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L — b TR W 2 2 i A K IR B0 B 2 JE AT R I, AR 2%, BT IR i AR % AL 9
R 2E J s 28, FLRFIELE T, T A 26 - A — ik R PUAPLGF B St BE B, BT 4%
& YA FEh R Z wEUE.

2. QIRUR) B3R LA I ) R A 0 2 B 4 AR K DR 1 10 S JE AT AR R, LR IETE T, B
AR S AE B AEPVCHR , Bradk PVCHR b [f] 5 A7 4R G 12 () o it 28 AR ie 28 B gl B8 SR K
B FTIR G FAR IR AR 2R B TR 4L, BT iR S AR il ) B E B — 1k .

3. QIR B3R 2 it 3 () R A I 2 B 4 AR K DR 1 1 S JE AT AR R, FLARRIETE T, B
R EE TR LR I — S B A bR i, SR R R 1 — i B oK 3.

4 AR B R 3 T A B DR AG I 22 1 R 48 2R K DR 1 10 S 8 IE AT A IR, AR IETE T, B
AARIC I E YA PR R BTN PLGE 5 5 B B A b 10 (1) 2 Th v A0 1 5 > LR sk A 47
TgGAm Tck ) 2 T3 A 1) 2 Y FLIR Ak, FridR 3 — R BR LN PLGF B S H A b i 2R T V& 1L
(140 5 6 LR iR R H T g Goban 12 140 2 THI ¥ A0 1 8 6 LR ik 1 B R LA 10 0. 2~4,

5. QAU EL R A FI I ) DR A I 2 B 4 AR K DR 1 10 S JE AT AR R, FLARRIETE T, B
TR RS I 2 3 A8 A A DR 1) B 88 JE AT R M R i 4 T R IR AR 1 R 5

6 . QIR B3R 5 AT I () HRs A I 2 R 4 AR K IR 1 10 S JE AT AR R, LR IETE T, B
AR

JEAE, FIEH T FriRPVCHR ;

b, HOE R T RTINS, Brid b 56 B B A T M FR R S B A e AL

MELH , K E T b b IF TR D02 A 26 i 2ot R 2k

T PPRUR) R 1~ 64T 00 BT F TR A 0 27 6 i 5 2 e R 7 140 88 J2 BT AR U= 174 £
BT AR T, B FE DL AP IR

1) AL 3R ) 1) 4 < 8 — PR BR U\ PLGF B 5 [ HU AR A2 0 6 22 v B oA 43 ol 0. 4 21 A PR
PYEZE L, TS

2) i A E ) ) £ K o — Ik SR BT N PLGF B S B e A b 10 1) 28 T Vi 10 11 2 e LR Tl Bk
T gGRRIC R I R N AR TR & J5 , BRI B AT 4 R M L, 5% F

3) HAE AL SK - FEPVORR R B B, HEAE SR I i A 28 1 B 4R 1 — o #5 2K
B TESEITIZ A A 2R 1) — v $E B hn e AR R L B AR S AR R L D) R
5 v FE AR AR A%, 2 Ja Rl A 2R TN R 72

8 . UL ELSR 7 BT I (1) il 46 77 325, FAFAEAE T, i SR T V& A0 10 S8 e FLR R id i LR
LIRS

1) SR E R0, 1~0.5mol /L, pH{E N8~ LOM B - Wb 22 i i, P I\ —
R FEIE e NG N — 3R L R Bk — P e RN 32 JE B A IV e , $E £ S 8 5 T IR TR - b 22 o
TR 0. 5wt % ~ 3wt % [IIPEG2000;

2) MR T i A 2 2 1 % 6 LR 1 20 B0, ARG - > % ph s I pH A8 ~ 10 )5
IR BRLD) BSR4 , #£25°C N HiHE IR Bi1~5h, R BN 5e 5 , B0 22k I, 15 2
F VG 17 5 e FUIE ek , PR - W R 2% ph s YR B 4% F 5 BT IR R - D 28 b v v B
0.5wt % ~3wt % [JPEG2000.

9. GBI L SR 8 i (1) il #& 7 7% FLRRAEAE T, BT I 2 T v MR R0 & AN N =00 H A Tk
B4 TG T NIETRENR £ R R A RERR R . e IR R ER S A AR S AR AL, DU E

2
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HEHHN0.5~6) : (4~9) : (0.8~3) : (5~14) ; FIrik F i M5 5 Pk s F R 1 1 9 6 7L
R ER ) B2 LN (0.5~120) : 1,

10 QAU SR 819 Al 3 11 i1l 2% 7 7%, FLARRAEAE T, BTk 55— AR B BT PLGF H 5g BE B i
PRI R TS A0 58 e PR sk am i DL R P 3R 15

E 2 T 475 0 1 9% 6 LR BBk I N R Ak — ST Jigg FIN— 2 35k 355 P 5 W0 e o == R 6 2 ~6h,
SRJG N — Bk SR T\ PLGF B s B 44, &= I R 68k 1 ~4h, BN 10~50mg BSAZ A1,
kBl ~4h fE2~8°C 1, #% M8 11000r/min [ 5% 3 550> 30min, [k % FiEW: &5, H
0.01M~0.5M, pH="7 . AP W B 2% I VUK [ A Ly W) 5235 B I AN Proc1in3007E4°C R A7
Ry A

Hodr, B R A0 I 58 6 7L TR 5 55— AR B BTN PLGF 5 v B oAk ) o & L A L
0.01~4) »
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—HPERIRAL 2 M 2L KE TR RE BN R &2 H%
7

AR G
[0001] A B J& TR SIS W U, 70 L — b DR i 2 1 i 4 2 A TRl 1 11 S 3 JE A A
R R TS

EEEAR

[0002]  PLGF (JafA KK A& I AN 2 A K K1 (VEGF) K it — 04, Ho o 125 W) b
HEER ARG 1 e — AR R E A T 14924031 BE R 5 B 125 69K DI a i F134kDI] B
A AR R R AR I e A1) S VEGF A & B[R] YR o S R mRNA R SR R 1 P
PLGFH] P A 4 FP AN ] E 2 . PLGF-1, PLGF-2, PLGF-3 FIPLGF—4.

[0003]  PLGFJAEM) % VyRe & i 5 57 45 A H 32 R VEGFR- 1 R 80 (19 - VEGFR- 1 B A 1R 5 1)
A E T, A A AR S RT3 N R 40 S T A A R R 2 e P R A R 0 A R
o PLGFRE L 2F F 2] SE 7 M B B9 5 55 oAk , T 5 5 N R 4 B 3G 5 1248 , B e 4 I 0
FBE 1 i 5 10D 35 1 L RS 3 SR A UR B2 IR VEGF IR AR W) 2235 M , 2 2 5 %2 P g 145 A= 1 1)
B A AR R F

[0004]  PLGF & — P BERs R bR B4, o & 4 77 )2 40 i A it 420 1 PLGF 7K1 {2
B AR R 2 09 i YR P LGE 7K~ ] FHR vF-Afi fia 25 Dh e AN 4, DL ROGE FH U 5| /62 1 ¥ i 39 3k
AT T 5 1 FIVE ST il o

RARE

[0005] A4+, AR W) 2 H B E T SR AR Pud R I 2 a fa 2k K1 1 e % =
sl K He il 26Uk

[0006] Oy v SEHL_EIA H K, ARG 7 A R EORT %

(00071 — b I 25 S0 i £ A A TR 1 (0 4 B SR M A D 5 A 3 145, i i 4tk
TR ML S 72 2, Prid A N 2k AT — R SR DU PLGE B 5 B HUAA , T Bz 28 1 (4
PR Z DA,

[0008]  FEA B — AN HAR T Srp, Horp i ik 48 25 38 R AR PVCAR,, ik PVCAR B & €
WRUGE I FE b B R ie V03 g SRR E, I A a3 ARV Rl 28 B a2k,
IR b AR RN — 1K

[0009]  FEA K WYX — A BAR Ty G v, o rp i ik 0 4 208 SR A A I 26 1Y) — S EE R A b ic
B, SR AT A — mE R A TR

[0010]  FEA I — A BART S, Horp ik b ic W38 BB 5 — PRI PTAPLGF .5y
B A4 b 12 PR 2 TV A 1) 5 ' L AR A e T G 12 FRD 2 TV A0 1) 5% 6 FLIR FER , B ik 7
— R ITAPLGE B 5 B T AA bR 10 YD 2R T A R 2 0 PLIBIMOER A1 4 T GAR AL K 2R T i AL ) ¢
JEFLE IR BE /R EE 912 (0.2~4) &

[0011]  FEA IR — A BAR T S, e i PR A I 24 S A A A B ) S 5 R AT A
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MR EBHE TR R 5.

