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RYE: 0.04 ng/mL
KMSEE:  0.156-10 ng/mL
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—: BEER

PDESA (CGMP 4514 3' 5" FRRIZEBARSEL —AERE5A) BT AT AN BB RETE S SRS AIRIER, XA A
1 cGMPIFRIEKAR A5 -CGMP, BT IERIEETHE, PDESARREF4E=#ZEH (PDESAl, PDESA2FIPDE5SA3) , EIMINIRAME,
REBEIMS9EI105 kDao TEDAAN—SNEE|E =70 kDaky5et, RIT PDESANIERET AR EIKARE 2
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=: FEHENKRSEM

3.1 BEHRY (FT35EX450 nmA630 nmIGEK);

3.2 SHREEBRB N —RUEREEICXK,;

3.3 AR (IREIFahisEtR) 5

34 EPE (AT HBtNERKRIER);

3.5 K EMSEL (BFIET);

3.6 BT FIEMRE,;

3.7 BFELISASE SR AT RR IS TG (FFINSEINS 5 7E), 90 Origin, ELISA Calc%,
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m: HF2AD R EF

HXAT B i 58
Microplate FREIMREBITAR - 96 FLIR 87l x 12% (13
Protein standard FEESR - ARTAMR 20 ng/#R 2R
Detection antibody, HRP- T o o~ s
Conjugated (100 X) HRP fRigtslTikgE® (100 X) 120 uL/& 18
Sample Diluent PT 1-ec HARMER PT 1-ec 30 mL/#R 14
Detection Diluent TUAHERR 30 mL/#R 1R
Wash Buffer Concentrate (20 X) I TTER (20X) 30 mL/#R 1R
Extraction Reagent R 30 mL/#R 14
Tetramethylbenzidine Substrate S@Ey TMB 12 mL/#E 145
(TMB)

Stop Solution £IER 12 mL/#R 1#R
Plate Cover Seals HRER 45K
fEEFRMHE:

1) RABREFERIE2-8° CEH THEBRONAHET-20°CR Y TEFRLFE

2: EABRRANZEI7E2-8°CHERTR

3: BREEERFNINER,FREER

* AN AR EmATER, EATESRTETE
* FERIEEO

h: LRATFEM

5.1 B R AKIEMA I ER UK TMB 2ER;

5.2 ERIndiER, ERFEIOAMFESE, WKER, FE, OSHPEE;

5.3 BB AERURIATIETRER, SHmIs7IER;

5.4 EEABEARNEY, RIMNAFRZE, RESWENREER, LURSDITEEHE,

N BARES

6.1 MR RIS, FITU (2-8°C) 9L X PBSHE3IR, 500 XgB0S min.ABREIHER, BLFF L3, PMSF E4RM AR
o, SOREENL mMGIRE1X10 TN, N1 mUABBRZARAR(SPMSF), 7k EBU#30 min, His] | FAVEHERRE TS, B
REREALIZ, 8000 X g-10000 X gBiS min, S8 L, $5/5-80°CA7M, 3 ABCAB RN A S NE S EERE, BERE
RBlo
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+: HNES

7.1 %F& (1X) :

WMEFEFR (20X) BRENTH, 3T°CIMAERELIVAMR, R 20HREEHTHE: WERB0 mLIRGERER 20X) , MOAN
570 mL BAKHEBFK, BEEER (1X) o

7.2 HRPiRIZKWHE (1X)

FEFBENED, RL100LGIHTHRE, HRERIMRIBIAITERIARMNSEAH] (100 ul/fL) , SRPRECHIRY R 2 EC%10.1-0.2
mL, #0110 uL HRPARZINFARZE®R (100X) H0 990uL HiikRE BB HITE S, BIRES,

7.3 A

NEIEAERBNAFAERRH TR, NREFAOIEBSITHESTE, PIRER#HIT - ENHRREEHEHITER, R
BB FARRSEERN, FREFEARRIEREHRFEETMN K.

RN T . AREEMRRIFAL:16801:32158; HFmXE. LIEMEEFNERIRESENENNZ.

7.4 BEBRENIEM:

M2 mLPT l-ec AR E SinEm, BIEARIENT:
500 pL

500 pL 500 pL 500 pL

=
[ | | | f | | | | | |
- 4@ | L
5, \emy’
@ w o
10 Vnig./mL 5 ng/mL 2.5 ng/mL 1.25 ng/mL  0.625 ng/mL 0.313 ng/mL 0.156 ng/mL
Add # uL of Standard
diluted in the previous — 500 plL 500 pL 500 pL 500 pL 500 plL 500 plL
step
# uL of Sample Diluent
2000 plL 500 pL 500 pL 500 uL 500 pL 500 plL 500 pL
PT 1-ec
I!Sd7ll “Sd6" "Sd5“ "Sd4“ "Sd3" "Sdz“ "Sdl“
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J\: LT E

