRV 148, AR Rav 24, W iite
BRI , ARMERRIR AR IS AR IR R — W (AR L 8E LA, (HEIE 1 8AEE L)
HERR ARG fhaete s O IMUE MR AEY 2B TESE, BN RE LS B € .

3 YaBgiE

ARG T A

CLIA: ¥R eHhZiREs (chemiluminescence immunoassay)

ELISA: EEHEGIE T MR (enzyme—linked immunosorbent assay)

FTA-ABS: wRIGIEHEAPIAR IR (fluorescent treponemal antibody—absorption)
PCR: EE&MEER M (polymerase chain reaction)

RPR: PRI I3 e B 2 IR F k36 (rapid plasma reagin)

RT: PREAG LK (rapid test)
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TPHA: MFERIEHEMRMBERLE (treponema pallidum hemagglutination assay)
TPPA: I8 Ak B 156 (treponema pallidum particle agglutination)
TRUST: FAZRHZLL AN IN#IMIE AL (toluidine red unheated serum test)

VDRL: 1EJRWF LU 356 (venereal disease research laboratory)

4 UK

4.1 —HitgE:
4.1.1 TITRESE

ZRAANZEMEAT L, SRR, B A
4.1.2 KRR

BERAH: OO ~4 CPI3RD . 2 WTAMESR SRRl L. YR D L, B
RSN EARL) Lem~ 2emfF) BT BRI AR AEVES5 , FHBRIGE SIS IR , B05 TS — O HR
2R ), RPCHARERE: Jo B MBI . NI ORI, BT DR A A A B R, R
NEREIR 2D IRECKRIEY . B A IRIES 1. il AR

FE B B R BT AR R A e WDy B OO, TEdR, AL ANKGE, A, AR,
FARm B KT R AL IR I

4.1.3 TEERE
4.1. 3.1 BN EMERE. ERLEREIZERY 1EA1E

Al 451 2 1 VS W bk B2 4 2 TR YR P DA R MR AA , BRAZ R B 1 1 6 A I A R B A A% T BH
CILBHFA 1. A2, A.3) &

4.1. 3.2 I HERAMEZ RN

FAME (A 4.2) o QUSR] , ZiRI A M, BT G652 .
4.1.3.3. HHFBERAILEFNE

FAME (AL 4.3) o WUBRRA AR, ZRI IR AN, M A E R .
4.2 —HiESE
4.2.1 RITRESE

DA LAEMAT N, SRR, s, s i s (Bt E Dy R R A o AT
AW, WIE2EERIA
4.2.2 lakFRIM

Bt R2IBNE, WA MR R, ORERE . 2. B, BB EEE KREESE, W
RN BB o) WS LB R PR B 2 s AR AT T WA Feo2 K P08 B4R — T B SEAE
W WArERRE: DR AR, B A AL R R, AT A A R . TR R MR
BRI, BHED, BETR, FEMR. SEEEUE.

G BRI ZE AT IR
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A BRI ST E L IRBE . A R G A A A A

4.2.3 FHEKSE

4.2. 3.1 BB ERERE. BERIACRTHIZERY BIXE

TR AR TR SRS BT, HEIBUS W] A MR IR AR, S ER Y AR 56 A
MFTRIE AL IR IHYE (A, 1. A2, A.3) &

4.2.3.2 ESEEANEFRE
FEHME (WAL 4.2)
4.2.3. 3 i HIFRE A IIEF X
BHE (WAL 4.3) &
4.3 ZHiEE
4.3.1 FRITIRES
ZHE AR AT e, SRR, s AR R I . R2AE L
4.3.2 IaKRFTM

WO ) R PR B a0 5 2 DAy S v 08 % DY SR AP I P 25 5T P B35, R R I SR 45
BBk FUEs s AR R, LS R S o B R i R P RS R S bR o LA e ] R A A
BENHAN I RE, RCEEE RN WPIRIE . THALIE . P, WRZETE AR A R .

HRAFEE: DR AR A 2 . WU ¢ B [ R AR A 55, TR I

Mgt RS E (HIR . Kt BUGRES) | WRIE R G ZE M
M EREAERILI A A8 B TE AR  IsEiitgas CHBURRIEERIOR . AHER %) » thul vk
RERPER 2, OUH IR U R

O MEMERE: AIRERAE T ZK A . BB 4. BB S

4.3.3 ZWERE
4.3.3. 1 FEEHERAMEZ RN
FHME (A.4.2)
4.3.3.2 HBHEFREAIEFHE
FHME (JA.4.3) .
4.3.3.3 B RKE (ZEZRTHEESNIZH)

HY T 5=10x10°/L, & HE>500mg/L, HJCHA: 5] EiX B 55 (K IR . A VDRLIR TS (8%
RPR/TRUSTiRES) BRFTA-ABSiRXES: (ELTPPA/TPHAWRES) PFHME (WA. 4.2, A.4.3) .