[0012]  FEAK A — AN EARTT Zh, Horh ik < 7o A0

[0013]  JIA%, H&EH: T BT iR PVCAR 5

[0014] |35, HoBEHE: T Arid A, frid L35 B BA AT M Frid B a3 e neefL ;
[0015]  WHZEH , Hik BT b i b JF B TR D026 A s 2 i 5o R 2k

[0016]  — bRt N 22 4 a4 A K AT 1 1) B 28 S A A WU 1) ok 4 v, B DA AP B

[0017] 1) sl 38 1) i 8% < 4 — AR BRL 0\ PLGF B T b Ak A1 2E 1 2 T B AR 40 ) 60, 2 38
THER AT 4 22 i b, 1528 H 5

[0018]  2) FRACHIERI 145 4 55 — Mk B 0\ PLGF B T b AR A 10 1) 26 T U5 A 1 2 6 L IR
TUER A TgGARIC Y R NS AL 2O AR TUERIR & )5 , WHIRFE I AT 4 2 I b, 528 H

[0019]  3) ZH 35 IRYCS% : TEPVCHR bR Bl 3, HEAE SR I iz 0 2 1 R 28 1) — o $5 42
WK FESEIT AR B B B R 2RI — S 5 e pn i ) 2 S B AR i 2 IR S i L)
RO 58 PR AR SR, 2 JE AR RN R e

[0020]  FEAKR B — > BAR Ty R, Horb B i 28 3 A 1) 2 't FLR oekam i L 42 3R o)
73

[0021] 1) HR I P 75 0 N pHAE 8 ~ 10 W & — W b 2% s v (L5570 5wt % ~ 3wt % [
PEG2000) H , F N — 38 A e N, N — 3R i — 0 e RN S B8 P G 0 e , 90 4 =
IV 5

[0022]  2) B 3% 10 7 A F2 5= 10 ¢ ' L I T BR 1) 40 B0, DA BT IR — B b % b S R (L
0.5wt % ~3wt % IPEG2000) ApHZE8~10 /5, IMARIP IR Frfa i /=¥ , 7£25°C R it I
i 1~5h, e B 58 G, B0 EFR BIE R 19 20 2R 0035 A 2O6FLR TR , FHINER - i 22 nh
IR T H

[0023]  FEA KB — AN BEART7 Zvb, Horb il R i i MR B B AN, N =X R AL 2 —
e Z RN I & ZBE B ARERR TS+ b R R Eh A AR =R &, DU H M E R L
H(0.5~6) : (4~9) : (0.8~3) : (5~14) 5 Frik F [ 75 14 771 -5 i i = 22 3% T 1 2% S LR ik
(K E & (0.5~120) : 1.

[0024]  FEAK AR — N BARTT R, b BT ik 53— AR B HTPLGF B v BE Hr AR A ic 1 R 1
T SO FLUAERIE L DL R 5 B 1145 -

[0025]  HW SR THI v A4 (1) ¢ 6 L IR BRI N Ak, — 7. i (EDC) FAN-¥2 2 3% Bk WP fi% (NHS)
FIRPE 2 ~6h, SR I B — R B HT A PLGF A TL & Hifk , S5 i iR 1 ~4h, FEMA 10~
50mg BSAZ AV, 4k e FE 1 ~4h; 7E2~8°C R, #& 110001 /minff) #2502 30min, B 25
TEW s B 5, FHO.OIM~0. SMP B IR 2% v ¥ W) (pH="7 . 4) B AR PLIE W R 3% A
Proclin3007F4°C F#-EfA H -

[0026]  FEAKBH)—N Bk 7 b, Horp il 3R 3 A6 1) 2O G AL R 5 R 5 — R
PLGF B g B TR 1) i L 451 12 (0.01~4) «

[0027]  AREHHIA fi AUR

[0028] 1A/ BH Fr 4 A e A 0 27 4 i A A K DR 1) e 3 IE AT R I =, L] T 1
T 2R A I ARSI, DL - T30~ 17 B AE DG 1112 7 5

[0029] 2. A< BH By 4 A e R A 0 27 4 i A A K DR 1) e 3 IE AT R I =, LR R FH =
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/N AL AES ~20min 2 A RIVAT S » 2k VA ¥ B D9 10pg/mL~5000pg/mL , #) Kb iy 14
TR

[0030] 3.7 B i A3 A) sk A 00 27 T s i A A DR ) S 5 SR A sl =, H R B 7
R g RO R VRV 58, BT DR S (K v A Ik ARG

[0031] 4 AT B P 4/ ) DR e 00 2 S0 s i 25 TR 7 1) S B JE AT AL I % FE R AR 2R
Ja > T it K 8] S ARy, RIVA) BEAT REASAS I, 45 015 5 B, A A B A ) e, B3R A1 1 IS ) A, 3
Pl PRARSE A2 W G )

[0032] 5 7 B B i A A) B A 0 22 401 i i A A TR 1 8 e B SR A ARG N, L R AR
T 7 A 00 9 O FL AR 5 T Ak 1 i T = 2 ' el SRR 22 A 30 M el s R e 1 22 1Y) ik
K61, BE 0% DRAERSURE 8] ) A XS BR85S 5y 1 3R T 5 G2 P 0 NN A U RE AR J e B 20 S8 I IR
JEHT o

F3 15 BF

[0033]  [&|1 094 i BH BT 8 (4t %) PR e v 0 2 4 i 2 A A R 1) 98 AT il AR S m
[0034] & 2A A A% J BH B Hi2 Ak 10 PR JlAS:  Z 0 i 48 2 K DR 7 19 e 92 JFE AT R DN AR — o
I R R =

[0035] &I 2B Ay AR i BH B 4 At 10 e A ) 2 B i i A K BT 1 7 928 J2 AR R A — ol e
FE S M s =

[0036] I3y A B i it 7] 1 Hh 22 i i 2B K TR T IR RS 428

[0037] |4 )y A e B SE it ) 2 v 22 G i i 2B K TR T IR R 28

[0038] &5y Ak B SiZ it 5] 3 Hh 22 i i 2B K TR T IR R 28

[0039]  [&I6 ]y A B iz it 451 4 v 22 G i 2B K TR T IR R i 28

[0040]  JLrf, 1-PVCAHR , 2-E 38, 3—hric 3k, 4- W K #Y, 5K M2k , 6- B 28, T-hr it ¥
CEANL, 8HEA, 9-FEM Y, 11-_ 75, 128, 13- IkEFL, 14- W82 5 , 15— 4R S5 E X 1k
16— ALk, 17-EALFL, 18- 28— R 2 &, 19- 55 PR & 30, 2028 — PR E &6 -

