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Lo FH TR RO G S B2 RS I (1) A0 25 RO G IR A 5 L, R0 45 4 S A VA B
Horh AR A A spHAEA 7. 2 ~ 8.5, KA 10 ~ 30mM [ IR Sh 22 Pl I N 23Kk i
(V/V) 4 0.02 ~ 0.1% Procl1in300,0. 1 ~ 1. 0% 35 —20 F1 10mM i AL IRV W 5B WA
50mM (1] Tris—HCI ZEM M AN EE (W/V) 4 0.02 ~ 0. 1% Proclin300,1.0 ~ 3. OmM
1) 4- BT, 0. 1% ~ 1% 11 BSA, 0. 1 ~ 1% [¥RAL 75kt = L, 10 ~ 50mM &K i i
T o

2. AN A it A Atk v B R 2R B KA A7 RO B IR A ) & B AR A A RO R AR
B, BEFRICY) s I Ak 27 RO B bl b () i A it v 35 =) SR e BE B4R . —hisl S8k &
e IR Ath 58 22 5] P S5 s AR EAE T A FERCRI L SR 1 B 94k 2% R 6 Bt B
IR B IC A R BRI A AR C PR DR BCH TP

3. MRABRBRMIESK 2 Prid Ak 27 R OGRS e 1R, T i Gl S ok Al v 3 ) B v B i
K, SEPUR BUbuR s R Pt R BUhug, Frif B ic )k B ok S ALY b i 10 Ath 5w 52 5] 2 bt

4. FRAEBCRIESK 2 Prad (4027 R OG5 1R &, BT (04 )5 0 B0 R pLdt A B
PURBLHUA, PR BEAR 10420 4 BRI A A B A 1o )t o 55 7] 2t J slAh, v 5 ) B s BT
(N

5. MRARBURIESK 2 Prik ik 28 OGN e e 18R &, BT ik Gl Js ok 5 380 8 BB e
i se B 2P PUR, TR B bR 104 A BRI AL B b C R BTt e S F) SR SR B

6. MIEAIEK 2 ~ 5 fF—Frd (14027 RO IBIR o 15 iR &, P 8 i a8 FpR
HAVRIWEED AMBEEAVFIEED RMEEA G NEAEEEED.

7. MRIEACRIE K 6 BTk I Ak 27 A DI I S e 1 ) &, BT ad i) 3 B 6 BT AL TR L A
v M TR VR At e S ) B A VAR At b 5 ) O R IV VR IR A VR

8. FRARABURIEL R 7 Pl B4k 2 ORI S e ) 50, I IR i AT AL P A 7 20-100mM
DR R P REAE S & —FERA W, PR S SRR 3 ¢ 1,

9. MRIEEBRE R 7 Frid A6 A% ROG R I S 2 W 50 &, Prd i A B A 75 0. 3-0. 5M
NaCL [ 50mM Fi ik 12 £h 22 i

10. MRABEARIZSK 7 Frik 4k 27 R OGBS e 1R &, TR IR 4 ve s il pHAE R 7. 2 ~
8.5, LW X 0.02 ~ 0.05% Proclin300, 1. 0 ~ 2. 0% 35 —20 F1 0. 01 ~ 0. 03mol/
L (R IR h 2 i
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AR A £ I A 4t 52 5 B 2540 B B9 4L 3 A e BB S % i

—
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AR
[0001] AR K = 2 U BOA, R ol — bt Y N i mp At 5 5 7] 2R P i X

A

BEHEA

[0002]  filiwi%Ew] (tacrolimus) J&FH Fujisawa 23] 1984 A H—F8 KFR P EESE Sz )
HilF), T 1989 4F R MY TIEPR, A Ltk 2 N TR G MHEFREIT . HAEH L
&, fh e 5 w) 5 H A5G0 A FKBP12 AHZE & J5 0 T IR A 135 M, I i i i e 2 e A T
TS AL T CanE A E -2) R IR R A0 M R 7 AR R A2 AR (A AR -2 24K ) 1k
o BRI LI , Ath 50 5] AR SR AN B R 22 AR K, H A 2l 5 i 25k g 2
)R = 5 (AR DG, 78 iy MR B I A — e I B, T R AR Bk 1 B Pt RO A R 7
S o HH At g SEE (YRS E O BIRAE  hRRVATT B 00 T AH 2 KA, PRI 5 B e SR 2
St bR B DL 2 2470

[0003]  #EAHKEHRE S E, B2 2008 4F, WEBETFALECABIE 10 5K AERE D
SNk E 2 R R R BB E K, SR E BT AR OS], mH
& AU M BIT KPR 2, UG A B R A ok L . flhod 58] BRI E =
A TR, E 2 2% 5 D B, R P AR 2 S SR K 50100 i, I H B4R ke
7R BRAR SR HE R SO R AR 3R PR AR B R X A% [ e TG A X AR i M % A s 2 5y
s IRAE A2 AT & T T 3 HT LA IR S 8 J0 70, 29 A7 S AT S J0 00 i A ) 10% 224 .
DRAE P T B T A s SR ARSI (3550 S L A Aot 1, ok geidk AR S A
Ay FBCE I AT AR AT R I, SXAE AR Ry TS B BRI 0 PR N TR, RS S 5
PRE N B SRR LU iy, [FIREBR N T A 27 9 FH AR R4 o (HSERR IR A2 , IRAE 3 [
N¥E RE T AP, 297 BARIHUA KT ZEEAEE K, 28 B AW A BT 48R
0, R 2 H 7 B Bt SR Lo WA RE ) T S B B IR T RN T 4% o IXAE, T B R R Ty
E T4, BE 2990 A B B 250 AR B A% 8 mT 5E Re 1A BRI E R (K38 A b = A [ 15
(RS IR ) 5 o

