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d. REFAFEE,
WH: BENARFARERE LR 4TNE, A 1 ERLGERE; FRE-—MEXK
eER 1A, ER/ 30

2. AREVWNRERRSAE (0-124>

2.1 AREFIER FIIRE. Bl . I E (0-4 4
2.2 MHEMEAE. (BEEARWEF. BAHE., FEHA. RENREREFTEES
R (0-4 4

2.3 MERTHBEHANATENEERF XN EERSLT 144, BA LR GRE
ERTIBRWABARESEAMEZTEELAZE) . (04 4)

3. BAEXrHME:  (0-4 49

BAT AT BT MRS S0 % B SRR AT B AR X, B XA R 1T . H 1 4
EFR., WA, REEREIT, THHER. TENEAAXHERLELI09,

4, WEHRKRFTE (0-6 4 :

WIBFTRMET E 0 AT, —#F 464, —HEF2-44, =£0-2 4,

Z2RIMAT (34

1. B AREWERES (0-14) :

FAT AR AL E M 38 R UL A R AR A AT B A5 R S R AL B (B A RS,
SR HAMARRUE 1 BS, FRHAMEHFO0.54, MRUTREFREITRES LA
THEERNHIELS. (GRATERSE, REETIHMITEMFETEEERARREES
EFNTHERTRIYENCEENERTERE. ML REFTNREEZL R U L&
FREEHNEFNTHERATENMLEEHNERATERE. D
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2. B R R EEZXN R, FRTE, ARAVEH. KRZREXARE A LAH
(FrEFmim2) . CGRMRF®FR) BRI XM, A BN &AL = 7 B FEA
AL BERRANN &, &7 1 40, EET/FL. (RAFALTRMEAM R
)
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FNLE RPTRK—EAREEAEXK
% #

 BARAREEB R EAT B R, EASHK ) FAE.

2. BAF AR ERBEATH AR, KA A B BEEAT M, EEF G TER A
S8 (W) BRNF RS 5847, TR FE “BASHK B BR” FE, 8K
AR SRS “WASE (A BR” FER, #FFHIRERLEET #F LA
RETARFE ZEAWEET “BASHE ) BR” WERSAHETH, ZEAF
KR HEANT. EHF RERHAAX -t FEERMATER, FELHF AR,

38 FAE B R B T .

FEHA THE 4 5
5 B BE (AR | REH 2B H A £E
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WHE A
10 AL IR A 1 5000 A 2 65 E~ 1
¥
WA
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¥
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A 10— RA 1

HIV i 448 U AR JU B B AR A

w4 HIV 4044 7 A A R # = A
*1, A 77 2 FEHHE L, EH R Z %
2. R env 2, gag 3 pol 100%
*3, R =

S A AR =18 4~ A

B AT ‘
5. fi# B im 2~8C
6. HHhte: 85 &
7. F[ IR R N 7 K 3
8. Al &AL HIV - T &F4&H
WA PEAE AR EEERER = 5
A HE, EMAE "

lhgEs E A £ E ¥ 7 I X1 FE
1& A 3t BH FE (F0
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BERXKEEFELITE 20 T/ HK
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80




R R RIS R RA T

B
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*1. A6 U 77 7 BEydk., EHAZNTE
2. BB env 2 gag = pol 100%
*3. Rk =
4. HBHA: =18 A
T AT ‘
5. BB 2~8°C
6. #ALt: sh &
7. AR A i B
8. Ml &AL HIV - I#HR44%
BAFEASASEEEER L
MR, EAE bk
Mt |EAEE & oI FE
£ A 3. A FE (F0
AP [P R E T
KR ER P36 EHE
S Eﬁﬁ%iﬂﬁ&ﬁ@%&ﬁ
8 WERF FESMAR

Al

Ay e, FIE 1R, FNRALEALNE 3

%

e OH #

BERMXKEEFLITE 20 T/ HK

FRE 18 A Cldeer, ERREARA=121A)
HE | AREFRELTFAREK

4, 12-HIV Heg 4 MR A 1
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HIV HoR b A MR 7 (FFE)
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BAIEAR 5. RIEE: 2~8°C = 2~30°C
6. AR K AW E: D
7. F AR AME. m¥ERAL @M
*8. A6 &AL HIV I+11 &
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A, 13-HIV P4 MK A 2
HIV Fofk et 4 PR A B AL R/ EZ /)
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*2. AR 100%
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4. H R =12 /™A
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B P&, BIEE 1R, B E AR ARE