B A

[0041] Dy 7k — DB MR A B , T T 45 & STt 516 A% R B e S it 7 SR AT H A, {H 2
JO 2 PR A, TR SE R 2 Dyt — 25 B AR R BH (R REAE FIAR S50, T AN 2 0k A R BH AR 5K 1)
PR 5] o

[0042] DL AA BRI AR AU B, 35 90 3K

[0043] S fpll:

[0044]  1.PLGF% ¥ )2 MG I 1) 1] %%

[0045] 1) I E Ab 149 2 't LIRS B sk 1 1) 2% <

[0046] N, N’ X0 AAEME AL 2 — % IR EREN 38 & 5 HRERR IS -+ — e 2 ORIt 1 6 AN
HHEBA RS, VAR E R N0.5:4:0.8:5,

[0047]  (DEUFRHENEPER (61570 5mg N, N — X A ERL L 2 — ik — NI RN . Amg [ BB 2. —
W L RERR TG L0 . Sme )+ e FE PR R TR £ AN Sme ) FEERE S &R E) IO, 2mol /L, pH=
8 . AFRIHRME BIS 2h 22 VAR (1270 5wt % ~ 3wt % [RIPEG2000) H, FE- i LmL — FF 5 F iz

6
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Img N, N — IR L B Ak — S0 i 10 . 5mgN—F2 JE R FAME Vi , 751207 /min 1) 3 #1378 & F 34T
R

[0048]  @HXImL, & 1wt %6 K THI T A 4 JE 19 9 H6 P AMER 70 B (0 B b g B A= P R
HIRZAA) , H10mL,0.2mol /L, pH=8. 4" B IR - ib 5% P i R (FL 570 5wt %6 ~ 3wt % [1)
PEG2000) # B 7> B35 21 5 , IO ZE RO TR =9, 7£25°C 5 1201 /min P 1 B R 9
PE I Bi5h, 2 856 EE i, 3% 120007 /mi Py 8% 5 0 22 b 3E W 159 23R TH S LI 2 S 7L IR
TER, FHO. 2mo1/L, pH=8 . 4FJ W B> R i i R I 22 ImL 4% FH

[0049]  2) J—HRER Bt A PLGFHL b B P A b ic 2 [ 7% A 1Y) 28 S 7L IR TRk

[0050]  HWO.5mLAP B 1) H il % (14 2 T 35 A 1 2 6 FL R R N Img B A4 — WP fi% (EDC) , Img
N-F2 3L PR HIME T iz (NHS) , T =3, 120r/minf 38 i #E3h, S8 5 I 2000l 55— FR R BT A
PLGF v FEHIAR , T2, 120r/min ) 4% & T #5FE2h, B0 20mg BSAZ P, 48 245 HE2h.
E2~8CF, # B 11000r /minf %3 B .0030min, B 25 FIE TR - B0 » FHO . M TR 22 P
(pH="7..4) R B A TTIE P 3 2 Il , AN TULAIProclin3007£4 C T fRAF45 H o

[0051]  3) R 1gG 2 ve P bmic 2 vk b 1) R G FL IR sk

[0052]  HWO.5mLAP B 1) H il 4% (14 2 T 36 A 1 2 6 LR R N Img Bk A4 — W% (EDC) , Img
N-F2FEBE FAME W i (NHS) , T =385, 120r/minf 4% 38 T Hi#E3h, 2R 5 A 200Ul mg - Hl1gG%
SEREPUAR, T =, 120r/minf 8 N B HE2h, BN 20mg BSAZS IR, 46 2L 4 #:2h . 7E2~8
CF, 4% ME11000r /minf) % 8 & 00 30min, B 5 FIGWR - 5 J5 , FHO. 2MA B IR 2% ph s Wi (pH=
7.4) B ERTTIEY) E VA 2 1L, B 1uLAProclin3007E4°C R R 4745 H .

[0053]  4) f0 4 4y ) 4%

[0054] ¥ — R 5R Bt N PLGE 5 o [ HU A4 A =E 50 e 2 S B HUAAR 43 70l FHO . 2 B R £ 5% 1l
(PH=T7.4) # B Img/mL , FH RIS A AEAHBR AT 4 2 1 (NCRR) A7 RIS — PR T
NPLGF 5T FE BRI AE R 2% (TZR) 5, & F Ehu e 2 s FE PR IIE N 5 28 (CZR) 6,44
JETE3TC IR EE<30 % PSR T A sl ALl 24

[0055]  5) Anic AP il %

[0056] (D43 IS LT 4k 2 BEAEO . M IR £h 22 P (pH=7 . 4) }21f146h, SR JG 7E35°C | T
6h, 2% H.

[0057] (¥ JBESREL 1 : 1A 53— Bk B 470\ PLGF B 5 e A bR A0 A 28 T 076 A 1) 58 6 LR Tk
BRAN G TgGhR 10 ¥ 28 THI V6 A 1 2 6 FLIR TRV & 3 50 ), 1% FRB0L/ em 1 38 B W55 U 7 3 B 41
e F ML ARG B AEST C R T 2h i bR ic 33 Aric s A gE 55— B BT APLGE
BT B HUAAPR A IR 2R TR VS A 1 8 5 LR SR R e T g G 12 PR 3R TRV F 1 0 6 L PR i sk 1
J7 bR IE 45 A AR T

[0058] X EARICHILE A AT B FIAE T e AR5 U i v A8 N2 A 5 59 |, 7EIR K 34
MIVE T, MU A [ BT ENT , TEARIL 45 A Ab 71 ILBAE A (I PLGE S AR e 0 45 A Ak et
(49 573 — #k B BTN PLGF B 5 2 UM b 10 1 3R TRV AR 16 2% % L AR IS . 5 I 8 i R 400 i AR
Z IS 75—k R BTN PLGF B2 5 B F A bR 10 1 9% 6 FLA IR  H Tg G e 1 2% 6 FLIRE A
BRI S MR AR 4k 22 2T, TEAS I 28 A 2 0 S R 573 — Rk BR BT N PLGF B S B H AR b it il 3
TR V75 P P 20 S 7L TR Ak 55 0 28 B A 1) — ok B B0 N PLGI B2 g B 0 44 e o2 T 457 B E AL M 28
TE J 4% 2 b Te G 1 1) R DG LR TR 15 o 45 42 A 1 - Bt e 22 o B Ak s I T 45 B A I

7
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P2k, FAh Y 4k B2 2 AT , o Je B I 8 S JE AT A o R AR A T e 1) RO TER 1) 45 5 i
YET) A3 i ZEOCTHIEREIME 5 GEAEC) , 1HET/CIE , WPLGF B brE it e b 52 B i A
HHPLGFHI KR

[0059]  6) i EATT R WU - ) 2 2

[0060] P AEPVCHR L _EAKEECLHE 32, SR J5 70 SR I B4 202 b 1) i % 4R 611 — i $5 2K
B TE SR AL SR AR M 285 1) — v #5 B b e W 443 S FLIE B0 R T 429, DI Amm
+0. ImmfP) XA % LB D) S B R AR SR TN = 52 Hh i 28 1l 22 40 i A AR K AT 4 928 J2 s U
+

[0061]  Frid-R5eik A A B, B, Frik <72 nE 24 B 2BFrR) n] LLAHE : kg2,
R T IRPVOHR L Ea511, HoBE B T IR 12, frid BaR 11 B B A T m) Bk FF i 2
9 INFERI INAEFLLS B 5 14, R B T i 11 b, TG 2R 580 o 4% 2k 6 1t B d R 2 .
[0062]  WIEI2BHTR , BT IR A 1 26045 - AL T H P R ETIX FR A A 2 A e AL FL 1T, 2 AN
BN LT Z AR 2 AN TR e AR 2% n) A2 3 1 28 — PR s 38 18 LA S T+ PR e i 4k 2%
I\ IR £ BN 55 PR HB 19 5 XP AR5 B I BT idk 25— B #0185 B 25 B e B 19l & Bl 4R 2%
B X 15 (B4 X 380 , T B 4R 5%

[0063]  WE2AFR, T ik b3 11604 . 5 24 Frid @ L1 TAHBL & 1 2 AN E A 16, IX A
Be &8 FH DA b 55 1 URTECARE 1 208 8 7 — D s ATt b 55 1 48 T IR e 4R 41 B R 30
1) 58 — PR 2 #6520,

[0064] PR Gk H2n) 07 A T2 R AL WS & 14, DL RR 25 Frid e ) 4 570 53
26, TR MEE R B rd s E 147 & Tk Eai11 B S a % E X 8151
H AR L AL B BTIA b 5 1 LA S BT IR R b SO S A7 B AR A IFESL , LU T4
i 3O E 3 INFEARS o Birad A WU 26 FF 29 InAE FL.15-25mm.

