CN 103777002 A

(19) e AR EFNE ERFIR =G

*:‘P (12) R BREH|HIF

(10) EHIFA#HS CN 103777002 A
(43) HIF AT H 2014.05. 07

(21) BiES 201410018255. 0
(22) BiEH 2014.01. 15

(71) BiEA FETHEAEYE ARG RTTEA A

HbdE 226000 VL7548 /B T AR TF R IX
SEWIRIE 1692 5 15 5 5 A B
(72) ZFAA BR BZ
(714) EFRIBAH 5 5L EBANRZ AU R
INF) 32243

RIBA WA

(51) Int. CI.
GOIN 33/558 (2006. 01)

GOIN 33,531 (2006. 01)
GOIN 33/76 (2006. 01)

BOMZERA20T HiRA6TT P EILIT

(54) & BRETR

— P L2 L2 Dy B R IR AC ) 1 4% 7 ik
(57) HHZE

AR NTE T — iR 2 22 T RERL IR 4K 1 1
Wik, D BASE AHRRAT Y R A B ER AT
Y4 bR ic B [ A S22 R D). A B R A
PR IE00E T T S 5 ) R B s ARG M R
NBEBEEEIREE R B ot i BOf N 288 R
PR R 27, R0 BRI A T 3, 5 43 Y
AT DO B 45 5, — A FH# T UL S TR
I R I 4 B A R R o AN R W I 3 — R £ R0
BF ORI 2 B (0 R R LS, T BT A A
5 1E MR R tot S 6 G G 0 S IR U 7 AT XU
Pt

2




CN 103777002 A W OF OE Kk P 1/2 7
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JE (5D, BT EAEES (2 Bt fz o oA T AE A R A8 (6D, BT I [ A Ak e A4 (6 1 — i 5 iy
RAH IR AT Y Z ML (5) [ — I #E B fE— L, TR AN IR 4T 4k 2l (5) AR IR AL A 5 K 2%
(TR 2R (T R (O ;
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a\ EPE Sum ~ 10um FLAE I AH R AT 4 22 8, iR 75 B A DI R 5E o K F 551 2. Oc,
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by T 0. IMTris—Hel 22 by e ik 58 — K I 2 A0 9l 45 P A Pt A SR B BB Tk R B 2% B
%00 7 BEBUMR 0. 35mg/ml L 58 A0 I 4 A Bl A BT N GBI P IR IR o -HCG Bk
1. 8mg/ml R At 4 e A0 e A AL B ToG HLfAk 1. 2mg/ml

C I PR IR 4T 4 2 I A BT A T VR AR AT, B T S 0 B — G 2 L 28 4G I £ Fn
SRS PAT A AR AERE A b, B — K2 5 5 AN EE 25 0. 4om. 25 A 26 5
BRI BRI I EREES 0. 8em, AHMRAT 4 2% IR AE 4°C ~ 35 CHIHEIRAM T T4 H 5

d e B P A BRI Y, R TR I N SE R AR e B ALK s FH T TR TR
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P SEAEAR ALK E 25 2 T T AR, 78 BEHE S, BRI (RA > F 10 2380, &
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—MEZZ TheetwiN KR H & HE

B
[0001] Ak W] T B 2 A 4 tlor) s, 0 K — i 2 2 D e MR 4R 1) il 46 T ¥k

EEHEA

[0002]  {EHLZEHA], A RERE M b — IR H & 4501 5 158 — RIF GRS, IRl -5 7 v
BONANKE 5 — R L R IR A0 R SR FH LA SO — S5V AT R I 1, LA R A FR 7
Frc, R PRV HCG R A, HORE T LLAIWT 2 75 PR 4, 1 AS BEAS I H PR 2 B ) B A 15 7 5 A7f
. EHEIEO T, AN BV E TR R T B, R %K% B8R E 6L, 52,
B TR R R R, SZAE SRR B M R T T A T WA BIE T, A A A R
Fe, XL T B AN, B ARTE X AT R . 90% LA bR ET A Z R A AR N . X FEI
FEONAMEABER B BIE R I )L, s Goe MHES— g R ek . 5 B AR N T+,
AR, B W SN R ARG T 4 ~ 6 £, X EBE SR L AT HIAA TR~ H
Ko MEHMAGL, & FEF BN, MIBAGIETFEWEIR, i BB R 77 %K
WP R TR R AL ] R B AN fE S R R I A s R AR
O ROV L s H N R B A K BT 10 U L 5B U9 A BH 28 5 B 0 i ot B R AR RAT
TR B AN i A T A N SR R ST R — AR R o 1T JLAE BRI 9
FET A0 T, (H B A5 i i B0 B 1 . b 2518 30 4, 32 [ 10 = A e 34
M 17800 #2 EFHF T 109000 42, o DA IE PR ST 2%, LA S R = A i R = AR A
Js 98 995 5, SERT I 2555030, A B N1 A LA TR BRI RE o RSN S2RE S LA By
ZA 77T IR P RS, S B9 0 (B 30 A L 5D XA ) B AR AR R RS |
Ji 9 (100 93 2 42 v AR s i) B 40 PR FH A B8 A B 7 35 o A 2 RS 7 v AR T S SR v A
Zf T/ D U BT 36 B 2, 3 2 AR e I UGS DL B AR il b o