RS (HhrdEmrAZ R 20 AN THEHA

Fiw#l |16 A (RBER, EREAZEA=12 A)D

/18- &%Za (EFF)
LA ERE G ALK

M2 'S

*# AL 10010/ 3%, EATAIA

S T s E @R AR, wslt, N EEY,
WRAE AT BRSNS, THERETRE. 4. €5, 61K
HARS R T

®E: METHTE

WAL M B R T EE R B R R

PHfE: #6.4—7.4

HEE: &2 8 20--50g/L

HEBREEN A 10—30g/L

EEREeEAET 180 g/L

N ARTEE RS Z 8 95%

aF KN A AT 95%

H-HBs 2 M AL KT 1001U/ml, E#RAu-HBs M fL A% T 47

I
#
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RARE
&R &

10 7
AR

Trejer
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R BEE
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TR ERE 5°C-35°C
TEFR R E <90%
31 HARRSE

L ARt R, JR) TRIMAEOR SR N GAE— A I I8 58, 58 UL 223 k. B IR 5% &
H R I4EE TAR.

2. TRIEWISN, B TARSRE, XFE—#i B rr, Anlidt 6 > H %2t iz,

3. Ty RO B AR K AE B

4. SRUEMBA Rt 28, Wi, TR, BEEBTIERE.

5. | FHEMEIRMHAMS
31 REBEHRTR,
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BHAF 1-2016 44 R REHTE S Bridsiim R R B PG R &5

B 2 AW AT R P

FRAE TiHZE 2016 SEMHRBHIA AT 55 10 TAEZER, dh & CDC P97 4% il vh o 2 SR 12 Wil R I PR VP A%
BT 2016 4F 7-12 HBET, PSS RIRET

—. MRFEE

(—) ZmEfr

ARV ER P 2 ] Lo 9 2 L S0 3 R T TR I 1V DX R R 91 9 T A el 2 8 T 2 o e
SERILAR RIS BRI TR W 3 — NRER SR ILR S 5580, M 2 L s & 41 57 H 4500

(D Mg AL

1. AR R e AT LB A5 H 310 A3 FE A4 B

2. MRRAREAAPUIFE ML 00 B 311 R R AL A

(=) PHEIRA: B B0 T B SR, HOXRIAA R A R IR 1. 2,

1 2016 FHgEE2 WG R 5T & VAl AR A2 AR AL 2K
CAEMGRR IR I AT 5L ML 15D

R 44K WA GRFAIFEARD fit5 A 3

WEPUEM R RN EZR T RERHEAEYE ARG RA A 20160503 20170519
I 27 (RPR) (BHE RPR)

MR R AMPIIE R EEREEEARE RA A 20160303204 20170327
2k & (TRUST) (%% TRUST)

e ORISR b H AR A A 2016041001 20170205
ZWHAFI & (TRUST) (4% TRUST)

Mg RGO nAImE R 5e b i REM LA RA A M20160602 20170531
2k & (TRUST) (JiZ& TRUST)

MR R AMAIE R SRR (R ) RHE A R A A 2016057605 20170516
2kl & (TRUST) (JRL TRUST)

%2 2016 SN LT AIHROR RO AL BT 5
CHE AL 2 A5

WA AFR R R GRAFO L5 A 3O
My FE IR iR AR B AA 12 Wi 7 g RHE AV AR PR A W 201601022 20170109
(ELISA-TP) (BHE ELISA)

M ER IR I A BUABRIC e 12 Wil JE R B AR A TR 20151120 20161119
7# (ELISA-TP) AT (#K ELISA)

My FEUE iR A B AA 12 Wi 7 e SR AR A A 2016041001 20170405
(ELISA-TP) (&% ELISA)

Hg FEUE iR A A 12 Wi 7 E A RAEMZNA BR A w N20160509 20170430
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(ELISA-TP) (JiZg ELISA)

Mg EEIE i R AR 12 Wi & ey =4 TREE A IR 20160501 20170515
(ELISA-TP) AT (Z4E ELISA)

B IR AR P AR i 1G22 12 W FERE A (ET ) RH A R 2~ A 2016067512 20170626

R & (ELISA-TP) (R} ELISA)

B IR AR P AR il 1G22 12 W PRI N R A PR A 7] 2016051008 20170513

iR7 (ELISA-TP) (RN Ek ELISA)

Mg EEIE i R k12 Wi & JER B AR ARG R AR 20160523 20170522
R HED (BFEKN)

g ME i A A X7 SRR A R 2 A T151130 20161129
L) CEZRR LMD

W R IR A TR R ARSI SRR Z (M)A TR A F] 2016060326 201805
(RT-TP) (R

HEER IR e PRSI 77 GERB R (ET ) RH A R 2 A 2015090944 20170308

(JEFL RT) (RT-TP)

Mg ERAB iR AR B R 2 Wik & e R EM DA PR A A 020160604 20171130
(RT-TP) (JiZZ RT)