4.3.3. 4 {HAFRIERE
= ENHLURE A (WA 5) .
4.4 RRitiESE CBRES)
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4.4.1 FITRFES

DA LEMAT N, SRR, SR,

FIIFE VMR FEUT2E N LA RS TP

a) YRR NL, 12 FRTEA AT N L

b)  AHMEFFE B ISR ARRIL, (HARERG RS WG

) VEFEAT WA S M R e s

WSROI RIFE24E L b o Jeie Al i TR G T 2 TR AU G S0 B PR A
WEAETC W B O M B2 W BRI 512 o

4.4.2 IKRFTH
TATATHG BRI PR I
4.4.3 FHEKSE
4.4.3.1 G HIZHEA IEFIRNE
FHME (HA.4.2) .
4.4.3.2 HHERAMLEFRAE
BHME (HA.4.3) .
4.4.3.3 RERKRE
A7 S AP P BEAT IR WA A CLFRBR O IR P e Mg 2 . FR e 3 — OE W R
4.5 RrfRIEE (XEH)
4.5.1 RITRESE
HEREAMGTE R
4.5.2 laKRFTWM

FINGAEERE: 28 IR, RELTIRGE i d. KEAR: REBEKE-E. 258, -
B TR DA RATE RSO, @58 BRI Mtk m R s AR . B PCE R &
TR AT A SRR AR BFI R, TEIAE

WR IR e MERE: 28 LIS AW, RONTHRGME = MIOEMESRE (R R . Mt
B St se fiiioet4s) sl Sk CRIBURIY . S I ie . B o<1 & BUEE
iR A Al L R BRI IR RS

kR LR RUBRAEIERE REIRTT, TIMAAEIR, M Mg e vk, ARy, Fik
<2LFNBHIBIEIGEAEE, >28F N IR LR

4.5.3 SLBEWRT
4.5 3.1 BMHFEMELT., ERELAERENZERT BRI

TE SRR AL MR ) LI B2 K280 401 28 B2 bR AN v i) 2 BB 0R IE AR, BAZ IR Y 48 1 0 A WU A 23438 e
PRIZFRFHE (AL 1. A 24 A.3) &
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4.5.3.2 #BEMBFFRAE

MR LI AR50 T

———tH AR I AR R R A L7 2B BE 1, W B K T AR T RESR A R AT B () 4 %, B RE iR ek
Mg 2R B (UL AL 4.2) 5

— M ER IR AR TeM PraRAsdl: B (LA 4.3.8) ;

—— AR GRS W IR AR L, TR — IR Bl U7 I A A A BB AR L3 R 56 el B 5 FH, 5%
TR LTE, BMGRRISHE AR s =R PP E (I AL 4.2)

—1F 18 AT AREIZWI IR AR LB, 18 F S M aR I8 e M i 2RI A B (UL AL 4.3) o

5 LR
MARPERATI A S G IRR I S0 =R B 3T 426 b, 1E 2.
6 ZHA
6.1 —HitES
6.1.1 EEUHEH
MR AR A4, 11814, 1.2, FERFA4. 1.3, 2854 1. 3. 31—,
6.1.2 FiiHH
N EE A6, 1.0 114, 1. 3.1, BREEAFE4. 1.1, 4.1.2, 4.1.3.2f14.1. 3. 3.
6.2 —HAtgE

o

2.1 ER{LTRA
N [EJI R4, 2. TRI4. 2.2, FFFFE4. 2. 3. 2814, 2. 3. 3 — T,
2.2 WsTRf
RE[F FF 6. 2. 1814, 2. 3.1, ERIFEINAF&4. 2. 1. 4.2.2, 4.2.3.2H14.2.3. 3.
6.3 =HitgH
3.1 ER LR
RL[FJ £ &4, 3. 1A14. 3. 2, FFAFE4. 3. 3. 1804, 3. 3. 2rP (1) — T3l
6.3.2 FisTweHl

MR EE4.3. 1. 4.3, 2F14. 3. 3.1, FE45E4.3.3. 2804, 3. 3. 41—, LW & Mg 5538 37 [ i
%44.3.3.3,

6.4 Ra4iEE CERESH)
6.4.1 ZEHHG

MR A4, 4. 114, 4. 2, FEFFE4. 4. 3. 1804, 4. 3. 20— i,

o

o
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6.4.2 THisHwAI
PFEIBAF A4, 4. 10 4.4.20 4.4.3. 1, 4.4.3.2f14. 4. 3. 3,
6.5 Patetgd (EXHEBH)
6.5.1 BRI
T REA RBORIT 1B R AT AR M 2L, R AR U Gt e .
6.5.2 HiswmHl

Wi 44, 5. LRI4. 5.2, JERF&r. 5. 3eh ) —T,

7 ERSHR

7.1 —HitEE
7.1.1 HBTH

SRR BTSSR E R BEEE kR AR e S . Rk
GERZEE R AAE ML . BRI A5 %5 01

7.1.2 HBEMERIGHRELSEMX
TGN P bk E A 2 i 5| AR BB R R A IR, AR RS T i 2031
7.2 ZHiEE
7.2.1 EEMRE
THBOREE . RS W E R TR R fERDE. 298, ZIBATE. @O MR

'3

e SR
7.2.2 HBEMHEPMRITR

TEWER. . RV S, BRAEE. RBIETESER.
7.2.3 BHMKRES

AP . I Bt TR RA MRS K
7.2.4 HIEEED

TSR AN 2 . RS RETUE. RS EE. IR Rk IR A S K
7.2.5 iEMHRA

ST .
7.3 ZHiiES
7.3.1 SEHMEEE

T PR, A AR .
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7.3.2 FIRZAH
FHIERIE, BERRER . LB, VAR, EIEA . mipa L.
7.3.3 MRS