[0004] A ik BIAMAALS 2577 5, ik G 55 Bl S Y RTHE e S R R AE, HOREAE A 45 A IR = Bt
A BEHE WD L it 2 R B A Dk R A, R IN E A ai rp At e B R IR B VA R B K
2 R VAN S bR il BT

[0005] Ry RV AH (LA AR 70 SEAR R R SR (1) — Pl 5 1M 24 9 B2 1R ) B 5 v, R R ik
$EE I AE CL R, A (R — O B 5005 AS [R1420 T R B 6 0 140 22 TR AT 40 8 8 5, LR etk
s RN e At o B ) B 24 (09 B i AN I e FCAC BN 0 MR B, 4 SR MERf ] 52, (B LR ACHT b
PERE B, B R R BRI 53 0 i 4 LR 2 R Bl B M i AT 84, — e R b
WitG RN T A A .

[0006] e bR ic 73 s A2 AL IR BB R 5 Bz TRV RE S i S e I8 Ay it 1) B 92 A
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WCHAR B BT T 9052 10 259 B 16 508 3 M i i B bR ie 08 TR PR 25 L SO TRI R g —
KIS, Fo 58 B 53 3 Bk R U 5 2 73 ik (Radioimmunoassay, RIA) %€ 6 % 5% 73 Mk
(Fluoroimmunoassay, FPTA) FIEE %70 #177: (Enzyme immunoassay, ETA) » fthAI 1L [E] I A
ST PR B R RS 2 T e MERA P TR PRI, 2 S B B el Ak, IS TR R G0
TAE. TR e BAR B R S R e M0 (BB E PRI 2, TR 2 ik
(RIAST I T 4, I HATHRAE N 53 52 R TRURH PR A 55, [R] 3R 7] 6 00 468 FH 30 PR . 2% 52 A IR T80T
PEY B 22 A2 B KT PR, WO AR VE 2 Ak AT RIA W2 259 2 Lol H HoAth 5 % 2 A 07
o DGR o 2 52 V52 5 RPN R 1 2GR A RS 2 A ) B ik b FR
(K2R GG L P & A TP AR R S PUAS & I ZPIN, KT8 et
29 - DUk E AW, A E R BE T B, AR IR 3R B B I B2 RO AT 5 A
DA BT o 1235 R R, TR LT, (HBR f e 75 B R A U T 2%, WA B0 B o,
VEASKITAE . B i AU 2O G bR id PR BibT 4, R R 1 R4 2 6 R R ok
T FE i P 25 R

[0007] k2¢O Ho 35 53 BT S 4k 29 s JU P () 7 2% G 0 23 B 2 i R e AR SR 1) — T 1)
G2 53 M AR, MR R B 1) S 36 255 SR R R N FH B, A SIE FH I A 1 A M SR A
RIERTHCRT , FEARTBON AR 1C 20 B B AR A A0 2% RO S e 43 B Ak A5 st Ar, AR T 414
5 % J 1) 5 ) AU AR A G s N )R S 5 T L LA A2 RO RO I e R
P 5 1R BT 2 2 B TR S 2% 20 T R A I 1 3

[0008]  fb2% RO W CL TR AT AL 2 I ' S e i IR B A S s ), B 2 e S X 5
I R SRR P, T A 27 RO S L e A REATEAS I 2R G IR DN PRAA 31 fe s 4, P
151 TR — M B4 2 ANE R BB, A Re s 2 iR 30 K, 1 HAS @ PR 72 , 4045 BRI I
SR I2 R AROR, XA B e s N I 259 B ) R I &5 2R, 3 30 AR AN BE AR AR R R I 5 2R
X905 PR FH 24 A LA K A o i B T P TS RO S R S AV R TSGR A 2 R e A
A&, FLR MR RS 1 AN BRI SR 1) R AR R RS ok

ZIEAE

[0009] A< BARE I AT 0 75 sk 2% 1, SR A — b FH TR I A 4 it th v 525 I B (194
ROG B S A & BT DA T GRIRE A sl 2E R OGS AT T4 H 3
(Rl R A, 1A I Y AR, ARG, ARSI 24 SR 5k A0 G S8 3 22 S ] SR L &
R, 5 HE N o

[0010]  — 7 FH 4k 2% & e B I G 3 ASH I 10 A 25 ORI 4 (2 €, 36 0 IR A A RN IS
W B W, Horb A VAR spH AR 7.2 ~ 8.5, WK A 0. 01 ~ 0. 03mol /L IR 3h 22
M T NN (W/V) 24 0.02 ~ 0.05% Proclin300, 1.0 ~ 2. 0% iiE —20 F1 10mM/L
o ALK 5B Wk 50mM/L F Tris—HCT ZEpPil A AN 2R EE (W/V) 24 0.02 ~ 0. 05%
Proclin300,0.01 ~ 0. Immol/L [ VY ZKAHES 25, 0. 2 ~ 0. 6mmol /L ) 4— BHASHY, 0. 1% ~ 1%
[£) BSA, 0. 1 ~ 1% FIIRAL 175 EedE = 3547, 10 ~ 50Mm/L &K i .