[0065] 2. %G

(00661  HY6ORL ¥ A=f Ml A5 A i fim 21) 25 98¢ 1 i) & (1) PLGE B 28 J2 M A I = Ay e #L 13 O 23K
ARSE I RE S HR9) R AR REAS , 5 IR 5 B 15min , SR J5 K PLGF G 2 2 AR - 4 N 2156 % fa 2%
Sy AT ASGIEATAS I, B ] SR A5 4G ) 5

[0067] 3. iR4RE& VAN

[0068] 1) Hic B AN [E) ¥ 5 I PLGFAR # /i (0010.40.200.1000.5000pg/mL) , FH A< S jii 451 1 3
PR 1 1] A PLGF 4 388 J2 A Ar DR 2 HEUD R 2 B A W s AR A vk 3 AT I e, 28 LA I 6 A v T
10pg/mL , K M5 FEl A 10~5000pg/mL o Far I 285 S ANFR L7 , DARE AR FE AR AR , kI 28 5
JRAELL I AE (T/C) AR, Flogistic (WU %) #4T dh L L&, L& JER 3 A
0.9995,n="6, il % [FJPLGF R #E Hth 2k i 3Frow , T/ CAE S5 A b 7E ¥R B2 10-5000pg /mL I ¥
WA R G r A e

[0069] & 1A Wl &4k

[0070]
FRUEUR ¥ pg/mL 0 10 40 200 1000 5000
T/CIH 0.1744 0.6534 0.9755 1.3546 1.8535 2.2356

[0071]  2) EEIR
[0072] EEFE (limit of quantitation,LoQ) ,ZMCLST & AR IEP17-A23 1
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[0073] 4 H Il R 2 >R 1 =5 8] 53 & VA0 16 Fe VR iR 22, W8 AR FIPLGRI R Z H bR N
30% AEANF BT IRZERITE T, RVF &R ZE (TEa) =2CV, BICV=1/2TEa . PLGF¥& & 7E
10.00pg/mLI A MICV A 12.97% , /NF15% , 7 & & H b 2R, K LoQ=10.00pg/mL,
FHHPLGF % YK O 928 S AAS I+ 110 B A5 s v 1) RS o

[0074]  3) kE#E

[0075] il =AML PLGEAS MR 4% 5% , 43 A A i 240,200, 1000pg /mL I FE A 1E 4T
R, BEANR AT 0 2 109, TH B = AN S A MR A8 25 0 4k P9 A8 53 R ECRIL () 48 57 &R
0, IR 29 BT LU HA ) At 9 22 S5 585035/ 171353 % , Ui BHPLGE % 't S % 2 Hr ks Il =
kG 2 PR e

[0076] K2k ME

[0077]
o | EARE T4 e | BRAN%
(pg/mL)
40 40.82 1.76 8.45
1 200 199.28 57.63 11.64
1000 1017.53 175.53 8.49
40 39.14 2.59 13.53
2 200 203.79 64.75 12.85
[0078]
1000 1036.79 116.54 5.72
40 40.98 1.04 4.96
3 200 203.25 65.44 12.75
1000 1041.03 156.96 7.69
40 40.31 1.65 8.12
X1 1 /¢ 200 204.11 65.75 13.04
1000 1028.45 102.64 5.01

[0079]  4) [AlYie %

[0080]  HX =tk )& A5000pg /mL I PLGFRI HE i » 23 51 I N IR B 230 O 1) [ 4 B A
H, AR BN R PLGEAR 1 it 5 B PR RE AR AR AR L S 12 9, B A5 3K, A RIS R . =ik
FE AR 5 [R1 AT 22 1 &5 5149 391 997 . 45% . 100.99% .97 .39 % , RIS F I 7E90% -110% 2.
(), 150 B 0 5 &5 SRAF B b

[0081]  5) bk X556

[0082] Wit AE 201 e RAE A , SR F A SI it 451 il 6 1T PLGF 53288 2 AT A0 M- 5 25 IR R PLGFASE 1
A RREAT L 525G, S B 45 R LR 3.

[0083] 3t MIEHs
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[0084]
A | AR SEE) 1 & 5 PLGF %)z il -~ Pl
(pg/mL) £i(pg/mL)
Al 1 el 2 el 3
FEA 1 10.45 10.97 10.65 6.35
FEAR 2 14.56 14.12 14.35 12.75
FEA 3 26.48 27.39 26.39 25.61
FEA 4 27.35 26.49 23.47 24.59
FEA 5 26.46 26.98 24.96 25.36
FEAR 6 35.96 36.03 34.16 33.62
Rk 7 46.82 48.93 47.01 45.29
FEAS 8 19.35 18.67 17.65 16.35
FEAR 9 27.86 26.78 25.14 24.63
FEA 10 87.64 86.98 85.96 94.85
FEAR 11 56.94 54.23 54.71 55.69
FEA 12 49.28 50.23 48.47 47.16
REA 13 37.76 36.78 38.95 40.13
FEA 14 137.93 138.96 136.21 234.56
FEA 15 234.21 236.97 234.59 333.16
FEA 16 634.38 630.26 630.24 629.65
BEA 17 931.43 930.46 958.95 1027.46
FEA 18 1331.46 1306.49 1357.83 1229.35
FEA 19 2269.34 2290.46 2203.41 2574.86
FEA 20 4662.46 4568.99 4740.28 4461.49

[0085] M FE3[RIAHN GG SR vh T LA 5 A T B I it 451 1 ] 6 FXT PLGE 428 25 A A 0 - 52 A )
R RN A ) S R I 2 R W 3 ) 2 SR AT AR S A B, [RUA T RE 4 N sy =10.98479x—
3.06498,R*=0.9998;y=1.0101x-3.1388,R*=0.9996 ; % B < jiti 15 1 | % f¥) PLGF % 125 = 7
I 1 R v T R o 5 S 9] 1 1) £ 1O PLGF 5 88 JE A A6 K 5 % IR PLGF 2 (1 A6 3R 771 &
&5 AT A 4T, (B 5 FE N : v =0.9834x+22. 577 ,R*=0.9923,n =20, & 1 A & B
S i 491 1 1] £ F PLGF 4 328 JE AT A6 M- 5 2 B PLGFAS: WAt 771 & () 6 0 45 SR B 25 A o o PR b A
R BH B PLGF 50328 2 A Rz = ] LAt A2 6 B PR 12 T 1 75 3K