BB 244 75 5 50 1 AR . NI B4 2 75 15 50D 5 A O o 0
WA 75 5 SRR . BRI CEARPERIR) o R HRIR I RURUI R (55 S50 40005
Tt (Adie) GROE. WHRA LIRS0,

7.3.4 LINEEE

G L B iR =5 5 LS EEAAE %59 o Mg e RSN AKIN 75 5 T IR B K s FEAE AL 55 o gl
SRR AT BIAN 4 75 5 2% A L DR SRS P 2 Bl o P A 4 4501

7.4 BReE RM4EES)
TR RRIL, (HMEREILTE AR I I, 7 B S M REIR YT A (0 0L [ 5 LR AT 40 o
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M & A
(FSEMEHTR)
BENSEERT

Al HEEIZEAEMFENELT

A1.1 JRIE

EALES BB B R — NIRRT RAR R MR, Horh ety Oy S TR, AR
152 Ji 320 B A R A AL, S AT AL [ i T 5k A A 3R b Mg R ie A & — BER VR R B0
o A RSDCLRBE PRI LR, IRieRSE, Pk RO R

A1.2 R
EOLEP RGBT BT GRIADD BRI TESAs . ARk KBRS HK.
A1.3 E

A 1.3 FERRENIEPRERM . BRI JRE N1 0 mm~1. 2mm) 3050 n L~100 u LR /K% H -
SR JE R B 1 K B 8 25 e i s 9. e i B, nTREE /NG RR 2. BRI IRER
E SR GRfat D, BHSBHSERBT BRSNS BT BRI B TR .

A.1.3.2 WRELZEEUM: JHERM SRR, FICH TAREREET . FH ImLTC B AR 125413k, R
TE 2595 #/K0. 25mL~0. 5mL, CATCTE R Rk gE HyE N B, FRRONES 2, RE2IR~3IK G,
BUL BB T8I B, s, BRI DB M.

A1.4 ik

A 141 TEREAIEFROLES (IR R ROk Ehn—mH 2w (H A0, Imol /L #ERR 22

MR (PBS), pH 7.0, #%7:3FCH1D] .

A1.4.2 BIFEBNG L, EIPROCEEH SRR, S0 e, B,
405N S, FHRARHESMZ 85 AR IR e .

A1.5 HEREERE

A 1.5.1 LSRN, MRS R AT lOE, BRI, P8~ 144, 183N
e, isEh kiR, WEHEEEAE BT 5 R e A 5. WRIME R AR, 45 A MR PRER L,
AR E. Hiash 77 :LaHm T

a) ek, HSEHAHIER

b) WgAT, A5 T

c) AR FLAR e A] B B T RS Bl
A 1.5.2 KA H IR A BEHFER GRS, BITES R AT REVL I :

a) IRBEAECEA L CRUREELE BB A AU T 50%)
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b) B DU R BOR KRR AR M 25403677 5
c) ImFHFLLERHEE,

A2 HEBRIEAEIRAERE

A2.1 BRI
ERRIRHE R B RARNE, W A T bR R, I R BB T ) R B R AR A
A.2.2 #H

WE MRS B GRIAD o AR, P IRE SR SRS, FontanafRiER. &
TKIPGHG

A.2.3 B

[FA. 1. 3,
A2.4 5%

L2240 PRATE: BARART TR RS REE R, TR AR ORI TR ED.
-2.4.2 [H5E: HIZ K EBRR AT 52 2min~3min,

2,43 YRR FC/KIRE BRI BN L RgS .

2,44 BEGe BRI~ 3T TR L, BN AR, G430s.

.2.4.5 G JKYE, MMFontanatfEMTIR A L, BEINHGEAZIR, H30s.

2.4.6 Bif: KVE, FRT, NEEBOA A, DUINEERA R E GBI B RGBT BT, bR
it FIRAR TR, SR E.

A.2.5 HREMERE

A.2.5.1 ERAEE IS MEERIRe ik g i .
A.2.5.2 IS SCHIMERE RIS B A 20k FRACRHYERS , 5 S 2 i) B R R A 35 2 T A2
R ABIVERS, ANRESE A fFbRiERE, DEINNEE. MEE 5 EARRAE L

> > > > > >

A. 3 EBIRIEAAERY 1S

A3.1 [RIE

RGBSR N, (PCR) %o JEILAF 5 51 VIAUREE 26 AT T AOIAEIR S, X B AR 4430 ik
EEL 5 SRV A T VB S it 1 R A R IR AR AT XA I, (2 Mg B L At B A Se R RS2 W rh AL
A ERIHE.

