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L. —FhegWH &Y, A5

(i) AFITHER

(ii) yHV& VU188, Al

(ii1) AR EFR EN- 2 B2 Dh R

2 ARPERUCRIEE R FTIR I H A, 10605 -5 W B3R BE AT 3L HNa C 1 AT 1L HBEDTA .

3 MR HEAUR EE SR 257 38 (1K) 4L A4, He v 95 0 R L V1 9 VD U 188 FFY B S R ARk 4
NaCl F{FiEHMEDTAR AHNF B & (%, w/w) ZELL N Ya N

AR AR 1% 10

B4 188 05%5

¥ AR BR 0.1 £ 0.3, fefEitit
NaCl 0.1 £ 10, FefFiki
EDTA 0.01 £ 0.1.

4 ARAEAANZORS PR AL &4, Fo b g5 VRIS IO 4 188 L At 2 IR AN AL 1B HINaC 1 AT
AR HBEDTAR) P X EE 8 (%, w/w)

a) HEMEREE O TE9
B &4 188 3.5% 45
¥ AR AR 0.15 £ 0.25;

FAMKAMS  HRBEREE 8
hiE 188 4

LA BR 0.2; =X

b) HEERERE  TE9
BT 188 0.5 & 0.7
¥ AR 0.15 £ 0.25;

5 B AR %A AR R A 8
WhE T4 188 0.6
AR 0.2;
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67814 188
AR BR
NacCl

FF BAR % M K
B8 IY 4 188
W B R BR
NaCl

d) TSV R AR

&4 188
¥ AR BR
EDTA

H Bk kA
&4 188
¥R R B
EDTA

AR R EAE

SRR R EAR

.= 3
35845
0.15 £ 0.25
04 % 0.8;
2

4

0.2

0.6; =X
729

3.5 %8 45
B15 =025
0.01 £ 0.05;
8

4

0.2

0.03.

5. AR FEROR ZE R 2 i R 44510 » e mp I 0 BB Vi VD U 188 W N- B~ Bt =R

FHEDTARI AN HE 5 (% ,w/w) ZELL FIaE A

1 £ 10
05%5

AR R AR
Wa A 188

N-ZEE-F LR 0.01 £ 0.5, A

EDTA 0.01 £ 0.1.

6. MR BRI ZE SR 5 IR K 4L 510 » b i SR s VD 4 188 N- Z B —~F L& R ATEDTA

HIAERS B (% ,w/w)

AR R AR 7%9
W01 188 3.5% 45

N-ZBt-FRE 0.1 £ 03 4=

EDTA 0.01 £ 0.05;
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0BT HE 188 4
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N-ZBe-F R 0.2 F=

EDTA 0.03.

T ARYEAL— DR BRI ZE R Frik A &9, L5 b

8. MRIEAUR LR L ik () 25 A &4, Hodh i 405 AN B 5 Bl el 22 Jo e

9. AR PEAUHI ZE R 8Tk (1) 454, Ho v v w0 bt 1 88 HR it U R 1) AH N B & (%, w/w) 7
DL YE LA

T 188 0.5%5

F I = R 0.1%0.3,

10 AR $ BUR ELR O iR i 20 &4 , Ho b yR i vb i 1 88 1 FH I & IR 1) i ik AE N B2 8 (%6
w/w) N

TV 188 3.5%4.5

F I = R 0.15%0.25;
It HARIZE by

TV U188 4

F I = R 0.2,

11 ARIEAURN ER 1R LOFAT— TR A9, b ik 41 & W AR g &9, Hokh
ik 2 A AR i Hb L 55 2% R

12 ARFEACR R VLR G, Forb B i 22 i R D H 2, b 4H 2 IR ) ik FE I e
Hh Ay 20mM, e HR pHACE HZES 22 7136 Rl Y, ¢ HL I A Bk pHER AR I HBAED . 5611 Y A

13 ARFEAUCRIEE R 1 B THAT — AT (&9, HoA e 20 A& 90 N AR A4 Fodb
AR T

14 AR IEAUR) B SR 13 FT R 4L, 30 615 22 vh 7], e v BT 22 77 0 s 9 20 5 i
Hrpprid @ikt 5 0.1220.5 (Yw/w) [ABXT E i, AR IEHLS 0.3220.4% (w/w) [ 4H
X E

15 AR AR EE R 1 AT — T FTR (W H &9, HoA ek 40 A W AR A A4 » BT it i
PR G — PPl 2 Bl BT 1 55 25 I RS BURE R VIR VD IR 188 FH R 2R L 42 R AT
e HINaC1 F I HIEDTAZH 1% -

16 FREAUCFZE R 1 AT — TFT IR (1 A4, HoA el 28640 9 [ AR 2 640 5 v I [
R GV — Fhal 2 Fh A S R 52 2R VIR L VR I& VD I 188 L H B 20 IR « % 1 71 AT izt
NaCl FE L EDTAZH J% .

17 ARPEACRIEER 1 2 56 AT — T IR (A4, Fodb BT 2 & 0 9 AR 640 5 i
AR AW — FhEL 2 i R EE AT B RS R U R BB TR VD I 188 N 4 B R
R < PP AIEDTAZH i

18 AR HEALFN E RIS 10T — AT IR 2 &9, o T iR & W0 AR 4 & ) 5t
H o —FhE 2 i BT 18 85 3R 9% VD U 188  FE I U R AN G 7 2H 1l o

19 . ARYEAT — TUHT R BRI E R BTk i 2059, ANEL 3 sh it B A

20 AR FEARN R 1B 1TANOFAE—TFT IR A9, B8 £ D 2 1 ER (EDTA) 55,
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21 AR BB FE R 20 Tk (1 &4 , FrHEDTAM AR B & (% ,w/w) TE£70.01%0. 10
Ta P

22. —FRIR LA G A

(1) REFFR;

(ii) JAIK T 1 5

(iii) BA 7

(i v) 44k R P A AT o

23 R BRI EL SR 22 B il (P VAR 25 ) 2 640, I A i i 85 6 71 W EDTA JEGTAEKDTPA , FF
H BT 4 B B s AR e B I g

24 —FRIR LA G, B -

(1) REFFER;

(ii) JHIE T 5

(iii) BA 7

(iv) FEL& 17,

25 AR A RN ZER 24 B iR VAR A G4, Horb BTk 255 A REDTA, JF H T iR 26 17518
N-2. B IR -

26 AR FE AN ZE R 24 B iR VAR A G4, Forb BT ik 255 A REDTA, 3 H T iR 26 15518
THRALFRIL K,

27. — PR LA &, A5 -
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(ii) JAVE T 5 AN
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28. —FRIR LA G, B -

(1) REFFER

(1) 5K S35, Brad sk o 77030 B Ve 0 e 0 L &4 H EE I (L AL R A HE DL AT
OE RS

(iii) JAIK VDU ; Al

(iv) FIR A -
29. — PRI S, B
() R B R

(1) 5K F370), Bridi sk 70 770ide 1 E B 0  RERE L SUAL B H I L L A4 e ) i DL & e
HIH 5

(111) RE R, Bk R i V7R H R RN AR IR L e T 4L

(iv) &5

(v) BEZ1EF,
30. — MR T AMHEY, A E -
() RHEEE

(1) bl REME L H SR e | L A e & B B e T 5
(111) FRME R, Bk R i v H R RN AR IR L e I 4L
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(iv) A

(v) FE R A A A 7

3. — Mk TA4MHEY, B 5
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(1) s el H BRI L AUmE A AT R B e I H 5
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(v) F R A A AL 7)o

32 MR IEHF]ELR 30 2 31 AF — TP ik B9 25 4, Ho b B ik 2 & 77 WEDTAVEGTAEL,
DTPA, 3 H A4 B e 8 A R e bR i g

3. MG TAMHEY, A5
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(1) s el H BRI L ALEE A AT B B e I H 5

(111) FRTE A, Brid R E PR B iSRRI IR DL BT H 5
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(v) BEZ 1B 7

35 ARFEAL R ZE oK 33 28 34 F— TR ) R T 25 W AL & W, o v ik 2 5 75 9 EDTA , I
H P 526 1EFIAN- 2 19— L2

36. MG TA4MHEY, 05

() R FER;

(1) W hE el H BRI L ALmE A AT B e e I H 5

(ii1) JHI& VDU ; AN

(iv) BEZ1EF,
37. — MR THMHEY), A5
() R B

(1) s el H BRI L ALmE A AT B e e I H 5

(111) FRTE TR, Frid 2 s PR B IS v i 2R L AR R DL S e A TR 25 5 A

(iv) BEZ 1B,

38 ARFEAUH] K36 B 3TH AR — TR W R T 29 &4, Horb Frid 2 B3R AN-2
[ S IR g8
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() RF B s
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(111) JEAUS VDUl s A0

(iv) FIR AL -

40 . — PG TT IR/ RE IR A/ B T 95095 B A RN iE 1) g v, A BT IR T v B 9 e X6
B B2 i AR AT — TG IR BRI LR iR 1 29 & P 2P 3%

41 AR BUR EL R A0 BT IR 18 77 %, Horb B 2 93 B 05 AN e 2 B # 22 JL PRI S5 97 T
O F ARG WA PRIFAS « 98 A1 R KR4S

42 AREBUFE R ALFTIR B 51 , Horp Frid B i o 4048

43 ARFEAURE R AR 1) 7715 , o BT IR R i O 2R

44 . —FRSEZRIRTT J7 1 LA A H A 75 B 52 3 it AR PR BRI SR 1 &2 39 4T — I
Frid K125 &R IR
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FEHRRESRESY

RAR G
[0001] 7% W B 25 R Tl B 21 W 2 B 70 AT — A i 22 il 2 1 TG 700 1 ] 4 AT 4
2B EY).

BEREA

[0002]  Z5AL &0 & AT Z /D R PR Ry (B WAR T 2 &%) BA K9l n— il 22 Fi il 2
TR G 1o 7P T O A T B B R/ B s R ) 10750 5 O LA T e FH 4 R LSBT R Y
WA R BRI VRN « AR SCA T ZSA & B AT 2 iR 7 VEAN/ Bt 7t i .

[0003] Dy ¥ il A7 A PEATHRAT B AE R , T LORE 25 WAL 5 WS il AR T R (B 2R 1
W) B TR R, L R] AR e FH 45 J8 5 2 i A TG R A (5 /K B0 AT EA . 3k
M, TR 245 ) 2 S DT ) KV R BRI 2D S YR S A B SR I I R o R
T 5 H A TR R 7) T REAR B AR E (R OR KR AE A W3 1A 2k i MERTIRES) 5 B e 3 3L
FEAE P ZZ A B 25 P02 5 O ) B A (U 2R 75 20) R A7 3Y11R) B2 3 o ) 453 5 A/ BB 3 oty
PER 5% o RS E V) RURT | A 1 B P s o R R T B B A B AN AR 5 P (i 451 2 A P B
R B A AT M G AR B A S B 5t G e e A 4 S Rk Bl P 0 Jo ) P i St
T8 S SEAN T Bedl) T AR o O T T X A ANAR E M, © 28 % AR T B B SO IR 7 (G
I B AR SkAe g 9L & AR AE R B BUE PR .

[0004] 4Rk, RV O R HL AR 5 SEONE , (ELAE 25 W0 2H & W v A P 8 dn 1 4 1 e R ) 2
PR IR 1A A A 25 o B, 11 AN AR 65 B¢ 9 ELBOAOBROE LA SRAT o e Ab 5 24 it
25 BB, T T E MR IV ik B DA 7 it T R A i e S SR A 4 TR
AR EJRR H 7R 1 7 A XS o BT M, L A AE SRR ) PT RE L « 25 WAL 5 ) v S il 1 SR
FIRAEAE ] P BUR RN TR B T BRI ST o B, JedhoE , 8 - SRS F &
F A RER o B A% i3 B 29 AL &b o B, A BB AR B A& 1w T AR 9 A & A
FE R HT B 73 A AR 1 BRI 730, 3 dn ) A g 70 & R OR3P R AR T OR 471 o
[0005] A% 1A 5 2 B MURp R AL BE — AP IR B ATBELAS 1 T 0 S R s 3 R0E o i 25 A
A IE R AR BB AL o B0, B B 32 T 220 1 K 201 50kDa ) K i
FU IF Hitt— 2 SR s MR A B A, R R/ 0 22K 21300kDa A2 900kDa o 42 14 75 3%
AW R/IME BN AN B I 1 BRI 5 A AN AR 2 5 Y R A SR AR R 1R R
B A E M, U A )P TG VR R R 1 B DR X o IR 0, IR B BT 77 G e ) B A 7+ R R
PR T-OR 77 194 A TR 8 LA 35 3 AR M L BUib B BL B U UK # R B A
SHE#RRE EY AR RS Z AR E B AR 7 3 SR R3S TR AR
[0006] 55 i 55 2 ¥ 1 A 73 AH DR AR 573 — A Tl il £ I ) I A2 1) i A 20 BB o ol 75 PR R R
2 RS AT B o DR, AR BT 1 B SRS B AN R AT R 1k Ok L AR B G TR
AR R ) EER

[0007] 5% 1A 55 21 0 M 2y BR 5 1) 53— A HE AU 25 W) AH & ) b A TR AR DL IR
R B RER N I MR R BT R A TR DR B T =R 5
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I S I IR A B A i R TR AN T ek R R I . 54, &A@ 2 50
[R5 3% R I ANAiAL T AF IR B 75 31 B S WM R 2 25451 B fdl FHIRAIRAS 2 119K
[E 2 R EERNPUERIE  H T AWH SV RARE AR B8 5 R IE PR 15 %0E e 4y
AR 2 TR B 45 G0 S 56 % P A B A SR I SR 25 A A ) BRI AN UL B B T
LN B DS A TR N SR o 4R TR B 2RV R 8 23 X SR TR (1) 3K e B T 5 B0 MR A3 ) A
SRR A% ()4 T B 2 0 TR A 70 TR AR A S SR R 5 50982 1 254 ) b A AE IS PR RS0 1 s
T o R, 5 R AR B B SRR 551 (i tan 491 Gn A 5 79 v R DR AP R AR IR 47 771) 6 2 RE A% 78
2 TR FEL A 751 DA T 42 5 3 U R 1 W PR 28 3R T

[0008]  E54R B B 2% 1 B2 AH G 3 — A n) L2 5 5B W0 TW A S 1 pHESURSE o 491 1
£ H1900kDa i BoNT /AR AW AT ¥ FpH 3.5%6. 8HIF /KW - SR 1 , fEpH T 29T, 45 71
& pHTH s BlpH 8.0LL BT, JEFE R AHKRE E M 150-kDati 2B R LR, SR .
% JEdward J.SchantzZ: N, 5544-4571,Preparation and characterization of
botulinum toxin type A for human treatment,Jankovic,J.Z N ,Therapy with
Botulinum Toxin Marcel Dekker,Inc.,1994) .t TH#{EdEF R A E AR FFE A B T8
PERRE W OB — 0 F1 = e 45 4y, DR X 6 B | ) &5 -5 BB0RR 11 2 RV 1 By FE AN AR
5E o PRI, AT FH T G ) 25 2 T 2RV 1 20 R 25 0 AH S Wi - B 8 T 791 6 A e 8 £
PRIFAR B 25 RIS MR O3 B0V 12 T A0 75 1R pHZK P ) Y | A 4884

[0009] Rl 7% BLX AL — PR R B 3R A S, b R W B 0 sy GE W B4 1w
B BN AEE B BRI RIRE AR WP R A — Fhel 2 Fh B T4 € [ A4 sl 4 25 P 4H.
E VAR AR AR 1 B RIS 1 2 I R R B SR 7 B AR AR R B R A AE )

b ES

[0010]  FE—ANJTTHIA , AR BISEAE T — PG W A4 B0 5 48 1 75 RIS PR A A3 5K A
F A FIPTAA A A — ST T Beh  IZ A AH SR SR BT E R R 7E 5L
T LA AL BN A ST T B Z A A A AN L
ST R ZA A YR SRS I IR/ BCR L B R B . 7 S s T b, A A E S
TSV U188 /B S 1L ALBR IE 20  7E— L5 77 SR, PrA AL B L-F R 2B N- 2 -
PR (NAC) T 2R H 2K (BHT) £ & DY Z g fh £k (EDTA) JEDTAZRAA . £ —EE-XL
(2-F F: 2. BF) -N,N,N’ ,N"-PU 2.1 (EGTA) \EGTAZKAUY . — .23 = & 1. Z. 1% (DTPA) .DTPA
KA HUIR IR LA S BN TR G o A — LE STt 7 S b BTN F B 2 R o 7E — 285K
i 77 R PUAA T INAC . £ — Re STt 7 S, i Pt A AL I INACHIEDTA o 7 — L8 5L it 7
Fh L REE IR E G ) AN SET T SR 2 G R R HE A 2 PR G I R o AE s
it 7 R A B A ST pH o fE— LSt 7 R A2 A W TR R o AE — LS S it
T ZH AV E AR

[0011]  ZE—ANTFTHH , ARATFIRAE T AR5 A1, 60 5 02 18 55 206 T 1 40 < Vg T
VISV IR 188 B SR L AL R IR 20 LA S L—H i 2 IR BUN- £ Bk — 1 I 2 B8 (NAC) o 7E— S8 St 77 %
W AR A S A AT R B R AR S Sit T RP L IZ IR A S A
EDTASKEDTAZRALAY) o 75— L5 75 S P TR 25 W0 A0 & W0 7 AH U BR G v 1) o E — L8 S it
J7 R AR LS V) pHAES 2R T ()G Bl N o £E — B8 STt 7 S, L—H i 2 BRI A G 22

9
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HIEL0. 1% 2 2)0. 3% MIVEH N o 75— 52l 57 2, NACHI A X EE R 7E£90. 1% 2 £90.5%
[RIYE R N o 7E— L2 ST it 77 22 7, EDTAR A X B S 7E£0. 01 % 2 £490. 05 % (1 VGl Y o 7E — 285K
Jiti 77 e, MR (A B AEZI1.0% 24910 % (TN o 7 — B8 Szt 7 R b, iR v i
1881 AH X B B 7F 292 % 22 295 % HINE PN o 75— L85t 77 S b, SR 1L AL R R 20 AH X S5 B 7
£10.02% £ £10.06 % HITEHEIN .

[0012] £ —TJ7 i, RATFHEME 7 A& R B W 8 R IR Vs D 1 188 5% 1L Al
FiZ 1620 NACHIEDTABREDTAZS AN ) [ 4 25 W 4 540 o 1F S e F S Bt 77 e vp , 12 [l AR 245 4 20
EWALE TR TR IR IR VD U 1 88 FINAC . 7E W 1k 1 S it 77 e vh | % [l 44 245 W 21
S S A FEAT T 5 N VAR VD U 1 SS AL B 2 R o 7E — LY S it 7 =, i A ZY
WIAH & Wi H 2 R 5% ) o AE — S8 St 7 S8, L- IR A R I AN E B AE210. 1% 24
0. 3% [ Rl Y o 75— LE St 77 227, NACH AH X B FE7E£90. 01 % 220 05 % Va1 o £ —
Be 52t 5 ZE R, EDTAR AHXT BB EZ10.01 % £ £0.05% FITERI o £ — L85 7 = , i
W) AR BB AEZI1.0% E24110% KITEE A  7E — e S2 i 7 b, IR VD U8 1 88 ) AH X B &
TEL]0.5% 225 % [0 N o £ — 2L SEhti 7 S, 3R L AL R IR 20 AR X S B AR £)0.02% 2
£0.06 % 5 FE N

BAFXmAN

[0013] AR WIS LU 2 5 W4 S AS 8 I A& B AR 25 W) A S, B 5 R e B 3 T ME AR
I3~ HE RGP R AT A ZEAS R W ) LIRS b, R AR IR .