[0003]  ARIEIRIE, 4658 — IR IEH WP 20 6-19% (3L 12%) KA B R, X R
7= R B R R R R I A SR B, AN IR OR T4 DL R IR B M. B R UL SRR AE
R ZHE U BN (22%) B RG22 05 (A 2 2% 0BG R i R 5e , B i 5
BRHARIBET . T AR 2 G YT 5 A LA SR A v E AN A SR B

[0004] R, i ik Hh UK 56 A8 A A I L HOG 630 5 58 75 Ky ) 485 25 1) 7 V2l W 0 PR 2 R
SR A I 7 5 A, (E X e T VR TR Bl N SR 28 I B K R (A I A e A BG4 AR
PAEBCN E A%

XAAE

[0005] AT H R T SR LB AS R, SR A iRl o7y (6 | G003 5 B A 2
R R A 52 2 D BRI AR i il 4 7

[0006] AWK H HUIE I AN BARTT SRS - — B L 4% 2 Dy Be s I 48 0 il % 5 7%
28 2 Dy pe M N AR AR SRR R, R R BB R ERRIROK 3, EARRORTIR KR
BJRAT DRI, EFERRF R E L[R]3 BT R IR 2T 4 22 i, AR H i) i v A [ AR AL
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PR, [ AH AN IR A 2 ) — v S5 A R 4T 4 R I ) — Im A /e — S, i BR 4T 4 I BRIk L
RS S 1] E2 N iy o2 [ S S 1Y oS

FL 20 2 The i R 4R 1 il & 7T S LU AP IR

ARHPRET 4 22 IR 1 il 2%
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PR IRE B, &1
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TR A 350 [ R AR G v T s S WL % R 3. Bul/em (R 2R v B s T IS Ak S W B8 I, B T
FHET = 4 AN/, TR S IR AT 18-28°C, AHRHE A < 40%, f53F 2 <58 H/A WA
B T RER AT 44 b B TR PR IE SN BIZEA TR AR TE 18, BB HRAT, & H 5

C A% kY] -

a X CUR WG A 2 2T 44 22 M6 1102 B 2 1 24 1, W TRH 17 R 3 R 4T 4 4R W 7052 BH 2
b IR SRR A 4 R R ALY Lmm, W ROK AR A TERS IR 41 4 22 IR 14002 B 22 i b iy
I SIEFEREL) 1o, KA BA B SR AH T IR BB 4E4¢ T omJF 5 HAE 84 Lom, £ H

b ARYEAH NI e W R B, 4 LA R S s VIR RIA R, 2 H
[0007] AU B E— PG AE T AR IR AT 4E R M il 2% d PR e AP IR 1) PR AL TR I
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VST BIRE AR A TR B R

[0000] AR BHFEE— D AR T AHBRET Yl I 2% d DIRAN e DR ¥ P Ab By 0
WA REHEA NS EARFMEAEA.

[0010] AR BMEE— D EOEAET AHERE 4t R % d DB e SDIRTP I P AL BRI
TS BB R A NaN, BB 7K o

[0011] AR SIA AR HA LU A AR B PRI Cov: S s JE BTk 1)
JE B PRSI PRV NGB IR PE IR B R0 BRI GR B B P R 22 ) 4y 1
LI 2P R A Ry R B, 5 43 B T DO SR B 25 3L, — WAt 4 ] DL B AT A, A6 &5 5%
EEORE R o AS R BH I8 Ik 58— U £ R0 B A I 2 AL R VR L A, AT IR AR MR A R T IE
W RO A SRR S IR HEAT ARG VAL