A.3.2 ™Rt

A.3.2.1 PCRB|W): MEERiB iRy S I — R A8 FH bmp  tppAT. polNEIEH FHIBI51 Y0,
A.3.2.2 FERH: OFEZERIEIAL . PCRAT R A

A.3.3 Bt

[[A. 1. 3,
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A.3.4 FHE

A3.41 RZBRIEHC: AT AR RO . RATERENOR 70 B T35, T Al e R D 2 i A 5 45 g
AT AR AL o

A.3.4.2 PCRY MY PCRY™HE S WA 28 B4 DU Mt SR H IR - PCRZZTR. Taq DNAZESHE. 519 (&
FAPCRELIE A SIS 510D, AR AN RIS A48 PR B R PP dE AT 3 1

A.3.4.3 ¥ HElTHEHPOUE RSN,

A.3.5 SRR

A.3.5.1 BRI R X B B PRSI, R B s TR 188 L U B B IR
I AR BOR O SR L, T AR HE AR A DN FH P B PR S SR AR HE
A.3.5.2 IR SRS BB 2, (HPCRIGE A BRUR M v T IS A &

A4 HBEMEFRE

A 41 BXFISTHE

I NG BRI e R S5 A ~ 1008, I3 o ] 7= A — e SR I 2R M i P S ) AR e Pk (e
N2 AP RR IR e AP R R DU o 1K BT 34 ] Bl G2 25 7 VAT A I o VA 240 B 2 B B2
Wit EE I B TR

MR AT Py FH B AN R, M2 I8 50 40 N K — N AR BB e 44 i 22108 (URRi
A PEPUAIRYE) , FEHEVDRL. RPR. TRUSTZEE; A —JON MR B e pA i i 24 R0 CURRMF R4 5
PEHLAIRE ) , AIFETPPA. FTA-ABS. ELISA. CLIA. RTZ%. IR b AT HE 48 S2ue 28 2 BT A — K ML iE
FROMTTEAE TR A (W) a5, EYITR RS IR B A S — R E g AN T VA B AL, 4 Rel8
R RS W s 2 15 PR A3 o A 25 AR 78 ] ] IR A0 5 2R 56

A 4.2 FEHFEIEREAIME S
A 4.2.1 [HIE

g ER IR A — FLIER L N A, N ARG X 7 40 5 1) i = 24 i D g R e A 4 B 2 T I RS LTI 2R R )
JRAE R R, AR ~ A PP AR SR PR PR OFFRARBIER) o X LA 22 ToGR TgMAL TR
G, ARG ERIE A I0 2 AT B OV AR . OB AR A IE [ BEAE P i ZURBEER I ES . RN R 5O i
TE R E PUIAR S BE, OB AR v hn s Coie i i e i o AL ST I m 3 s S5 R BB o DOV . DR TR B K
TE R AR, HH RIS KT A ff . UPR 5Pl ORMNZD RA KA RN, 52 RURS RAA fioh
(I JE L, T R PR A o p T8 80« Al , S 0 5 R T AFDRY BRI TR R AT R P O R R s SR RN LI
RICABAPE R B W@ B AR 3G, RARP A E S 2 TERES, 1 & X RAAEBR A R EH,
T RCRK PR, RIS [FRERE SN Ak, W T-hu s ks Bl A RGP e e sk A E L, BRI K
WkL, ToPIHR AT DL EERNYTTE, R NFAYE S S . VDRL. RPRANTRUSTZEIREG 51 A 28R 5, e AR
FAIHLIE R AR R, U AR S 1 e A AR AR o

A.4.2.2 VDRLIEEIRXIE
A4.2.2.1 #Hl
HARMRHNR

10
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a) VDRL ik##: & VDRL HiJ& (0.5mL) ; VDRL £y, pH (6.030.1) , HEL 7 N EmE/RY
#K0.5mL, NaHP0.0.037g, KH.P0,0.17g, NaCl10.0g, Z&I#/K 1000mL; ArifEErsk (60 ff/mL+H
W/mL) , EHAR 14mm FEE B ; VDRL {3845 KK s

b)  HAth: 0.85%NaCl ¥ (Z5E/K) 5 WK iEss a8

A.4.2.2.2 VDRLIJEFECHITSE

AR :

a)  WRHY 0. 3mL VDRL ZZHiR & 30mL /N

b)  WEEX 0. 3mL VDRL it J5URIH i N /NN VDRL Z8iilirh (29 4s) , BJERES) 10s, fEZIR5);

c)  OSLRIMN 2. 4mL VDRL ZEpPyR, 5 FJfaE, SKIEIEUEIRESN/ME 10s £ 30 Ik, RI24 VDRL $uJs, ik
Pl HAeA 1d.

A 4.2.2.3 FEMRE

BAAPIRUTE

a) IMEFRAT 56°C K% 30min % H;

b)  WREX 0. 05mL MLIEAIAIE BN, K s ER T 2B A

c)  FARAEER SN 1 B

d) BB B RES ERES) 4 nin,  (18045) K/min, SLEIE 10x10 {5 508 N,

A4.2.2.4 F2RE

ZEVDRLIE RIS A A E . §5FAME, BN AT BE S BB ARG R SR, Fioe &5,
AR PUARTE RS, SRR MR “ATH g, BARDIRWR:

a)  TERPMIHR 1~8 FLAINEEZE K 0. 05 mL.

b)  WEHL 0. 05 mL MiEkrA (LGS KE) B 1 L5255 E8KIEA], TWHL 0. 05 mL B E S 2
FLIRAT, FEURHEL 0. 05 mL 228 3 FL, WbELSEMBEEE 8 fL, 7 0. 05 mL MRl . MiREfE A
f5, 1:20 1:4, 1:8, 1:164 1:32. 1:64., 1:128, BN AIFREHE SEH.

c) BAMBEEMABULR 1.

d)  JEE A R T ) s e

A 4.2.2.5 SZERINERRE

3t~dt: RELHSERNERY), WRHER

2+: NEIRE RN ZOIRY, AR BGE

L+ ANERY, IS0 AR, WARTR

— AR R T g — A a2 R

GERR I~ A+ R AR S AR A BH I, 7 AR A I SR T B
A.4.2.3 RPRIFIRFHIRIE
A4.2.3.1 [EIE

RPRIA I A& VDRLARES: ) —Fh il R 71k o 1% T PR FR NG PR R ORI 487"y, NN T & ALH
B, DRI AS T KGRl A G EBAR T B . RIS 5 TR, WIREN AT gL, ] i
HEATRGI, RS5O RAE . HUR R4 CUKFE Al R AE14E .