[0014]  JELLSjti Ty SALFRAL 10 AR 45 A K W J7 TR SR S 1 S W0ia 97 45 P , B i Al
ToIE B 735, ALFE G a4 AR (9 4, SEPEAARRREAS) Skm (1, fw=kJm Bk M SLIREE) K
Ji 0 5 A B Z2E LR R 28 SNk 7 P A5 G2 2 | RS D B2V BhhE () 2, w20 Y
1 R LI B B e R IS I P S B B e (9 2, ] Jo M 1B e 4% B e R TR &5
IE) B i iE (1, 480 S B r= ARk 2 R ) TPV S) AR RS o St 7 S8 ] R G A
Pt FREE A , CLFE B a3 55 GE VLA B2 N B2 58) TR BBk N o2 e 0 e 8 Tt FH o
[0015] & X

[0016]  GARSCAT L T 3 HA ) A TE BOR TS BA LA R E X

[0017] ALY I g ] “— A7 A — M7 2 dR o il i) — A el T A (RS —AN) 1R
EXR ARG T2 “— AR Bl R T iR,

[0018] G SCHTH, “407 B R 2)” SR AR A S I B AR N B3 R B4R R ) AT 4232 1
e 22 Y0 [ P 5 R0 40 1k B R 2 A B 0 i s 7 =X (B, M R IR 1) o, xg T
AAIB )AL, “407 ] BARIE LN EE T LN PR AE IR 22 Y o 75 2 H 15 RBSCR 22 3R 4 o 4l
B TREEEBEOCR  BRAE A U, 5 WRE “4)7 AR R 1% 2 (B AT 8252 (1) 1R 22 Yo [
M

[0019]1  “Jfi FH (Administration)” 8¢ “jti FH (to administer)” BEIa K LVIHEWLE T (R
it FA45) 3213 B T3 106t 32 i BRI 25 W AH 6 I A2 3R o AR ST s TR 25 AH & el e ik
Z P71k R BB Tt o & 24 it AR R DA 1 LN L R N L R it R 4 PN e P R A T
F RS GEBZ) CRTEAREAN (Blhn, 2R B 1 R S AV EEEE SR -

[0020]  “LRfif” 7 F P2 Sk JrR B oA o A (18] A0 AT SR DR B3 IR 1R A A ik 2> o DRt , 2 i

10
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E N2 AN R e i 875 A by S g 7 R

[0021]  “AEIWEA" B AL MBIENE R A - e s = S &9
TP EIRWFLANY GEWNR) SR VRIT B L 2 | B R iR s e s . “B)
Yy HEBR YD, W AnAR T o R, A B SR B R 4 AH SV BEE R BT A R
w, “NE R A M AA S REIERE DA S 8RR AR EAS B NS g A&
H R AL e sh iR B i G e E Bk H) MAMHEY A S aE a2
GRS BT B R R (TR RIS T R o) NG 1) 22 AR s e 7R BT 770 55 el
HAH 2 EY) -

[0022]  “PrEAMF) 2 TR ORI TG R A SR RN AR &Y Jra AT KRB A
=2 (1) R UG, LG R TE PR A BE A B 5 AR RN I BRI AT B R AR 19 i
IR AR R £ s (11) BEZb50], AR AR € B &M 7 B T S5EE T 5545 &
IR ARTHFETE B H 2R A5 36 52 B 20k 491 G0 FE R 2R WNAC A e H IR B SE R T AR
PRI R (BHT) AR, (111) A7), Hisd 54 8 E R &Yk bl I 4 8 4
TEVE, I IIEDTA EGTAFADTPALL K2 B4 T 2544

[0023]  “A=WpiE 17 #5IR T 245 M HI A 28 BN RN« 24 252 B 2 IR A I
i M EH ) R 1 R N, (LR DA e 2 A B o A A 1 AT 38 e AR Y LDso K EDso ]
SE VR B A A R 2 i tn e fn 25 [ 5 1) 20100203559 F1 3% [H 4 1120100233802 H I i (1]
BT AN AL R I e 7% (CBPA) ) VP4l A 3% e BB 1% « AN J B A& W 0 v P ] DU A AT A&
B vk I B, R ELAN PR T 38 3 CBP A 5 [0 9 14 o SI2 it 48] 4 I 1) 2% R 3 I 7 1
LSO B (1 3 fiE -

[0024] “WEAHEFR BEIEHRASFRIRFMFFE Clostridium botul inum) f=A4E R fHZE
B e, DL HH AR T B AP B 2 A B A AT I B R (BB R R B E D) ARSI L
PR B R WG A B C D EFAIGIIE B A B AT B 5 R, LB I WAL A e AT AT
B R A A, BAEAR AT LT AR AT — P AR ART B8 AR B 1 oT SR AT
AW IR 5y T3 SRR E I 2 AR ST, “I BT I B 27 I s “ S BT
BMHEHER AXTHK AN WNEARSER CRERNESETEERE W (B,
300kDa~600kDaf1900kDa &4) LA A 5 E &8 E BRI R 54T 3 75 % (150kDa) F #1482
BPEA

[0025]  “RREATEER” 48 H T AT SR LHMOATL ] 000 42 11 25 2= R AR AR B 3%, T ad AL
AR B B 2 0 A AR B, O AR SRR R B R SANEESE M IR R B R AR 455
BR/ZE AN AR B 55 R R EE S AL 2 40 5 DL AR 1 B R B BB 0 o 42 1
B3 2 M ARPR )8 o 491 60,455 A 224 176 3% 2 2BoNT /A \BoNT /B BoNT/C1 . BoNT /D BoNT/E . BoNT/
F.BoNT/G B X\ F 2 (TeNT) .2 Hi 4 Jé (Baratii) # 2 (BNT) Al T Be & & (BuNT) . ANE AL
B 2 [BoNT/Co4H i 85 25 AIBONT/C3AH M 5 R A PR AEARVE “BR W B 27 Ak o AL A FF )
R B 3 AFE AR T RARAAAE DA R 75 R AR A, 18 9 i AR B 55 2= R PP R AR 1R B 3R
EA ;s B R ARAFAE B AR B 55 2 AR, 1 G090 2 £ < A T 73 2 0 L AR DR ST AR T 75 3 04
R B = ISR B E MR B 5 R BECE TR AR & o AR SO A T IR 1 55
RICBFEREHERE AW WA, AE RESRESY R SKRE SR MNES
FMKED NAP) IEEY, A ST R ERESaM B REREEY . Ehiite
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BREGUNTRERE SV R W TR E W AER fPE s 64 H N FERR 2 AT w
FEA L , 15 4051 4n900—kDalf)BoNT /A% &4 . 500-kDa I BoNT /A A4 300-kDaf) BoNT/
AEAY).500-kDalfJBoNT/BE 44 .500-kDaft)BONT/Ci & &) . 500-kDaff)BoNT/DE &4 «
300k-Daf¥JBoNT/DH &4 . 300-kDaffJBoNT/E& & 4 F1300-kDa I BoNT/FE &4

[0026]  “RR BB FIG MR RS> 2 ¥8 & A TR 025 52 3 B8 3 I B2 5 A5 N AR TR
BERIETE B 701 A ST RIE ‘R EmREER S B RHERE S, 48
KL1150-kDaf iR b B R AR AAE R R AHCEE (NAP) B H B & A B K2 150kDafI ik
W ERABMNRFER (W, B R ERER) -

[0027]  “WJE” B ABAMUL B R ECThfE AN RE DU L BREE A SE S8 T | TR Bl
[0028] N F T AWEPE LA B A R B AR I8 2 LATESZ 33 A S A ER I AR Ak 1)
A B B o A9, 2 A ER I RN E B G BB A RE R (R I8 I, B SR I s 2 2D Bl H
B G AR 225 kD I EA S SRR EH R E.

[0029] 4 T B s N EAR B B 25 4640 R 10 T 7] 1) BT R0 s e A B,
R 2 48 SR 1 75 205 PR B2 (1 B R I 146 [R1 AL 35k 8 B 4 75 1) R BRI TE F50 1) == o 76 1%
ST T R 7 A RE RE R BRI A A R EUE i R 0 10% 2 20% 2D
30% & /040%  E/050%  E/060% B DT70%  ED80%  E /90 % 5k E /100 % (K W] LE ]
WAL RE - FEZ S T 1 3 — AN JT T, Y6 9T A SO FE AR TR 55 20 TR A S5 R R T I
X 15 (aliment) AHEHIAERIRDHIUNTEL10%  E£20%  EL30%  EL40%  F£50%
B2L60% E2LT0% EL80%  ELI0%HEZL100% .

[0030]  “EE4%” BRI FAT H ML E R EEE . & B A Z100kDaf 4> F &, 3 H ol 4R AH
BEELH.

[0031]  HeX FRIE T N B AT B #0405 2 IHBER A BL (Z950kDa) , K 2945 [H] F-HEE i 2
i 0 X B R B T 5 BE A Hh 32 B 40 o HRAE B S SRR, I HL A R AR BT
AN FAT R A BRI R 518 B & To R R A R Ak T 25 5 15655

[0032]  Hyit 45 R IE T A B AT B AP 48 B R I HEBE Y A BE (Z150kDa) , HoR 2045 A FHEE R &
Sy 30 X BB B T 58 BEHEE TP K% B 0 o R MR B B A R AR BT AR T A B AT B A
BE R U LS A N PN A AR B 2 AL 4

[0033] “BREF” MIBMBEMAEHRNEE. €L AL50kDal) /T &, IF H i # R ONLEE L
BURRON A BT B P 75 31 1 R 1 /KR 46 i e (LR RR T 1)

[0034]  LHvmRL-Hyvi 5 U5 T & A LEE I W o 20 55 2 19 Fr B sl 2 vt A S e AT T 1)
e b B BT I Se AR B AP 4 55 2% B /KR DU A B BAS e 25 M 380 345
[0035]  “HEN#” = ABFERE (40, kb s 4L) 4 &Y ek 25056 i% R 58 NP ] LA
VR IR NG R DANET NS LN

[0036]  “YRARZH AW  “TRARZG WA G107 B TR 557 J2 $8 24 W) B AE W 1 R 1) 25 9)
T VR 12 25 W) B AE WIS P 53 BE 5 K B TR B A A7 AE AR 2 IR 1) G g )
15 AT DAAR 5 I PR 2 A= 1) 75 BERE I B o AR A R Tk AR I Ol T & AR 2 A
Yo

[0037]  “Jmfiita FH” B 48 AE BN B ik b BRBh ) B 1A I 1) 75 222 24 W01 A P 2050 L 1 50 A7 Ak B
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7 LB I B 2 FH 2454, v gl an 2 b AL P B Rz PN BB T A e B0 0 it FH o 0 it FH B
2 B it FH IR AR, v e ik oA B0 it FH o Je 8 Tt FH 2 — ool 24575 it FH T R 3 B R 1) R T
FH2RAL,

[0038]  “VR-TER#5% (Lyoprotector)” B “URT{r¥ 71 (lyoprotectant) ” B 4814 T il 57
A5 1 DAAE VA R TR I FE B 1) R 3742 T8 25 20 T MR RLA3 I 02 o VR T DR TR0 45 491 an 22 32 0k
AW, W wkE (B =28 2 Bz CL A EATRIRT AW o AT 5 A SR A T B R il 55—
FEC A FH ) 7 48] 1A 2R - DR 510 47 R e b s H R B S (L B R ) B AR R
T FLBE BRI eI A G .

[0039]  “YRTFHEW” T EY” T Hl55)” 8 A H A" 2t & AR E &
IR BRI A DA T A TR S R s I BT AR 4 R
A EE R AR (B an g an 2k /K 8K) 3E4T M AT H ST LU A R T A A VSR T T
R EY.

[0040] “KERIMMHINBEHREER B SRKRARNESHEEFERMEHAERTIH R b —F
RO BB B N BT R B R - A, B R BT B R 0] DU B AR
KRR, WEHARSH A TR EDS T B AR MNNETRERIRE T RANE
MR B 2R 1) 2D — M AR YIE I, 1 WG A R B R R R 2RI RE B d s 2 TR £
R T A B R E EE RN a2 EAERE - MIiE N SRR
WATNE AL ()32 8E R B AR L5 2 R 24 3 55 2 (B QB ILIE 24Y) 1 FHBE I R B 4T I 5
R ABMPINETHEERN 75— DR Bl B2 s it GF W imp) MRS RS

[0041]  “TRAF” Z 8 R IRAFAER B H PR 7 HI ) St EA00  1 n, AZ IR AR 1T 5, R
A0 DL AZDNAJE A H — AN B 2 AN R ) SR 2% LS BB Bk B B B 2 R AR T 5 5 AR
AT LS B 5 A R A Bl A 2 R IR ) R AR S I AR o 5, A B BT A R
B HER AT LA i — 2R R , 9, 3k B AFE DL R T 4 A PR - TN &R R AL 1
MR KRELER BRARANEAR HEAR HEAR 72 R AR 2R H
[ N A RN S T RN AN NN L TN N N R R A L NN AN
ERIRAFAE ) E IR TR AL B A I A IR - B 1 U7 A1 B SR AR AT LU DA R i A2 45 5 : DNA
JFHNVRAZ S8 5 7 5%, AR Ja BT A5 B mRNARH 18 77 A8 SR I B F BT 91 o 38 AT DLIE ek 5 B
1) SRR (1) Ik 7 1 k- 21 B2 1 B 1 57 91 b ok e AR R E U A B R AR

[0042]  “REE” BRI IT BLE R EL AT N REHE N RS2 R L, WA SR A FF 1
HEWRT TR AR 204, W an g anve FLh 455

[0043] % &I [ i FH” B “Hh BBl it R S48 R T S R P 32 B Bl s T it ) AECFERR UL A it FH
O R ARTE R N AL I HARR W AEER AL

[0044]  “ZHMH -GV mARE B4Ry GF Wl an , 4R B B 2 7 T 20 1 0 IR 24T
BB ) A2 D —Fh A 4B g G gl o, A5 A E-IRE 7S5 A &4 Rk, Y4 &
W& 0 32 (N2 83 AT 12 W 56 97 e it FH ) 1 751 24 W 2 & el A 94
HTEE T TRRES R TR T TR AV S EN Z G T B E, B AT EE
PP R B ] 42 o

[0045]  “Z43E % bl IR 5“2 3 2 % 707 5 W1 [ S, I B2 48 24t
T FL AP KA EAS B A KK A T RN AR AT R 751, 9 B8R 5 8 e an s e
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FUS AT A VRS TR R T PR 5 T8 D050 S 34k s 2 e 771 Bl B 7 B A5 40 - T
T 5 R B VR AR RE B B TR R, FF HL AT DA [ 4 | 2 ] 4 B 4k 71
TV AR AL AR T B BRI T R A0 T 29 WAL G e A R TR T B I TR 2 e bRl
S A YIH — FhE 2 B2 5 B A2 BIRIE ) o R BT 2538 2% Fnl 5252 (M I 77 5 1R
BB A TR AN A BIVE LN, s ] AR AR 2557 BT 42 A S ) g . 25 B 2
Ay 2 B T R B JEBR il 14 s 45 w] L F 450 40, Pharmaceutical Dosage Forms and
Drug Delivery Systems (Howard C.AnselZ: N&4w,Lippincott Williams&Wilkins
Publishers, s 7 ,19994) ;Remington: The Science and Practice of Pharmacy
(Alfonso R.GennaroZm%s,Lippincott,Williams&Wilkins, 25204k ,20004F) ;Goodman&
Gilman,The Pharmacological Basis of Therapeutics (Joel G.HardmanZs A& %,
McGraw-Hill Professional, 210k ,20014) ; L &zHandbook of Pharmaceutical
Excipients (Raymond C.RoweZ§ A\ ,APhA Publications, 554t ,20034) , iX L8 3wk o ) £
—F BRI APl 5 T IR AL

[0046] 2N & WAL 5y B oy T AL S FE B — A b (B, B T AR BT 75 1 A A
Z AN BT 0 By AR 25 AL S I W SR FC TR I A7 AE) BRSO 70 R4, 6, F B G %%
RE P B TR GV, Bl A EAR T a0 & F 12 4P S P I iE B IR A7 AER)
B0 s W 7 RS n] LRI T mi 4b , BLIE VB AN 5 X 7 KRG 3 —H 0 K A7
ANTEG A (R B3 o 0, B A 288 A T B 7 8 ), A A RS IA) (94, v s i 47— ) 4
MR R AR BT 3, AEAS T P A 1 VA U i A7 A BATA] 5 PR DR 78 b A () & mT R A 55 3%
B fif o T LAIX A5 U485 R BT TR B 3R B B 0 AN BE KB TA] Bt 2 19 H & Rl o s Uk
FE UL, 75 R UL A I8 028 804k (), 72 B AN AR ) 2592 & Wik nl B 4E R 77,
WIREE R R Ty 0 e SR FR R R AN L AL - 2520 G 0 ml A5 - 451 an sl 5510, i o 3R 1
T s 43 IR s 065 T R 701 oIS 7R R A 751 5 R 751 5 R 791 5 77 T 591 s AR BB R R R 26
a3 W WA B 5 B K AR RIS 70 5 I M AR AN YA 77 5 By 71 5 2 BGR) Bl 7 s LA L 22 N
A s 22 iR s B s BEBAR s S AR TR s BT s AR e s A2 A b T RS2 1) R G W s K 1 A
B, DL S A S, ) 0 ) A48 inGenaroZm e , 1985 ,Remington’s Pharmaceutical Sciences,
Mack Publishing Co.,Easton,Par il 13 & sy, 1% 3CHk BA 51 I IR AR,
[0047]  “ZHE” BieEA Z TS TR R G X Be AR YT DL AH R BANF] 1Y
[0048] “fa5E7f (Stabilizing agent)” . “FaE#| (stabilization agent)” BY “fa &
(stabilizer)” B8 H TR E R W B RmIE 15 254 &V Bae AR T AN e e 4
G I A )i .

(00491  “FesE " nl R 4E A, 3 Bl (46 & B AR SR B B 1

[0050]  “SRIHIVE M 77" & 5 R IR EA B P 2R S 1) o 28 11 v PR 55 o] DA JE B -1 9 1%
BB R SR T E PR R R PR S R B S vEE VO A R AR R DL R AT AL
[0051]  “Yayr M =48 v FH 9697 FF H M % A b 15 B30 9 140 i) 771 » v gl an A 47 B AL
PR VA R (RIE2E) SRR () P A B

[0052] ALY, “TEM” 5 “BEE e Bt A FH R 75 7007 Bl B8 B 1a) (%) IR B P9 VIl =] S —
PR, TEMAL 25 R 11 42 T B 2 50 B 00 9 445 A 3 oK B AR TR 2 3R EE B 1) ) o7 435 ) BRI S [ 45
P38 o TEMER) S ) 5 A6 S B A3 e 1) A PR L ) i 7 FEE 0 1 R R B R IRAEAE IR TR B 3R 2
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A BT R 1R R SRR B B 25 S AR AN S AR o X b BT AL ) 114 B8 08 i P A 1R B 3R 1 R AR AT
TE ) 456 25 M 40 o0t AR AR TR B3 3R S MR B 465 60 1 T L ) 65 A 38R SR RV 5 AR R
R RS G  (HTEME G 1 R B R g e P R, B FE I TEM/ 2R 5 &) N 16 21 41
5T R 7E BV RN XUBE 7 R T AL Tl R 38 2 A 81 44T B Jo R DA R xS 40 Y ) SNARE
=RaLy/OEER 9y I =V N N

[0053] Gk J3 )" 8L B A B AR S AR UR T BB AR 5 DA (RSB M R4 T B TR
TEF AT G0, W (i Wy 5 0 B )« 22 Joie (i G L N i sl B ) BB (U 4 ] 0 )
DL 2k (i an & A 8) mT FAESK 77550

[0054]  “JBtE FH” HERR #4252 R 00 4 5 it o 35 R0 i, 9F HL5 8 B VE T 1% 0 B 7 v
AFE, FEHEAREBEEERA S SEEEE E IR Eg R TN BE RG] &
.

[0055] VAT~ B TR I Bl K A ML MR (B VHRR) JoahE B A K 22 20— Ptk , i g i 4
UL IR ZE AR R GE g an, SkIm) Bt FE s 3h %

[0056]  GnASCHT Y, RS “BAAL” BY “U” & F8 LDso7 ) & B ik 22 41 o A 25 el =2 7 (CBPA)
1 22 BRI - LDso f B 4 8 ORISR0 % FIVES TR E B R R EHRE SV BImIR
B 2R /N BRI AR B B TS R IR R B R B A M el RS I AR B B 3= (1) & . CBPAT &
e E L 58,618, 26 1+ BTk EAT i 5 , Ho I e 40755 BL 51 FFF AL,

[0057]  “ARAAR” m 4R AR T B AR R Y B AT R 7 2 Ol B e B A S Ik F b — A
IR M ABE IR R EH AL EE R GEWAB.C.D.EFEGILIENE A A FBIHFER) , %248
A AR B A 22 B 2 FH SR 4H R 01 A9 SR 40 P A4 I e A0 D 0 B8 40 i H ) SNARE (SNAP (AT
W THENSFI A5 £ ) 52 44) B E k.