[oo12] PP U -

B LA AR RS ER

EIrb bR 1- SR i 2— B 3 IR 4- (RPP IR 5 AR IR A 4 221 . 6- [EAHAL
ARG T = SB— K £k . T,— 6 L. C- sk,

[0013]  EfRSZE 775

T MR XS AR A B (R B AA, IS THI K &5 G St 490 R B P X AR e BB E— 2D PR IR, 14 S
A TR AR I B, FEANTA AT AR % B AR AP S L PR
[0014] Gl 1 7n e T A B —Fh 20 2 D) REAS IR 4R 1 — s it 7 X, 520 2 D) ReAs il
RAVEFEERIE R 1, 8RR A 1 B EFEE 2 T KE 3, BEFEE 2 FIR K 3 Rk
AR 4, EAEE 2 R K 3 22 (8] T 77 WA R IR AT 4E 3 5, FAEER 2 (R um e [
PR AR 4 6, B AHA R A 4 6 10— S IR 4T 4E 22 6 11— Im B /e — e, AR 4T 4k 22 IR
5 MR B AN T, R — RGN T) AT L C s A AL B AR It NGB A2 1
RPN 73 B HCG BB REPLIR 528 A2k T, Bl it N 9B A MR ER o —HCG Bt
RN T, BT NGBS MR ER B %0 i Bepifd s a2k C i il TeG $i
s
[0015]  HLZaZ ThEER MR AR K 2% iR LU R B3 .

AR PR AT 4 22 IR IR il 4%

a\ B 3um ~ 10um FLAR AN PR AT 4k 22 I, ARAE 75 BLR I 43 VI R 58 B 9 K T-56 T 2. Oc,
K EEN 30. 5em RIS &

b H 0. IMTris—Hel 2%y Fc il 5k 28 — A% I 28 A0 ol A F i BT N B e PE IR I 2% B
o0 BEPUAR 0. 35mg/ml AR 58 RS I 2 0 48 48 T (M Pt N2 B JE(E P IR 3E o —HCG Hifk
1. 8mg/ml Fe A da 2 g A FH BT B 16 HL4A 1. 2mg/ml ;

C IE AN ER 4T 4 22 W 1K) B0 AR B A ] R b i, o T L 1 28— RGN 28 5 A I e A
SIS PAT I S AR AR A b, B — R4k 558 RN 2 BE S 0. 4em. B8 RSN 2R 5
P2 (1) () P4 IR & 0. Scm, AR AT 4k AT 4°C ~ 35" CHMEIR &M T T

d+ FiC B df DA A SR VAL, I TR R N S o A @ B Ak K s L e i RSP R
0. 1Mol ZE3R.0. 5% B4+ 1% 35 PH 2% 1 .0. 05 % B i 7, BRI N B B Vi mE rh 348, B bk B
25, A K e 2T TR AR, BB S, B A A>T 10 4380, 26

e PR AT 4E 22 0. 01Mo | IR Eh B PEV T, I T AR BE H 30min, B H By
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T#%H

B AL R IR & A B P R BR R B Tris h B EWE el ekl B SR A
2% B A B IS VR A B R NaN; sk

B B MR 4T 4 4% AR ic A [ AH

a AR ST T C 1 < 1 P YRRE I N S o A = I AR K s B L 20 BT RS i 5%
Y TR L 20 28 35 1 8 1. 0. 5% KRR = 1.0. 05% 58 2 2. 0. 05% NaN3, B E: I BRI
G B, Pk T A e VAR, ALK e 28 2 BT T AR, SR A B3 AT, B EE R R AN > T
30 4, &

b FH 2 ) 5 R B b i B R AR 4, % PH6. 5-7. 0 ZEAT I Y, BEAIA 0. 35% 0. 2mol/L
IBRER BTV, TR Bikas EPidE 15 20805, BUHCG- B 5 si FEHTIATL 1 lug/ml FRic i A
SRR 5% K PR TR G IS, AR IR &, TR BikEas L BiF: 30 23 8hfE A
0. 5%ote 7B FUJF HiFE 30 70805 50, ICHEDTIE , F MR & ST TR % 3% 520, T-RE I pitkds b
bk IR G, R

e U IR 3% ST R R4, FH R VR G SV 4% A% 0%, THE I Didbas BRGNS
TR A AT I AR G R W 5 S WL IR 3. Bul/em (K2R IR BT T ISR & W B 38 b, B T T4
BT = 44NN, TS5 HIRE 18-28°C, ARG << 40%, fR41F 45 <%l B/ A RS
Bk T BB AT 4 4 b B TR I BOARIC SN B T AR Th 48 b, S5 B HRAE, 2 H

C A% R # Y] -

a E R W AF R 4T o 22 65 10002 AR5 1 2 )it 4 [T A T 10 2R TS 41 4 4R Wi /0% BH 2 1y
e, IR SRR AT A R R Lo, KW K 4R G RIS BR 4T 4 (K037 2 1 i L o
H 5 RRFE R Lo, B WAL T A AERAE T B R BR 4T 4R 4% T o JF 5 840 1m, 25 H

b HEHEAH I 1) J W6, 4 DA 2% 2% FH IS B, DIB 4 Rk 4k, 4 .