A 4.2.3.2 ¥

11
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PEHINR «

a) RPRIAA&: & RPR U, BN 18mm [B B H4FH] A N R A, FrdEErSk (60 ii§/mLH i
/mL) , RPR 645 R Frs

b)  HAth: ATEKCE iR R,

A 4.2.3.3 FEMitis

HAPERATE -
a)  WRHX 0.05 mL MIFERMRIN TR BN, FHSIHIRAEREANEN (FRIARA 10 e 12
N

b) CBPURBRREES], RS SKR IR, AR 1 PR
c) KR EKPIREZREE 8 min, (10045) r/min;
d)  SLEIFERISEAE N g A

A 4.2.3.4 SZRINERIRE
Z A 4.2.2.5,
A.4.2.3.5 FERE

RPRE & 56 (5 IE 5 VDRLIAEG AR A . H BB BR AN -

a) A(ERININIA 0.05 mL 5253k (—ffE 6~8 MR , ZPRERKIRIT

b)  WRHX 0. 05 mL MiFE M HAE RFIFERE (1:2~1:64) , UHBEIREME 6 LI, 352 0.05mL
FREM. S 6 FLIEDRE IS A PR AT BN el N, PR ERAT SR 5 L, IRBEF AT 2% 1 9L,

c) INPUE, BEFZISIE) . G REAU S AR A E P

A.4.2.4 TRUSTIRXIE
A 4241 [FIH

TRUSTR e )5 B 5 RPRIAES: iR BEAH [F] o PETRUSTIAIE: AT 5 I N FF 25 2 Jar A B 1% M e ksr 8 7~
Yy, PSS R L ORISR, BHMESE B 2L (ks B T b e s A1 40 B

A4.2.4.2 &
TRUSTRES: /775 J 25 5 715212 S RPRIIG AH [F]
A4.2.5 FEZEIR

A.4.2.5.1 SEIRMIRIRFE N N23°C~29°C, PURRARAETACOKFE, WISHT K S B =R . P RB; ik
URel, DLRBLEPE IR .

A 4.2.5.2 M#EERSL, VDRL. RPRAITRUSTZHi/E N (60H) % /mL.

A 4.2.5.3 MEARARGT (hy5 Y, TCE SIRMAE24 hN e M. WIMLTE56 °CRIE B4 CIRAE, (BRI RT
PR A3 IR P S P AR

A.4.2.5.4 RES5EHE, NAZRIMESER.

A 426 IRKRENX

A 4.2.6.1 AEMEERREHEMR I 2H R0 T VA R AR . PR, MU R S M . X I R A AR A T
4%~87%, IIMFFIL100%, =HiEI34%~94%. RFRM196%~99% .
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A 4.2.6.2 ARMFERIB IR G FR 0 IE TS W is . ROIMEER 26T J5 5 W B2 T T B alfs
B, SOrT T ROW g A, He R SRR, S T AR A P i A S R
A.4.2.6.3 AEMFERIZHEAAR MG 00 T B “RTPILER 7, RIAEIR R i 2R

A.4.2.6.4 VDRLIALE A T WM, Remtks, EEURMER.

A 4.2.6.5 AEMEERIB R I35 2 00 7T 7E e iy e J5 14 2 99 Bt SRR O 1k e I, R ke %o B A
IG5 A IR RIEAT %5, SRR A L 375 2 5 LA — B 52

A 4.3 HBHEEZEELEFRE
A 4.3.1 EK[FEE

HE N2 A I 375 27 3R 56 P S AR s - SR P M 2 0 e AR R B L B A 3 VR R, s S R,
R ALY PO FR B AR T gGER T gMBTA, HBUR AR S 25 7 . R TPHA R JEAS JE B A /7 7 5 TPPA
L, HH ATRIRECD N, AR

A 4.3.2 ISHIZREARERDEESEIRIE (TPPA)
A.4.3.2.1 JEIE

TPPATRYS: FH A RE AR e A S BV B e kL, I ECBORIRE 5 N MLV Hh kg s iR e A itk & &, 7
AR B SONL . IR N BB AL, (8 T IR LR S5 2R

A.4.3.2.2 #E

HAARMB TR -

a) TPPA BUGiI&: SARMK GGRidAu A, A TIEMEHORL . REEOIR A IS bR AHRE
W (BRid A B, A TRBE IS RA: BRI (FRid 8 O, AIRTR, FHAT 30 min 4281
ERM A EMIFRS . REEORL bRidh D), AT, FHET 30 min #ME &M A
WEEIRS): REEE GRid A E) , AETERS, HNEHEEMA AWK

b)  HAth: URGERNAR . By RIEE. HERIRZ .