[0058]  ARfAtiLs B 2 4 s 9l B B — AN B2 N SR EUAR S A L SR 2 R0/ B
TR PR B AT B 3 3R (M) AR A A o 1% AR B2 il T B A A () B e i 7 Bt R (5l , pe s
16 R EE VR TR0 BIRE JT o A, SR AR A SR AR L , 28 A B A2 W 2802 ] ARG 451 G, #2 B
TRAERR T HATL BT I B = AR AR T R A SRR GURN) AN EIT SRR
B O R ) AR R I

[0059]  FE—ANJT T LGS HE B2 OlE B AE T — F T 0 X A ST
H, AR “Z JolE (polyalcohol) ” 5 “BElE” . “Z JulE (polyhydric alcohol)” F1“Z JulE
(polyol)” [A] X, 7 H 2 48 B A4 B2k (CH20H) 1 | & 2L (CHO) WUEATAEA , v gl o5 B H &%
W) H 58 B A5 B B B AR PEEE RIS 5 2L RS ) FLAE B 22 JoBE R JRRR 6 M il ds o —
PtV BT R AT I R PR ORHE I L 22 ZE I | 1L AT (R AT R (gluctiol)) (HER
Mt JVLBE FLPEEE e LA COMPERED) | 57 22 28 B BEIE o 6 T 700 %) FL e JERR sl 7= 451 ] A
FHltnAnsel, [A I, (19994F) ;Gennaro, |8 I, (20005) ;Hardman, [7] I, (20014F) ; PL K&
Rowe, [A] I, (20034) , 1K £ 0| ot {1 45— AN 43408 b 4= S LA 51 7 O A AR

[0060]  Z5MIHEW

[0061] A BH ) FELL st 7 REFE YA G % AH B SR S R IEER S
(V8 WP B AT B B3 20) « W R TRV P R A S8 AL 7 (B el L2 sl sl 3 A b el A o)
[0062] 7<% BH 25020 & Wi 25 J7 T o R AR T B3 3 iE MR A3 o AR SR Y, RO IR
W R RIE T R IR R W R RS (IR W R E A R E R BN
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2 TR 75 2% BB R M) AR B BE ) VR IT A ROR S - B AT B R R R R e i) T A K
B B 42 TR B 20 T 40 o AIAR ST RIT Y, RAE “YRIT A ORI 5 VR Ir B E” B E”
R TN YT G R 7] S, I H A F8 Se i AR 16 77 PR 2008 i 75 AR T 5 2T
R (B ARk A R BT B 5 R M E /N RIR, F HAAHE 2 DL D 5 5516 77 16 X S8R SG e
AR FEE  FEZ ST R T T 697 A ROR BEAR B 55 RIS MR (B ade th o PR B4
R R) 5510 T 1 DX IEAE SRR dn 22 /010 %6 L 222020 % 22030 % L 222040%
£/050%  E/060% 2 /DT70% 2 /080%  E/090% B E D100 % . AT R e
[, 697 A ROR FERIR B B IS TR (i oA R AT R (5 R0 97T I X 38U
KEPRERI A FIIN B Z210% B 220% B Z30% B E240% 2 L50% B2 L60% 2%
70% &2 %£80% 2 290% HE £100% .

[0063] i ABAEMC il A B0 Hrh A IR B B = WA & I PR IR 2R W B R
EMERY GRLE AR BT H B R S F R R B RS R R A E 2 v Ik E
() o FE 12 St 77 22 10 777 T, s T 28] 1) 551w RO AR B 25 3RV PR A (e e 3 s Dy TR B4 1 75
2) EAZEAD0.10/ml E1.0U/ml  E10U/ml  E50U/ml & /1000/ml « £ /200U0/
m1 B¢ %2/ 1000U/ml o 1% S5t 77 S FL & J7 b, s 0380 700 o AR B 2 3R s MR o (ede
W AR AT R MENEZ0.10/nl EL1.00/nl . ££10U/nl . EL500/nl . £Z%
100U/m1 2 2200U/m1 5L %2 2 1000U/m1 o 75 1% S 77 2 10 & 77 1 A, 748 0 280 550 H 1 42
BERIE TR (Rl N BT ) M2 A290. 10/ml ££910000/m1 8821, 0U/ml 2
£91000U/m1 o 7512 5t 77 S0 55— J5 TH A I8 0 281 i 5510 H 0 AR  B 3R 0 1R A 20 (B fI i
NN EEE) R NZ0.0010/ml E£71000/ml . £J0.010/ml & £51000/m1 . £50.10/ml &
£3100U/m1ELZ)1.0U/ml 2 £5100U/ml .

[0064]  7E 1% S it 7 S 10 L& 7 Th H , I N2 1) 770 A ()4 1R 25 2RV TR A (e I it Hb oA A
BATHETR) ENEDL.0pg. £/ 10pg. £/0100pg. £ /1. 0ng. £/ 10ng. £/100ng. &
/1. 0ug. 2 /0 10ng. 2 /01000g8 52 /01 . Omg o 75 1% 5L it 77 S 10 e 77 T I i 21 s 7510 70 )
W B RIEMER S (ENEH AN BT ERER) NENEZ1.0pg. £ 2 10pg. £ £ 100pg. 2
%21.0ng . E£10ng. ££100ng. ££1.0ug. ££10ug. E L 100ugH £ £ 1. 0mg. FE1% Lt 7
ZEN L T A, S IR 0 R R B TS R (R IR A I E AT EE ) RN
291 . 0pg £ 4110ug Z110pg £ £)10ug . £J100pg £ 4110ug . Z)1.Ong £ £)100ng . £]10ng £ %) 10ug
BU21100ng = 247 100g . £F 1% 5L 77 22 B B 7 TR, U i 21 a1 70 b iR AR B B 205 1 O (B
i A AT 55 BB N1 . 0pg £ 411, 0ng A 10pg E£J1.0ug . £1100pg E 4] 1. 0ng.
251 .0ngE £)1.0ug A)10ng E £)1. 0ugiZ1100ng & £1 . Ong . 7 1% 52 it 77 Z2 110 55 4K 7 T
L, AN IR 157 R AR B B R T TR (IR A AT 5 R B N1 . 0pg 24550
ug Z110pg E415.0ng Z£1100pg £ £)5.0ng Z)1. 0ng £ £15.0ng £110ng & £15. Ongak £1100ng
F 5. 0ug o FEIZSL it 7 R S AN 7 TR I I 2 i) 70 H AR B B8 2506 TR Rl 2 (eIt izt b
NHNFAFEER) RN 0pgE A 10ug. £110pg E 4] 10ug. £1100pg E£)100g . Z]1 . 0ng &
£110ug.Z)10ng £ %)10ugH 2)100ng £ £)10ug.

[0065]  FEiZ Lt 77 ZM T, M EE R WA 5 W EBoNT/ABoNT/B.BoNT/C1+
BoNT/D+BoNT/E.BoNT/FBoNT/G.BoNTHk & 44 (i WIBoNT/DC.BoNT/CDAIBONT/FA) \TeNT.
BaNTE(BuNT . £ 53— ALt 7 b, R W B R A WAH -G B SR R W B = s M AR
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PR R A AR RS T R T, R B R AWH AW S RAFAENR &5 =B
BAERIRFAERIR W 5 R A XL T R BT, REFERAMAESYEE
BoNT/AZE & \BoNT/BAE {4 \BoNT/C17E 44 \BoNT /DAE 44 . BoNT/EAZ 44 \BoNT/FAZ 44 . BoNT/G A%
A TeNTAZ & \ BaNTAZ {4 BRBUNTAZ 44 , e Fh AR {4 & RARAEAE 1) AR AR BRAR R SR AFAE I AR AR
[0066] A<k BH 245 W 4H & W01 7 T30 23 B (A AR TR B S TS I IR R B R B S
WASI T ARE “REERE SV Z450 5 R A5 R AHRNAPRI E -5, 1 w5 i &
HEBERESY N ERE S ChREFRESYNTRHFRE AV REFRE
AP AERR 1)1 7 ] LG EH P BRI 2F AT B AR ) IR L, 38 445 an900-kDa ¥ BoNT/AK
A 1.500-kDa ] BoNT/AE A4, 300-kDaffIBoNT/AK &4 .500-kDaffIBoNT/BE &4 . 500~
kDafJBONT/C1 2 &4 .500-kDaF]BoNT /D &4 . 300-kDafJBoNT/DE 54 . 300-kDa ] BoNT/
EE &Y F1300-kDa ] BoNT/FE &4 4R B 5 3= & & Vw8 FH UL R SCHR ik 1) 77 v 1647 40
ft.:Schantz, [A] b, (19924F) ;Hui XiangZ¥ A\ ,Animal Product Free System and Process
for Purifying a Botulinum Toxin,3E[E % H|7,354,740, X Lk i) & —F 285 4
UL T AR R B R E SW I3RS A BliiList Biological Laboratories,
Inc. (Campbell,California) <N FHHA W) 2% A8 5T 0> (Porton Down,U.K) -Wako (Osaka,
Japan) f1Sigma Chemicals (St Louis,Missouri) .

[0067] 7<% BH 25920 & Wi 25 J7 TS 25 th B A AR 2R B s IR 77 AR ST A, R0 AR R
H BRI A" 2 e A2 5 20+ A2 AR 1) 2 K BTN ROE 71 - AR E T 4 2 B PR
TEFNH AT T B A B B i A TP R W # R 29WAH S, S AT = AT IR SR B BT 7
W IEIT B AE R R IEER S (IR AR S EER) -

[0068] 7<% BH 25 W20 & Wi 45 J7 T 23 R AR R o an A ST R L, RE “B” 2 fR 5 1210
AN ERRE B TTHIAL S, 1 W S L R RN A4 3 10 BB B T I A SR o 1 AR AT AT
HB AT FH TG AR U B A i A T B R B 2R A S, SR A A B B IR T A AR
W BT RIE R  (BAENN BT E R R) LS £, flindE s TaH 5,
BE AT R DR 50 o £ — L8 HAR St 7 S8 Hh , 491 Gn 8 12~ 1) 7] b B7E A ol 50 b B T
YESK T35 BB R B = ANBE 2k 511 2 52 2L i Bl 2 P SR I, S RE R R L 1
PR A P R R , DA R FAIR T 2K B S8R A= 0 DL S AT TR AR, 26 R R A
BA (BN IR o P HE IR, W H e fl = e BL R s T 0%, a0 s &0 | s 6 e
AOTRRATRE 5 IR , QoBeT far AFORE SR T30 R A% BB AR AT 5 OO, anR] v B L BT 5
SBE R P IURE R RIRE SR SORRE L RN L BT B | B 2R L P IR R
V& B0 WH AN DR, An ook BRI RE AT FE BRI S B, S FRRE RN 2 - 3 i AR -
H R —F R T, QnveBoRs s A2 0 o AR S BE A2 v 2 /P A R B s od I b e R 1)
WEW) ARYE I B e, AR hE . = DU BE L TObE .S BE (hexoaccharides) bk
(hexoaccharides) . /\## (octoaccharides) . JL## (nonoaccharides) .+ ¥#
(decoaccharides) 5 AREEBE AT LR JC SCHER) A SCREM BR B o LA B 45 (HANRR
TRERE FUPE 22 0E RN AT AR ORI o Ll R L BT R T R R L R
MR T R RIOR OB o W =R L FE AR AN PR T4 0 B R b L 22 2F =Rl A A
=R BRI A L A R g ) H A AR BR 4 s e 0L Tl iiAnse ], [A] E, (19994)
Gennaro, |8 [, (20004) ;Hardman, [7] I, (20014F) ; LA &Rowe, [d] I, (20034F) , X &6+ |
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[P AE— N33 e 4 S UL 5| i RIEAAR .

[0069]  fE—ANSKti 7 B R R AMA S EHE AT B &7 R E
BRAMAEY G BRE AEZS T R HAR T RE R AMH SRS . =
BEVURE FRE 7S HE NS\ U B . 207 R HAR T T R R B R A
HEMEE EAH 2 TP R IT I RR b o M55 R R 2 FH T A R B R ) DL Ik 1)
B

[0070] & AEAEAn] & X0 0% (DR JE 2 o 58 W R 2 ) &K mT B T 0 R AR 56 BH P b A TR IR 1
B R AMH B, SR AT AE N B 2 IR T A AR AR B B R T (el g Y
BT ER) LIS A& 77 T, U8 02 057 o s (e o e e bl Bl RE R 1) ==
NZI0.1% (w/w) £90.5% (w/w) \£11.0% (w/w) Z11.5% (w/w) ~£12.0% (w/w) \#92.5% (w/
w) ~Z93.0% (w/w) «Z£13.5% (w/w) «Z£14.0% (w/w) ~£14.5% (w/w) ~£15.0% (w/w) ~£]5.5%
(w/w) ~216.0% (w/w) \£16.5% (w/w) ~Z17.0% (w/w) Z17.5% (w/w) ~£18.0% (w/w) 4]
8.5% (w/w) ~£19.0% (w/w) ~£19.5% (w/w) ~£110% (w/w) ~£115% (w/w) ~£120% (w/w) %]
25% (w/w) ~£130% (w/w) BRZ135% (w/w) o FE1Z STt 7 28 B H At 77 ThT H , ¥ I 28] )55 o i b
(P 2 by Sy v 8 W B R ) BB N 2R /00.1% (w/w) “E00.5% (w/w) “E/D1.0% (w/w) 2D
1.5% (w/w) &2/02.0% (w/w) &/02.5% (w/w) Z2/03.0% (w/w) \E/3.5% (w/w) . Z/D
4.0% (w/w) E/04.5% (w/w) Z2/D5.0% w/w) F/D5.5% (w/w) E6.0% (w/w) F /b
6.5% (w/w) E/b7.0% (w/w) E/D7.5% (w/w) Z/08.0% (w/w) FE/P8.5% (w/w) . E /D
9.0% (w/w) £/09.5% (w/w) E/P10% (w/w) \E/15% (w/w) «Z2/020% (w/w) 2 /25%
(w/w) \Z/030% (w/w) 85 /035% (w/w) o (E1% St 5 2 ) oAt 75 Th Hh , 4% m 281] ) 551w 1) B
(P 8 b Sy v 5 W Bl ) BN R £0.1% (w/w) “EZ0.5% (w/w) EZ1.0% (w/w) . E%
1.5% (w/w) 222.0% w/w) \B£2.5% w/w) . ££3.0% (w/w) . ££3.5% w/w) . £%
4.0% (w/w) EZ4.5% (w/w) EZ5.0% (w/w) EL5.5% w/w) E£L6.0% (w/w) . £Z
6.5% (w/w) EBL7.0% w/w) 2Z7.5% (w/w) \2£8.0% (w/w) B£8.5% (w/w) . £%
9.0% (w/w) \E2£%29.5% (w/w) \E2Z10% (w/w) E£Z15% (w/w) \2£20% (w/w) \E£%£25%
(w/w) 2% 30% (w/w) Bl EZ35% (w/W) o

[0071]  #E— ALt 7 B, AR AR W 5 R AMAH SV S 0, Dk th oy 50 sl R
Bl o DL IR R A AE (HANRR T e 0% L0 22 20 b U e A 4 0 R R il R R
A ZWEH R s R R T IR OB AR S T R & DT T, R
BRAMHAEGYE G R A DNEARLH T b R SR AWH SV 5N E%
ST 7T S0 % T3 T, WS ) R A ) o0 (a8 DR T b ERRERE) 2290, 1% (w/
W) ~210.5% (w/w) ~211.0% (w/w) ~Z51.5% (w/w) 292.0% (w/w) <£12.5% (w/w) \Z£13.0%
(w/w) ~233.5% (w/w) \Z14.0% (w/w) <Z14.5% (w/w) ~£15.0% (w/w) ~£15.5% (w/w) 4]
6.0% (w/w) ~296.5% (w/w) Z17.0% (w/w) \Z17.5% (w/w) <£18.0% (w/w) ~£18.5% (w/w) +
219.0% (w/w) ~£19.5% (w/w) ~2110% (w/w) ~2115% (w/w) <2120% (w/w) \Z125% (w/w) Z]
30% (w/w) BL£)35% (w/w) o

[0072] 7% BH 25020 6 W1 45 J7 T 23 b B (18 20 T 3 14 7)o AR SC Pl Y, RO “SR T 1
AP A FE R IR A B PR G Y)  R I TE MR T Do JE s 7 P M B 1 B 11 . 1%
REART 2 T 14 RV R P T Bl A 3 B B rh AP HIRR IR BE R 29 A &4, St e A iR
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T VA PR R B VK VR T B AR AR B B TR I R (e IR H A R B AT TR B 3R) o R v MR 77
e A B ) P s 904 38 B L B TG L SR L B4R R 20 (TWEEN®20) % 1L B4R g 4.0 (
TWEEN®40) 5K i 342560 (TWEEN“60) % 1 342661 (TWEEN™61) % 1L A4 s
65 (TWEEN“65) .5 I AR FES0 (TWEEN“80) A% LI AR EES 1 (TWEEN“81) 5 if1is b
0 (B - IL R )  WE v i3 124 (PLURONIC®L44) L& 7 4181 (
PLURONIC®L61) i1 ¥ #8182 (PLURONIC®L62) i1 ¥ #8184 (PLURONIC®
L64) i1 1188 (PLURONIC“F68) I1i#% 1237 (PLURONIC F87) 117 11338 (
PLURONIC®“L108) . if13& ¥ #8407 (PLURONIC®F127) , R £ —FE+ — b K1k, 41
BRIJ¥30 M1 BRIJ®35 2~ —Jt 44 3 2 B (LUBROL"-PX) 5 % % 2 4 3 5 5 L Tk (
TRITON®X-100) ; + % 3L WRER AN (SDS) ssolutol HS15;3— [ (3—MH P i P4 3k) — i 34
Fe]-1- AR S (CHAPS) 53— [ (3-MHM A 38) — R 0k ] -2 F2 B 1 - i R I (CHAPSO) ;
JEE R B A IR I 5 A IE R B o 28 T3 14 770 W TR 770 ) LA A PR sl 2k 7 51 ] DL T+ 491 i Anse 1, [F]
F, (19994F) ;Gennaro,[d I, (20004F) ;Hardman, [d] I, (20014F) ; LA &Rowe, 7] I, (2003
) IR T R e R AR AN I 4 DL RL 5] DT RN AR S TR PO IR 1882 AR BH R A
0345 P 2 T 3 2 77 o

[0073] DRI, fE— NSt 7 28 b, AR T B 2 29 WD & WD 0 B R I 1 77 A A R g b
G188 FEIZ LIt T SR &7 T, R B R AMASYAE R IR &l REA
TRE T R R 2 TR IR AW IR A O R ORI L b SRR R A 3 [ (3-IH Bk
) H B - 1A R R IS L 3— [ (B-MHME G A 28) — H L S Bk ] -2 ¥R B 1 - T R R 4
FERE B IR I 5 5 IR M

[0074] R ABAT AR & %) 3 T v P 77 (OIS et DA v v v 4 1 88) &R mT FH T+ e il A< 15 B o A T
MR FE R AMAE G, SF A2 HZ R T A BV E 6T A A E R W B R TS TR
(PRI Hb 9 N BT TR B 2R) o FE % SISt 77 S 10 & J77 10, 9 00 281 i 1) v 90 2 T 2 5791 (e iz vt
NIAIE VDU 188) (B N Z10.01% (w/w) ~£10.02% (w/w) ~£10.03% (w/w) ~£10.04% (w/w) «
£30.05% (w/w) ~£10.06% (w/w) £70.07% (w/w) ~£J0.08% (w/w) ~£70.09% (w/w) +£J0.1%
(w/w) ~210.5% (w/w) ~211.0% (w/w) ~Z11.5% (w/w) ~212.0% (w/w) ~212.5% (w/w) 2]
3.0% (w/w) ~213.5% (w/w) ~214.0% (w/w) \Z14.5% (w/w) \£15.0% (w/w) ~£15.5% (w/w) «
216.0% (w/w) \£16.5% (w/w) ~Z17.0% (w/w) ~27.5% (w/w) ~£18.0% (w/w) \Z18.5% (w/
W) ~219.0% (w/w) ~219.5% (w/w) ~Z110% (w/w) \Z£115% (w/w) ~2120% (w/w) <Z125% (w/w) -
£930% (w/w) 8. Z135% (w/w) o 7RISt 77 S FoAs J7 T wh , v Jm 380 i) 0] v 1 2R T v v ) (B
A AIE A 188) M E N E/00.01% (w/w) & /00.02% (w/w) «F200.03% (w/w) « E /b
0.04% (w/w) \27/00.05% (w/w) Z2/20.06% (w/w) «2/00.07% (w/w) - 2£/50.08% (w/w) -
Z/0.09% (w/w) E0.1% (w/w) E0.5% (w/w) ED1.0% (w/w) EAD1.5% (w/w) -
2/02.0% w/w) E02.5% (w/w) E3.0% (w/w) E3.5% (w/w) ED4.0% (w/w) &
B4 5% (w/w) ED5.0% (w/w) v ED5.5% (w/w) E/06.0% (w/w) E/6.5% (w/w) /D
7.0% (w/w) &=/T7.5% (w/w) &2/P8.0% (w/w) E/8.5% (w/w) &/09.0% (w/w) .2 /b
9.5% (w/w) \E/L10% (w/w) ~E2/P15% (w/w) E2/220% (w/w) 2 /025% (w/w) «E2/030%
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(w/w) BLZ/D35% (w/w) o FE1% S it 77 ZE 0 HAR 77 T A, 4% m 380 i 551w %) 2R T v 2 791 (e e 3
NIHBVIRISS) MEANEZ0.01% (w/w) . E£20.02% (w/w) . £%20.03% (w/w) &2
0.04% (w/w) \£2%0.05% (w/w) \E£%£0.06% (w/w) . £%0.07% (w/w) \F£%0.08% (w/w) -
£20.09% (w/w) E££0.1% (w/w) . E£%20.5% (w/w) E£%21.0% (w/w) \E£%1.5% (w/w) -
£222.0% w/w) E£E2.5% w/w) E£L3.0% w/w) . E££3.5% w/w) . E££4.0% w/w) . &
Z4.5% (w/w) \B%5.0% w/w) . EL5.5% (w/w) . £%6.0% w/w) . £2L6.5% (w/w) . B%
7.0% (w/w) B27.5% (w/w) \E££8.0% (w/w) . E£8.5% (w/w) . £%£9.0% (w/w) £%
9.5% (w/w) E2Z10% (w/w) E££15% (w/w) \££20% (w/w) . £%25% (w/w) . E£%£30%
(w/w) BX 2 %35% (w/w) »

[0075]  fE—despjf =i, RE B R AWH AV SIS, Rk g v 188,
A 5 0% B 25 4 A — A R VAR YO SR R b i 124 (PLURONIC®L44) AT
PWi181 (PLURONIC®L61) ¥ ¥ 4182 (PLURONIC®L62) 0% ¥ 1184 (
PLURONIC®L64) 17043188 (PLURONIC“F68) \JH#% 18237 (PLURONIC®FS7) -
W% Vb 338 (PLURONIC®L108) iH¥E VP 1407 (PLURONIC®F 127) o #£— 55ty %
o, IR VD U1 88 FI RE B A .

