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FARF BRI A, i hk b st i iE X R ALHE T 26 =, fib'5 24 G11135796 J162 4% FH )t
ZLAN I SR HTSE T Genclonn 24 &), Huhik g o W ALK H (i 198 5, A &5l X, it
50 ME060822-1-0419 ;A8 A PTLL 40 B ) 2 JLIW K T Genclonn 2], ik MK H il
% 198 5, T AT X, #H5 K Q05920-1113. o i T &Mz [ H J7 , 7] LI it A $ R
FTREIR B 77 E CTT AT 4% . AR50 2 MR 1] 2 S U B v ahill & FH A &0 4%
[0037] 1. PUAF4E A RIPUIAR R BCE FAL BAE AR 523 35

[0038]  FEAFEZHONBEIHETYE, S0 DALY Tris e, X BB £F 4Eficin ~ LA A
EliOEOEEN

[0030] 1), HYEHIReT4E FANBEDIAT 4R A 290 (100 4>, BEAMARFE 20 ) o Piér 4
(12 AL 1 ¢ 50,1 & 100,1 © 200,1 © 300,1 : 400 %R, 345 H kb FE )
BIBAYE L, 2l WAL A, B, C, D, Eo

[0040]  2), AW FEIBIBAT 4 AL BT A M LT 4E s IR 2 H0 (B0 A, FAARPE 10 ) .
(1) FHIA, B, C, D, B4k 2 41, B4 10 4, e — 4L SR B s 47 4 L AbH e
ML) 2 e BEUAR, BLA Al iePu R RELL BN 1 0 10, 0318 G = 1 50 (HLeF 4R

9
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ZPi)+1 L 0(HAABRES) s, H=1 1 100(FEAgEAZH) 1 © 10(PiLrg4ifuz
i), T=1: 200(PLAgEEAZI)+L ¢ 10(HLAHMEH), J=1 : 300(Hrel 4
HZH0)+1 © 10(FaMEH ), K=1 . 400(FiT4EAZH)+1  10(Fiagipz
P ) o

[0041]  3), HAEHeIsaT4E FAEE 1 1 10 (L4 Hi, A3 K F (104 ) .

[0042]  FJGAE 37°CHEAH HLE T A BRAF I BB 4T 4k 5 H .

[0043] 2. FRiCERIUESR 34

[0044]  FHH FH IR G SLIRE, S 2k 45 ky 20—40nm 442K . FRic i CTT KPR R BT
1gG 231, I HNLAE AT KWW E B B i L, IF4E 37°C UM I HET AL BT (bRt 2
[0045] 3. AHERET 4EEUES 36

[0046] B 4% HH— ML BRI O B YR T T T AR AR SR B TeG 2P0 (1. 3mg/ml, 7EH
il 25 A 2 32) AbFRBIAHER 4T 4 2= B b, SR 5 AR BT CTT ht (WREZA 4. Omg/ml)
Ab PR IR IR 4T 4 R WA AT ZE 33, (R AR A I 4 & I . WiEH R 1 1u 1/cm. 58K
Jii » RS ER AT 4 2 ST BIAE 45°C I (2 /) SREEPAIRF.

[0047] 4. HFISM2H %L

[0048] 2 HRIX| 2 PTG 2 iR AL LA TN CTT (KR 4%, Ab B I 4T AR R ke e 35 3
S INTERRICE 34 b, FINFEARIC RS INTEANIR T 4R 36 b s LA SIRIKJEAR 31 B INEAl R
ETUERE L2 R 2 BRI 4% o

[0049] 5. IMVEAEAMIHESR

[0050]  #E#E 20 N AEMAEA (FEAFTE 2-8°C, SRAER RAR L 7 K )

[0051] 6. it F2

[0052]  FEREANALFRAIREAREZE FIR N 100ul A4 AEAS, JFic ik 4 (C4k) L
RYINT R] , 455 1l i H IR IS 1) ) DR mT DA BB AR R 4% EOal Pl o 1% BTG BB (b
Y, 7E 5 3 Bh 2 B BRI 2R A A%, E 10 238l Py 75 2 58 R I, B 0 Y0P A 7 A e i
R AT A AR i BIA K JEAC s B EHE = 0o S F AL J AR T R R 5 Pk
Rl FH BH AR A C B BH PR RRAS, ARRRRIN CTL 3 FE A 0. 5ng/ml, C AT 45 FE o Ky
SEHERTIN, FIRRUE B HEREAS 20 A SRAS X 23850 4o T4, W R R4 675 St gl o
ANEHET= o