[0011]  —Ffd il A A i A Ath 5 5 ) 25 W03k B A2 R eI B e i & B FE AL 2 ROt
BEFRAR , BEFR YD) s IR Ak 25 R SCREAR AR b B8 S5 Bufth 5 S 7] B st BB ik ik 53k
KR BB R Ath T SR 2 PR HURFAEAE T 6 Bk b2 Rk ) B G, AT BEbric
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V) AR E AL B bR IC PR PR BR BT B

[0012] Bk A4k Jm Ay fih v 3 w) 5 s B DL, SEBT R PP R s bl M bipi ik, Fridfgbrid
V) 0 BN I A AR T A v 5w AR

[0013]  PTiREL4% R A FEHt MPTHi A B bl B bibi g, FridBgbric ¥ 0 BRI AL e br
C AR 5 5] B R B v R S BB

[0014] P04 b o 54 fk dr FH BB R Ath vl S w] BT st, P iR B br ic 4 A B i A AL )
A bR IC BT b 5 =) 5 v BB

[0015]  Fri#k ik o AR IR AR (1 UL 2 1 I 85 1 A 1095 28 1 SR Il ys 25
Wi EHEINEEA

[oo16] AT iAF& L@Tﬁﬁﬂifi{ﬁ A it o R VAR Ath e B ) s A A Y AR At e B ) T 4
VAR IR AR VRV -

[0017] F)%ﬁnnnuwj!é/ﬁﬁA 20-100mM fint BR B¢ 1) R BEVS W 5 & —BRIR G, Pl S &
TR 3 C

[0018] @%ﬁ&:%ﬁ%iﬁﬁé\ 0. 3-0. 5M NaCL f£J 50mM FrIAE 1R £h 28 1P«

[0019] b B W) A7 4 it v VBURUTT B 428 ) S VA 2 0 AN R B At v 5 ) 1R N4 LS
[0020]  FTIRIRAEVEL W pHAE A 7.2 ~ 8.5, B 4 4 0. 02 ~ 0. 05% Proclin300,
1.0 ~ 2. 0% I3 —20 F10. 01 ~ 0. 03mol/L [RIERR h 22 i -

[0021] A BPRAL 25 ROGHEAR 5 4th vg 55 0) 1) Sz o B RO &5 6, SR T B RO
155 9 FF SN R L B B e EU R AL 2 OGP B 9, S5 8k ) SR &4 R L e 2=
LI ) s = T i W 1 o (T 0 S B e e A B R Wi | e T A5 L B B 0 G
XTEHNASAE RS BAERNE L. IR WA G T2 ROGREIN 7% 7 1%,
LU I 2% 3 Ak RABURE w5y, RS T (6 L BRedslt o R A0 S EXIRS ) i A At 5 3 ) 2 AU RS o
[0022] A< BH FRTRS I N 2 . o At e 55 ) 25 0 B R4 2 e G R R A e 1A ) e R
FH B384 ELTSA 7732558 AN it A b v 58w IR AT o AT & b K H e e 1k 1At e
L) 1) B v BB, RAE T RN s BRI S, SRIe g BRI, AR R AR R TR R
TH0RE Sy K A v R P e SR o AT & ) 32 BN A AR =X, A 7 (8,
A B o« FH A% 5 BH AR A I At 5 5 =) () 77 2 R R, 4k 1 AR e i 7 v ) 20 B,
G T RSN ST TB) , 65 A ot R A Ak B SRAIK, R (RTINS PResdOR Rt & A o R &5 RE
A B A &

P ] 352 R

[0023] 1 O 48 S g by 5 5 ) 8 B0 o I 0 RS D) 2 (0 b i 2k

[0024] 2 OGRS o I EAE M RO IE UG, A B ROG IR » 1R A
BT RGN B RGP I BAR T A BB W A B IR 7 i Sk RO IR
W2 IR T KK ZE

BEiELiA N
[0025] " Skt 51 P A ) 40 S 36 R TR SR B 5 389 08 S B T
[0026]  SKifs] 1At 5 5 ) 5 TE DT AR B4R, bR o i b= B it R e ol 4 S A
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H
[0027]  — DUAtL 3¢ 55 w) 5 5 T R O A B i« i 10 Ath B 3 ) 2 T U8 R ic K R &
il UeE R

[0028]  FEAHFLAS b UL Ak b oo 5 =) B e BEHTAA, FE AR 14t v 55 w) 5 BRI (1) At ve 3 )
5L B IEA Pl e 5 R PUAREAT 52 P PR S5 &, XA, FEARIRO(E 5 AR A BT &
Aty 5T BE ) (1955 B SR O, AR i 2 LU R AT 43 R A P At S SE ] (1) =

[0020]  — iRFIERZH A -

[0030] T ‘5 ilF& -

[0031] 1. ELEEA CLH SR AL 22 R SEREFR AR - A48 SR ok it v 5 ) 19 BRI B8 e FE A4, £
R FERT LA 0. 1-10ng/ml

[0032] 2. PR ic B R A BN S A A 30 1 At e 55w B R, TR R
1 : 3000,

[0033] 3 fth e S w) bRl A VL <6 JHL, 2m1/ I, WRFE 3 1l 24 Ong/ml.3ng/ml.6ng/ml. 12ng/
ml. 20ng/ml.30ng/ml,

[0034] 4 fth 7 5 ) BT ER AR RV <2 3, 2m1/ 8, W4 04 Bng/ml . 25ng/ml .