[0076]  7E—Sbsiffi 7 B, RE F R AWASWE SRR EE . 7] 5K H25MAH A
W — A P 0 5% L) AL R TR A 5 B 1L AL R 1S 20 (TWEEN®20) % 1L L4 540 (TWEEN®
40) R I AR EE60 (TWEEN®60) R 1L AL L 561 (TWEEN®61) 3K 11 AL EE 65 (
TWEEN®65) .3 1L LB EE80 (TWEEN“80) A% 1L 344 &8 1 (TWEEN“81) o £ —Lb 5t
&, RILAREE20 ] ELL — Lo AR TR (L ZL IR e 5E A F

[0077] AR BH 254020 & Wi 25 T T 8 43 i B i 22 /0 — e S8 A0 77 B AL 770 i A B dil 2
N FEE AR T AR R 2 =R WN- L B2 Bt & BR (NAC) A2 NP R 4 « A S AR R 4
TRAVFR R A T AR R IR (4E AR KB RETrolox CHUZRAIAY) 24 7 WnEDTA
(& 1Y 2B ER) SEGTA (£ - (-5 5 4. 25 Wk) -N,N, N’ ,N" - Z, &) \DTPA (3. Z,
B =W T TR S H AR BT A LA X eI A AR 2 ER AINACZ A & B 1 4 3l
LA B AL TR  NACH I 0 12t Hh 5 EDTA— e FH T AR i BH 1) B e i 551 v o 76 A BH 1) LAt
S YR T i) 71, NAC 2 B FH 1) M — 0 480 A0 571 o 78 AR R B 1% JFL Ath S5 8 1| 3] o, FR o 2 BR A2 BT
1) EE— T S A A o 711X S SI i 7 S0 45 7 TR, o8 0 21 1 770 H B B S A 77 (PR3t o FE B
FREUNAC) S AEZ]0.01% (w/w) Z££90.10% (w/w) FIVEHE K - 24 5NAC— L fi R, EDTAfC 1%
HLLZ10.01% (w/w) £290.10% (w/w) I =N,

[0078] IR ARAULEH PR A JFHIAR TR 55 R 24 A & W) mT AT Ak th A FEH AN PR T HoAth 2 2
brT 2 A o (BRI ) S BFEEANIR T 2207 B FE 7 5k SR 2 B E AR
B s BE YRI5 S LA R BRI 7R B8R AR 751 45 o 25 ek g v 1 A 8T pHI T B ] T A
At BB AT G W, 56472 B s B 502 24 5 T 452 1 o X e 22 R (H
AR T 2R ER % P IR 1 5% 1 ) AT A R 1 0% v 7] B IR A %2 1 7 A A % v R K RN
TR ER 2% h R 7K o 2H SR R R AT e 1 52 177 o N 24 B A, BR BN AR T FH TR s 75 ER T 29
VN pH o ¥ ABATART 2% pH/K - #05 °] FH -B0 HlAR 1R 55 3= AL & W, S5 A =2 3 B A 3ot
KR IG T A B R T B RmE R (WL AR BEH R B R %S 7 R —1
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Ji, A R pHK N E /D ZpH 5.0 8 /D %Z)pH 5.5 .8 /0Z)pH 6.0.F /D %)pH 6.5, E /¥
pH 7.080ZI%)pH 7.5, FE1% LM TT S/ 53— N7, B R pl/K AR 2 Z)pH 5.0, £ 24
pH 5.5. 2 ZZJpH 6.0. 2 2 Z)pH6.5. 2 ZZpH 7.08(E 2 ZJpH 7.5, FE %Lt 7 /M 5 —
AT, G 3K S 20pH 5.0Z Z1pH 8.0, 4 2 pH/K A %ZIpH 5.0% %1pH 7.0,45 #pH
K- RZIpH 5.08 25pH 6.0\ 82)pH 5.522)pH 8.0, H A pH/KF-A%IpH 5.58%)pH 7.0,
BB pHK - NZIpH 5.5 Z1pH 5.0, HZIpH5 . 5ZE Z)pH 7.5, 4 K pH/K P NZIpH 5.5% ZjpH
6.5 F A5 . 546 04 % pH.

[0079]  ARSCA T LWL A V)LE B A GG I v B T 215 RI8 2 1] 1) pH o 75 JE L6 512 it
HRP LAY EEMTS, W nT. 9. 87.8.847.7.807.6.8(7.5.847.4.8¢7. 3.8
7.2.887.1.807.0.806.9.86.8.86.7.5(6.6.86.5.86. 4. 56. 3. B(6. 2. 8(6. 1. 5(6.0
5%.5.9.805.8.845.7.8¢5.6.85.5.8%5.4.805. 3. 85. 2. BK5. 1 25 (F) pH . £ — LL 52 5 &
Hh, pHEES 2 756 Bl Y AIE5 . 5456 . 51 pH, I B B %5 . 5556 . OfK) pH.

[0080] ¥ AELATfi] A< 55 1) % v 741 248 m FH T T 1042 11 255 28 20 AL &9, 2 AR A8 FHZ A 380K
FEE 1R 2 i 71 (e 3k b Ay 2H U)Wk 529697 8 RACHE: B 11 75 2505 1 i 2 (B e 3k b oy TR 34T 1A
BER) o MEIZSL i 7 A5 T T G2 rhif (DL o 2R A ORI Z 0. 1mM, &/
0.2mM. 2 />0. 3mM, 2 />0 4mM. 2 /0. 5mM. 2 />0. 6mM, 200 7TmM. 270 . 8mMEL %2 />0 . 9mM
T 1% 52t 5 2 0 HoAth 5 T A, 2 o) (i oM &) B A RORENE DT, omM, E /D
2.0mM. /03, 0mM, /04 . 0mM, 2705 . 0mM /6. 0mM, 2 /b7 . 0mM, 22 /0>8 . OmMEL %2 219 . OmM
TEAZ STt 77 SR Fofh 7 TH H , 28 vh R (DL st oA 20 2R 1 R0 B o 22 /0 10mM ., Z2 /b20mM
2 /b30mM 2 /540mM 22 /0 50mM - £ /b 60mM . 222 70mM | ZE /80mMak & /b 90mM . 7E 1% S it 7 56
() FAth 5 T HR S 22 PR (DRI b o 2H 2R 1A 280 B 2 22 2 100mM - 2 2>200mM . 32 2>300mM
Z2/1400mM . £ 7500mM 2= /0600mM - 2 /D 700mM ., = 2>800mMER, £ /900mM . 7£ 1% 52 it 77 2 ) 5
AT T, G ) (PR A A 2R A RGRE N EZ0. I 2 £0. 200 2 £ 0. 3mM. B £
0.4mM\ 2 20.5mM\ 2 £0.6mM. 22 £0. 7TmM. 22 20 8mMEL 2 2.0 . 9mM . 75 1% 5t 77 22 1 HoAt 7
T, 22 o) (DLig s o 2H 20R) A ROKE AN R 21.0mM 22 2. 0mM. £ £3.0nM. £ %
4.0mM\ 2 25.0mM\ 2 £6.0mM. 2 2 7. 0mM, 22 £ 8. OmMEL 22 29 . OmM. 75 1% 5 it 77 2 1 HoAh 77
T, 22 v ) (DL i 9 2H &R 1A 2804 BE D 22 22 10mM . 22 22 20mM . 22 22 30mM . & 22 40mM, &2
% 50mM. 2 % 60mM . 22 £ 70mM « 2= 2 80mMEK, &= 2 90mM . 7F 1% S Jiti /7 S (W HoAth 7 T, 22377l
(PLik b N E R A SR E N E 2 100mM. £ £200mM. £ £ 300nM. £ £400nM. £ £
500mM., £ 2 600mM ., 2 2 700mM . Z2 22 800mMEL, 4% 22 900mM . 7 1% S Jiti 77 S 1 573 71 75 T vF , 2% o
7 (e R 2H L) 1A R0 FE N 20 . ImM A Z1900mM . 0 . 1mM & £7500mM . 0 . 1mMZE £ 100mM
0. 1mMZEZ190mM. 0. ImMZE Z150mM. 1. 0mMZE £1900mM. 1. OmMZE £1500mM . 1 . OmMZE Z1100mM
1. OmMZ= £790mME 1 . OmMZ= 29 50mM o 22 1M 571) (e Lzt b 9 2H IR 11 B AL azk b 2 20mM

[0081] AR B SLHt )7 S ] AL & 2 M BT B & IS 2 G 40, £ A AB.CiD.E.F.G
1135 B PR FE AT T B 2R AR B PRI IS B A B AT T B 3R) AL & 9 S i 7R R Le Sl 7 B
AT FH AT BT B B R o AR At STt R, nIE B N BT R 8 3R .

[0082] 7GR h , AN B AR TR 55 2R 20 W 2H 6 W R A TEC AR TR R (BPYA R
T8 B 2SR R, LRI 7R [n) BB 3 it FH 2 B A3 R AR n R /K BOK A o 7EAR U B
(B AR S 77 S, 250 4H A W mT 4 T 1 Rl /K A VR B AR VR
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[0083]  FE—Uesjii 7 R, AR R E AR R AMHEV O SRR R TR
P AT AN/ B L BLR B AU A o A — SE S b, R E B R AMA A E S
BT R TR R £ LESLTti T b R B = A SV B 5 s A — LU SRt T =,
RE B RAMHEYE T IR W 1888 R (LB R G20, 7 — L5t 7 B , A
EDTA\EGTADTPABL E AT A4 o 75 &5 AR ST it 77 b, H & B & F SRR A1/ BINAC . 7E 31X
e B AR S it 7 22 1K) % T THI P, A )i A A EDTA JEGTA DTPAEE & AT 1K) KAL) o 7E — L6 S i
T EF HEWIEAE G AE— AT B, A HE IR P 7E— L5 it
T7 R, W EERE VSV IR R R B A B IR RSN 1% % 10%50.5% &
5% FH0.1% 220.3% o fE— LS 77 Z2 v, Mg bk 5 LU B4R 15 A0 FR s 2 IR 1 AR 2 290l
TELL Y N 1% %10%50.02% 220.06% 5 LA K& 0. 1% £0.3% . 7F — 552t /7 2, EDTA
BREDTAZS I i AE T BB 9 290.01% 0. 10% o fE— L85z jifi 7 22 vf , NACHK) A 25 B A
0.01%%0.5%KITEEIN .

[0084]  7FiX HE it 77 22 A & 7 Th H , AR TR 55 3% 2 W 2H 6 W I o i T A (RPVR - Bl 8
T-18) AW AR — et 7 S, [ HR TR 20 A S A B R T OR3P R o 7 — e S 5
H, AL 3 ) R T DR AP R0 LG RERE U R I L R RE e A IR A o A RS T R
b, R 2502 S0 S A BB N0.01% 22005 % IINAC . 7E — BB S it 5 &b, 25 &
YDk AL E EDTAEGTA\DTPABRL E AT 11 AW o 70 B AR S it 7 = v, [ AR 25 W) 2H & W) B & W At
LR FIEDTASKEDTAZR LAY »

[0085]  FEIXLEs i 7 M — BT AR B B R AW A WA TC 1 OB AR o E — L
St T S AR 25 A AL A AR E R N0 1% 20 5% HINAC, £ — S8 St 7 &, T
IRZIYNH G W) A S NACFIEDTA \EGTADTPASK & AT 11 SRAL o 7E — Lo s s 5 B b, AR 254 2
B S HATRGE M AL — L8t 7 B AR 2 &) B A 5 R THI pH.

[0086] A B K —FhiMA &Y, B

[0087] (1) RIEATIHHEE

[0088]  (ii) yAV&VDUR188;F1

[0089]  (iii) FHAR 2R BIN- & I —F- Dt &R

[0090]  YR& VL UR188YE A K B Hh 5 FH B BR BIN- £ 1 R A BR 4 & R e 1) , R X
T 5 2 T3 2 791 5 3% e e S8 A 75 R B9 AT — 4 & 51 S ) 6 2H 6 W ) A PR LR P D Ak
IS o

[0091]  iXZH & id v] G5 g S BN o X T [ A4 S, Mg B AT T IR

[0092] W 4h, %40 A W00 O] 4T 4 Hif 2 NaCl o NaC 1 A 4 A 126 Hh 6025 70 60 4 PN 2 AT 1 55
VA Bl R VR VD I LSS A IR R M A A b, I HAF AL A S TR RS RN
FF T8 B 25 V5 0 SR VP VD I L 88 A AR SRR K R AR A A W o AR SR VR R
NaCln] FHAE B A8t (1) 5k 7377

[0093] & T 8iARENaCl , iZ4H &Y AL IE AL FEEDTA JEGTA . DTPAEY & AT 24047 . EDTA
AL TR LS A B AT 1R B R R RE SRR TR Y @ 88 AN SR A IR M AL & W, IR BLAR
16 1B E L B TR BT 1R 7 2K G R RE B R YRV VD U 88 AT FR AR IR M AR A
[0094]  EDTA.EGTA.DTPABRL &A1 ZRANA) . v] A 55 7560 5 TR 55 4F 14 55 2= - I 38 W B R
THIS VDU LS8 FINACHI 4L & W 5 I HLAF A G 0 35 7060 3 I B AT B 55 2% Vg TR M B M
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TV VO U 1SS FINACKH AR 4 &4 7 . EDTAFINACKH 2H & B e 1, PR g L6k A % WA f 4L
E WA P E R N
(00951 fs v 4 b R B VPV VD U 188 L FE AR & R FINaC 1 (Ui SR AZAE 1Y 16) AIEDTA (I S A7 AE
FR45) B A B B (%, w/w) A ZE LL R Y5 Rl Y

A EE 1 £ 10

hAI# 188 05% 5

[0096] ¥ ELAFR 0.1 %203
NaCl 0.1 210
EDTA 0.01 £0.1.

(00971 JHb SR EH & W mT D A AR [ A 111550 P 2 o 24 2H S W0 O T A 2H 6 e, AR I 1) 2 B
VR

[0098] Ak, X SEZH A AR Ik ML & 2% v ) EAR R BH A 4 SR b e e o 2H
1R, 3 H U SV AR A W 5 2H 0K 1) R B AR 12 D9 20mM o 763X L2 40 5 W, pHAR &
M AESZ THIE R P, pHEEARIE L AES . 5226 . 5IWYE R N , 7 HpHER LI HIAES . 5Z 6136 Fl Y
[EINE, 4% Sy AR, HE B e 5 0.120.5% (w/w) (AN &, LA 0.3
£0.4% (w/w) FJFEXT &

[00991  EAR et , v hE L YEI U VD 4 1 S8R FFY B S I P AR BB (%, w/w) A

[0100] &) ¥ HE T%9

[0101]  yAI& VD U188 3.56%4.5

[0102] HIBIZE R 0.15%0.25;
[0103]  Jf HALikHh

[0104] sk 8

[0105]  JHI&VL U188 4

[0106] HIEI AR 0.2,

[0107]  FEARKHH, E3Chrid Na) (I &Y L2 BAR A &9, IR R T 1 % i A
WA 1B B 2 b ), G A G ph R R 2H R L P A R A 2 b A [ R H A ) R
H0.1%50.5 (%w/w) FI AN &, EARIEMS0.3%80.4% (w/w) KA B & . &R 7T AR
AR AR BRI R 25 (19, 4 S BRHC) 41 SUMR 1 82 26 110 7K & W sl A 4] i 3R 40 Jok ) ¥
B AFAE AR IR St 77 S b, H R IR T UL 5 H R R SR IR h — &2 /3 BILA 1. 43mg/mL (5%
0.14%w/w) 15 2. 26mg/mL (0. 23 % w/w) FIFEAFLE AR 5 » HABRY) R iRk E (HER
HZPRIRE) 9037 % w/wo AE— DS 7 S8, 78 1) Z T FH 2 117, AL & NaCl i) 35 A 44
HEIEARAEY

[0108] %A AV EAR LA UL N A AW AT —Fh

[0109]  &A
[0110] -

JE Rk (R ) WRE ,w/w m/ /N | ThEg

AR T R 1200U/mL 200U 29 it
VS 80mg/mL 16mg R ORI
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P188 40mg/mL Smg AT 77

L-F i 2 R 2mg/mlL 0.4mg PrEa )

L-4H 5 1.430mg/mL 0.286mg 2z M)

L-2HZFRHCL, — /K& | 2.263mg/mL 0.453mg Gzt

K gl S R A, B TR R

(0111 FEARRIAM — AT Brb , Z A G058 t— Fhak 2 Fhi 554 B 8 2 0 0
TSV 188 | FVRR R AN 2 R 2EL R ) [ AR 21 5 , S i S 21 A e e s DL 1 S0 5 SUR A7
TE o FE—/N St 7 S H , 75 ) B8 35 it FH 2 117 FH AL NaC L i) B5 44 B0k B M [ R 40 &) o 7 —
ANt )5 Z 4, NaC1 ] L0.9% (w/w) I EAEAE T EAE AT

[0112]  FEARIAS , ESChrid Na) (A & YHE T LU AR &Y (R X MIEAL N , 24 E
W e ) 25 2 i), P 22 i A e R 2 R o 4 R0 A R A 348 s A 20mM, FF ELpHAR:
EHWAES B TVE N, EEAREHLAES . 526 . SHIVE R , I HpHid BB Hh7ES . 5 2 611175
W, Btk 6.