[0053] s &hif

[0054] 3K 1, C & HIRA I [R) I

[0055]

10
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Time Fa 2% LR )
A 8 | ¢ | o | e F G oo J K
NO.
N

1 518 445 440 410 435 430 e 345 3'45 3 330

2 545 4’30 510 415 520 340 5'10 4’50 4145 315 4’30

3 445 5°10 420 345 15 430 3'40 3°40 3’50 2720 320

4 620 5%45 525 5720 5°30 50 430 340 3'50 235 310

5 3'50 3'40 3'50 3120 3'50 345 3'30 ¥ 3'20 2745 320

6 620 545 515 410 5°10 445 430 420 430 3'30 530

) yv‘ATﬁk 520 L 5720 5'10 5125 510 430 410 4 3'40 3'50

x R »—;ﬁ P‘;; J 3'30 3 3'404 3'40 3120 310 320 2'45 4'30

o | o sAW;;HH ‘;;;W HW;;; ————— “‘ggg 4%6 440 _;;; 3'50 3 2'10_T »

L 10 515 5720 510 5°30 H 340 320 3 ¥ 3 3

[0056] VEE AEK 1 HERT,/EF, 1, 1 &tﬁ*ﬁ??ﬁ?iﬂéﬁE‘J%ﬁl?*i%i"i%ﬂﬁétﬂfﬂé@
ISRV /N T 5 430, BRI BR A A0 10 4340 N 588 R , t % 4061 g AN S8 7=
[0057] % 2 . ALKE

[0058]

A

Ab#E

A

C

F

70%

60%

60%

40%

50%

30%

10%

10% 10%

0%

10%

[0059] 3 3 :REEE ( “+” FToRPAMELE R, “-7 KR HELE L)

[0060]
T e A P R s
NO.
1 * -
2 i :
3 i :

[0061] & 4 R PEA ( “+7 RoaRBHPEE A, “ -7 RoaRBITEEEAR)

[0062]

11
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AFEF AbHE g

2
Q
\poo\)a\u.au‘u)p-
Al
A

[
<
]

[N
[

==
(]

ok
W

ok
&

[
th

ot
=)

Y
~l

Yok
o

()
)

20

[0063] 7. ZMHTAIGE L

[o064]  Hh LI SEER S5 SR n] LUE H, R HTUET 4k 8 3 P4 ] DL B I VB0RE A R 4140
L, KK FAR I YT 2 B 28 AR BEL 6 1) JL 38, i e MLV 73 B9 R 283, I ELO AN AR 5 I ANy ok
AR . S5k, ﬁﬂ% '?T*QI?EE@E’J?*MS%QE% 1’Eﬁﬁ§iijjﬁﬂiz

[ooee] Hﬁ?‘sﬂﬁml@2%%@%&[1@2&%{%?%%&%%0 FISZEG 1 AHEL, G5RPAE KK
(%9 22 7, T FH () 240 M BT A R0 41 4 a1 BT AR AL S RISRRAR ] o U PRSI (90 485 20 BT 40 I
AN FIFAERE AR 523 AN R R A B

[0067] 1. HUAF4EER A RHUAR R L B AN AL BEAE AN $2 52 2

[0068]  FEAFEAZH A BEINETYE, SCAE LI ALEE Tris G2 S BB £F Y~ LA A
ElOEOEEN

[0069] 1), Ab3 1. {EBFELT ARG AT Y B I FIHTLL 4N MR £ el Bk, etz A
USRI ELE] 1 0 300, #kE, JF 5 AL PR B e F 4T 4 |

[0070]  2), 4b3 2, AEBIHEAT 4 AL £ s ED LA (MWK T Genclonn A H], 5
SR LR TR R — S ) o 4R s EBURRIRMBELLAIA 1 1 10 &S AE 3T CHLAE
BT A FRAT I B A 4 45 FH

[0071]  3), X} HEALFE CK, 7EBIEET 4k FACFEHTLL 40 f i) B e B P iR (LT Genclonn 24
AL, {5 0 S LR ETHECRR S ) RORELEBIS 1 75

[0072] 2. FRicERIHER 34

12
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[0073]  FH% FH AR 4 FLIE , Bid2 g 20-40nm 0K . FRiC Gt PSA [ B2 U AR BT 186
Z PRSI BE AR SR IR IR L, IFAE 37°C HIBLAE N T b BRI bR 22