[0016] AR BRI A A7 i &R B AERH PR 41 4 2 138 — A0 4k T1 47 B A Pt A 4%
BRI ER B %0 BEburk, 55 A2k T2 £ B A T NGB IRR PEIR I EE o« —HCG
AT 26 C AL B AP R 186 PUik, K AERBEAFYEE WP 9 B4 4 - PN KB
MERR IS N 5> T B HCG B8 g PRS2 %, N SUBTAR Jetoids J 5 %8 J2 M ik () JE B
E MR PRI NRERE MRS B %0 BERI NSRBI M i 22 000 oy 7o

[0017]  REIU(IFF AR I 8] g B 28 NAZSRAB A R A2 R o AR B = R i — UK, TS A
SR SR BN 1R 5 T, W9 R, W13 K, 17T R, 21 K. BARK IR .
(1) B FE 500 B oAt BT FH 2804 3948 S35 746 5 (2) B 5l an a3, el etk =
PR BEAGAE i SO BRSL 5 O FHIR A BURAE S > ZEIFEFLIN NN 2-3 IR 5 (45 25 i
REE R BRI T FNEE A2 T2 B B % o

[0018] A BHIE L SR — KM ER T1 R 2R R I 2% T2 B v L e, M S0 I 2 75 PR 4, S
T IEH A, BN S AL R AN 56 IR = AT B VP Al o B ES &5 SR AT - (LD B CGRIEED -
NG FEL C B, REFRIAR AL BIE MERRILE (HCG); (2) PREe Xt T4k C
RS KL T2 FIN B, R OMA  (OIEH WA ST ¢ B, H—Rg T1
BB SR T 5 AR T2 B, R IE M4 (DR IRFIG = 15 % 0] F s 2k
C W, g T1JCE B B T3 A4k 12 86, RHAE A EgRA7 TS
ARG 5 (B) T 58— AR T1 FEE AL T2 5 isgk C W R A & I, 838 R
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Lk C IR A B H I, Rzl o & k3.
[0019] 7 BH S FH XU A4 & 0oy B e 2% S22 AT v PR Jir 38 o P ) PR VAR N R B JE 2 12 i
Bz B 20 i BN N GRABEAR T B R 23 1, Rl A5 SR AR fi B8, 5 4B g m] A
SR g8 B, — W As F 3 mT DL BT RN, A 25 B A RE i o AN R B I 2R — A I £ R 2
TR IR B R R v B A s AT BRI A TR A AR I PR A RO AN S RN S IR A AT
PABGPEAL o
[0020] st 1 -