[0113]  FEARRIAM — AL Brh , Z 4 G058 tH— Fhak 2 Fhi 554 B 8 2 I EERE A
VU188« FRR ZU R AN R 2L R R I AR 5, S i S 2 A3 e e H DL 1 S0 5 SURY A7
£

[0114] IR FE ALk Hb , W50 | Vv VD 4 1 S8 AT HR ik I P ARG B H: (%, w/w) 9

[0115] D) ¥ 35 0% TE9

[0116]  yAIK VU188 0.5%0.7

[0117]  HBI R 0.15%0.25;
[0118]  Jf HAtikHh Ny

(01191 ki 8

[0120]  yRI&VD U188 0.6

[0121] HMZAME 0.2

[0122]  FEARKEAH, F3ChRidAb) MG MIEHCBRA A Y AL X PG N X4 &
W i AL 2 22 7], L AR 28 PR A e o A R o A SR I 9 FE AR 3% H A 20mM , 3 HLpHAR
W AES TR TEE N , pHEE AR 7S . 526 5T Bl Y , 3 HpHi& ALk M 7E5 . 5 261 75
W, Bttt }g5.5,

[0123]  FEARHAM — /NSt 77 R Hp 12 A W02 B — Fhas 2 Bl B AT 18 25 2% I R L 7E
1S VDU 188 FHBR G IR AR PRI ZH BRIV R AR A & 9, B b Ik e 21 A3 Pt g h DL b SC5E UM & A7
£,

[0124]  SEFEAR e, HE M L VU VD4 188 L I B 2 R FINaC 1 ) A FE & (%, w/w) A

c) HEE 1 %3
VB &2 188 3.5% 45
[0125] e
WAL R R 0.15 % 0.25
NaCl 0.4 % 0.8;
[0126]  Ff HACEH N
[0127] G 4E 2
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w0874 188 4

LA B 0.2

NaCl 0.6.
[0128]  fEAKR A, FSChRid ANe) MAH EIRIE I AR E G AEX PG OL T %A A
W it AL 2 22 7], AR 28 PR e b o A R o 4 SR I VR FE AR 3 H A 20mM , 5 HLpHAR
W AES ETHIVEE W, 3T HpHE AL b 7ES . 556 . 5K T A , pHI SR ik Hh 7E5 . 5 67
P, Hffhig 5.5,
[0129]  FEARBAM — /NSt 7 R Hp 12 A W02 B — Fhas 2 Bl R B AT 18 25 2% I R L 7E
VD U188 FH B R \NaC 1 AN 22 i 75 4 R (1 W A4 2H & ), Fe b X B 20 A AR b D | 3058 X
[ EAF1E
[0130] B FEAR et , I 0 IV VD4R 188 R % 2 R ANEDTA R AH X HL & (% ,w/w) A

d) B 729
VB &4 188 3.5% 45
[0131] L
¥ B R B 0.15 £ 0.25
EDTA 0.01 £ 0.05;
[0132]  Ff HAEH A
N 8
a4 188 4
[0133]
W LR BR 0.2
EDTA 0.03.

[0134]  ZEAKR AT, FIChRIC ) IZH- SRk 1 AR &) A X A G LR %S
AT 5 0, B 28 7, JHL R 2 AR A A 2H R - 2H R T A FEE AR A b A 20mM , F HL pHAR
VR AES BT VEE N pHE AL e HI7ES . 5256 51 JEE N , IF HpHil AR e Hh 7E5 . 53 611 15
W, H i ftikit A6,
[0135]  FEARKRBHI)—ANSLH =i 2 &2 — e 2 P A AT 3 5 2 RN H
W VDU 188 L VB S IR W EDTA RN G2 v 71 2H B R VA 20,6, v ik e 20 40l 2k 1 DA ST 58 X
f A7
[0136] iy 8 4 Bl BE A L YEI VS VD R 1 88 WN- 2 k21 it & R FIEDTA (U A AE 1 15) B AH X &
B (%, w/w) RIEHLTELL Ty P

Vi SR S AR 1 £ 10

B84 188 05%5

N-ZBt-F AR 0.01 £ 0.5, A=

EDTA 0.01 £0.1.

(01381 JLICLH W] D A AT 4 1 550 3, I HLACGE o8 U 4L &9 . 4L S 9 ]
TR G , LI I FE R B b -

[0137]
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[0139] A4, ix He2H A4 1 M0, 2 28 v o E AR 2 B B 2ES vk, G2 b 7R 3o bl 4H 4
B2, 3 B 244 R AR A W, 2H SR 1R Ak BB A 38 b R 20mM . 76 31X B 20 &4 v, pHAR ik
HAESETHIVEE P, pHE AR ML ZES . 526 . 5ITEFE N , I HpHE L& 7ES . 52 61K VE H I
I, 24 i% 41 S W N AR, 2B 5 0. 1850, 5% (w/w) [ ARNS 58, AL HE 5 0.3
2£0.4% (w/w) FIAEXTE &
(01401 B ki , 5 T 1 VI VR VD 41 88 W N— 2. Tk — 2 Jbk 42 0 FEDTA (K A % B 5 (%, w/w)

N 7%9

B &4 188 35845

N-ZBE-F AR 0.1 £ 0.3 4

[0141]

EDTA 0.01 £ 0.05;
[0142]  f HL Akl H
AR 8

BE T4 188 4

N- T Be-F 2R 0.2 A=

EDTA 0.03.
[0144]  FEARKEAH  ZAHEMRER B E GV ALIXFE LT 2 Sk 5
Gz, Horb G2 I e th R AH R o AH R TR U B2 AL 9 20mM, FF HopHR 1 H 725 = 71195
W, pHE AR M 7ES . 5226 . SR VL N , - H.pHi& AR 7ES . SR 6/ VE I N , H ik i
A6
[0145]  FEAKRBHE— AL )7 9, HAE Y2 H— Mel 2 PR BT 5 2 R TR
VU188 \N- 2 B —F- R Z IR W EDTAFN G 1 771 2 ST v AR 45, e A i e 2 o3 ft ks DA S
E ST EATAE
[0146]  4n b PfriR , EDTAR AR & BRI S N- 4 B -1 R 2 R 1 20 & Wb AT AR 20 73 - AR LR A
EEDTARZH W, I EERE VA VD U 1SS FIN- 2 ik —F It & e i) A G EE & (%, w/w) B A
(01471 Vg ikE 729
[0148]  yRI&VD U188 3.5%4.5
[0149] N-ZEE—FBER 0.1%0.3;
[0150]  Jf HAlLkEHh Ny
[0151] 3k 8
[0152]  JHI&VLAR188 4
[01583] N-ZBE—2EREERER 0.2,
[0154] g, ANEEDTARIZH A 4 2H 55 R AN & (%, w/w) A
[0155] g sk 13
[0156]  yRI& VU188 3.5%4.5
[0157]  N-ZBE—FHtEEE 0.0120.05;
[0158]  JF H ALk A -

[0143]
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[0159] 3t 2

[0160]  JHIEVL U188 4

[0161]  N-Z B2 &R 0.03,

[0162]  FEAK A , X MA ZEDTAR H & WI0IL A B AR G4, HALd o R 11 o 1% 2
B VDI A G M AL 22 ph R, Hrp G2 ph AR e b R 2H R L AR 2 S R I A2 A A2 S
H150.1220.5 (Yow/w) FAEXT B &, HALIEH 5 0.3220.4% (w/w) AR & . 2H 2 B 1T LA
VRS 5 2H SRR P TR 3 4 20 R (1) R 6 1) 7K & W B A AT JiT 3 4 ot R VR 5 A7 AE o AE AR IR
HIsLht )y B, HE R AT LL S H R ERR L — & 4 HILA1. 43mg/mL (810. 14 % w/w) H] = .
2.26mg/mL (850.23% w/w) P EAF1E IR 5 , HZ R i) 2k B (A B HARIKE) A~
0.37%w/wo

[0163]  FEAKBHR— LT B9 ZH G —Fhe 2 PN AT BB 2 VIR A
1B VD U188 N— £ k1 JDk 2 R AR 5 1 71 2H B 1) [ 4k 254, e R ax e 2 - i b DA b S0
N EAFAE

[0164]  FE—LEf50L T, AR A H VAR EHEE 2 JolE . R, 2 H SV N EE T #
B THIS VDA 1 88 FNH B 28 FR BN- L 1 L 2 R , (H AN BB B 22 ol iz H S
N-Z =~ B 2 RIS , AR 1) 2 e 53 ML & HEDTA,

[0165]  FEULIRI G, VK VD a1 88 FNH AR Z IR I AT & (%, w/w) MLk HAELL T 3l
Bl P -

[0166]  yRI&VDUR188 0.5%5

[0167] HIBI R 0.1%0.3.

[0168]  [A] M, JHV& VDA 1 88 FIN- £ I~ Bt 2 IR ANEDTAR AHXS H & (%, w/w) Pl AE LA
JOFE A -

[0169]  yRI&VD U188 0.5%5

[0170]  N-ZFEE—EBER 0.01F0.5

[0171]  EDTA 0.01%0.1.

[0172] b SRZH A WAzt b g A 1) 5] o

(01731  FEARRIEHD , V& VDU 1 SS AN H AR R ) A XS B & (%, w/w) M

[0174] A&V U188 3.56%4.5

[0175]  HIBR R 0.15%0.25;

[0176]  H H AL N

[0177]  JAK VU188 4

[0178] HRI R 0.2,

[0179] 4 B PfriR , MR SRR N TRARH G AL X G DL T S i & Y et Ao 7
Gt Frh S b n et 9 2 2R » ZH A R Y R FE AR e by 20mM, I ELpHIC 126 A5 28 7 1Y
N, pHEE AR IR HLPES . 5436 . 5 YE I N , 7 H pHIE SE AL B AES . 5 2 60 Rl N, H e f ik
Hi1 6 o 3% Le 2] A3k A] AL B NaCl NaCl A LL0 .51 .5% (w/w)  EEALIEH10.9% (w/w) fR)AERT
HEMLSEN.

[0180]  FEAKBAM) — ALt T R X H A W2 H— PP el 2 Fh R 54T 3 5 2 Vs VD 1l
188 H it R FH 22 1 71 AT e HINaC 1 41 e R R AR 4 &4, e A X B2 A et DA b 300 X
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BT

[01811 B4R A A IR VD4R 1 S8 FIN-Z. Bk —F ok 2 B 1 A FE 8 (%, w/w) M-

[0182]  yAI& VD U188 3.56%4.5

[0183] N-ZBE—FMEEL 0.120.3, FEkHh

[0184]  EDTA 0.01%0.05;

[0185]  Jf HAlLikHh Ny

[0186]  JHI& VU188 4

[0187] N-Z MR 0.2, AfTikih

[0188]  EDTA 0.03.

[0189] B GWIILIEHC AR ARA A FEIXFIIHIL T %A SR A 22 b7,
H 2 PRI 3% b A 2H SR - 2H R 1 VR B I et SR 20mM , - HLpHAR IE Hh 7E 5 22 711 Y Rl Y, pH
FALIEHLAES . 546 . 5IVE N , IF HpHik AR AES . 5 =6 YU N , H ikt N6 . ixX
20 S WA P A5 NaCl o NaClr[ LL0.5%1.5% (w/w) « FEACERO.9% (w/w) HJAE N & &0 5
EN

[0190]  FEARK B — ALt 7 BH 2 A G W2 — P2 B S4B 8 2 i D
188 N- 2. Bt —2F ok 0B 22 vh 77 FIAE 3% HBED T AR 358 HiNaC 1 ZH RO VBRAAR A &4, Fohix e 4]
i DL S0 R AL .

[0191] 75— ALt 7 Zrh, Bl AR 5l 2 JoRE I 206 W0 ml A5 Tween—204 0 V&
Y188 M RH AW AE0.01580.1% (w/w) ELIEHO0.0250.06% (w/w) H ik
0.04% (w/w) B = H] Tween—20,

[0192]  FEAKBHEY 73— ML T, BERE S V& VDt 1 88 M H fm 2 IR 1Y AH X B & (%, w/

W) N

[0193]  a’) FEHH 79

[0194]  yAI& VD U188 3.5%4.5
[0195] HIBG R 0.15%0.25;
[0196]  fltikih Ay

[0197]  pEpE 8

[0198]  yAI&VDUR188 4

[0199] HmZEME 0.2,

[0200]  7EARKEH, EChrid va’) WA G0 LR EARAE G, Pk o R T 1 . 1% 4
B I 3 b A 2 ), R 2 b A g R A RS L A R R R Sk b A [ AR A A )
H50.1220.5 (Yow/w) FOARNT B &, EALEHE0.3520.4% (w/w) (I AHNT E & . 42 R 7] LA
VE NS R BRI h (4, 2 BRHC) « 2H &8 1 182 6 1K) 7K & W sl AT An] R 3 470 J5 1)
TRAIAFAE AEIE N St 7 R rp , HZ R B r] DA 5 2H 2 R Eh IR #h — 2 43 73 LA 1. 43mg /mL
(820.14%w/w) FI 5. 2. 26mg/mL (0. 23 %w/w) K EAFLE AR5 , HZ IR ) BIKE U4
I Z BRI ) 0. 37 % w/wo

[0201]  Z[E R Stk B A L R H &Y AT —Fb

[0202] kB
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[0203]

JE Rk () WRE ,w/w /N | The

AR T R 1200U/mL 200U 29 it

JEBE 80mg/mL 16mg IR

P188 40mg/mL 8mg M PE 7

L-F i = R 2mg/mL 0.4mg e Al

L4145 1.430mg/mL 0.286mg 2% M)

L-2HZFRHCL, —/KEY) | 2.263mg/mL 0.453mg 2% 17

K i R EE R TR IR A R TR R

[0204]  FEA IR — ALt 7 S, A2t — R el 2 R A SR AT 18 35 3K L BERE L IRIs D
G188+ F i 2 R N2 1o 71 AEL ol ) ] AR 2 454 » L rp R B 4 73 PR g 3l A b S SRR AR AE
FE— NS T Fe AL 1) B it P A, PR B NaC L i) LR 3R S [ A S 2 — 5K
Jiti 5 S, NaCLRT EALLO. 9% (w/w) BB AFAE T EAF A

[0205]  FEAKHIh, EXChRic va’) A BT LR BEH SN AR FHL T HE
Pt ade st 25 22 i 7p) , e rb G2 ) 0k 1 D 2H SR « A R ) I P2 AIE e 3t D9 20mM, I ELpHAI
Wt AES T VE Rl N , pHEE AR i Hh 7ED . 5526 . 5IFYE FE 4 , I H pHid BE AL i th 7E5 . 5 261 ¥
W, B izt e .

[0206]  FEA IR — ALty S, A0t — R el 2 R A SR AT 18 35 3K L BERE L IRIs D
G188  F i 2 MR AN VAL R VA AL 5 » L P X S ) DU 3t DA b SCE ST AR A
[0207] IR FEAR e b, FEENE L T VDU 1 88 B 2 B (1) AR B 5 (% w/w) A

[0208] b/) jEHE 789

[0209] 9% VD4t 188 0.5%0.7
[0210] HIERZEA ML 0.15%0.25;
[0211]  FFH ALk H A

[0212]  jeEdE 8

[0213] A% VDU 188 0.6

[0214]  FHERZIR 0.2,

[0215]  fEARK A, EChrid b)) WA GYILIE AR E S AL X FIIEH N, H A
WAL 5 2 I, B SR R A dE b o 2H R & 2H R 1k FE AR e b A 20mM, 5 HopHAR
W AES E T VO N, pHE A IR HIAES . 556 SHIVEEI N , IF HpHid B 465 . 5 E 61170
W, Hi ik 5.5,

[0216]  FEAK AR —ALit 7 b, HAEW) 2 —FhEl 2 i A 224 3 8 2 T 9%
188 it 2 R AN ) AH R VAR A &4, Fer X e 28 A A ade th DA B S U AP AE
[0217] SR EE ARG, FERE & VD 4188 L HI it 8 R AINaC L () AR FE 8 (%, w/w)

¢ EHE 1 £3
V0514 188 3.5% 45
[0218] L
W LR B 0.15 % 0.25
NaCl 04 % 0.8;
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(02191 Jf HARiE#h Ay

e 2

6 & 14 188 4
[0220] L,

R BR 0.2

NaCl 0.6.

[0221]  FEAK W, E3Chrid Jue’) KGR IE I AR E &) AL X PG DL N &
WA 1A 2 R, R SR R A0 3 by 4 2R » 4 20 1) R P A 3 b R 20mM, F HLpHAJL
WL ES B THIVEE P, pHEE L 765 . 556 . 5HITE Bl A , 3 HpHi& BB AR i L £E5 . 526/
W, Hig ikt 5.5,

[0222]  FEAREAN — ALty 2, A2 B — FhEl 2 Rl A SR AT 14 75 25 L BERE L IR b
4188 i 2 R \NaC1 ANZZ i R 2H i 1 AR 2 &), Forh IR B 4 A AR ik s DA B 505 Ui =

L.
[0223] SR B dth , JEE R L JE V8 VDU 188  FE R &R FIEDTAR AFX B & (% ,w/w) A
d) &A% 729
V0BT HE 188 35545
[0224] .
W ALR B 0.15 % 0.25
EDTA 0.01 £ 0.05;
[0225]  Ff HACEH A
JE 8
6757V 188 4
[0226] L,
¥ LR B 0.2
EDTA 0.03.

[0227]  fEARK I, EChricd vd”) WA SRR RAE S Y AEIXFIBH T, H A
W 35 A 25 2 i), P 22 i A e A 21 R o 4 SRR A R P A 348 s A 20mM, FF ELpHAR,
W AES TR VEE N , pHEE AR L £ES . 5286 . 5 TE B Y , 3 HpHEE AL ik s 7ES . 5 = 6/ Ya [
W, Hi ik 6.

[0228]  FEARRIAM —ASEit 7 Zrp , HA VS B —Fhal 2 iR AT 8 8 & R TS
4188\ FF B 2R  EDTA RN ZE ) 2H B R R AR 2 50, o I e 21 A3 AL e M LA 1 S5 U &
1F1E .

[0229]  7F 55— AMCIEISZHETT Rrb , FERE LA VDU 188 N- £ ok —2F it ZUER FIEDTA ) AH
HE (% ,w/w) H:

e

FENE 7% 9
a4 188 35 %45

[0230]
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N-ZB-F AR 0.1 £ 034
[0231]

EDTA 0.01 £ 0.05;
[0232]  Jf HtLikHh N

N 8
o233 WBE T 188 4

N-ZBt-¥LRER 024

EDTA 0.03.
[0234]  FEARKEAH  ZAHEMRER B E GV ALXFME T, AaP ikt & 22
), A G2 e A b g 2H 28 PR o 2H 28 R 1) I B ARk b Dy 20mM, I HpH AL % b 75 22 TS
W, pHEE AL AES . 5226 . 5T [l N, I HLpHik BE AL e s AES . 52 6/ Ya [ N, H A fitiz it
A6
[0235]  FEAKBHR— ALy 9, HEY) 2 H— el 2 PR B E & R R s
a8 188 N- 2 1t —F- It 2 1R \EDTA RN G P35I 2H B I AR 4 &, Horax e 2 7 AR ade #th DL B30
X EAFAE
[0236] 1 B il , EDTARE A BH I & N- L - it 2 B H 2H A W0 h AT IR 2H 43 o 7E R 2R A
EEDTARIZH W, JERE VAW VD U1 88 FIN- 2L B —F- it = IR i ARG B 5 (%, w/w) AT BAAY
[0237]  jEpE 729
[0238]  yHI&VDUR188 3.5%4.5
[0239] N-ZPBt—FMaER 0.1%220.3;
[0240]  Jf HAlLikHL Ny
[0241]  fEpiE 8
[0242]  JHIKVL U188 4
[0243] N-Z KA 0.2,
[0244]  Fyafchh , ANEEDTARIZH A 4 2H 53 R AR & (%, w/w) A
[0245]  jEpE 123
[0246]  yRI&VDUR188 3.5%4.5
[0247]  N-Z B} ER 0.01220.05;
[0248]  JFHALiEH A
[0249]  pEpE 2
[0250] VA%V UR188 4
[0251]  N-ZME—2EBEER 0.03.
[0252]  FEAKBH A, X FIA S EDTAR 20 -G Wik v A AR 4 &4 , HALE B 9T 1 - 1%
AP G H AL 7 G2 b 1), o rb 2 R e b R A 2R R 2H SR A 126 A [T A 2
Pirh 5 0. 1220.5 (Yow/w) (RIS &, AR 5 0.3380. 4% (w/w) (M 5 &L 4140 R n)
CIAE R T 2H 2 R 1 R 2 A 2 R 1 R 6 ) 7K W AT AR T IR ) R R VR 5 AT AE o« FEAR
R ST S, HE IR DL S5 H R R SRR R — A 73 LA 1. 43mg/mL (B8R0 . 14 % w/w) [1)
. 2. 26mg/mL (8%0.23 % w/w) I EAF1E S8 G, HARRY B0 Sk (HE R H IR E) A
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0.37%w/we

[0253]  {EAK B — NS R rp, 4L A0t — Fhel 22 Bl A B34 18 55 2% RERE L JATR D
G188 N £ Pk —2F ot 2 TR AR 22 v 7510 2l D 31 A 2 0 5 e r sk S 21 e 34 Hh DA bS58 LY
BATAE

[0254] AR BHIZL PR AR RAR A9, fEIX RS DU R » 2L A W ik A 25 22 i) 1%
OB Pl A2 R, S LS R A P B 2 M 9 20mM . pH AR i H 75 2 70 315 Bl A, pH R
YL ES . 5226 . 5L B N, IF Hag gt 7E5 . 5 =615 A

[0255] A< BH {414t mf LA AR A4, AR HOA A T 10 o % 2405 00 ml 4 25 2%
M, Fod G A ik o A E R H A AR BRI A7 0. 150.5 (%w/w) FIAHXT &,
i 5 0.320.4% (w/w) (A B &

[0256] 5 BRI A 2 , A K B AL A WA B ShAmii ik 2 R

[0257] 05 A BT I 75 2 L TEIR VD 4R 1 S8 AN R B SR BN- 2 B —2F Wt S BR (K AT AT iR 2 45
YiE ] Lk — 55 £ e DU 4 FRANER (EDTA) BREDTAZSAA) - ixX e 2H &4+ EDTAR) A X 2
= (% ,w/w) B LAFEZI0.0120. 10/ VERIA .