[0074] 3. AHPRETYEIR FIHES: 36

[0075] ¥ 4% B — AN b BRI A Al U T S AR AR AR B TeG 2P0 (1. 3mg/ml, 7EH
R 2 B ) 2 32) Kb FE B R 4T 4k 25 3 L, AR5 FH T SR PT PSA S BT (IR 4. Omg/ml)
b PR B IR AT 4 2 AR AT ER 31, VR A B 2 & X k. Wi 1. 1u 1/eme 58K
S » RS ER AT 4 2 ST BIAE 45°C T (2 /) SREE AR

[0076] 4. FI4 M2 2%

[0077]  4%HR ] 2 B2 N RE LR T PSA (R FI4% , 1h BT 4T 4 18 S RE W e i I 5
FRICEE N, [F] B LE AR 10 R B A1 4 i DL R W K B X B 2l e 6 2 B s BRI 4%
[0078] 5. IMEAEAIHESR

[0079]  #E#% 20 A~ 7 R MAEA (ffAAE 2-8°C, REN AL 7 K ) .

[0080] 6. AL FE

[0081]  ZEREANALIE [KREAS B S E 3% I 40u ] [4S MUAEAS T304 00 40u ] (4 I PR 22 s
T BB, HiC R IR 4 (C 4R ) HE IR TR, s o) 2 Hh AL ] g PR m DA BH AR 7E
RN ERBIIEE . L IEERUE, 76 3 70 Bhg W IR w4 0 A4 16 5 70 Bh P9 22 56 ks
T, B YRR A T R I A TR AT 4 P AR I IR W K K, 15 W AN G4 7 o 28 FH G FRURT Ak
P 1 RFAT R R . IR AR B R AR A, AR I PSA BRIV EE A
2ng/ml,4ng/ml, 10ng/ml, 20ng/ml, i sAG IS5 A o o e PEASIN , FHARVEE B BH PHEAEAS 20 42K
3% LR 1) 2% o

[o082] 7. A& R

[0083] 3K 1 «XFHERIALEE 2 {45 il tH BRI I IR LA (#2)

[0084]
1 2 3 4 5 6 7 8 9 10 B
CK -* - 72 60 - - - - - — 20%
Ko | - 163 74 134 - 136 - - 124 - 50%

[0085] 3% 2 :AbFH 1 FUALEE 2 f47 i 4t BRI [R) EL AL (F5)

[0086]
1 2 3 4 5 6 7 8 9 10 | 11 2] 13 14] F
¥
B
1
g2 | 110 - 170] 90 | 129] 100| 100 92 | 67 | 81 116 148 149 87 | 124
1| 103 8o [ 120] 96 | 63 | 82 | 84 | 122] 67 | 64 | 105] 140 116] 84 | 94

13
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[0087]  VE :“~7” "IRAE 3 BN FEARARERIIE SR HIZ, " RontE 5 B AT ARANRE 58 1A
M8
[0088] & 3 :AbFE 1 XS HE M R L
[0089]
| 2ng/ml 4ng/ml 10ng/m} 20ng/ml |
| CK G2 G2 G4 G4-5 G5-6 G6 G7 G7
ETHE G2 |G45 [Gas | Ge G6 G7 G7
[0090]  “G”FRIn T £k / KNI B e, i T IR A0 00K, 7 B B
[0091] 3% 4 AbFE 1 R HE R S Le i
[0092]
FH P FR A IF R AR A
X B CK Gl 100% Gl 100%
ST G1 100% | G1 100%
[0093] 45
[0094] M LY SEEG 45 ] LLE Y, A DUAF 4E 5 (A TR mT DLy B8 VR RE A A i 21 41

H, KR B AR M = A PR BELZE B L, B2 R I 23 B 280, IF ELRHARSLIN A B I Aok
AR o 8k, RS ST L RIDTIAR S S, AE T N 2

[0095]  SEIG 3, IiAS e PESEE
[0096]  FHSEZEG 1 HHALEE F AT J SRARODN AR a2 1k S 56, FHRAS 36 7= i ) B A Bt 1) o

ARSI F AT T RS LE 55°C R ACEE, R IR R 1 BT A R BT RIBUE, K1,
R 10 A7 ST, TE AN BRI RE AR 2 3 B3 100ul 1A AR AR, Ff 10 SR 458 il 2k
2% (C 2 ) IR,

[0097] 3K 1, F2 2 MR 6 R BORIAS I B ) Xof e 4

[0098]
Temperature Day Day Day Day Day Day Day

0" 7 14 21 30 35 40

55°C X X X X X X X

[0099]  “X” FKI/RAE 55°CHITE I T Wy B U T S8 U T 30AE .