[0086] izt {12

[0087]  1.PLGF % 3% J= i I 1) il £

[0088] 1) & v Ak (1) ¢ D't LIRS Bl sk ) 1) 4% «

[0089]  N,N’ X0 HAEMESEE 2 & MRN8 £ B 5 A RERR IS 1 — be 24 R R £k AN
HEMS IR, I EEL N5:7:2:8,

[0090] (O IV PEF (5 5mg N, N XU HHEEBES: 2 % — TG R . Tmeg I R 2. 8%
B HEERR TS « 2mg 1) -+ e B OR AR £ AN 8mg 1) A HEIE A R L) A0 2mo1 /L, pH=8. 8[}]
TR PR IR Eh 22 i (L 570 5wt %6 ~3wt % [JPEG2000) H , F I ImL - B 22 FE i L 1mg 1)
NN =R BBk 0 i RO . SmgN—F2 FE B8 FME IV Ji , 75120 /minf Hd B T 3047 B2 5
[0091]  @HX1ImL, & 1wt % , R A R IR ZE G ER 7 B 08 B i B EoR

10
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HIRZAA) , H10mL,0.2mol /L, pH=8. 4" B IR - i 5% P i R (1570 5wt %6 ~ 3wt % [1)
PEG2000) #4835 )5 , AR RO S =), 7£25°C , 1201 /min R F 3 B2 N &%
JNi5h, 2 N 5EEE 5 5 3% 1120007 /mi n ) 4% 3 250 30min 22 bk _BIE W, 43 B R S AL 28 6 3L
JBAER , FHO . 2mo1 /L, pH=8 . 41 BIIEE — 1D 2% s v 52 22 ImL 4 FH

[0092]  2) 5 — MR PUAPLGF 5 b [ HLAR R 102 IV A0 1) 98 0 FLIR sk ak

[0093]  HWO.5mLAPBR1) Hh il % (14 2 T 35 A 1 2 6 FL R R NN Img Bk A4 — W% (EDC) , Img
N-F2 3L PR HIME W iz (NHS) , T =3, 1200 /minf #5380 R i fE4h, S8 5 IIN500uL 75— FR R BT A
PLGF L v FE AR, T2, 120r/min ) 4% & T #FE4h, B I0A50mg BSAZ P , 48 245 FE4h .
E2~8CF, # BB 11000r/minf %3 B .0030min, B 2 FiE TR &0 » FHO . IMII SRR 22 P i i
(pH="7..4) R B A TTIE P 3 2 Il , A TULAIProclin3007£4 C T fRAF45 H o

[0094]  3) Ha1gG 2% ve P bmic 2 vk b 1) R G FL IR sk

[0095]  HWO.5mL3R [HIE 4k 1 ¢ 6 AL BRI Img il A — M fi% (EDC) , 1mg N-F2 L B% Bk
T (NHS) » T2 35, 120 /min ) 3% d fi HE4h, SR G IMAS00uL mg=FRIgCE wfEdifk, T=
I, 120r/min B #E N FE4h, TN N50mg BSAE P, 4k S8 4h fE2~8C T, & I
11000r/min ) 4% & & 030min, Bk 25 HIEW . 5 f5 » FHO . MK B IR £ 22 Rl (pH="7 . 4) K & 14
TR E VE 2 L, B 1L Proclin3007E4°C R - A7A£F H

[00961  4) f 1 281 il &

[0097] ¥ — KR Bt N PLGE 5 o [ HU A4 A £ 50 fe 2 B HUAAR 53 70l FHO . 2 B R £ 52 1 s
T (pH="7.4) FiRE A Img/mL , FH RIMERSE S AN FE T R 21 24 2 M (NCES) b g A7 RIS o 5 — R R
PUAPLGF R e BE FUAR AR AL LR (TZR) 5, & A Ptk 2 e BEPURIAE N s 4k (CZ) 6,
SRIGTESTC, IR FE<30 % FIAEE T T 4hihi BB 4t 4.

[0098]  ,5) Anic Wi il %

[0099] (DBl Fos 2T 24 25 B AEO . MM B R R 22 Pl (pH="7.4) &I 4h, AR5 E35C T F
f5:6h, % H .

[0100] @4 BE/REE 91:0. 50 5 —Hk B 5T\ PLGF A 75 B FAA b 10 ) 2 T 3 AL A o G L IR
TER AN TG 1o 1) 2 THI V75 A ) 2 e FLAR TR TR & 351 51 5 5 % 200 / om 1) T8 BEIE i 75 35 3
LRAERNE b IR ETEAEST C T Lhifi ibr i 8 Anic 8 Bl A B HTAPLGF H. 5
5 T A s T 4D S T 7 A PR 2 D1 7L TR A B AR i T G T PR 8 T 7% 1 PR 2 DY 7L I Ak 3k Py b 7
e TR YR DY

[0101]  6) Fu e EATRT I -R ) 2 28

[0102]  F§JGAEPVCHR L B ARK B AL G 32, SR S5 70 SR I B4 22 b 1) i %8 4R 611 — i $5 2K
B 7E SR AL SR AS M 285 1) — v #5 B bn e P 443 S FLIE B0 R S 429, DI Amm
+0. ImmfP XA % LB D) S B AR SR BN = 52 2% 1l 22 0 i i AR K DT 4 928 J2 A U
R FTIR R 52 45 4 [R] S 4511

[0103] 2. #& M

[0104]  HYGOWL A5 A A5 in 21 25 B8 1 ) 2% B PLGF 4 928 J2 b sz I - A0 I ARE L Ol 97 i 4%
SR RE A EO) FRRRIINEE A , = 355 B 15min, 2R S5 K PLGF 5 2 JZ MG I = 48\ 3156 e 0 98 4y
MTSCIEATAS I, B RS R SR 754G I &%

[0105] 3. iR4RZ& MV

11
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[0106] 1) Fic B AS[E]) ¥ 5 I PLGFAR #E /i (0.10.40.200.1000.5000pg/mL) , FH A< S jii 451 2 35
PR 1] 25 I PLGF 5 8 2 A A M - 42 I8 IR 2 1 A i ot FEAR O R AT M E , 8 AR I e AN s T
10pg/mL, & M3 FEl 910 ~5000pg/mL o 4 M 25 AN R ATT 7~ , AR AU FE A AL AR , Al 26 5
JFRAEL I AE (T/C) AR, , Fllogistic (PUZ %0 #E4T L&, FN& FER? 2 5 K
0.9984,n="6, il % [ PLGF A HE Hh Ze tn & 4 7 , T/ CAE S5 A% v i 7E < FEE 2 10-5000pg /mLIF) 75
N B R G B AH e .

9/15 T

[0107] R4k &

[0108]

PRdEK FEpg/mL | O 10 40 200 1000 5000
T/C{H 0.1676 | 0.6355 |0.9356 | 1.5566 | 1.9453 | 2.2654
[0109]  2) w &R

[0110] E&EPE (limit of quantitation,LoQ) ,ZMECLSI K AiIEP17T-A2 1.