[0258]  TEAHH A, RE “Braa bl & 4a R E M A 5 SR B AL &9 . bt
AR BT 73 =2

[0259] (i) 474tk BT A AR FE LG T4 8 5 T o), 64 B PR 25 5 SR SRV
H FLIR AT LS BR SR  FEAS R B Hp, X RIS TR () A8 AR I 38 A U8R I PR 5

[0260] (i) BEZ 157, Ho b5 H i JE A S A0 s N CATIB H R RS 3 fEA R B
PR 20T 21 JOE U R N— 2 Tk — 21 Jok 20 ANBHT A2 A 32k 1) i 44 1B 751 5 A

[0261]  (iii) B A7, HiB 54 8 R & Pk Ig A 1 4 Ja i AR TG 1 o 78 A Kk
H, EDTAEGTAFIDTPAA AL % () 28 & 771 .

[0262] DL FAL&WiE L 51 AT — B i 8 10— Bl g 2R g P ok e AR R
XL A A4 S A AT AT IR M L5 28 R AE DL R R A, B Rk o L R , O
FLEH R 7 P2 A1 3% Ay 20mM , - HLpHAR % L 755 2 TR Y Y, I HpHE i i 75 . 5%6.5
(Y P, HopHER i i 7E S . 5 Z 6V Rl P o 75 LN AR LA 4 2 psr A it o 4
2, HAAZ BRI A7 0. 120.5 (Yow/w) (IARNS B &, 3 ik 50.3%20.4% (w/w)
(R AR 2 o A, DL BT S P LS NaCl

[0263] AR HHILW RIBARZMH S, B 5 -

[0264] (i) AT

[0265]  (ii) VAI&VLUR,

[0266]  (iii) Z&&F; M

[0267]  (iv) 4k B HL AL 6

[0268]  TEZIARZI A AW ST S , #4577 WEDTAEGTABKDTPA , 3 H A4 1
PUAAFUAPIIR MR  FELL R S P b 48 1 B R AR IR O N B AT B 3 3R, IR BLIis v ik
T PO - 188,

[0269] ARGV RIBARZH Y, 85 -

[0270] (D) RHETF K

[0271] (i) VAIBVDUR,
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[0272]  (iii) Z&& 7 F1/ 8L

[0273]  (iv) &L IEF,

[0274)  {EZHLAR LA LI RIE ST P, B4 7 NEDTA, 3 FLEEZ LA N~ 2 T8t
SRR  E 5 — MR I 9 ME T S B FNEDTA, 36 ELBEZ LN T S AL B
(BHT) o 78 53— AR 1 S 7 5, B2 FAIONEDTA, IF LB 1590 TR R o 7 A 26
WAL LI 53— A PRI ST 5, A RIDTPA, I FLBE L IR TN 2 - B R - 1
53— AR ST T G r B A R DTPA, 3 LR 1B BT 7 53— M 90 )7 %
H B FRIDTPA, H HLAE L4 L 70 FR R R o 75 %R 2 AL & i) 53— AR ST i 7 %
B G FNEGTA, I HEEZ L FIIN- L Bt IR o 78 ) — MR i St 77 S, B A 77
NEGTA, 3 FLEEL LA NBHT A5 55— M0 S T 5 7R 25 A 7 NEGTA , I HLBE £ 1k 55
R B R o 76 55— MRIE I S 77 b AL S L S B E R E AN B B B 5 70) s b
28R FIINAC FEFT A IR LR AL S 0, AR T B R L O A AT 35 2, OF Himisb o
PRkt A TFVE Vb 1188

[0275] AR WIIEW KRS B -

[0276] (1) RIEFE;

(02771 (i 1) JAI& IV ; A1

[0278]  (iii) AR,

[0279]  friZsiiJr S, A2 8 25 AR Lk N A BEAT 1 253K, OF HLVAs v A vkt i
Vo188 TEULRAL &M, I7E VD U 1880 B IR A e LA B SCAR S AR 8 BB £ 06
B (2 A 52 U AT AE

[0280] AR IOV RIRARZ A &Y, B 5 -

[0281] (i) RIEFE;

(02821 (i1) 3K 0], i3k J0700E 1 Vi L FEE R SO HP B L B R R DL K e
(MiNERE

[0283] (i) JHIK IV ; A1

[0284]  (iii) FZR

[0285]  fEiZ s Jy S , A B B R ALk M A BEAT 1 25 3K, OF HLVFs v Ak it i
Vo U8-188 TEULSRUL &M, I7E VD 18- 1880 F i MR Ak 4 DA B SCAR G 2 B B 2 TR
A 5 W R SUIR A7 A

[0286] AR HIIEAL I BRI MA SN, B 5 -

[0287] () REFE:

[0288]  (i1) 3K M), %K J0700k 1 Vi L FEE R SO HP B L B4 R B R DL B e
MiNEREE

(02891 (1) R VET , %R ME PEFILE B iRV vb i R AR ER L S B4
[0290]  (iv) Z &7 Al

(02911 (v) WEHERIHLAAL T

[0292]  #EiZ B ARSI T5 &, B & Rt ide 3 9EDTA \EGTABRDTPA , I ELAAE: AL 47 S A6 71 L
YEHLON UM MR 48 B 25 3R RN A BT R 25 2 IR I L 9 s 7b 44 -188, 5F HL
AR R U Hh D9 2R 1 LR 208880 -
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[0293] AR WIE R SR 25 A 1) A

[0294] (i) R H K

[0295]  (i1) ik 7700, 150K A2 9034k 2V 000 B LA H AR L LA A T DL B
(N:SERES

(02961 (i11) F T A, 2 IV ME AL 1 VP YO T LLI BRI LA e B AT TR 4
[0297]  (iv) BEA 7 FA

[0298]  (v) £ 1k

(02991 fEREEL IS 7 S0p e AU HEDTA (EGTABRDTPA , 3 HLAE 4 1 410 g
NAC. 42 B 2 3 D030 by PO FEAT 18 748 2% L Y1V YO U DL 0B Ml A 1o YO 2 188 , I L3R L1 A i
A 5 L1 L - 208880

[0300] A WIAE e SR 25 A ) A

[0301] (i) R H &K

03021 (i1) #7163 J 750308 1 G  HEWHE \NaC1 LA R AT 2L

[0303]  (441) F I 11, 2 I 05 ME AL 1 P YO TR LLI BRI LA S B AT TR 4
[0304]  (iv) A7 Fl

[0305]  (v) EEZ& 1k,

(03061 fE S¢S 7 50, e A% M EDTA (EGTABRDTPA , 3 HLAE 4 1 %10 g
NAC. 42 B 2 3 ek by PO FEAT 18 748 2%, Y1V YO A DL 0B Ml A 1o YO 2188 , I L3R L1 A i
e i A 5 L1 L - 208880

[0307] A IR St T 254 &, B

[0308] (i) R H K

(03091 (i) ¥ T4 70, R0 TR 47030 12 Vi FRE W T L B T B LA S
(N:SERES

[0310]  (341) FIHTHH 1, 2R I 05 ME AL 1 P YO TR LI BRI LA S B AT TR 4
[0311]  (iv) BA 7 Fl

[0312]  (v) A4 B 40 8L 1)

[0313] /L% PRSI 7 ol e TR M J9EDTA EGTASEDTPA , JF FLAAE LG AR A 1R
S Hh AR L o 2 R R R A A AT B 7520, PR IO IR e VU YO -188, 3 HL
T L1 BRI AR i 0 5 L) B i - 205K 80 . 75 3 BE S i Iy S o , VR4 4 M e ik 1
BN U BRI LB AR L S e 0 2L 3 Ik T L FE 2 b — AN SRt Ty
b FE 1] R M BT, PSS NaC LI S M P 36 M T AL B0 o E 50— AN STy 6
H1,NaC1LL0.9% (w/w) FEAFAE T B AL B A

[0314] AR BRI B v 2 A,

[0315] () REHEK;

[0316]  (51) ¥ T R4 , AT T4 700306 I R  E W TR L B A T L R 8
(N:OERES

[0317]  (341) FIHH A, 2R I 05 MR AL 1 P YO T LI AR L S B AT TR 4
[0318]  (iv) A7 Fl

(03191  (v) BEZ b5,
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[0320]  7EiZHEARSCHT 2, B S FIHL ik H EDTA EGTABEDTPA , I H AR 2 1k 7Lk i Ay
NAC . 12 B 2 2 DR 3 A P F P T 15 3 VPV VD IR ISR 3 317 VD 18 - 188, I L3R 1L AL AR I
e 3 by 211 BERR R - 208880 o 75 R e s it 77 R, VR T4 & W H 3k VSR AR L RE R L AL
By H BRI B R AT RE DL R e A TR AL A 5K 0 ARSR EEA L 7E F D — AN St T R, 7R 1)
R it FH 2 B, F AL NaC i B A 3R B MR T4 &0 A8 2 /b — A2t 5 b, NaCl1 LA
0.9% (w/w) B EAFAE T HAHAR .

[0321]  AKWIEH ST Z4HEY, B85 -

[0322] (i) R &

[0323] (i 1) RFERA T A% R T ORI W b L R L H I L AL R A W DA R e
(NEREEREE

[0324]  (iii) ZRTAIVE T A, %3 T PR FIE B /D o R L AR e DA R E AT 445 Fn
[0325]  (iv) BEZ 1B,

03261 75i% LR S i 7 2, BE 2 1 AR b AINACER FF BRURR o W2 1 75 25 Dk b Ay P 75
FRE 2, VR VO 0 b 9 g v - 188 , I B3R 1L B TR 1S 410 306 b g 58 1L B R s — 2088,
80, 7F R ML S 77 2 Hh , VR T2 A1 b I8 1 v R L SUAL Y H R I L B R 5 LA
FEATI A 15K J1700k A  AE 28—t 7 e rf, 7 17 B it A 2 /T, B EL & NaCl i)
FHIER R TALA W AEE D AT E A NaCIBA0.9% (n/w) I RAFFET EHH
ke,

[0327]  AKWIEH PG T Z4MHEY, 845 -

[0328] (i) KR ;

(03291 (i) V- bl R . GELALN BB I | AU R A R B e A 1 2L

[0330]  (iii) Rrimyd e, 2R s MR B /iR Vb i R LA R R DL & AT A &
[0331]  (iv) BEE& 5 A1

[0332]  (v) BEZ 1E71.

[0333]  fEiZHARSLl T R, B A FILE b NEDTA \EGTABKDTPA , I H B & 1kt ig iy
NAC o 12 I 2 3% D030 L A PO B3 AT B B3 30 VD AL 3 317 VD 8- 188, I L3R 1 AL
e 3 by 2R 1L BERR R - 208880 o 75 R e s it 77 R , VR T4 & W H 3k VSRR AR L R R L AL
By H BRI B R AT RE DL R e AT AL A 5K 0 ARSR A  7E F D — AN S T R, 7R 1)
Rt FH 2 B, FI AL NaCl i B A 3R B MR T4 &0 A8 2 /b — ezt 5 v, NaCl1 LA
0.9% (w/w) B EAFAE T HAFAR .

[0334]  AKHHIEH PG T Z4MHEY, 85 -

[0335] (i) MR

[0336] (i) V- bl R GLALN R I L AU S R A R B e A I L s

[0337]  (iii) VA&V,

[0338]  (iv) B A

[0339]  (v) 4k R Bisa Ak 7

[0340] 71z HARSHE 7 S+, B A IR IE A EDTAEGTABDTPA , H HLAT 4 A Fi S Ak AR
e BTN LR 4% 18 B R AR IR HOh R BT B B 3R, IR LI v R I R v VD a - 188
FE RSt 7 B rh , VR T AL A W 3 1 VR R RE L UL H BRI L L AL R AT RE DL &
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EAI A G B TK J17R B AR Z D> — AN 7 S H, 7R ) B B 2 11T, AL & NaCl i) B
MR E MR THED AR D — DL TT R H ,NaCL1LL0.9% (w/w) ) EAFAE T B A A
H,

[0341]  ARKHHIEW MG T A ST, 05 -

[0342] (i) R

[0343]  (ii) MG\ ERR  SUALAN H R I L AL R 2 B B e T A &

[0344]  (iii) VUKV UR,

[0345]  (iv) BE& 7 M

[0346]  (v) BEZ1ILFI.

[0347]  ZEDUIL IR SEiti )7 S, % B A FNEDTA , I H B4 (-7 AN-Z Bt —2F I e 42 TR
B R IEH N BT R EE 2 I BV i i de o Vi Vb i - 188 o AE FL L St 7 Z L Uk
T2 AW 3 1 s L TR A H R I L B R AT DL R e I A K 7Rk
A AEZ D — AN 7 R, 78 W) R it 2 AT, R B NaCl i B A S A M) R T4 A
W) AE D — ANt )5 P ,NaC1LL0.9% (w/w) B AFAE T A # iR

[0348] AR HHIEW Mk T 2S5, 65 -

[0349] (i) R

[0350]  (ii) Vsl R AL H R I L AL R B B e T A &

[0351]  (iii) VEV&VD U, Al

[0352]  (iv) BEZ& L.

[0353]  FEPRER S HE 7 S, BE L IR FAN- L -2 R R - AR B 55 R A0 o A B A 1
B2, I HIA IR VD U e b T VD G- 188 o FE FE e S i 5 R b, R 4L -A W ik 1 v
B RE N S ER L L AR R B DL e T A TR ISRk A L AR R D — AN SE
Jiti 77 S A, TR ) KBS it P 2 11 P B B NaCl 1) S A 2 Rk AR T2 6 TR B b — NS g
%4 ,NaC1LL0.9% (w/w) B EAFE T EIERF .

[0354] AR HHIEHS KIG T 29MA A, 05 -

[0355] (i) KRIETF & ;

[0356]  (ii) Mgl MR AL H R I L AL R 2 B B e T A &

[0357]  (iii) VAV&VD Ul Al

[0358]  (iv) FHAREIR .

[0359]  FEMLIZ 1) SLit /7 S H , 42 1R 75 R LI Hb oA PR B A 18 85 3%, JF ELYRi& Vo iR ik oy
TS VL U188  AEHE L St 5 2 A, R T2 A W H 3k Vg R TR L SN H R I LAY
WS AT RE DL S B AT 4L G R 5K A7)k B A 2 D — AN 5 b, 7R R HE i T R
FAAL & NaCl (1) A AR E AR T AW 75 2 /b — A5t 77 S+ ,NaC1LL0.9% (w/w) H) &
FEAET E A AR T

[0360] AR EHIEW UG TG, B

[0361] (i) R

[0362]  (ii) ¥R ORI, 2R T OR300 B 0 | e H Rl L (LA R & 5 DL e
(NS

[0363]  (i11) FTHIVE T4 77, 123 TG 14 7738 Vv v o B LU AL IR LA A e AT I 265
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(03641 (iv) ZE T BRI (A0 UM ) L 1% 75 /0 T PRSI 0 1 0 80P A 1 24 ) B2 I
SIEAETEE RiCE ek A il [ DR IE

[0365]  FEA K BH IZ 7 10 o, AR B 25 R I Dy A B A 1 2 3R YA T Vb AR B 1 g Vi
Yo U-188, I L2 (B4R TG U0 126 0 5 11 BL PR I - 20 580 . B 45 I L Hb WEDTA \EGTAER
DTPA, 474t B HU AN TR 5 b A BT ER IR, - LA & 1 b 750 B3 g PR B S0RR 21 I 22U \NAC
BBHT o Ay 25 S, 3 P P S B ) 70 S804 77 A0 2 b B 3 U ML R 5 A 2R - P TR WNAC
SRBHT ) 211 € 35 24 T4 ) M AR B 3 5 R i B HSEDTAEGTABDTPAR) 4125 .
3K TR 2K T 0 SR A R A R EDTA 5 B ZCR 2 O 2R A NACERBHT {1 41 £ o 53
ST UL i £ D TPA L 0 2 D SRR NACERBHT I 211 25 3 T T
PR AL M B FEEGTA LS YA 28 IR -t 20 MR (NACERBHT R 4L & o FE AL LI 7 58
IR E Y ik B R L RERE SO H BRI | LU AR L &0 DL S E AT TR LA B 5K 7057
KL o A 5 b — NS e T 0 28 L2 S P A NaC LB A RV T4 2
W) o A 2 /AT R NaC1LL0. 9% (w/w) (I EAFE T EAE k.

[0366] A KWL RT3 &, 05 -

[0367] (i) R H &K

[0368]  (i1) Mg« FREHE « H 8 19 L1 LI S B 46T

[0369]  (iii) &V

[0370]  (iv) A7 AN

[0371]  (v) £ 1k7,

[0372]  ZEAR A SEHT SR, B A FIREDTA, L2 1F 1 AN- 2, k= o B 5 B
P PR R DR A 4 7 3 9 LV I AR B i YD - 188,

[0373] AR SRT 2 AH &, 05

[0374] (i) R H K

[0375] (i) Vb« IR\ H R M L AU 4 A7

[0376]  (iii) yAIKVDUR; AN

[0377]  (v) £ 1E 77,

[0378]  TEARIEMSLHE Ty S A, BEL L FIN- -1 DR R B B R o AR B 2 R A ik b
IR HE 3, 3 LAV U M B Vb 1188

[0379] A BYILPE RBAAZS A &P, A5

[0380] (i) R H K

(03811 (i1) 3K 7], %k 77003 (5 W b« R U H BB I (L B BT AT LA B e
I H 5

[0382] (i) R P 0, VB T 0 M LSS 1 V1T 000 38 L BT A S e 0L 2
[0383]  (iv) /DI FRRAL PR, 1% 2 D R R R PR A )k B 25 0] VBEZ L
SIEAETEE RiCE ek A il [ DR IE

[0384]  FEA K HHMIZ 7 I AP, AR B 25 R LI A B AT T 2 3R L YAV Vb AR B M Dy i
V188, 3 H% 1L AL ER R Dk b o 3 1L LR i —20 580 . 2 & 7 AL 14 3 )W EDTA \EGTASE
DTPA, 474t B HU AN TR 4 b A USRI , - LA & 1b 750 B3 g PR B S20RR 2 I 22U \NAC
BBHT o Ay 25 L, 3 P P 28 B F) 70 S804 77 A0 256 b B 3 U ML R 5 A 2R - P TR WNAC
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BYBHT ) 4 A o 3X A Fh 2 2 1 0 S8 A0 R I AR e B0 45 U0 I iR S EDTAVEGTABDTPAR 4 5
PRI R PR AIL A I H B FEEDTA S B AR &R - - R 2R NACEBHT I 2H A5 o 1 79 Fol
FRAPUEAL IR AR Lt AFEDTPA L AR IR « 1 It 2 R \NACEKBHT I 2H & o 3X P Fh Y (1)
PrEAFIE AR L HL A FEEGTA S B 2 IR 1 I 2 R \NACELBHT I 4H 5

[0385] VAIT 5k

[0386] 7RSIt 7 G H , AR BRI VA TT 50095 B 05 LI FE S5 1 5 V2, B HE LR DA AR e
(1) 5835 Thae 0 SR Ak BE 1 245 W | 700 e FH 25 5 o 78 B 32 38 00 0 U8 o 70 R st 7 R
L I EL A AR LA M J5, 1 G 451 G s 2 e JUL PR G o 2 42 o) P IS A g, v 48] %
Pt R ¥ B &5 o AR I 7 vk, AR R BRI A W TR 97 DR o BL st 7 R &
YEIT IR, W A0 e 97 Sk BT VLRI 5 o 7R SR L STt 7 SR, AR R BRI O VR IR A
TBIT O BREAS , BLHE G AN HIAR AR RESE AR DAL M T v, AR BRI 2H A4 T 16 97 A
[0387] i &Y TIE 7 WARES , Ptk i FH T iR )7 A b 5 28 B VRS ARRR A5 (MDD)
BB RS RE N, o iZ 2 W 3 T 20004 H i) “Diagnostic and Statistical
Manual of Mental Disorders Text Edition” (DSM—IV-TR) . ®] PAf FAS & BRI AR 2H &
Y, AR DL s FH R A P 1 R AZRE PR B A T B 2 w70, FL D ) P Tt FH D v