A.4.3.2.3 &

IR HTR N K E B 15°C~30°C, BART T

a) BWINEMERNILA, #H1425uL, H25100nL, 3. 45L% 25l W,

b) HUMIE 25w L INESE 1 4L, RBAIEH 25 nL 25 2 L, WRAJEI 25 uL 5 3 L, WAEI
25 uL 25 44L, BEEFE25uL;

c) 3L D W CREEUEHRD 25ul, 545000 C W (FlUEkD 25 uL;

d) BRI B IR # IR 30 s;

e) BAMBE, 15°C~25CRRGITE 2 h )5, BUL4CIKFEERMERL R,

A 4.3.2.4 %R

BRDGCIF B S BN UR, ANLEHITS 4+FATE
RURL G 7 o KER 7 FLIR 3+FATE
BRI B R fe LR, S A — kA 2+FA1E
BRI R TR 2 AL, A B — W] RO A 1+RAE
BRI SLIR, TR/ i 5k
BRI T LR P R —RAE
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3.2.5 #REFZE

FRPEAR e s PEuEe, IS 7E 1 80 ARk B2 55 BUBRUR A A AR I B (1+EE 58D, 5 R BUSU

kL CHE3FL) ARAREE RN .

A 4.

A 4.

A 4.

A 4.

B S . I 5 BURBOURL AN S SUBUBUR Y AN I A BB SN
3.2.6 EEEWM

TR S SRR B T LN TSR

TN ML & A PR AR IR 2 A8 R 57 S ARG, i AN T A 7K e A3
WAEATTETOCLLT, PiikiRss, AR5 EAA RG] .

BRI AR BUORORE HH DR AR SN, A IS BEAT IR SO AR B R PR AT 10, B At R 5 2

3.2.7 IMERWALIE

LSRN LI

a) ML 0. 95mL K B AR AR BUBORUR I IE 7 1IN N

b)  WEWIIA 50 u L MEFRAH TR, B 15°C~25°C 20 min B K A];

¢)  B§L» 2000r/min, Smin, Y 25 u L _EyEWR (MEFRAFRE 1:20) B 3 fL, R EIR AR ;

d) HH 4L~ 10 fL& 25 v LB ;

e) HEBE3IFAW25 nLEF 45, BAFW 255 nL £2F 551, MUFHBEESE 1040, FE250L;

£)  HoE #EWEEMA DR C L, W EMERIRG & LR 30 s, BiREN, 15°C~25T
BE 2 h e R,

3.3 TRHWBFEAIUIAIRBGRLE (FTA-ABS)
3.3.1 [
FTA-ABSIRE: DA 76 BE T 25 MG B2 MR HE AN cho LERAVE SR, N W) (M ARI8IE /AR 1 ter Bk

g M) ALBEL (Y 8 M RGUR TR R GY), BINSREIR PO FEARC PN Rk E A, 51
A EIR AP LS & . EVOCRAE T, BIER B RSERR OO, BTN

A 4.

A 4.

3.3.2 #MH

HAAMBIT

a) MFEIRIERPURD T, AHER 0.5 om IRAMREIRIERAEIME, fEfr T RRE AT 30
SRIRTEAR, PR [ 5E 5

b)  WRUSH) (5 mL AURTMND , EHARSMEFRR Redter MROBE M4 A, A FH BT A o i 28 18K
PR JARAR;

¢ FOLPUR, MZIEEMLF BRI R E

d) SRR .

3.3.3 A&

HARTTEUR :

a) CKHIMiEFRAT 56°CKIE 30 min, #%H;

b)  WRISGRIINN 5 mL TR 28 1R/K, AR M5 R R

c)  IMEFRAFIRIGIL 1:5~1:20 ks, REGEARIBENT 35C~37CHFE 30 min;
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d)

e)

f)

g)
h)

WS 273—2018

B R BRI IE 2 B EPUR T B CALAD T 300 D) , ANA RGN, B 35C~37C
& 30 min;

F 0. 01mol/L [#) PBS M) fr, WL JPi FEZRAIGIE L 0. 0lmol/L PBS I VRMESPLE v, 5
min B4 PBS VR 1 Ik, 33k, e —IRHZBKM e —#, % XWT2%H;

PR EEANE AN 30 w L SO PUIR CROGPURM RN TAERD , BGE AL 35°C ~37°CHFE 30min;
HIEPR e PR FIRT

Prls FomE SR CHMSEmBED 15, BUARIN, BRI RME g,

TRIGHT I AL ELHE T Z1 X R

ABE P AT L+ I X R I D PBS YRORIIRAT 43 Tl 4% 1:5~1:20 Fisks;

—— AR I X

gttt . B 0. 01 mol/L PBS MRS BIBAR D ek

A.4.3.3.4 SZRIESRE

L5 AN R B 1 5 P P S LT AR B 586 0l T A g MR A ) ¢ e 5 B 25 T Bl 1 Lo 5, 4
W AR B M FRPEL R s Tt IR RIS R AR89 e R 8 T 100t IR AW ou i 7 e s, FR B R
6 B FH L At g B A S L T75 i R S5