[0035] 5 FE SRR 2 0. 3M NaCL [ 50mM (1B R b 22 phi, 20m1/ 3, 1 )

[0036] 6.4k 2% G 5 CLU A BRI B VA5 LML, oA A VBRI A A spHAE A 8. 0,
WRE Ry 10mM FA B IR 6 2% PP NN 23R FE (V/V) 2l 0. 02% Proc1in300, 1. 0 % I ~
FH10mM ik S5 A0 IR W VB VR A 50mM [ Tris—HCT 2% ¥ o N 23R FE (W/V) 24 0. 02 %
Proclin300, 2mM ] 4— 2K, 0. 1% I BSA, 0. 1 % IR+ /5 ke gk = A 354, 10Mm & K535
T o

[0037] 7 ¥ 45 YL W :pH B R 7.4, & A A8 BT 3R W 4 U R W B K N 0. 05 %
Proclin300 7E TR IR AG DR T 2R FE A 2. 0% rEil —20.,0. 02mo 1 /L W% IR Eh &2 h i,
AOml/ 3, 1 o

[0038] 8. FEARALIEVE A7 20~ 100mM A FR EEIV FRES I 5 £ —BHRAW, 10ml/ i, L
[0039] 1T Sifk5f&: -

[o040]  HBEF T 5, 4L 2% RO B 73 A 2078 A VR B V25 L, Hodr A W]
T A spH B A 8.0, W FE A 30mM [ il 2 2k 2% P v b I N 2R (V/V) R 0.05 %
Proc1in300,0. 5% i —20 F1 10mM i AL IRV 5B ¥4 50mM [ Tris—HCT iy A
U EE (W/V) 24 0.05% Proclin300, 3mM f¥) 4— B, 1 % F¥) BSA, 1% VR4 1 /S ket =
T, 50mM B K o

[0041]  TIT SiK5£ -

[0042]  HZ[AE T 5, AL IROGIRY) B B o A 2038 <A VR B Y& 1, Horb A VR
M A pH AR A 8.0, WK FE 2 20mM ¥ % B2 #h 22 P v b I N 2R EE (V/V) R 0.04 %
Proc1in300,0. 1% —20 1 10mM i S8 AL IR G 5B ¥R 50mM 1) Tris—HCT b A
IR (W/V) 24 0.04% Proclin300, 2mM [t 4— 2K, 0. 7% [ BSA, 0. 4 % FVRAL 7S ke
— LR, 30mM B oK TA VT .

[0043]  XfHERFI & B R T S35 &, Mk SO6 Ry B B oA T8 B A (A Bk
FAIRES WL, B WA E KB T8 BTN S E R A TR AR )

6
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[0044] = HI%& 77Vk

[0045] 1. EflA fih o 5 =) B v FEHUAR IR 27 RO G R FRAR R il 25

[0046] (1) fth e %] 5o FEPLIA

[0047] 3% $& Fitzgerald & A) 45 7= B Ak 70 3 &) 2 v % $T 14 mouse monoclonal
anti—tacrolimus antibody, IgMe

[0048]  (2) A B0 4% IR 140 25 RO EEFRAR 1l 25

[0049]  FHAMEZEM I (PHAE A 9. 6.0. Imol /L BRFER ELLZ IR ) K DAL Ath o0 %) HL AR BEAT
1 2 8000 #ke, IIAZIML = ROGEEIRAR AL, &1L 100 1 1, 37°C M. 2 /M, IR S
T, B 200 0 1 PR (5 2R 2% 4R 135 H 8 LI BEIR B2 vl ) , 37°C R Y.
2 /NI, PR PV 10, BRI, HER R E S B IRAT

[0050] 2. [fEAR -0 IR 1) %

[0051] (1) sl

[0052]  EAAFREL 250mg fil 5 52 w], 1 8mg HEHTEL I, 6mg M e ¥ fif T+ 6. 3ml & e, ik
PEAEI AN 42u] = LN, AR50 T ARSERFE 2 /NS, AR5 F SR GeMoke 22 20ml, FE43 )
R 0. 1 25 2R IR Ak /K  HUR I AL B -0k i — kU5 A W b )2 ik gl
ETEW CZEFEE) o FiS 20 HA MU SAE TG K R B BE 34T 488, 61 Bk hidt: 30
YRR S, BRI R BE, F e 28 R OUKRYE, B2 B R AR, AN R B
WWAT T A3 3t s B 7] P BE BR IR G . FREN 35mg IR ™4, 5. AmgN- F2 L HE H1IE WV i
H1 8. 8mgN, N- “HRCIEAL — W IV T 5ml L8 208, 1oL i hibE 2% ki bt 24 /Nt
6000rpm 2.0 5 434h, B _FIE %