MR —HE BEHLIAE , AL A TS D TR A #1103 %
[0021]  HUAEGHG AR B T i R X, B8 2 KA I I 2 RASI6, AN RERI IS 00 b2 T
B RKIR S KIS AR T R BIARA TR B RE, BB T AR X, AR E AR - DL
FEELR T AR _EHlE — 5 I AT B 1 R A
[0022] 1 BT RE 50 :OmIU/ml OFE SO« & S B ER Eh 22 Py (PBS) RIZH OmTU/
ml f) HCG ¥£ F:¥ . 10ng/ml, 5ng/ml, 2ng/ml1 i AN 25 BIEIE M IRIGE B H B ( B -HCG) #f
TR NGRS EE B B (B -HCG) AR T BEES £R 22 i (0. 01M PBS) Bt il
FAH RN IRE 550mTU/ml, 25 mIU/ml, 12. 5 mIU/ml (7H0 000N 258 (e P iR 2% (1-HCG) &
A B RN 8B R M MR 2% (L-HOG) FRE i 9 R 2R 2% b v (PBS) T i) i AH Rk
500mIU/ml A A2 2 7R A4 e 2= ChLED < hLH ARt i H 8 $h 22 v i (PBS) ¥ 5, H OmIU/
ml [¥] HOG ¥ B0 L il iR B2 8 500mIU/ml, B4 hLH A ¥ s 5ng/ml () N ZRBEAR 1t
WRIEE B BORE S L Ak B2 28 500mIU/ml, B4 hLH By s 25mIU/ml BRI A
28 B AR P I A VB L P ) Bk 2 R 500mIU/m1, R hLH C 51000mIU/ml A BR{E
I EE (WFSHD <Ff hFSH At it H 85 IR Eh 22 Pl (PBS) E¥ )5, HI OmIU/ml ) HOG A% %
FLRCHI A 224 1000mIU/ml, B hFSH A ¥ s 5ng/ml M NGRBLAEHEREE B v BUE
VA LT R R FE A 1000mIU/ml, RIS hFSH B3 FH 25mIU/ml FR1A0 0] A 2% 26 412 12k i
PLERE R L R R B A 1000mIU/ml, BI 24 hESH € ¥ ;1000MIU/ml  AA{E AR Ii 2=
ChTSH) 44 hTSH vt bt P B £h 2% il (PBS) E¥S S5, I 0mIU/ml (1) HOG HE 5 v L mc )
B A 1000RIU/ml, BI 4 hTSH A ¥ s Sng/ml B ANZEIEEMEIRE B B LK
FLECHI BGAR BE 9 1000RIU/ml, B2 hTSH B ¥ s 25mIU/ml B0 A 45 B A2 PR IR i 2
oV FL T R R B A 1000KIU/ml, B K hTSH C ¥
[0023] 2. EEMEAR AR MR (HUH R 404, L 8%, 404 0 B e L TG B
T Tevs 4 MBI [ . SR R B R IR B & A R A I . 4R 5E
B H 3 A ARAc 2 RN 404 BRI S8 B o WAREAT IS (I 3 A A a4k 42 it B AT
BRVE, SRR R AL SR N TR K 3 ~ 10 FhBhE K CE , R InEE 2% in A=
HLER K, FFD R0 SRR MR N X R St B AT 22 S 8 X b s BT 7 N (8], 45 N RF A AR S AT
HEAMET 10mm/min, EHPRE W, B 57K 2, 5 438 W AR EEATE I -
[0024] 3. KGE0 FARAS o FHE RPN GEEE MM EE B W ARy SRS 48, Pl Rk
&3 514 2ng/ml5ng/ml\ 10ng/ml FIFRHEAR, IR 3 A4, BEAT RSN, 5 738 Py M 8% &5
B T ASINZ S ICKS th 808 Sng/ml, T2 KN Ze e B4 B ME . FH I S ) N 98 B e 1
R RRUE A I8, B R E 43 00 < 12,5 mIU/m1<25 mIU/m1.50 mIU/ml FIRRAETR, fEX
FrRr it 3 Aoy, EATATIN, 5 73 N RS2 25 1L, T2 Foril 46 e AICAS HY /& 25 mIU/ml, T1 KSEE R
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A1 SEL

[0025] 4. FESrE B ER SEE R 500mTU/ml hLH AV&.1000mIU/ml  hFSH A&,
1000KIU/ml  hTSH A 53 TR, & E 2 3 IR, S E I 3 IR &5 R T1 RTINS R T2 5
LRV B AT R R IR B 25 A PR . BH PR SR 500mIU/ml hLH B .
1000mIU/ml  hFSH B &+ 1000K1U/ml  hTSH B &5 HIREATAIN, &4 B 3 U0, S IIK) 3 Ik
S5O T RTINS g5 RV A A, T2 /400 &0, A PE. K2 500mIU/ml - hLH C
W .1000mIU/ml  hFSH C¥&.1000MIU/ml  hTSH C ¥4 IBHATHI, & B 3 K, SR
3 IRGE R T2 KIS FER I BAPE, T1 AN e B, B E.

[0026] 5 EE M FEHLANER S R 4L 10 45, IKEE A 5ng/ml A\ 98 B IEAE ME AR i 2
B A BECB -HCG) bRyt , 10 IR &5 RN AF & T1 R e 3y M B0, H B E0mE—
3, T2 KL TE B, B . BEATHE R —#E5 1004 10 4%, DA A 25mIU/ml FL0U)A
9% B MEIR I EE G-HCG) ARvESIIE S 10 RS BNAF & T2 MLk 43 B 26, H &
G —5, T RME LS, MBI,

[0027] 6. kAR e ME BRACT 3TCHUE 21 Km, siEBU= i A B3 5 — 4 A 7= sk
ATHEIN, 228 2.3 T0.4 T5.5 T0 R R TR AG G, 45 RN AT 4 2R
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