[0388]  FA:
[0389]
JE Rk () WRE ,w/w /N | Thae
AU BT R B 2 1200U/mL 200U 259 i
NERER 80mg,/mL 16mg VR ERIH
P188 40mg/mL 8mg M PE 7
L-F i = R 2mg/mL 0.4mg PrEa AL
L4145 1.430mg/mL 0.286mg 2% M)
L-2HZFRHCL, —/KEY) | 2.263mg/mL 0.453mg 2% 17
K QS & QSR HE TR IR A R TR

[0390]  FE—NSLjitiy 9, 76 n) B8 35 it 2 /i, B B NaCl ) S A # AR E A 59 o 76—
NS 7T 227, NaC1 AT LALL0. 9% (w/w) IR AEAE T A B ik

(03911 ek s 7E SR VR VA T I Bt F 4L &40 o 571 A0 3 b A 30 5867 B 5.0 B 57 ) B 771 | o G
1536 Ohf T30 5 71 &) B8 O T-50 B A 71 5) ANy 8 5007 K 1% 6 771 & 4 F M it FH v 4
B FTA ) i 18] DX A, A0 32 by 5 380 % T 18] LRI 8 JE LA 3 FpiE T7 ml BLBL3 264 H 1 1]
R E L 27 v — AN S 2 2 AR T I B Bos Bl PRMon tgomery -
Asberg AR F & & 1) B 3B R . BE AN, 1X 88 F 3 I8 B A BUGE H I PRCGT -S43 (I PR A A
ENRARAL PR3 A RHAM-D17 S35 QM5 IR ETHIAR P & B ) «

[0392] A% BH B 20 A9 A 76 mT B30 97 <2 DL B0 FRSRE IR 9 HL /83 TRy LR #%
I3 BN TE T Rt SR AT S AT 2 IR G 2 L i P R« S LK o 1« S0 1 Sk
T LR 28 | B VTR A PR VR 2 B W TR L O 35 TR HE B IE sh Th e I 1S . B LAY
PR (BL) R ES B3 T 4R Bida P S 7 R M IIREAT &) 4 5 BUVLIK 77
B i 2l e AL 25 DhRe Ot PR 4 80 (J A1 35 80 T A 4 80 IR A £ FE S0 W6 AR R ilD 29
JiE \ PRASEE (Fp PR BCRR 22 1) 25k R A FH 12 Sk R i Sk I LR 22 L DA 2 B30 3 ik 2>
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o8 BN A LA WL MBS TR £ B ALE « BEL 8 0 PRAEAR R i 2R R i 8 < AR E g
HEMNEEEAE P ARRIR K T R 7 WA 22 BERRFEBb A AR BRI R 2R 1R/
KRG R TR B Y (IRED R MEZ ZREG G0 T /% 7R A B ok 1 S i
Y ER Sk SH I R LK T R5 5 L AR 30 B T RS £k AL R B 5 BT O ST PR L PR IR
FE L JONE I B JERE AT R AR B S A be B A% i o 5 AN A T e ML O R L I
R B KSR AT AL | Py R I AR L DK A TR R A R 5 L R L 2 E T AR T SR
ik Z2TRE BRI I B B BT T R S R R RRIZE 3 SONTRSIR | R TR
BB NR P 2 A B B R I B S AR L SR SRR L 3T L I SR AL
P HE 58 AR AR TR AR AR IR S HENG S (R L P S A | I R B 3 45 T B L 7
JGHR VG5 R A8 A 26 R A8 AR A% B R EROAE L B A I R AR A VI A I i SV AR U
R0 A5 T 58 L 8 1M D) BE R A « B B4 A P PR G L 37 S B TR 1M R 20 S o MR 4 L R
240 6L R £ 200 ) B A G 5 i 52 ANAZ A A S e P e iy 1 WA R K 5 R B~ B RAL
i B RN E B 2 IRV AL R L PRIRAE AT S ARAE K ikt The et B 254 L it
REANR 2 8 B B 52 28 S22 (e 0D 28 TR 7 L RS S RTILES S 51 4 B R
RTINS B VRRE 28 YU A T 4 28 < £ 4R U 00 e 25 Sk AN 28 o AE DR R I 5 7
FL ARGV TR DR .

[0393]  HAGWH TR AR E I, BE W L2 PO M TR . -6 77 1 77 R]
PAREA I B BOATART A 5 400 o SR T 122 A1) 50 00 3 M 3 T3 A v Tt ) 42~ A1 701, % 3G o 4 T T
LI Bt

[0394] KA.
[0395]

JE Rk () WRE ,w/w /N | The

AU BT R B 2 1200U/mL 200U 259 i

NERER 80mg,/mL 16mg VR T ERIH

P188 40mg/mL 8mg M PE 7

L-F i = R 2mg/mL 0.4mg PrEa AL

L4145 1.430mg/mL 0.286mg 2z M)

L-2HZFRHCL, —/KEY) | 2.263mg/mL 0.453mg 2% 17

K QS QSR HE TR IR A R TR

[0396]  FE—NSLjitiy 9, 76 n) JB 35 it 2 /i FEL B NaCl ) S A # AR E A 54 o 16—
NS 7T 22 ,NaC1 AT LALL0. 9% (w/w) IR AEAE T A Bk

(03971 ZH &4y it FH 7 32 — Ik S8 2100 I 1 32 L0 AR B i B b o A P S = o 0
AR 7 #4250 (2555 1250) B ARG AME T 17 350U (771 &:250U0) o8 A1 77121 — M
e ] LAYk b o0 5 41 8 (AF) (i@ sk ECGTE 554 J& I 5 (49) 1 R 9 38 o FLA A R A0 355 - 9/ B
6] 5 ok 20 7E TCUAS B I 1] 5 ok F5 38 1R P (3 e 26 5 9B/ Pusse 245 i A8 P s 3 HLisZ> 17 0 S5 0
5 41 i (POAF) H#EAT /- NVETT (W AnyEah RS VR B ) 75 K

[0398]  fEFHELL ST T7 S, AEATART 90K HA 1] P PR i1 m) 28 5 it FH d¢ 7= 36 OU ) PRI B3 A 11 2
[0399]  #&/WIAIREERIGIT
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[0400]  FE—/NSEJitiT7 2, SE LRV i 2 2 VHRE - 0, BB 2 HE R 52 i3 fE R
VBT W USRI Z059U | BRI 8 058U BRI B Z157U BRI B 156U BRI £
55U B BRI 8 20540 BRI &S £053U BRI 55 252U BRI & 2510 B ER IR & 250U 5L
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i FH T S R T

[0434]  7E 5 — NSt 7 S, 25957 DA DA Jsk 2D B Tk 40 B Bl 01 i AR K ) == A, AR
EANPR T %80 4 K B B 1R TR PN B 40 DX BT o 4971 20, 45 A B 1) 24 4 i 51 e FH 1328 1 A 1) X3
DAYl D Rz SR IS « MBS 5 Sk K2 5 0 5 RISV 5 FHI 53

[0435] sy 4

[0436]  DLFSEHEflon 1 A K B st g R A7 TH , 3R B 7R il AR B 1
[0437] Syt fs)1

[0438] 53 A5 F5 A il 551 AH 5% ) s 48 A s A4 B 245 W0 25 A A it P AR e 12k o

[0439] W R ER1-3r FTIA , 3@ I R AR A B AT 1R B 2 1 IE A 5 A 5 TR IE R &
DA 1] £ PR B3 A TR B 3% ) AR AR V8 VR o K A TR 70 1 B3 /N, A FH S R R T o SR A R
T AE K EMGE TV G, 81 5 T 4R R 2R I e v (CBPA) MR il B 2 e - 3=
et TR R TR SR AERR B IS T A7 SRR IR E 45 R, I 10— = B AR 3lie .
MR 1-3M0 Fro , P AR H5 A% i BH 77 T o] 2% 1) [&5] 44 2H 5 0 ) ke 5 = Monf EE sl AT EE AR
[0440] 1. 1. %FH17)
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[0441]
—AbFh E
BE A, % whw z; @jfifé}:
#1%] | Treh TWEEN®20| P188 | NaCl | Met | NAC | &%) | TO 348 |64A
sEbdy 1| 3 0.04 09 | 0.2 - K 80.6% | 86.4% | 80.8%
Trdy 2| 2 . 4 2 . - POmM | 81.5% | 68.6% |68.0%
28 F R
HS5.5
H1F) 1 2 - 4 - - 0.03 R20mM |98.6% | 91.9% | 86.9%
28 F R
pH 5.5
[0442]  Treh=7JHE ;P 188=JK VPP 188;Met=L-FFHi& R ;NAC=N-Z FoE—L—F-Jbk
R .
[0443]  F1.2: % FHI7
[0444]
—Ab Bk B
KA H], % wiw gﬁ?ﬁ)ﬂél{_
%)% | Treh |TWEEN®20| P188 | NaCl | Met |NAC | £ #) |14NA |3/4NA |6 4NA
sty 1| 3 0.04 09 | 02 K 74.8% | 70.3% | 24.0%
sTeedn 2| 2 4 20mM | 64.8% | 57.8% | 46.8%
20 R BR
H5.5
HF 1| 2 4 0.03 20mM | 86.5% | 77.9% | 62.3%
20 R BR
HS5.5
[0445]  Treh=7VF¥EHE P 188=JHI&VVIIP 188;Met=L-H i & 8 ; NAC=N-Z Lk
IR .
[0446]  ZR2.: I T HHill5
[0447]
KA, % wiw Ja—1bzi gt (B 47%)
1™~A [IAA
#17%]  |Treh|Sucr| TWEEN®20[P188| NaCl | Met [NACE& # 7 [T0O 20°C  40C
3ty 2 2 4 20mM [87.15%(88.95% [76.32%
e
H5.5
214 3 3 0.04 09 (0.2 K 84.06% (85.18% [72.86%
HH2 R 4 0.2 20mM  98.60%(120.85% (91.17%
20 R ER
H 6.0
HFH3 P8 0.04 0.03 R2OmM [105.2%110.05% [96.89%
20 ER
H 6.0
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[0448] Treh=yF#FE; Sucr=EHE ; P188=JAI& VDUt P188:Met=L-FHERZE R ;NAC=N-2,
Bk -L -2 =

[0449]  F3. kTl

[0450]
K, % wiw )2 —1 2 RE,
5T 25CTF
#15) | Treh |Sucr [TWEEN®20{P188(NaCl| Met [NACE #F #|  [TO 3AA 154A
%t 4 2 2 4 20mM  [87.15% |78.0% [78.0%
=4
pH 5.5
gz 2 PR 4 0.2 20mM  98.6% [97.0% [98.0%
ZE R ER
H 6.0
#F4 8B 0.6 0.2 20mM  |86.48% |183.0% [84.0%
ZEL R R
H 6.0

[0451]  P-188=7HIZVPUP-188;Met =L-F M AR -

[0452]  Sjsif5)2

[0453]  fEHUEAFIAFAEBIAAELE T IBAAAR W 2 YA A Y )i 1

[0454]  GnERAH 7N, I K AR A B AT B B X 1 1E S 55 AR 5 = RN R SR IR R &
LI 28 AR 25077 S T BT = Fh 755 15 8 Yo w/wifF v B <4 % w/wP188 F1pH6 . 0 it 20mM
HE RGP o H bR EE N 100HAL/mL o 1l 71 LOAS & A P A Hil 77 1 1R 245 73] % A NAC
FTFR R G R o i A A VA VM 78 ) 2mL 3k 38 /N (1. 25mLIE 7)o, 3 PG IR ZE AR 7 5 ) 7
75 (A, t0) FIPUANEJE (-70°C.5°C .25 CHI40°C) FlgfE— M H2Z J5 , it 3 T 41 i
1) 25 BE W 5 v (CBPA) PR 17 R e « AR MRS IRAERATP A H NS 2, T HIRAR
(55 (#12) FEEFEA0°CHI BT A VUM EE T g7 — A A2 5 R HakEs , A St E e
I HIFRIAE25 C R 4K T RKZI1T % IR RE - HAE40°C N EEA EHR T e (Bpsg 4k
) o SAE PRI HIFRI AL , BTk 55 A FIN- L B -L 2P PR R ik T 2 RE
Pk, R BAN- - L2 I 20 R L6 1% 15770 7 24 B A0 77 S ST NACH AR 2 & 0 #E25°C T
BRI A2 S5 R0 83350 % RS , I HAE40°C TN A G R Bk T i s
(B, FRFEARIE) M2 T, R AR, B ENACH AT HEWTE25C P3N A2 )G
RAE TR T 7% ((98.6%-91.9%) /98.6%) , LA X AEA0°C N A7 1 A2 JE R RETRR T12%
((98.6%-86.5%) /98.6%) - 1XFRIANACH] 7% TH &Y+ HIEF E .

[0455] 4. AA 5
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[0456]
#Fe, U/mL
B 55 * L RALF TO 14~ A 1 /4~ H 14~ A 14~ A
B/ (119 &0 2570 40°C
15 10 % 128 135 135 106 0.225
|5 11 N-ZBb-L-FLRER, 0.2% | 128 133 129 61 0.2
W/ W
#7512 L-F 888, 0.2% w/w 133 146 146 145 138
(04571 sdsg Ffrofil] 57 420 & B 1E 4 SR 2 1 37 A B A TR 2 1 TR B AT 18 5 2 < 8w/ w %6 T 7

4w/w% G VL URP188.

[0458]  SEifsl3
(04591 7RG A BT A8 A R0 o3 B P 8 £ i 750 A 1 S
(04601 4nR 5 Flros , 8 IR AT PR B AT T 2 2 1) 24 55 00 IR RE S AN R L SR ARV 5 LA il

AR L= ST QR A I, B 70038 B A 8 Y% w/ witg i bE 4 % w/w P188.pH 6.0°F
1) 20mMZH 2 R 22 vh 77 AN — ek 22 A 8 AL 77 o B FRRLAE N 100U/mL o 4 AS 44 15 15 45 78 31 2mLL
PRGN (L. 25mL3E 7) H , I PG IR ZE 4R 7 55 B FE3E 78 (FRI 1], £0) F140°C T il 47 95 B
FAS B2 J5 , 38 5T 41 H () 25 BE T 52 72 (CBPA) 3% 1l 79 ) 2K g o 25 R Tk &5 BRAE 5
25 H o B BT NACFNEDTARA R (1) R 4 &4 (11l 71126) 7E40°C 72 AN A2 )5 IR B8 B &
Refig , LA NACEDTARN 3 Al L IR I &4 (il 55127) th2 anth . AL 2 F , sk Fos , A
ENACIEAS ZEDTARI VAR &) (7525) £E40°C N g fE2 2 JEEA Eisk T i 8be . X
FHPUEALF-EA 7 (5, EDTAEGTABEDTPA) A1/ B4 2% 1 79 A0 7 (19, FR B 2018

- 2 R JNACHIBHT) Y 2H. &%) A BEAT B B R F2 3t 1 AR e R

[0461] 5. A5
[0462]
FEHA) 2 A% U/mL
%) # NAC | Met | TRP | GSH |NaSul |PrpGal EDTA| ., 28 [1/4A

%5 ! % % % % % % % 40°C | 40°C
#1720 0.2 126 | 129 | 130
17 21 0.2 127 | 13.71 | NT°
w5 22 0.2 123 | 3.76 | NT
%7 23 0.2 23.7 | 0.161 | NT
#1524 0.2 0.164 | 0.150 | NT
#F 25 | 0.2 0.2 133 [0.253 | NT
#F 26 | 0.2 0.03 | 129 | 127 | 127
#lF 27 | 02 0.2 003 | 129 | 125 | 122
#1728 02 | 02 126 | 245 | NT

[0463] 45 Fh i35 A AEPH 6.0 T A 20mMEZH 2 B8 22 P 7] T B 100U/ mL P E: 4T B F &

8w/ w %% T B AN 4w /w %6 YIS VO P 188 LA K 8 % F B8 AL 77l
NAC=N-Z F-L—2E PR & R s Me t =L-F AR BR ; TRP=L- {0 & % ; CSH=L-& Bt H

[0464]

K sNaSul = WA iR 8 ; PrpGal =¥ & F IR N liE ; EDTA= 2 — &4 Z FRENEL
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[0465]  NT= R

[0466]  Sjitif514

[0467] & [V P 77 () a2 00 7~ (9P VA 4H S P R PRI 52

[0468]  WnER6H B , 3 I R AR PR B AT 11 B 2 10 24 55 00 1A 5 iRi& VD A R (L AL R R
TR B DA 28 AR 25 0 77 (i T VR I P S B, B R3S A AEpH 6.0 i 20mM4H 24 R 2%
T8 %6 w/ Wit b 0. 2 % w/wH IR Z FR A M4 %w/w P188EY0.04 % w/w Tween—20. H #5%K
HE 100U/ mL o R A A 5 9 HE 70 21 2mL B389 /M (1. 25mLIE 78) H, - HASIR ZEER e % ) o 7
T 78 2 J5 18 3 2 T 40 B ) e I e v (CBPA) I il 771 2% e, LATS BT 4R 3 RE - fE40°C R
it A7 1 A 2 G FROR I B 30 68 « AR M 4 SRAE R 6 h 45 o N RO I 45 R T Bl B E i, A
XA R L AR B 1 6T N 51 A YAV YD AR VRAR R AR AE 40 °C TR A AR — A H 2 e it

T BN E .
[0469] K6 : AR5
[0470]
ks |1ANAN
i 43 B 7] CBPA |49 CBPA
H®F %5 | Tre [Tw-20|P188 | Met | 4E 7 7 (A) |f#A&%EE| (UmL) | (U/mL)
20mM His
29 8 0 4 | 02 pH 6.0 1 40°C 133 138
20mM His,
30 8 1004 0 | 02 pH 6.0 1 40°C 114 9

[0471]  Tre=1iG¥ENE; P-188=1I& V> Il-188; Tw—20=Tween—20; Met =L-F i @R ; His =
L-HZER

[0472]  CBPAZ:HH T LAU/ml 3R IR 1) 5% i P

[0473]  SEjitifsl5

[0474]  AAFAETK JIF0] 7~ B S A 2H 5 e e 12k (1) 5

[0475]  GnERTAIERSH fir 7, 3 I K AZRY PR B AT TR B R T 2 S AR S AN R 4 A VR A DA
il £ AR 250 7 f T BT 2 A R A0 T B0 %6 B8 %6 w/ wif i A L 0 %6 B0 2 %6 w/wH TR
F2.0% 4 %w/w P188, il A5 iX LL M EC T pH 6.0 F [ 20mM4L & B2 22 1571 o o H B 3L BE K
100U/mL+ 150U/mLE% 200U/ mL o s A A4 15 35 1H 78 21| 2mL B 385 /MR (1. 25mLIE 78) o, H G i 28
FER 702 3 o AR I 78 2 5 38 I T 20 PR ) 2k e W s v (CBPA) UK IR 2 ke , A4S 246
RAE - E-TOCHI40C A LA H 5 BN E 280RE - AR Re AL RAER TRIZRS 45 Hi o )\
XA R R g5 AT A Y, A ST Y AT TR A A A AE-70°C A140°C T A A7
— N AZ G R R R ME X AR SR R 107 I FI40) 45 B ST R, AL 1L AL
e AT Tk I FIRAR I FIFE-70C FigfF— A A2 et — iz e k.