[0053]  (2) BRI SAMBENT FkRHi R AT PR

[0054]  FREL Img EIRFHUEVE T 2m1 N, N- — FIZE BRI, S0 3HE 30min, B MA S
10m1 ( & 5mg) HIBRME I EAL BRI b, SIS, A Sephadex  G-25 HEAT )2 M4l
o SEHEA] 2. DI 5 55 A) 55 v BE DT AR A B0 4 IR B AR C 1 B A rRac ) B R & i A H
[0055] A ARG & A e o A 4 I A A 5 B 5] X 2 AR S

[0056] 1. A4 IAE i I Ay Ak 24

[0057]  Hf 2-8°CUKFE PRAT BN A I Ath b 55 ) A o4 it B o 428 o) ot W VORI AR AL o, 73R
Virs LR RGBS, SRR BRI 150 1 1 AR 5 B AH R IR B0 A, N SRR
it AT AL RS SR S AR 5 FHUBE IR VR DR THUIE S iR ORI RE 28 0 TR AT BB T
AN B, 13000 /min, B0 6 2380, U200 1 T8,

[0058] 2. K&

[0059]  |r] T1 ‘535 BRI 2 AOGEREAR AR HHOIAFE AR 30 1 1, 2R 5 7R AL I Atk
0, B ) B VR ST ) R VR B RV 20 1 1, BEAL R S IR i A B bR
[FIREPT R 50 w1, FH G RS AR, 37 CAEIEAR T s MY 1 /NINF, - FL WA, YEAR 5 %, T
FEALMN R B A LA ALIR, S B E B B K, BRI TR AT, 7€ 2-5min W,
R ROGA D e AL O'GAE (RULAE )

[0060] 3. SN £h o By

[0061]  DAARVESL I BEAR AN (E A X Fl, DU & 68 R Y 3, 247 0 S8 &, 13 2 0a 77
FERAUA IR B 1o ARSI RE SR B N B 5 R, B A SRAGEE SR B o A Sk B Ao

7
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45 S 3 i T AR U H SR B A, 1y B8 A T K A i R R 40 A

[0062] 4T & RS G2 B R P R0 AR A7 HE A D

[0063] (1) FrfEfbs 2 FEIRE

[0064] M SZifd] 1 DER =& R —RS (11 5) A& A RHLR (01 #E.02 46,03
ft ) AR B P A FhE 10 AT & AWERANEAT & 194k 25 RO BEAR AR 25 Fh H 20 DML
M 20ng/ml A 50 55 7 SRS IBOGLIE (OD A ) , M E AL R RE VY%,

[0065]  SEG 25 SR UK | R, ArviE i WO 7R 7 REUAE 5. 46 % —15. 08 % Z [A], ¥ &k
ERENTEEEET 20% KIRUE .

[ooe6] K | prif i E B ALK (CV%)

[0067]
| 1 2 3 4 5 6 7 8 9 10
01 |976 |8.11 |735 |878 |1142 1073 |1L.14 |963 |1294 |7.19
flk
02 |15.08]1132 |1085 |13.12 |759 |13.04 |10.19 [13.13 |8.19 |5.46
CV%
flk
03 | 1343|1123 |1048 |76 1114 | 104 997 |58 |912 |79
it

[0068] 2. FF: i (1RG5 FE FUVEERA FE A58

[00691 i) AN 3 fth 5 55 ) 1) 4 i HH s I 5 B =) B v i, A A 50 B R AR S 2R N
5ng/ml25ng/ml, P44 HE S5 1 20 R VU spREAS [ b BE 75 vEBEAT AR S AT AL B . AASE AT 1
IR = R [R] I T) BB 4% AR FRIE 7k (01 4,02 46,03 46 ) AR5 & & il 3 MR &
AT 25, BRI E R 10 K, i B e R 8L (CV% ) o

[0070]  &ERUIE 2 Fis, 45 SRR IR LA 5 B UAE 6. 27% —16. 67 % 2 1], {40k 25
INFEFESET 20% BIHLE o DLFE AR IR R 25ng/mL IR LT ELRLIR 22, LK 3, S5 R B
IR EHE R AL 7 RN 6. 9% .