[O111T A F I R 22 =R R 2. B] 03 i VP A0 19 Fe VP iR 22, W8 AR FIPLGR I SR 2 H bR N
30%  fEAFH T ZRIE LT, L¥F iR % (TEa) =2CV, RICV=1/2TEa . PLGFIK fE 7E
10.00pg/mLEf R M AICVA12.80% , /NT15% , & i H b 2K, Kl LoQ=10.00pg/mL,
FBHPLGF 2 6k o 15 2 AT A I = 1) B e ey (1) R

[0112]  3) K=&

[0113] i H =ML I PLGF A M AR 5% » 70 7l A IR B2 940,200, 1000 pg/mLA FE A 3
AT, BEANVR BE 55 P AT 90 52 109, B = AN 5 A8 TR 4K 2% 1 ik P A2 53 R B Rntt 1) A48 7
FA, NS RT DL H Atk BRIt N A2 S R 30 /N T-14.89% , 1 BPLGE 5% ' 5 22 J2 b o Il

RIRHG % B
[0114] RSN
[0115]
AR B Z
S P gl | ke |, PR
40 40.82 1.86 8.93
1 200 198.28 35.63 7.19
1000 1037.53 187.53 9.07
40 39.14 2.76 14.42
2 200 203.79 35.75 7.10
1000 1026.79 175.54 8.62
40 40.98 2.04 9.72
3 200 203.25 76.44 14.89
1000 1041.03 197.96 9.70
40 40.31 2.65 13.05
=HEHEK 200 204.11 66.75 13.24
1000 1028.45 172.64 8.43
[0116]  4) [AlYig 2
[0117]  HX =HEVRIK B N5000pg/mLIF PLGRIE HE i » 43 SN B P B2 0 T O Ff 9 1tk AR

12
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A BN PLGEAR #HE it 5 I VERE AR AR AR L S 12 9, B M 30K, v Rl 2 . =4t
FEARS UHE i B W 2 10 45 540 11293 . 654 % . 103.96 % . 95.33% , [BlU 41 7E90% -110% 2
[i] , 150 B I 5 5 SR A bt

[0118] Syt fsl3

[0119]  1.PLGF4 Y% JZ MG I 1) 1] %%

[0120] 1) R TIVE Ab 149 2 't FLIRE Bk 0 1) 2% «

[0121] N, N’ X0 AAERE AL 2 e IR BREN 58 & I 5 HRERR TG -+ — be 2 ORIt g 6 AN
AR, AR E S N3.5:7:2:10,

[0122]  (QDHELFRHIEMER] (A543, 5mg N, N =X HEEER 3L 2, — e NS ER AN Tmg I BB 2. —
Tt B F FeE IR S\ 2mg () 1 — b BE R R 26 A1 1 Omg (1) I EEBE S & R £h) IO . 2mol/L,pH=8.4
) R — WD 2 1 S (L5570 . 5wt %6 ~ 3wt % FIPEG2000) 1, F I N ImL — FF 3% Bk /1% | 1mg
N, N = 3R 3 file — I fZ AN0 . SmgN-F2 SR PR HAME WP 1% , 7£ 1207 /min B 35 614 FE N 24T %
IV 5

[0123]  @HUImL, & 1wt % K THI T A 4 JE 1 9 H6 P AMER 70 B (0 B b B A= P R
HIRAF]) , H10mL,0.2mol /L, pH=8. 41 T lL — W 10 2% ph i iR (2570 . 5wt % ~ 3wt % )
PEG2000) #4813 51 )5 , IR RO IS 7=, 7£25°C , 1201 /min ) FHE 3 B2 R &%
J%i5h , J2 8 5EEE J5 , 14 HE 120001 /mi nff) #4538 250 30min Bk i, 18 2R S LI 2 e HL
JBAER , FHO . 2mo1 /L, pH=8 . 41 BIIEE — 1D 22 s 0 52 22 ImL 4 FH

[0124]  2) F—HREA BT sFLt— 1R S B U AAAR 10 2 T F0 i 2 D FLIR i Bk

[0125]  HYO.5mLPER1) il £ i 2R 1 i A 1) 2 6 7L Bk AN\ Img B A — S fi% (EDC) , 1mg
N=F2 3L PR HIME W iz (NHS) , T =3, 120r/minf 38 i PE2h, S8 JF I 300uL 75— FR R BT A
PLGFH e fE A4, T3 i, 120r/minfP) #2380 F HiFE2h, FE NN 30mg BSAZ P , 4k B4 2h.
E2~8CF, # B 11000r /minf 3 B .0030min, B 25 FiE T &0 » FHO . M R 22 P i
(pH="7..4) R B A TTIE 3 2 Il , AL TULAIProclin3007£4 C T fRAF45 H o

[0126]  3) Ha1gG 2 ve P A bmic 2 v b 0 R G FL IR sk

[0127]  HXO.5mLER TS AL 1K 2 6 7L R ER DN Img B AL — W % (EDC) , Img N—¥2 5 5% HME
Wi (NHS) , T35, 120r/minfPf) 3% 3 R B HE2h, 28 5 IMA 300Ul mg R lgG2 wlEdiik, T
i, 120 /minff) 33 N B dE2h, FON30mg BSAE PR, 46 2L 4 #:3h fE2~8°C T, 1% 11&
11000r/minff) 4% & & 0:30min, Bk 25 HIEW . 55 f5 » FHO . MK R 22 I VR (pH=17 . 4) K & 14
DUEMEHEZE L, BN 1L Proclin3007E4°C N ARA7AF H .

[0128]  4) f 4 28 il &

[0129] ¥ BR HL A\ PLGF R b B HLAR A =E 41 % 22 e BE HuaA 43 77 FHO . 01mo 1 /LI T IR 25 22 s
W (pH="7.4) Fi R A Img/mL , FH RIJERSE & AN FE T B 21 24 Z M (NCIES) b g A7 R . & A R B
PLGF L 3 FE BRI A 2k (T4R) 5, & Ehite 2 e PR IE R Lk (CL) 6,8 )5
FE3T°C, M E <30 % HI PG T 454 h ] s A g 2

[0130]  5) Anic WP il %

(01311 O BEFELF 2 Z BEAE0 . M BE IR 2R 22 vPil (pH=7.4) HiZ76h, SR 5 TE35C T T
15:8h, % H .

[0132] ¥ JBESREL 12 208 59— Bk B 470\ PLGF B4 5 W i A bR 10 28 T 375 A 1) 58 6 3L IR Tk

13
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BRANG TgGhrac 2R TV A0 10 5% Y FUIBAMBRE & ¥ 51 J5 » 3% HR L5/ om0 F5E 155 30 70 1t g &
e R b ARG CEAESTC R TR 4h il s bR iC Y bric W3 BB SR BT AN PLGR ¥ 77 B
PR TC ) 2 TV A R 2 ' 7L AR AR # T G 1 4D 4 T A ) 2 D1 7L JR A B ) e 77 Y it
PRiCe & AbT W B R L A A AT B IR R S

[0133]  6) fu e EATRT IR ) 2 28

[0134]  FIGAEPVCHR L B ARG ERELBE 32, SR8 S5 FE SR I B 282 b1 i % 4R 611 — i $5 2K
B 70 SR AL SR AR M 285 1) — v #5 B b e P 443 S FLIE B0 R 429, DI Amm
+0. ImmfP XA % LB D) S B AR SR BN = 52 Hh i 28 1l 22 0 i A AR K T 4 928 J2 s U
R FTIR R 520 45 4 [F) S 4511

[0135] 2. %G

[0136]  HXGOuL Ao A A5 in 21 25 B8 1 1) 2% B PLGF 4 928 J2 b sz I - A0 I ARE L Ol 97 i 4%
SR RE AL EO) FRARRIINREA , =35 5 B 15min, 2R S5 4 PLGF 5 2 JZ MG I = 48\ 31256 e 0 98 4y
BT ASCHEAT RGN, BB AT R4S A I 25

[0137] 3. iR4RE& VAN

[0138] 1) Jic B AN[E) ¥ B I PLGFAR # /i (0.10.40.200.1000.5000pg/mL) , FH A< S jii 451 3 35
PR 1 1] £ I PLGF 4 328 J2 A xR 2 HEUD R 2 A I st AR AR vk 3 AT I 5, 28 AR I 6 A v T
10pg/mL , & M5 [l A 10~5000pg/mL o Far I 285 S ANFK 6 Fr s , DARE AR FE AR AR , i I 28 5
JRAE LI AE (T/C) AR, Flogistic (WS %) #47 dh L L&, L& JER > HI A
0.9979,n="6, il % [FJPLGF R #E Hth 2k W 5 Frow , T/ CAE S5 A b 72 ¥R B2 10-5000pg /mL I ¥
WA R G r A