[0100]  sZEG&:E R

[0101] 0K

[0102] 3 2-1 4bFHF 4R

[0103]

14
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NO. BH AR A 0. 5ng/ml 5ng/ml C & BRI 8]
1 - 3+ 5. b+ 4’ 15”7
2 - 3+ 5. b+ 37 457
3 - 3+ 6+ 4’ 15”7
4 - 3.5+ 5. 5+ 3715”7
5 - 3+ 6+ 37107
6 - 3+ 5. 5+ 37 35”
7 - 3.5+ 6+ 4’ 35”7
8 - 3+ 5.5+ 27407
9 - 3+ 6+ 4’ 35”7
10 - 3+ 6+ 4’ 157
[0104] ¢ 2-2 Kb3 J 45 5
[0105]
NO. BH AR A 0. 5ng/ml 5ng/ml C & BRI 8]
1 - 3+ 5. 5+ 3’257
2 - 3. ot 5. b+ 3715”7
3 - 3+ 6+ 4’
4 - 3.5+ 5. 5+ 2’ 457
) - 3+ 5.5+ 3’7107
6 - 3+ 5.5+ 37 05”
7 - 3.5+ 6+ 37 45”7
8 - 3+ 5.5+ 27 307
9 - 3+ 6+ 37 45”7
10 3+ 6+ 37207

15
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[0106] % 3 B-LRAISZI 4R

[0107]
F J
R ETEFS = - —y =y
0. 5ng/m1 3+,3+,3. 5+ 3+, 3+, 3+
5ng/ml 6+, 6+, 6+ 6+,6+, 6+
C £ B IS A] 47 207,3” 35”7,4’ 50”7 3735”,27 457,3” 20”

[0108] K 4,38 14 RESEEK 4R

[0109]
F J
R A —5 =5 =
0. 5ng/m1 3+,3.5+,3. b+ 3+,3+,3. 5+
5ng/ml 6. 5+, 6+, 6+ 6+,6+, 6+
C & LR B (] 4’ 507,47 257,4” 45”7 3’30”,3” 157,37 30”

[0110] 3 5,45 21 REYLE 4R

[0111]
F J
I—‘%‘Iﬁiﬁi Ty T Ty T Ty T
0. 5ng/m1 3+; 3 5+) 3 5+ 3+) 3+) 3 5+
5ng/m1 6 5+) 6+; 6+ 6+) 6+; 6+
5" 207,47 457,47 10”
C £ M BLI TR] 37407,3° 107,3” 35”

[0112] K 6,58 30 KA 4R -

[0113]
F J
m‘l\iﬁzﬁ I ] T T T
0. 5ng/1111 3+) 3 5+) 3 5+ 3+) 3+7 3 5+

16
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5ng/ml 6. 5+,6+, 6+ 6+,6+, 6+
6 207,4° 357, 4° 257
C & DL 1] 3’ 507,3” 257,33’ 45”7

[0114] K 7,4 35 RIS &R .

[0115]
F J
Negative Ty T Ty y T Ty
0. 5ng/m1 3+) 3 5+) 3 5+ 3+) 3+) 3 5+
5ng/[[l1 6 5+) 6+; 6+ 6+; 6+; 6+
5" 10”7,5” 15”,4” 50” 2’ 557,27 357,2’ 50”7
C & DRI I (]

[o116] K 8,38 40 KA 4R -

[0117]
F J
FEREIEEIN » T » Ty
0. 5ng/ml 3+,3.5+,3. 5+ 3+, 3+, 3. 5+
5ng/ml 6. 5+, 6+, 6+ 6+, 6+,6+
C £k H B I ] 5’ 10”,4” 257,5” 50” 3" 157,2’ 55”,3" 357

[o118] v :“—"RRBHTESE AR 57N+ R g RO B, B K, s eriil 2 4% 1K

TR .

[0119]  45ip

[0120] MDA S 45 R ] I B4, SEFEAR S 3 BRI T et 4k s A ik i g
g, 7 et FR AT 2808 I ) ] RUE 21 2 48, [RIIN b T AR BIIE € ZR I 1)

17
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30

36

599595996995985595953155559355559)
99999965599995 88 456454499943455%9
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999999599999999%% 599
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