[0071] 17y % FR T & K 52 50 25 SR A K78 S R BUAE 9. 8% —23. 78 %6 2 [A], 5] &tk ]
AR BB 13, 2% —24. 69 %, B i T A KR B KR & o

[0072]  Zi FRTR, ZRF G 2 HE Z LN T 20%, 58 R A ) Bk 25 B N A%/ T
B E LT 20% [KHLGE

[0073] K 2 FERIE S MR (V%)

[0074]



i

AA

et

CN 102368054 A 7/11 7T
T Tk 2 3 4 5 6 7 8 9 10 SE [ Ar [HEW
N Koo e | CV%
H H =

01 | 5| 681 624 483 542 591 611| 712] 531 645] 582 6.00]0.70 | 11.66
[ 25| 284123202692 (2495 27.14 | 2294 | 2415 | 2647 | 25.13 | 2635 [ 2557 | 1.79 | 7.01
02 | 5| 615 542 591 | 644 717 | 466 | 574 | 684 | 723 535| 6.09]0.84 | 13.79
ft | 25| 284725412646 [ 2319|2493 | 2621 | 27.13 | 2634 | 25.16 | 23.45 | 25.68 | 1.61 | 6.27
03 | 5| 517 5.63| 647] 781 686 677 | 491 | 531 | 496 534 592099 | 16.67
[ 2525632469 | 25.64 [ 2689 | 29.12 | 27.13 | 25.42 | 24.61 | 24.13 | 23.42 | 25.67 | 1.67 | 6.51
[0075] & 3 FERIHLIKIFZE S (CV% )
[0076]

beas{E | 014k 02 #t 03 #t FEIE | FeiEE | IR OV

25 26.35 | 23.45 | 23.42 | 24.41 1. 68 6. 90
[0077] A HERA FE = SE BRI AR / SEBRES INAE, AR 3R 2 BRI &5 AL, LL 02 #Ei5R &

FR7E N 25ng/ml [IREA N1, HoRE A R HERfA B 45 3 W38 4, 8 A BT 7R, BEAS A i 50 55 )
IR N [E R AE 92. 76 % —113. 88% 2 1A

[oo78]  HI A A XF ik 70 & 19 &5 R W, B R b ve 5w S i [E] e 2 AR
85. 46 % —120. 9% 2 |d],
[0079] K 4 HGRIE RIVER L
[0080]
VNI 1 2 4 5 6 7 8 9 10 | ¥F¥E
25 2847 | 2541 | 2646 | 23.19 | 2493 | 2621 | 27.13 | 2634 | 25.16 | 23.45 | 25.68
RIEES
(%) | 11388 | 101.64 | 10584 | 92.76 | 99.72 | 104.84 | 108.52 | 10536 | 100.64 | 93.8 | 102.72
[0081] 3. A2 XN RPN FHRAL
[0082]  1EHE S fth v S w] A SRS A FISRALLTI B KT 3 A 2 il i A8 X W 2, i ik & A 2

PO BRAE e 70 T34 B 50 96 FIRIAR AL o AR T 28 SArH S0 3R = AP sl s i JLA 25 i
AZ I W2 o AR Ath 0 5 ) R AT S5 W 8 A, U ot 32 24 Rl R S R ORI
ERIME 3, 4 RBCF M.
AR (%) = (51 50 %6 A v 55 m) IR L / 512 50 %6 AL 5 5 )
FRAAPDIRIL ) X 100%
SR G5 RN 5 T, A G R AR IA S B ) At v 5w 1R S PR, RUAC K
R m] DU TR S A I 4 L Al 5 55 ) ) 25 0k E

[0083]

[0084]

[0085]

® 5 W& (=S ) KL
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[0086]
25 24 T AT X N (%)
i, e A ) 100
WHEEA| <1
CLEESS <1

[0087] 4 iAFIEIRAT IR

[0088]  AFRIGIRAFSAT R 2-8°C, &3t 6 A H & , R & M i KIBOGFEAE (A ) -
50 %6 28 Ak 5 SR 0 S8 B @ AR AR IE e 2 W o B B R AT i R, &
EIE T IRAF AT I, KR AE 3T CIRMFII AT FICE 5 R, AT g 2 ik Ee, 55 1%
BZ AR S S e br e 2/ G2k, MWBL Egi R n 15 H il &1 2-8°C 2 /b LLRAF 6 1
Ho Tt A S ARAT 6 D H G, SE TP 30% 245 .

[0089] 5 i & A ARAS I PR RAEHFE )

[0090] AN Atk v S ] ) B P NI A i o, B P BR = A ik & 20 24T 20 i, il
JE 25 R BPE RN b 2 A brtE ZE AR 10 & K A I PR o 28 i i 56 R B AR BH I = Y
SR B AR T R 2 0. 05ng/ml o %o IR ) & 0 S A I R 2 < 1. 6ng/ml

[0091]  SEjitifsl] 3. A0 )5 kAt v 5 =) B 8RB AR IBEA, bR —Hi A AR 10 420 (A
[0092] A1 TAE R

[0093]  TEALZE R TEREAR MR AL 2% b BB A SR R At v 5 w) B R 5 280 2 1 (R IE A g
[ A 27 R G B FRAR DAL P 0 AN BR A VR BRORE (VRLS » I N Bt v B R R R e M LA
it P IR v 5 ) 542 R GBEAR AR b IRt b 5w (B BB IR 5 G b BT AR, I AN BEARBLHT
PRBATIORAE L, FL ) B G0 2 €8, TXAEAE i MR BB 5 At v 5 ) (1) 7 B 2 BFORH O
PEARAE S TS AR ih 2 BT 15 AR S At 5o B8] (1 2

[0094] AT Z L RCA

[0095] 1) fufl A Bl IR ()4 25 ROG R bRAR < Ak IS A i e 55 w) 5 48 s R A BB (It
Ak AR R AT LUK R R S A S RS B O A IyE 22 1 2R IyE 2 1 AR I & 1 40
HEEINEEAS ), BTG 0.001-0. 111 g/ml.