[0139]  FRos il

[0140]
FRUER ¥ pg/mL 0 10 40 200 1000 5000
T/CIH 0.1568 0.6553 0.9535 1.6536 2.1054 2.3547

[0141]  2) &R

[0142] F&[R (limit of quantitation,LoQ) ,ZMCLSI K ATHIEP17T-A2 344,

[0143] A9 Hs Il R 22 5K 1 28 [A] o7 & VP 0 1 fo VP iR 22, WE AR RIPLGR Y SR 2 H b
30% « fEAH T ZRIE LT, L¥F iR Z (TEa) =2CV, RICV=1/2TEa . PLGFIK fE 7E
10.00pg/mLEf A MFICVAL3.87% , /NT-15% , FF4A i H bR 2K, Bl LoQ=10.00pg/mL,
FBHPLGF 2 6k S 15 E AT AL I = 1) A e iy 1) R

[0144]  3) K52 &

[0145] i =AML PLGEAS M 4% 5% , 73 A A & 240,200, 1000pg /mL I A HEAT
R, FEANR FE 55 AT 0 52 109, TH 8 = A5 A MR AR 25 10 4k P9 A2 53 R ECRIL () 48 5 &R
B, WRTH AT LR AR AL N AR 7 R 2085/ T14 .84 % , Ui BPLGF 2 ' A g% J2 A Al -
kG 2 PR e

[0146]  F T ML AR

14
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[0147]
itk BRI | | g | RN
(pg/mL)
40 40.82 1.53 7.35
| 200 198.28 73.45 14.83
1000 1037.53 176.53 8.54
40 39.14 1.76 9.20
2 200 203.79 72.45 14.38
1000 1036.79 178.54 8.77
40 40.98 2.12 10.10
3 200 203.25 54.99 10.71
1000 1041.03 201.96 9.90
40 40.31 1.65 8.12
Bk 11511274 200 204.11 65.75 13.04
1000 1028.45 168.75 8.24

[0148]  4) [H]Uig 3R

[0149]  HX =t/ & 5000 pg /mL I PLGFRE HE & » 23 51 i N B3R B 230 F O 1) [ P A A
H, LA I\ R PLGEAR 1 &t 5 P MR REA AR FR L 12 9, B I e 30K, T AR Rl 2R« =4t
FE AR v S (R0 22 11 &5 B 49 791 995.86 %6 . 103.22% .95. 77 % , [t 3 1E90% -110% 2.
[F1) , 8 B 00 5 4 R4 B v o

[0150]  sEjifsl4

[0151]  1.PLGF4 5 JZ b il ) il &

[0152] 1) ZRETHIVE A 2 ' L e Ak 1) 1) % <

[0153] N, N’ X AAEREIE 4 % N IRIREN TR £ I HRERRER  + — b S A R 25 AN
HEBA E L, WU E M E R N6:9:3: 14,

[0154]  (DHLFR G M) (5 6mgfIN, N~ XU HEEFE I 20— j% DI BR N Ome X1 38 2 — 1%
A RERRES  3mg 1)+ e L 2R M IR 6 RN 14mg 1Y) AAEIR B ZRR £6) IO 2mo1 /L, pH=8.41]
WRER - 22 VA R (61570 . 5wt % ~ 3wt % FIPEG2000) H, F I N 1mL — H 35 FR R i« 1mg i)
NN — IR I HZ R0 . SmgN-F2 S BRFAME W% , 72120 /minfrI 8 £1:3 FE F 3E47 OV 5
[0155]  @HUImL, & Lwt % R 7 A R I 28 6 AR ek 7 5ol (8 il e A= B R
HIRAF]) , H10mL,0.2mol /L, pH=8. 4 IR - wb 2% A (BLE70. 5wt %6 ~ 3wt % [
PEG2000) FiRe 53 83 &) 5 , IR RO S =4, ££25°C R iR [ Bi3h , [ B 58 HE
J&i » % H8 120007 /minfP) % &5 0 2B Il 15 2SR VS A6 1) 2 6 LR ek , FHO . 2mol /L,
pH=_8. 4 W BT b 22 (s v AR i 22 ImL 45 FH

[0156]  2) 55—k T APLGF B 5 B P AR b 10 28 1 % AL 1) 5 6 LR TR

[0157]  HXO.5mLAZPR1) A il & 149 2 T A 6 28 S LR R I N Img B 4k, — I Ji (EDC) 5 Img
N-F2FEBE FAME i (NHS) , T =35, 120 /minf %3 T HidE3h, 28 5 MA100uL 75— #R R HTA
PLGFEL SRR, T =, 120r/minf) 4% T #EFE1h, FE NN 10mg BSAZ P, 4k S5 1h.
E2~8°C T, %M 11000 /min )3 B 0030min, 25 FIs . &5, FHO . O LM i R 22 1 s

15
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R (pH="7.4) B EARTTEY E 1 E InL, N 1L Proclin300££4°C N ARAF4E F o

[0158]  3) Ha1gG 2 ve P bmic 2 vk b 1) R G FL IR sk

[0159]  HWO.5mL3R [HI 5 4k 1 ¢ 6 AL BRI Img il tb — M fi% (EDC) , 1mg N-F2 B8 Bk
T (NHS) , F 235, 1200 /minff) 8638 Rt #E3h, 2R JE IIN100ul mg2f: % 1gG% 7o b fifk, T
i, 120 /minff) 33 N FE Lh, BN 10mg BSAE PV, 48 2L H 1h fE2~8°C N, 1% 11&
11000r/min ) 4% @ & 030min, Bk 25 HIEWH . 5 f5 , FHO . MK TR £ 22 Pl (pH=7 . 4) K & 14
VY E VE 2 L, B 1L Proclin3007E4°C R - 47AFF H

[0160]  4) f 4 281 il &

[0161] ¥ B HL A\ PLGF R b B HLAR M =E 41 % 22 e BE HuiA 43 77 FHO . 01mo 1 /LI B IR 25 22 s
T (pH="7.4) FiRE A Img/mL , FH RIMERSE S AN /E T R 21 24 2 M (NCIES) b g A7 RIS o 5 — R
PUAPLGF L TERE FUAR AR AL LR (TZR) 5, & A Ptk 2w BEPURI/E N Tz 4k (CZ) 6,
SRIGTESTC, T30 % FIAEE T Tk 4hihil BB 4t 24

[0162]  5) ARic WP il 2%

[0163] (¥4I 4T 24 2 BEAE0 . DM B B R 22 vP i (pH="7.4) & I6h, RIS E3SC T F
15:8h, % .