M ER IR e PR S il 77 7N A FARA BR 7 W03460815C 20180814
(RT-TP) (Ji < RT)

HEER IR e PRSI 77 Alere Medical Co., Ltd; 2016050208 20171031
(RT-TP) (HA Determine)

Mg FEUE iR AR B A I 7R PR AR BR /AT SYP16070017 201806
(RT-TP) (146 RT)

() Z it

L. B R R IR AP R M7 2 A% . S51E BD A R] 4277 1) RPR 7] (65 5050852, A XU 28FEBIT) .

2. MRRIR IR PUR IS 20 HACE 3 b Wbk X 2 4148 77 1) TPPA 071 (it : VN60415, 44 200
20170405) kil R 5275 45 RA— BNy, IBFERRGR R ZE LW R AR (GEED A= i s e
EFARR RS CREENigiE) (IS . 1gG: D160404AA, TgM: DI151106AL; A RG] IgG: 20171003,
IgM: 20170505) #EATHfIA.

(D) B A

SEESHT, A S INARHE N AT G850 BB RS — AR TE. B8 %%
(] — I [E] ] — R DU 57 A 422 k7 10 P P AR SRR AT o SR A [R5 B Va5 0] DL AR AIE 45 SR ) 3
S|

¥

= THEER
() ARUCPRA ) AR R e At L I 7 136 PGP A 4 SR LR 3.
R 3 AR IR A HU G LI 250 1At 45

WAREA fEI R U (%) FrAth(w) SRR (%) Kappa {#
RPR(310) * B4 99.03 98.07 98.39 0.9639
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RS 98.06 97.01 97.42 0.9424
TRUST &% 96.12 97.58 97.10 0.9347
(310) * o 98.06 96.14 96.77 0.9284
B 95.15 97.58 96.77 0.9273

* MEARE
() AURVE A RO M R MR TR A 0 Jir L 375 2k 9o FH R P A 5 SR L3 4.
® A4 MFRRR R AU S a6 A R R A 45 R
T3 PR BURITE%) FrAtE%)  ThAEE(%)  Kappafd  CV (%)

[IIEZS 98.23 99.48 99.02 0.9789 4.85

JR} 98.23 99.48 99.02 0.9789 9.69

=i 98.23 98.96 98.69 0.9719 2.88
ELISA  Flg 98.23 98.96 98.69 0.9719 4.24
(306) *  JiZ 098.23 98.96 98.69 0.9719 8.97

&5 97.35 99.48 98.69 0.9578 8.03

L3PN 96.46 98.96 98.04 0.9649 6.18
R (RS 95.58 98.96 97.71 0.9506 6.73
(306) *
Ebysh AR 90.18 97.93 95.08 0.8928 34.92
(306)*

HER 99.12 98.94 99.01 0.9788 /

Ji 98.23 98.94 98.68 0.9717 /
Pig Determine  96.46 99.47 98.36 0.9645 /
(302#  1HH 96.46 98.94 98.01 0.9574

kS 98.23 96.83 97.35 0.9438 /

poa 95.58 93.12 94.04 0.8745 /

*o FEAE: BIBR 4 4 WB 45 RN AH E IR A
#e FEACE: HIER 3 47 WB 45 ROAHHE M 5 6y 3 Fh J 3 Fh LA_E 350 JovE A IR e A%

ARV AS I AEAG B BB AA TR I35 A R, 5 A7 A BB AE S 4 BIFE 95. 15%-99. 03%
A1 96. 14%-98. 07% ). BURMEFIRE 2 EIEACT 16 48, (HE SARNIBAT HILEFAYE (RPREE>1:8) #rA
IS HOTE L, [F]—FEAS UM IR R AR 22 1 5 AN .

M W AR 0 D5 I 7 2 00 L 975 ARG I e FH ) ELTSA R A D' 1k 771 F) 0 A2 AR AR S 1P 4 il A
95. 58%-98. 23%1 98. 96%-99. 48% 8], BUBMEF T 15 4, R MERART 15 4 PRdURa 7] i g Fo
R PEN 95. 58%-99. 12%F1 93. 12%-99. 47%. FH T M5 F IR CRAFFE A, 5 A ARTE 22 B i) o AS il
PR ITC 58 O TS LTI A K, BRI P, (B PR AT RIS, 141 A0 Determine 71452
IR RAFAEAS B REI, R0 St SRAT V) A R 2 /N &8 SRty 1 s v Vi B R e 2 T4, B0 HH AN
SE SR, AR MU E 45 A, A BRI ANl E 45 SRR AR B 10%, 3 a7 7 it o
AR SOEGRIERRA T FLAE R PG T — B BRI, (ARG SO AVE FH g ks,
RS S AR 22 = 2% B OU T 3880t RT3
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