A 4.3.4 IEIZREAEREL BN MHRIE (ELISA)
A.4.3.4.1 [FIH

I AE AR 2 B 75 A AL TR PO M B R e 1, Bzt Al Mg B A 1 i 2 2R 1 VR D iR B gl
FHAR S, b B i AR I A B R IC O BU N LeGhudds, P PG o ek Aol 8 I 375 v (R it 23 4

Jre AR DA
A.4.3.4.2 #H
HARRBHT
a) ELISA ulGfl&: SRR AU RN (96 FLD , FRASHRERL YR, AR AT

b)

BB EORARE, BRSS S, SRV (AR BB , SOBIZAETR,  FHAEXS BRI, B i
A

Hofth: BESRIILC, AL

A 4.3.4.3 F5%

BARTT 0T

a)

b)
c)
d)
e)
f)
g)

HUbR AR 100 v L MBI BARFLA . FEIIARRIGE 10 wl, [FEEEREMEATIEX R,
& 37T°CHFH 30 min;

VRBRIEIR 5 7%, AT

FALINEESE S 100 uL, B 37TCHE 15 min;

VRBIEIR 5 %, AT

FEFLINJEEI A W B 1 (& 50 wl) , 37CHEOLIFE 15 min;

RN IR 1 (50 wL) &b,

BRI 450 nm PN E L E (ODE)

A 4.3.4.4 SERIHZE
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MM Ccut off) =0.10 + BIMEXTHCFHI0DM (X IRODAE <0. 05 %0. 058 .
FRAODIE <A, 4558 N,
PRAODME =M, 45 NPRME (B SRR ER B 4 5

A.4.3.4.5 FEEI

WA EAC~8CHRATS
AFEHLZIFIABERM -
TR FR G U A R A
S5 PR FEE AR IS T 2 7 A 45 1

A 4.3.5 MHEEREAPREEMRIE (RT)
A.4.3.5.1 |HIH

CARHBR LT AE R A, g A R s IR e R R B e fE AR b, ApibeAs (i, ME ) Sin
C R IR e AR S ME TR 45 & R G [ A BT RS , FHPESS SRAERE LR g 7 o A gk, mTE
B,

A.4.3.5.2
W EREARENBR. — R .
A.4.3.5.3 F53%k

AN AT A A2 IR A B AN ), AR an -

a) IR SR AR I — € AR AR AR (A (VS B 2R) T FL A
b)  SEEPTENIIAEFL A IO — & B 22 M

c) HBEFEWMMN 15 min~20 min.

A.4.3.5.4 SERIHZE

FERURE I [R]85 2R

Mg, FIWrRIG A R, i IR, WAL, TEERE.

WX (T) MBTHEX (O W, PIskR Ok Fn HI, RS R, (OiEX (O HI—5%
RO, WX (T) NIEREsm HEL, s BIEas R,

A.4.3.5.5 FEEIR

ARG RAFAESER], AT TPPAR A 77 23k 47 25 5256
W BLIE R R, B AR R IR AR, N IR A A S

A 4.3.6 HEBREFUERAREAE (CLIA)
A4.3.6.1 [RIP

PG S v 2 RO e e A SR 2R, R M B M e % 22 A e 0 S A0 T AR A6 A LR
IR AL BRI AR R 2 A PUS ORISR, SRR T RO B SR R HT AT SO R RO B 5 W)
IMAACZE RGO HROEME, AR B E LA

A.4.3.6.2 #E
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HAAMBLTR -

a) CLIA i{7FIf: & OyEf ey s (96 £L) , BEbRICY), (2 AOURMM AL B,
VR, B, B R, B IR A

b)  HAt: AR RIEIHAL BEARHL, R IR A5

A.4.3.6.3 &

X F TR S50 DL N A ERE I 04T CR A4 B 304k 25 5 56 43 B U AR 48 X770 4 FH Ut BH 133D -

a) #EfE: B ACUHFFEHE NS, FilR (200C~27°C) P47 30 min;

b)  SEEBETE: K RALAR A BB S, WS xR 1AL, B EXTER 2 FL, BHPEXSHE 3 FL, ARYE
W PIREAR B AEAR SR s A LR 2%

o) INFE: BRZSAXTRRFLAN, HAREAL BB PRI BT R s S B AR 100 1 Ls

d) BH: FAMERYSIRGIRS 5s, FEBRBEE MR, & 37TCHEE 60 min;

e) VEMR: BREBEIR 5 X, 48T

£)  INEEARICA): BRSO RRALAN, HARRFLINABEARICY) 100 nL;

g)  WEMR: BREIBGEMNR 5 %, AT

h) IR BRFLIIAIEC A R R TAER 100 w L, AR IRG #R 3R R 5] 5s;

i) W& MNEPREEER (200C~27C) HEBER 5 min, SEEITERFLIR LR R Y 4t
AR IR S LR A (RLDD .

A 4.3.6.4 ZERIHZE

KA 27 50 S DU B FIRLU F1 B0 S BRAKRLU = B 5 BEIPE, < MO M Calidiess
BUTRFI TR FIE SR

A.4.3.6.5 FIEEIR

A R R HEAT IR, A & SR BOR IR IR %=

AR A RESA S SR> &L, B4, S R SEURIES R .