[0096]  2) fib yu B w) R S MEHUAR TARWR «Ath oo 5 =) 58 v BEHT AR T ARV, F AR BV Ath oo 52
H) FR L EPTAR R 8000 £F, 15 BIR: S HEBUA TAEW

[0097]  3) EAricHibiiA N BRI AP bR i 3 (S ) DUkl TeM, H TAERMB LA
1 : 8000,

[0098]  4) fib vu & w) bRt AR <6 M, 2m1/ R, W FE 43 0 0A Ong/ml . 3ng/ml.6ng/ml . 12ng/
ml.20ng/ml.30ng/ml.

[0099]  5) iy S w] T E A B 2 W, 2ml/ Ji, MR AE 43 A Bng/ml. 25ng/ml .

[0100]  6) FEMFRBEI : A 0. 3M NaCL ) 50mM FrIf AR 25 22 3, 20m1/ i, 1

[0101]  7) AR2ER G B A - H A JORT B A, RS2 1 11 S5 &
[0102]  8) ¥k 4 YE Wk i :pH fEL A 7.4, & A 75 T 38 I 46 VBV W P 1 249K 224 0. 05 %
Proclin300 7E TR IR AA VR P 2R FE N 2. 0% il —20.0. 02mol /L R R £h 2% 1k »
40m1/ i, 1 o

[0103]  9) FEMMALIEVE A7 20-100mM B R EE () P ERAE 5 £ —BERA W, 10ml/ L, 1.
[0104]  SEJff] 4. LA R A b v 5 ) 5 Bt B A I, BEAR G4 A BE AR AR b 5 ) R

10
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EEAREN RS

[0105] AR TAE R -

[0106]  HTEALZE R CHEAR R AL 2% b BIEL A IR R At v 55 ) B I 5 2 2 B R g
THNKE S 0 SPR Y S VAT » TN AR 10 14 o B ) R S PE TR, B A A 4t 5 2 )
Bl At v 5 F) BRAE S5 A A RO REAR AR E AL A 1) At v 5 ) 5 S 25 A B bR 10 R Ath v S R R
B, F A S 8 5 0, SRR AR IR RO AR 5 fth v B ) I8 2 52 URH G, AR Bt i
73 RV I 2 B AT 45 H A P b e SE R I 2 &2

[0107]1  AIAFIE A RS -

[o108] 1) gl A Bl IR ()4 2% RO R bRAR <Ak J5 A i ve 55 =) 5 248 s R A A (It
A AR ER A AT DK R R A S BRI B 1 A IYE B2 A 2R I003E B 1 AR IS B AL 40
HEBINEEASE ), WA AT 0.001-0. 131 g/ml.

[0109]  2) B FRIC I v 55 =) R S e Bk TRV < B b ic At oo 550 B0 v b i TR, H
s 8 YO A 1 ) At 3 5 ) B S BLAARRORE 7000 £, 159 BIRE e MEHUAAR TAREW

[0110]  3) fth v B A bR e s <6 i, 2m1/ i, W FE 23731 24 Ong/m1 .\ 3ng/ml . 6ng/ml.12ng/
ml.20ng/ml.30ng/ml.

[0111]  4) fih 35 S5 =) B 45 IV -2 i, 2ml/ B, R FE 43 )4 Sng/ml.25ng/ml .

[0112]  5) FEMFRBEIR - 0. 3M NaCL ) 50mM FrIfE IR £ 28 3, 20m1/ i, 1

[0113]  6) A& ARG S A - FH A JEORT B Y2, (RS tafa] 1o

[0114]  7) W47 VE B :pH AE A 7.4, & A 15 Jr 38 W 4 PRV W 19 289K 224 0. 05 %
Proclin300. 7EHT IR A YES I I 2 B2 R 2. 0% i —20.0. 02mol /L B IR TR 2 i,
40m1/ &, 1 o

[0115]  8) FEMALTEE <247 20-100mM Bt FRAEE ) I REH I 5 £ —BEVR &9, 10m1/ i, 1 ).
[ot16]  SZjdsl] 5. AR IFABUHUAR, BEFR G A BEAR At b 55 =) 2 h I )R &

[o117] 1. TAEJRHR

[0118]  UTEALZE ROGHEFRAR AL 4% B TEL B BUPT AN, 0 A A v 55 =) e e e BRI &
J& » DUNHE: it s VR B A v VL N B A 1 KA oo 5 =) 2R B i, XA, A AR T ()4t e
L) HEEpR A e 3R] 5L A B IR I PUAb e S R PUAR AT SR A A, IR, #E
A RICAE G FAEA B 3 Ath v S R) (1K) 8 B AAH O, S b it 42 EU B B AT 43 HEAE A Hh Al e
Sl .

[o119] 2 ARG A R -

[0120] 1) AR SR AL 7 OB A B IR A (A ) Bl Biisg, gk i n]
LA 0.001-0. 131 g/ml.