[0164]  @#4BE/REE 91 1K 55— Fk B 30 A PLGF 5 50 [ iR bR i 22 T Ak 1Y 52 6 LI Bk
BRANG TgGhrac 2R TV A0 10 5% Y FUIBAMBRE & ¥ 51 5 » 3% HR L0/ em P 30 F52 155 3% 70 Bt g &
e R bR GICE AEASC R TR 2h B bR IC 3 bR ic i BB 55— Bk BR T APLGF
BT B BRI 2R TR VS A 1 28 5 LR SR R e T g G 12 PR 3R TRV 0 1 0 6 L R i sk 1
J7 AR I 45 G A0 T . B B ARG G- AR T B B[R] STt 5] 1

[0165]  6) fu s EATRT IR ) 2 38

[0166]  SEAEPVCHR I EAEZ AL 2, SR 5 A SE I B g 382 b1 ids 42 6 1) — o d 8 4R K 3,
TESEIT B B2 IR U 28 51 — Ui ¥4 B A 10 33 J B B AR 39, FH U)LY A4 mm =
0. lmmf¥J R4k A% LB 5 B4R S5 TN - 76 Hh o) 8 1l 22 10 i 2 A0 K DR 1 e g% JE A A -
FIT ik - 5 1) 45 74 [R) S e 4511

(01671 2. K&

[0168]  HXGOWL Ao WA A5 in 21 25 B8 1 1) 2% B PLGF 4 928 J2 b Az I - A0 I ARE L Ol 97 i 4%
SR RE AL EO) FRRRIINREA , =I5 5 B 15min, 2R S5 K PLGF 5 2 JZ MG I = 48\ 31256 e 0 9% 4>
HTCEEATAS I, B RS AT SR A4S I &%

[0169] 3. iR4RE& VAN

[0170] 1) Pic B AS[E) W B I PLGFAR #E /i (0010.40.200.1000.5000pg/mL) , FH A< S jii f51]4 35
PR 46 10 e 28 E AT AL - 2 FEU D SR 2 g A I ik AR AT D e , 25 EV A I 28 A /& T 10pg/mL , A
MIFE [ 9 10~5000pg/mL o A5 W 25 SR ANFR 87~ , LAFEAN BE A A8 AR , ar I 25 5 4 21 B
1B (T/C) Y ALkxR, Flogistic (WUSH0) #H47T & A, L6 BER22 71250, 9986 ,n =6, iill %%
[FIPLGEA £ an 6 B » T/ CAB S5 A #HE b 72 ¥R 2 10-5000pg /mLIFI YE Il N B A R 4 19 AH
Ktk

[0171] 8k &k

[0172]

PRUER Fpg/mL | O 10 40 200 1000 5000
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CN 110514828 A W OB P 14/15 51
T/CH 0.1645 0.5789 0.8956 1.5745 2.0764 2.2654
[0173] 2) &R

[0174] E&8FE (limit of quantitation,LoQ) ,ZRECLST A AifIEP1T-A2 4%,

[0175] 48 8 Il R 22 >R 1 =5 8] B3 & U 40 16 Fe VR iR 22, W8 AR FIPLGR I R Z H bR N
30% AEANF B M IRZERITE LT, RVF R ZE (TEa) =2CV, BICV=1/2TEa . PLGF¥& & 7E
10.00pg/mLI A MFICV A 14.86% , /NTF15% , 7 & i & H b R, Kl LoQ=10.00pg/mL,
FHHPLGF % YK G 928 2 AAS I+ 119 B A5 s v 1) RS o

[0176]  3) ¥E% &

[0177] il E = AR I PLGFAS MR 4R 2% , 43 Jll A R 29140200, 1000pg /mL I A AR AT
R, BEANR P AT 0 2 109, TH B = AN S A MR AR 25 0 4t P9 A8 53 RECRIL () 48 57 &R
0, NI BT DLE H HhE] FIHE Py A8 5 R A3/ T-14.67 % , 1t BHPLGF % 56 5 3% 2 B Al -

RIS B o

[0178] ok il ks
[0179]
ek BRI e [z | BRRE%
(pg/mL)
40 40.82 2.08 9.99
1 200 205.28 58.67 11.85
1 1027.53 201.57 9.75
40 39.14 1.97 10.29
2 200 203.79 65.86 13.07
1000 1036.79 124.75 6.12
40 40.98 1.08 5.15
3 200 203.25 64.97 12.66
1000 1041.03 207.75 10.18
40 40.31 2.98 14.67
=tk 200 204.11 73.86 14.65
1000 1018.45 186.87 9.12
[0180]  4) [z 2
[0181]  HX =HLR K N5000pg/mLIF PLGEREHE i » 43 AN B9 B B0 T 0 1 B 14 R A

i, Hodr BT DN B PLGE S v i 5 B PR REAS AR R EL 129, L I 5E 39k, i S R R . =4t
FE A A VHE o R UL 2R 1) 48 B 45 35997 .97 % . 105.98% . 98.92% , [AI U K 1E90%-110% 2
8], 5t BV 5 45 SR AT S bt

[0182] [t . o G VA VRIC &

[0183] (1) 0. MMM £h 22 VA ik
[0184]  NaH2PO4.H20 5.24g;
[0185]  NaoHPOa4.2H20 28.83g;
[0186]  4fifk 7K %E %5 42 1000mL ;

(01871 (2) HHER-HIAD 22 iy
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CN 110514828 A W OB P 15/15 7

(01881  #wb 19.07g;
[0189]1 & 12.37g;
[0190]  PEG2000 5~30g;

[0191]  4fifk/KEFE 21000mL.

[0192] DL b Pl il St 45115 9 78 0 150 B A O B T 235 1R S it 437 5 A B ) R 5 el A PR
T AR H ARSI ) AN GAE A A B At BT R I 4 () 5 AR B 6 L S5 7E AR B 1 AR 9
YO N o A B R DR A BB AR LR A i
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VY & ¥ LogisticilliZR 07

15
18 — :
ol
.
18——1 0
i
L
E -
18 ©
18—

_'@_' ."_'éf_' :

Jifdy=(A-D)/[1+(x/C)*B]+D

A = 2.89456
8 = -0.42776
C - 31230159
D = 017369
M2 = 0.99947

X YRR Y-TEFoV%) Y-S v

0.0000 0.1744
10.0000 0.6534
40.0000 0.9755

200.0000 1.3546
1000.0000 1.8535
5000.0000 2.2356

0.1737 -0.0007
0.6655 0.0121
0.9500 -0.0255

13784 0.0238
1.8407 -0.0128
22387 0.0031

?

©

—17

—12

— 19

iR e
FR¥F-F7A1 0.00154
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CN 110514828 A W BR B 3/4

PUS ¥ Logisticth 2% 30075
Jifi:y=(A-D)/[1+(x/C)*B]+D

A = 248108
B = -0.58869
C = 114.77101
D = 0.17003
rf2 = 0.99839

X Y-ROWA Y-V Effiovise) v-il BT v-4R0¢

0.0000 0.1676 0.1700 0.0024
10.0000 0.6355 0.6139 -0.0216
40.0000 0.9356 0.9781 0.0425
200.0000 1.5566 1.5128 -0.0438
1000.0000  1.9453 1.9761 0.0308
5000.0000 2.2654 2.2550 -0.0104 T
BARA L 6 % 1000 L a 3000 4000 5000

%% Ji il 0.00526

K4

Py &¥ogistich£Rin &
Ffky=(A-D)/[1+(x/C)B]+D

A = 253080

B = -0.65031

C = 97.29026

D = 0.16797

rA2 = 0.99794

X Y-Sl Y-THIfiOV%) Y-S Y-k T

0.0000 0.1568 0.1680 0.0112

10.0000 0.6553 0.6063 -0.0490

40.0000 0.9535 10172 0.0637 : ._ : :

200.0000 1.6536 R Y L e e e S B
1000.0000  2.1054 21051 -0.0003 i :' : :
5000.0000 2.3547 2.3615 0.0068 T ' : .
B 6 % 1000 mxﬂ 3000 4000 5000

¥4 0.00767
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Pl 2% Logisticlll £k L5
Afly=(A-D)/[1+[x/C)"B]+D
A = 2.40675

B = -0.72229

C = 9943733

D = 0.17841

™2 = 0.99863

25

X Y-Bewifli y-rEfficoviss)  y-ibsii

0.0000 0.1645
10.0000 0.5789
40.0000 0.8956

200.0000 1.5745
1000.0000 2.0764
5000.0000 2.2654

v-Rz =
0.1784 0.0139
0.5347 -0.0442
0.9388 0.0432
1.5679 -0.0066
2.0529 -0.0235
22825 0.0171

05

i e
R 7 Ji i1 0.00490

S

1000

K6
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2000
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5000
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