1 L B A AS | 52 BB W5 SeRE A B S 2R R B TR Ji PR AR 35 2 S e A 0 £ v s 2
SR B IR A A

SATH BRI AE HR E AL I BE S AR A2 I B, B R, Wb RO A e it = AR IR
PSS #5770

A4.3.7 IIRERENX

A 4.3.7.1  HERIR e AR I IE S O BB AR e e R s, — M R UM A T0 %6 ~100% , — 1
MiEEi5100%, =HIHF#E95% ~98%, 45 71H94% ~100% .

A.4.3.7.2 HERIRE AR L35 S50 2 AR TR STRES,  RE A2 B e I — e At 23 0 e 4 1ML 375 2 e
BH 1 SO BE AR B . A& T AR & . PRRl A A ARG 5 . (HRNREF T 87 44
FI W 5 e IR

A.4.3.7.3 HERURTE AR 375 5 X 0e A8 mT e I AR ) 2 PR 1 e

A 4.3.8 FHFHBIZHER | M iR
A.4.3.8.1 [EIE
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N0 5 i 7 MR R AR T @M A 77 925 () R AR TR B 70 B LV v P LMAN L GUAAR f, PR FH AR L ) g 2 1
AR AL B A I o 7 PR P T MR 5 B AR (R EL TSAVE LA K B 28 B S5 AT Ar il o 1P Ah A2 4 32 B
SUIiRF8

A.4.3.8.2 ¥
B R ENEE R BRI S EY. Y. G ek I IR E RV,
A.4.3.8.3 7%

FEARGURE T -

a) (EEARNEEANR E SRNAE P INg i, BE e RJER %,
b)  SEBUAIA ML, 5 B g I 18] JE 25 5

c)  MZEMBEFRTATIE 3 Ik

d) AR EY, R AR X

e)  TMANJEM, SR8 JE R 2 5

£)  IMANZEBKZIE R, HIEEA R

A.4.3.8.4 ZERIZE

FERURE I R) YRR AE SR . SRR 2%, UM I AT e, e B 2%, i WAe ek,
i B
AR DR IX 5 25 B O, i oty PR T 1 5

A.4.3.8.5 FIEEIR
W ITC R EE R, FETIR . G R N AT ARAE AR, NS IR R LS P .
A.4.3.8.6 IaEENX

R B TeMbTiAAT B T XS fade e e . M2l a S — It R 0TI

A5 BEHRYALRRIE

A5.1 HBENERRETL

MG ML A B AL T

a) MU ARA: Reoal 2/ Nalik A e 20 i K 55 4 2

b) IR JE L A I FA KU AR AT A R s

) IR S AN =M RE R U b B A A N 22 A% A B A A B A2 IR
d) ARG, R A AN PCR AN AT A BLAL 2 v f M B A5 e 405 SR

A.5.2 —HAtgE

WELGREZIG NS, FERBUDV B b BRI A, AR, AR AT R 4 i A
e

PR BB, LK A SORE AR IR o b SR mTE B o

FURFLSOKME, BB MAE A R AR B SR A L M AL P AR AE Y, I ] 5 )k L A
LRGN, AR PRI AN IR o IR AT (A K R BT OAR
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HR Y0 B R IS L (R 0 B TR R s P 2 4 B R 2 R o ] A 2 e
A.5.3 —HitgsS
A.5.3.1 IIE. EPMEZHBMER

RIZIEH BURZ A NE S, 4R, SRR AR, rh PR 4R N R B, T Bt 4 ey,
A A

FR IO, BB MAEY 5K, EREEE, NIZARRRRAK, 1A R FEAR AR AR AT KRR
IR o R R SORE 20 SR S AR . T HE IR B TR AR IR T T ) R A
IR .

RGO /3 T WM BRI AA, ] DA G e A Bt i BAIE S

A.5.3.2 RETFE

RICRIEA, WA, YRR AR B A ORI &, & KR R IR e A
HRE AR R LA S SORE AN R B IR, I A W &

A.5.4 =HitgH

R B A IR, HOR A M BRI A 2% E B 2 B A 2 B, ] R R i R A
AL SRR IR, o S R i, R AR

LEIR: RIUNETEPE I, RIAIR T HB, RZFIEUN, TEFERSEA iz, B,
Jo] AR LS A A S A IR . KIS A2 R

WA . R S LA R, AR RGN W gaf . B RE A 2 A B4, i
SR Z KT B BB R SR S8 R LA B IO IR SRR AN S AR 21 28, TR A AL TNk ST AEREAR IR, JAE
WHEBIATPEE. H BN . R ASER D

A.5.5 RNfEtEHE

TRERAR A PR, B A A K SR8 A 1] S5 P JAE o A FE [0 B JDRARS FS Mo 7 2 ) S P TR N
/NI R B ML B Ak R A AT A IR, P E MRSk ¢, ARG B AT AL o

A.5.6 frfRiEE

T WIMEERAE R R AR AL, HR B PR AR 53RV S IR AR A o AN D 01 et g ]
AIKI—RIERTAL . HIREAR N

a)  HIKSTERIY 1~2 JZ ks 4l B 240

b) IR 2D AN AL R PRI D B B 2R B A

c)  HZEIREM TR SOEIRIE, RIEMNEY R SO A, T A

d) RGeS B G O TR B AL A AL TRN R rh SRV 9 W] R LK g AR e A
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