[0121]  2) BEFRICH) < BRI S AL YDA T B SE ) 1 rp B ad ()4t b 5 w) 2B R

[0122]  3) g S PEHUIAR TARW «Ath v 5 7] B v B BT AR T ARV, FH AR B VBCHE AR A 1 Ath 5o 52
H) FR g FEBUARRE 8000 £, 15 2IRE R HEHUIA TAEA »

[0123]  4) fth 50, B E) AR UE LA <6 I, 2m1 /i, 3R ¥ 43 531 24 Ong/m1.3ng/ml .6ng/ml . 12ng/
ml.20ng/ml.30ng/ml.

[0124]  5) fib b S w) BT R HIVE <2 L, 2m1/ i, W FZ 5373 29 Bng/ml. 25ng/ml,

[0125]  6) FEMARBEE A7 0. 3M NaCL [#) 50mM ¥ 8 £h 52 i, 20m1/ I, 1 i

11
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[0126]  7) Ak2FROCIRY B - H A VORI B WS, B Sim) 1 ) 1T 535504
[0127]  8) IKAEVEIR I :pHAH N 7.4, S H TR KGR B WP R &K E 5 0.05%
Proclin300. {F AT iR I 4 WE i i i B ZE P R 2. 0 % RV —20.0. 02mo 1 /L AR 18 28 P
40m1/ %ﬁ:y 1 %ﬁ:o

10/11 171

[0128]  9) FEMALIVE A& 20-100mM B FREE 1) FF A 5 & — VR, 10m1/ 3, 19
[0120]  SEJtEfs] 6. AN[EEA) 2 R IIXT L sL e
[0130]  DUE 1 {F IR SZHER] 2 rhoAS I b v b AMORR VE il 2R 0, RS HER) 1| /Y 1T 5 B

G &AL ROC R AR 5 B ATELE 18 1 E P2 ROGIRY (A W80k 1 S8 A IR T
BB E KGR ) » SO Thermo Scientific 2v#)2E7[¥) Supersignal ELISA Pico
luminol/Enhancer Solution Fl Supersignal ELISA Pico Stable Peroxide Solution i
ITXHE, ZER T -

[0131] 3R 6 HANIFIAb 28 R G IS I BR v db A 2 R G (EL
[0132]
FRvEE e T E T A R ROG R AV | I P R BB IR R | Sl 2 il AR
ng/ml HX R O6H RLU HR R O6H RLU FHXT RO RLU
0 183860 101240 161639
3 122754 97895 101257
7 6 95763 71023 81843
12 48982 40323 46747
20 30183 21694 27646
30 9728 15897 7369
[0133]
(01341 HULA bS50 F 85 o (1 RSB AR A A T L 2
[0135] 3 7 AR L2 RIS AR bRV AL 52 58 e
[0136]
hRvE R R T LU R C R | 7 A IR G R | Seilih) 2 Bk R
ng/ml WXROEMIRLU | MMROBMIRLU | FAXER6(E RLU
0 183860 101240 161639
30 9728 15897 7369
[0137] A4 7 411 2, bl 2 T LA H A R TR A 25 R R A R e 5k 14 2%

SR L2 AN K, 15 M B 22 590 A K, (ELR A W EE AR A Ol i B2 B e v T i b A 5 O [ 26
7 A 2 RO IR

[0138]  JBHR 2. fE DR | R IR HE I, FHAE B3R SERti ] 1 A BRAG 10 1T 5 AR 1
B EARER L Ong/ml (BRI 5EI&Ja » BERE 2 70 B AT AO6 SR — Uk, L Aer il
40 538, GE VAR FEIFRE AR R GEAE 60 738 KA IS 0L, 25 R aF -

[0130] & 8 AL AR ICIRYIA I 6 I 52 LA ROt

12
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[0140]
T Cmin) S CUR TR RO G IR M | T8 A JE ROC IR AR | SR 2 b il
FIAPRGM RLU | MACROBMIRLU | HIATR LA RLU
2 183860 101240 161639
4 179896 92341 160231
6 175381 81453 153489
8 164135 70241 149764
10 153947 56553 131865
12 152438 45624 130130
14 149563 34612 129785
16 149012 29634 118931
18 148952 22315 118564
20 139782 20136 109889
22 125689 18679 103564
24 112683 16342 93486
26 109876 14356 83547
28 98452 12486 72864
30 90135 10243 71245
32 89456 9876 69453
34 84569 8694 64875
36 82468 7586 62543
38 80346 6589 62173
40 79546 6321 59674
[0141]
[0142] ML FSCIss ST L th, 75 40 4350, AR BT R A2 05 6 R0 5 35 16T B

JEIRM AV G WX Z2 AN K, B Sk 1 i B P 2 ROt o

[0143]

RSB 1 & 6 158 TTT 53R S A R S AT [R5 3R 1R 3k 2

FHTR B BASE I, &5 5 11 5 BGR&ER Hg R — 80 o RS Gl & 2 ), & F—RS A
[t K 2 8] PR HSH A S5t R B0AE 6. 5% JeAa AR T 13 %, SO0 T = ) » 1y 5k 1l o 2

EES

13
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e PSR ot st lllS
7742 Y= (111698 57035301 9404)/ (1+ [X/7 6434) "1 3709)-5301 9404
$EERE : r=0 998

K1
200000 s ORI —— e EEPRIRY e AR
150000
100000
50000
0
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