KRE, RERAMBANEZEFE20-30min (HRPIFEZEMHAERERFIREFEHER, AN ; EHTIRE
may BFALRABEFIMER, SEifiesk, SRR IRNAKE, FRNEF, ERAFRNMEE,

8.1 RIEXILAE, MEFTEMRINIITIRTE, MRRFMATEIBNSERESREFRTAC, AT —AZRAR;

8.2 1A%, D ANKZFLATAEFL FEUEEASFL. SR ARRRR100 UL, RFLDH IS ERRRAANERBERNAFEZAR100 pL/FL, >F
EAEFESE (BWNERMIEREBET, REMEIWIRE, WERLLFREM, 5-10 minFepiifs) ;

8.3 Etrim LR, 37°CHFE2 h;

8.4 ik

1) BAERE GHFER, SRMEIASEREEHSEF) , FRIF, BT

2) FFER (1X) FHRS, SFL350-400 uL, #FGE, BERERTIRE, EERTBAR, BREVENMRILUNRFTIE;
8.5 &FLiN100 pL HRPAREMFHA (1X) (BRIAFIEEEHT.2), ZEHRER, 37°CHFE40 min;

8.6 EESES8.4;

8.7 BESFLINTMBE®EK100 uL, 37°CEHEE 15-20 min QIRENER%, PIEHEK E B8, FEI30 min,(RFE®
YRR TR, ERRYENFFINELTESEN, IEZe, B7ER) ;

8.8 &ik: BFLMALKRIOO L, EeTEt, KILRSTMBEERNMFINF—2;, CIE: IREEMRLKEREMLIER)

8.9 33K L1630 nmARIERAS, FESHRHMYAEA50 nmiB B R FLBIEE (ODME) o AL LERIFS minfA##1Ti5EK, £H7630
MK, BAJEREMRA50 nmik IR

8.10 HiENH: S MIERMFARRODEFHEZFLHIODE, IKREE L, ETIIE DANEmMBVRE NEEIT, ODENHEL
15, EATWERHE (WOrigine ELISACalcs) #H{THSHIE (4-PL) , RIEFANODEMINEMLAHELINGRE, TRUFFE
BIREIF AN TNRE,

BIERIEWT:
=N TTERIRER BeRE
1 | PEREEFA 100Ul [120 9% 4.; BEE3T°CIHE
2 | HRPARIZEMGUA (1X) 100 uL |40 9% 4R BEE3TCHE
3 |E&TMB 100l [15-20 /% TEEHA BEG3T°CHE, Bt
4 | &R 100 UL [0 72%F FRELF -
5 | MAZIBREL630 nmARERFEK, £450 nmNE0DME, I ERINFEE5 28
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: Rk
9.1 Z2ZfrihE

¥

(ng/mL) 0.D Average Corrected
i Four Parameter Logistic (4-PL) Curve Fit 00751
0 oorey | 00774 -
- 0156 | 072 | 014205 0.06465
E, 0.313 g:ig% 0.20145 0.12405
g o 0.625 06?321368 0.3199 0.2425
1.25 g:gggg 0.5667 0.4893
oo & : - 2.5 ‘igggz 0.97055 0.89315
Human PDESA Concentration (ng/mL) 5 12?;?- 1.5752 1.4978
10 ;:;ggi 2.26965 2.19225
9.2 REE
IRAFEEE: 3N REIRENEATERAEENE 8 X,
IRIEWEZE: 3N RREIRENEAEREBIEENE 16 Ko
IRAFEEE (CVI) IRIEWEZEE (CV &)
AR HE  FE(ng/ml)  tEE TREHCVY% BAR #HE  FIYE (hg/ml) IEE  TBERERECV%
1| 8 4.70 0.20 422 1| 16 4.69 0.17 3.59
2 | 8 1.25 0.04 322 2 | 16 127 0.04 3.46
3 8 0.65 0.03 3.90 3 16 0.68 0.04 6.49

9.3 INAR[E W=
REATRIE, MEITMEEMEES. P B3VRE, #{TAPDESANIIFEMEESD, LRINT:

=i R EER FE (%) SEHE (%)
1:64 108 105-110
MPRRAER
1:128 106 99-112
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9.4 B &{E

MR AR
APDE5A (ng/mL)
ASAOARRSRER 185.84 1.10
MCF-74HpE34f#% 227.89 1.30
Heladiff 3Lk 161.83 1.20
9.5 RE
201 EENEFLFI0DEN EREINEESEIFNODET NMELINE HXTWAREE, it E+ APDESARRENE0.04
ng/mLo
9.6 &%
XM AHRERHEER, FHEBEENNIERTIRHEER, LESuRT:
(MR ZUR R AT TRS S, )
INARR
¥ME (%) 100
1:2
SEE (%)
¥ME (%) 92
1:4
SEE (%) 85-99
¥ME (%) 93
1:8
SEE (%) 87-100
¥E (%) 122
1:16
SBE (%) 117-126
9.7 REM

FHFIER R MEIRRIRAMELHE APDESA,

+: SEXE
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