[0476] T AR5
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[0477]
CBPA, |CBPA, [CBPA, |CBPA,
5 48 5 17 28 5-(% wiv) U/mL | UmL | UmL | UmL
a4 |1ANH, [1ANA,
%8 | P188 | Met % % 7 A4 | (Uml | -70°C | 40C
31 8 4 0 20mM His pH 6.0 100 128 135 0.225
32 0.2 | 20mM His pH 6.0 150 52 13 0
33 8 0.2 | 20mM His pH 6.0 150 131 145 30
34 4 102 20mMHispH 6.0 | 100 128 142 103
35 8 4 102 20mMHispH 6.0 | 100 126 130
[0478] 8. WAAHIF
[0479]
_....| CBPA | CBPA
BIA%% | Tre | Suer [Tw20| P188 | Met | ## |78 wml) | U/m)
(U/mL) 70°C 40°C.,
20mM
36 0 0 0.04 0 0.2 His 100 25 1
pH 6.0
20mM
37 0 0 0 4 0.2 His 100 105 72
pH 6.0
[0480]  Sucr=JiFHE; Tre = HE ; P-188= VA& VP I-188; Tw—20=Tween—20;Met =L—F

Iz lg s His=L-H&I%

[0481]
[0482]
[0483]
[0484]

146 = LAU/m] s f A AR 1
FEIA HZJR 45 ROPAU/ml RoR B AR A i ok
S it 15116
FPBA A S P RS E T

[0485]

NIRRT » B IR AR RS AT A B 2 1 08 2 55 0 1R S S A AN R R e TR T

o5 P R D 2R RV YR TR DA ) 8 AN AR 24 0 7 I T - BT A IR 3805 A 8 Yo w/ w0 %6 w/ wif
SR AERE 4% w/w P1881K0.04%w/w PS20{TikHhpH 6.0 f20mMZH Z(BR 22 +h 7). 0. 2% w/w
H B 2 B AR e Hb0 . 9% w/w NaCl o H ARRLEE A 100U/ mL o 44 A A4 1 VR A 78 21 2mL B 3 /N
(1.25mLIETR) /1, FIAG e e FI4R 78 B 3 fEIH 78 (I [H], t0) A5 C MigfF 2 Ja @it B T
1T 0 R R WU 2 925 (CBPA) IR il 77 (T R R - R MRS SRAER 10 45 o

[0486]

RO WA 77
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[0487]
B3 %2 ﬁs é‘fhﬁi ];;)e S[;Dc N;?l P—DIA)SS PSD/—/D20 P\[/)[/z:l 4% 4 7
20mM
38 100 8 4 0.2 His,
pH 6.0
39 100 8 4 0.2 7K
20mM
40 100 0.9 4 0.2 His,
pH 6.0
20mM
4] 100 8 0.04 0.2 His,
pH 6.0
[0488]  Suc=jEMH; Tre=VFFE0E ; P-188= V&KV I -188;Ps—20=Tween—20;Met =L-F i
W His=L-HZA M -
[0489] 10 A HIF)
[0490]
L EDRE fift A7 1 E 0™~ H 5.5 H 7.5™H 12> H
38 5C 117 88 NT 94
39 5C 114 NT 108 91
40 5C 94 NT 80 62
41 5C 114 NT 117 91
[0491] 45 5NLIU/ml FRoR Bk Ad v
[0492]  Sjiifsl7
[0493] i AT Ze 30 7~ 4911 4 ) ) A e P 1) 52 e
[0494]  WER 1 1A vk , 30 3k R ATRY PR 5 M 1 75 31 O 25 56 0 AR 5 3 TR I R & DA

il % R B AT B 3 2R 0 AR VA - BT & B R A 23 ) 200 %6 B8 Y6 w/ wilg HSE R X RERE L0 2% w/w
AR &R 0% 54 % w/w P188.0%5%0.04%w/w Tween 20, FT XL H]FpH 6.0 R
20mMZH Z R 2% i 71« B FRRLRE 200U/ mL o IX S8 B n T N 3R 11 R 78 R0E 78 23 3 /M
B, AT A R TR AR T R TAHAWAE-T0°CE40°C M igfr2 i 2 Ja AT H M, 2R
i 38 s T 24 ) 28R M 5 v (CBPA) ISR T il U Rk g - AU RE VK L 45 SR AE R 12FR 45 HY
TR R T 425 ) 9 5 44 DL K 5 2 5 43 5 1l 55 9 5 45 34T LU B, AT A5 BHE SR A
T AL Y2 1) 30 () 2 e o o) 7 4 280 1) )44 7R R AL BEAT B B B AE 20 CAI40°C M iR A 2 JE 1
BRI, 5EE RN G T AWML, 726 5B G T A sLil 7 3 SR

[0495] & 11: %15
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[0496]
PR
MAGT | Tre | Sur |Tw20| Piss | Ma | sk | REE
42 8 0 0 - 0.2 20mM His pH 6.0 200
43 8 0 0.04 0 0.2 20mM His pH 6.0 200
44 0 g 0 4 | 02 | 20mMHispH 60| 200
45 0 8 0.04 0 0.2 20mM His pH 6.0 200

[0497] Tre=yF#EHE; Sucr=EHE; Tw—20=Tween—20;P-188=JHi& V> il}-188 ;Met =L—H
BRE R  His=L-HA .
[0498]  ZR12:1EFHH5)

[0499]
il 71 9w 5 -20°C, 2 /& 40°C, 24
42 166 162
43 147 137
44 149 134
45 150 142

[0500]  SEjitifs)8

[0501] & [ yifi P ) A e X 7 49 M 2 T 4 &5 P A 1k ) 52

[0502]  RI1TFAFR 1245 SLIR 7R H 1 2T v7% 1 7)1 e 350 i S R 4 S W A e PRI
S o 38 I 1) 71 G 54 25 1l 79 5 43 DA KR 4 5 44 5 ) ) S 5 A5 AT LU B, nT A5 B3R
T 7% 12 71 288 2R X 3k 6 2 ) 751 D S ) o 1) 77 4 3R 1) 71 4.5 70 4 PR B34 B 35 3 7E-20°C F140°C
NEAE2 JE 2 JE IR B, 5 B Ll AR I 2R T A AR B R T A AR L TR AL VR
VPR TN PEFR R T A SEEL T 58 s AR

[0503]  SEjitifs]9

[0504]  JRBIMELL SN NER IR ST

[0505]  — /3758 %5 (1) R 5 2 452 FE I H HUVAIS (R E IR o ) 125 A 356 T-DSM-TV-TRAR HE 12 W N &
R HR RS A E AR A5 (MDD) o 75 BRI B B, R AR A AR 27K B A I R AT BRI
AW A% 0 P BEAT B B R VAT, B I L PN A e 2B JE T LA A B AL . B 304 R
ALLESANVE G A7 Ak it FH o [ i R) JULRR 45 8 WLREe o J5 SR A FH 5% BF 5 R0 AR & 07 i 3R A
ZIRTT MR T IR « ARG PRCGI-SVE 43 (I PR A A B R AB A V1 53) A RHAM-D17 2 9% 53
(P2 IR AR VE 8 T 32%) 1 9 AR T7 R0 B gt — 2P UESE T iX — mi E3 N AHZ JF it iT R
1BIT -

[0506]  SEjififs)10

[0507]  JRBIMELL SN AR IR YT

[0508]  — 4221 % [ 2 A R I AR D E R o ib 1Y = AR 2 - DSM-TV-TRARHE 12 T 9 B IR K
VR Hh B 28 EE PR AR A5 (MDD) o 75 B8R VE T B B, B2 AR A L AE 27K B A I R AR B/ 1
AW 0 P BEAT B B R VAT, JB I L PN A S A B JE TR LA A B L . S 3504 BT
PESANE S5 Ak it FH o % JiE 1) JULRD 408 J8 JLIE S o i ke Aol FH 5 BF S RIFDAR VP 5 B R 1%IA
TG T AR o B HE IR PRCGI-STF4> (I PR A4 B G AR AP 43) FHIIG PRHAM-D17 S0 97 43 (LU
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JRUTANAR P 8 B 3R) 1 R A7 B0 & i — PR SE T IX — i AE6N HZ T EERIT .
[0509]  sEjiffsl11

[0510]  JREIVELL G RT O R T IR YT

[0511]  — 4441 % 2 [ O IEF AR UMW R I A FREAR o SN RHEE A=A A 27K 1 8
PRI R AT 7 IR 2EL 6 0 1) 2% (1) PR B AT B 5 2 VA, 1 E it FH 28 R0 3 O I ) 2 B2 00 A IR AT
i # B ASOy AM I I B 50U, 2 3R 250U o 33 56 J5 5 B Ji5 3R 47 DY A BRI ECG o 1 55
2R B R A B WA, 12 BRI B DN OO < A B I TR 982 L TCUAS: B I [ sk 2D L it
B2 AE P D, 3F AR S5 0 5 21 8 (POAF) 34T A N VAT Gt i fi L S 48 2 A N  H i
ZMEE) TR KD .

[0512]  SEjitif5 12 : o B 2 A 0 O R O IR T

[0513]  —4466% 2 [ 0o IEF AR AT 2 48 RIS O A REAR o SR A= 78 2R
K H E A () AR BT 1) 4G 0 ) £ 1R PR B AT TR B R VAR R Lt B R O R I 32 B
AN B JE J7 3 T o A O A I i I B FH 25U, 2 L 125U VE 5 5 S B 5 47 DY A 1A
ECG o 0> 575 2T BRI R AR 2980 o BEAb 1% B8 IV = B DR 2808 « AR B i (]9 2> L TCUfE B ) (1]
WD U2 B D S T HOW R S5 0 5 41 B (POAF) JEAT A NVR YT (A Qi fil S #9284
A~ HL B 1 7 SRk

[0514]  FEAN i 25 45 A FF 0 52 BRI Bl R I 00 T, A S5 Il BN 52 mT AEAT 1 22 0%
FMES o R, 0200 BR A, T 438 1 S it 7 A HE T 61 B B T 7, 9 LI e S 58
AN A A A B ) LA T ASCRI SR 5 1 Y L o DRI U, DL ORI 282 3R 4 97 B A AN L FE =TT -
AN JCR A A, AT F T DA AR 7 20T AR A R Th g DA Sk A3 KAk - A
[ &5 LI A S5 () T 2% o PRk, SO SR 5 B FR A A B3 B e IR 1 AR M S I )
TREE DA J2 456 AN T B ARE [ TR G

[0515]  ANTFEEFELL T —H %K

[0516] 1. —FheiMH &M, B

[0517] () R EE RGP 5

[0518]  (ii) 5K J37IF0/ BT LR35

[0519]  (iii) VFIV&VD AN/ B 3 1L AL TR s 5 A

[0520]  (iv) fiLE Ak

[0521] 2. fRHEAAKITIAMARY, BEREHEER.

[0522] 3. K4l A% R Bk AR 2T iR L&, 0 2 M T b

[0523] 4. iR 4K 3T —TATR AL A4, 5 A YO A 188 A/ B 5K 1L B4R i 20 .
[0524] 5. AR¥EKAK I EATAT TR IMA AW A5 F IR 28R FIN- 2 B 2 R T 1
—HHEZH.

[0525] 6. 4R 253K 1 BT —TRTIR M &9, A& W E AT B 5 & A s v il
1885 5K 1L AL R IR 20 7 1Y — 3 LA K F i 2 FR BlN- 2 B R R R ) — %

[0526] 7. R4 L&FK 1 E6 AT —TRTIR M &P, A5 W E AT B 5 & M s Y i
1881 FH i 2

[0527] 8. KRHE 4% AR T il (1) 2 A 4, e o g e W L Ve VD Gl 1 8 8 AR PR i 2 R 1 A X B B
(% ,w/w) fELL FYE R A -
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[0528] 1210
[0529] VA% VLUR188 0.5%5
[0530] FERRE JiR 0.1%0.3,

[0531] 9. ARHESL AL B6 T — AT IR I ZH A4, 60 & R B AT B 75 2 IV b L SR L AL TR I
20 H B 2R

[0532]  10. AR#E &R OFTIR I A4 , o g e b | 56 1L B R T 2 0 R0 FF 4 20 IR 119 A G B2 &
(% ,w/w) fELL FYE R A -

[0533] gyt 1210
[0534] ERLBLERTES20 0.02%20.06
[0535]  FR RS iR 0.1%20.3

[0536]  11.MRHEHAFIBOFAL —TATIRIM A AW, (L5 A B4 1 5 = VI3 0E L 1vs v 1
188FIN-Z. Pt —F- it 2 B o

[0537] 12 AR#E ALK LLHI PR 4G4, Hor i A VA v& VD 4 1 88 FIN- 2 It —F- Ik 2 R 1 A
X EE A (% w/w) FELL R YE A

[0538]  yhg s 1210
[0539] V% VLUR188 0.5%5

[0540] N-ZBE—2FBEER 0.01%0.5

[0541] 13 ARIELL K1 B 6T — TR A AN, B & W BT 1 3 2 N R LA
Big 20 FIN- 2. B R &R -

[0542] 14 FRHE &KL FTIR A A Forb g e b 58 (L ZL R TR 20 FIN- 2 I —F- B =R (1)
FEX E 5 (%, w/w) ZERL R VB -

[0543]  JFyEkE 1210

[0544] 5 ILALERTE20 0.02%0.06

[0545] N-ZBE—FMEER 0.01%0.5

[0546] 15 MRFEHKFKI B 14T —TFTIRRI A AW, B & HEIR -

[0547] 16 MR ¥E %K1 B 15T —TRT IR 254, AN & BRI 3 1

[0548] 17 ARIESK N BATAL—TT IR H G 85 £ DU 2 FR#h 3k (EDTA) BLEDTA
FAUA) o

[0549]  18. MR HE L&A S MO AT — AT R A &Y, BB & 2 & D Z 8R4 EL (EDTA) 8
EDTAZRAIY

[0550] 19 . MRHEFAR I B AT —TFT AR G, B E £ U LB EE (EDTA) 5%,
EDTAZRAIY

[0551]  20. MR #ELA KL Z 19— TFTR A 59, HAEDTAR A H & (%, w/w) fEZ)
0.01Z0. 10AITEHE K

[0552] 21 . R¥FEZ&FK1 B 209 L — TR A4, HoHp iz A R A 7

[0553] 22 R4 kK12, 14 19A120H AE — AT iR B9 2054 , bz 4 & 0o Il A il 741, 5F
HN-Z - B BR 1) AH X B 5 (%, w/w) N0.01%20.05.

[0554] 23 ARG LKA LB 20 AT —THTR A 54, Hob iz &P R sl H A5
ZTHIpH.
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[0555] 24 . fR#E KK 11 14 19F20HAE— IR 20540 , Fo iz 4G W0 i ik il 71 9
HEASETHIpH, HHN-Z Bt & B 1) AH X B 80, 1%20.5.

[0556]  ARAFFILEFELL N —HSLHEH &

[0557] 1. —MpeiMne &, B -

[0558] (i) AT RIETERT

[0559] (i) 5K Ju7f AN/ Bk OR 4755 5

[0560]  (iii) YAV VD URAN/ B3R 1L BLBR TS s AN

[0561]1  (iv) HLEALF].

[0562] 2 AR#ESLiE T RIFTARKIHEY), B ERBEFHER.

[0563] 3. R4 St g S 1B S it /7 R 2T il (1 4 & B 5 g e W B

[0564] 4 R4 STt T R 1B 3FAL—IUAT IR H GV, B 5 Wi Vb i 1881 /5 5% (L AL IR e
20,

[0565] 5. AR¥ESL I 1B AT — AT IR I G40, B 5 B 20 R FIN- 2 e e &
) —HEREH .

[0566] 6. ARHE STt /7 1 25T — TR I &1, B3 N BEAT 18 B 2% VG 0 47 R A
TS VU1 88E R 1L ZL IR G 20 1 11— DA K H R B BR BN - L B R = B () — 3«

[0567] 7 ARHE ST 16 AT — AT IR I AL A9, 05 A BEAT 1 B 2% - o J 00 ol R
TS VD USSR FH AR & IR -

[0568] 8. #R¥ESL N 7 R TRTIAHIZH G40, I g bk Bl RE W TR VD 48 1 88 A FR it 2 PR (1)
FEX E 5 (%, w/w) ZERL R VB -

(05691 i i ik 5 1R A 1210

[0570] VA% VLUR188 0.5%5
[0571] HIRRE iR 0.1%0.3,

[0572) 9. {4 G H /7 ST 041 25, S ofvi AR SR RE 6130600 081 88 70 B R
HIXHIR (% w/w) 4
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a)

AR A

b)

5 B AR % A

[0573]

F H AR H A

d)

5 H AR H A

[0574]

AR R EAE
0BT 4 188

RN R AR
&I 188
AR R
B R AR
&4 188
AR R B
NaCl
RN R AR
W& 1Y 188
AR
Na(Cl

M B R A
&I 188
¥ B R B
EDTA
RN R AR
&4 188
¥ B R B
EDTA

S

n‘#

729
3.5%45
0.15 £ 0.25;
8

4

0.2;
729
0.5% 0.7
0.15 £ 0.25;
8

0.6

0.2; &
123
35%45
0.15 £ 0.25
0.4 £ 0.8;
2

4

0.2

0.6; 2%
7£29
35%£45

0.15 £ 0.25
0.01 £ 0.05;
8

4

0.2

0.03.

[0575] 10 MR¥ESL T =T EIFAE TR G, KA iz VIR G, Ho

A EMIRIALE G2

[0576]  11. R4S T R10FTR A GY), P Z 28 N H R , oA 1 2R A AL
e A 20mM, HeF pHAR e s AE5 2= THVE R N , F H L Fp pHBE AR e s 765 . 5226 . 5 VE R N , H
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HpHi L 7ES 5 E 6 TE A

[0577] 12 AR4ESLHTT R IOFTR I 2H &4, ForhiZ 40 &4 e i S5 e RE B L i VD 2 188
FR T 0 22 1P 7 AT 2 HBNaC T AT 1% HEDTAZH A% » 3 o 22 b 140 228 M g 40 S 8 5 e o pHATG
I AES BTV N, pHE AR IE AR5 . 526 51K Ya A, 3 H I pHiR L 7ES . 55 6[1)
T .

[0578] 13 R4 SLit 5 R7TZEIFATE— AT IR H EY), H A AW N E AR A, Hoh
ZA A E AR T .

[0579] 14 . R4 SHE 7 R1SHTR A&, B 65 2 vh 7], Ho P iZ 28 s ik oA 4 &
1R, Hh H Rk 5 0.1220.5 (%w/w) FIAEXT B &, SEAREH 5 0.350.4% (w/w) FIAH
X

[0580]  15. R4St /5 13 LA TR K 254 , FH i 40 &4 eh i e A B RE M L v v Vb 4
188 F B & IR « 2 77 AT ik HiNaC 1 AT i HhEDTAZH %, o

[0581]  16. R4 SCi 5 Z1B6FAL— AT IR &4, 65 P B 18 55 K i 5 B 588
B O LU BLRR TG 20 A1 H A 0B

[0582] 17 AR ST 2R L6 Ik Y 2 & , FLrbvifg bk sl e b L 58 1L AR iR 20 R0 FH Bt 2 1R
(R RFN B 5 (%, w/w) ZERL R B -

[0583] i e ik e 1%£10

[0584] &I ALFRTiE20 0.02%0.06

[0585]  HHAG MR 0.1%0.3

[0586]  18.#R#fESLit 5 1 B6FHAL— AT IR 54, 65 P 354 18 55 K g 35 B B RE
B IR VD188 AIN- 2 Bk —F I &

[0587]  19. R4 St 77 52 L8 ik (Y 2H & , FL b if S bt sl b L Vi VD U 1 88 FIN- 4 Tk —f
Ot S IR P AR BB (%, w/w) FELL R VS A

o N R 1 £ 10

0588 B I& T 188 0325
N-ZBt-¥ERE  0.01 £0.5, Foifiki
EDTA 0.01 £0.1.

(05891 20 #RH5 St V5 5 LOFTIA (1 2 & W), e rp I 3B BORERE VAT VD 4 188 N- L Bt -~
Pt 2 R AMEDTAR AR B (% ,w/w) 9

R R AR 7£9

a590] &I 188 35545
N-ZBt-F R 0.1 £ 0.3, AofFiki
EDTA 0.01 £ 0.05;

(05911 Jf HALiEh Ay
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AR R EAE 8
W04 188 4
[0592] i ———
N-ZEt-F AR 0.2, f{Fidib
EDTA 0.03.

[0593] 21 . AR#E St 77 R19FTIR I AW, o rb il e W BY 0 L yE s Vb R 1 88 FIIN- 2L Tt — -
P P AR B (%, w/w) A

AR AR 1%3
B &1 188 3.5%2 45

N-ZBt-F AR 0.01 £ 0.05;
[0594]  FHAK AL A :

AR R AR B
a4 188 4

N-TBe-F R 0.03.
[0595] 22 M4 St /7 R18E 21 AE— TR I H &), Hd iz G N ER A A, H
HZH A VIPLIE R N R T 1
[0596] 23 . MR 4k St /7 S22 TR I AL &, i A5 G v, S iz 2 b A A e s o 24 &=
1R, Hh H R 5 0.1220.5 (%ow/w) FIAEXT B &, SEAREH 5 0.350.4% (w/w) FIAH
Xif
[0597] 24 AR SLtE 7 S 228023 Frid (4L &4 , Fo iz 28 A 40 R g SR ME B RS LI v 1
188 \N-Z =12 It 28 B AN 22 I 75125 o
[0598] 25 fR#fE St /7 R 18ZF 20 E— TR I &), HA i &N AR A A, H
HZ A AP g s AL 5 2% ph )
[0599]  26. HR4fE St 7 SR25 TR 2064, Fod iz G i R N A 2R , Hh 2 BRI I FE A
i H A 20mM , A pHAL g 7E 22 7 1A 5 I HL A pHER AL e 1 A6
[0600] 27 . HiR4fE St /7 SR 25 ik I ZH &40, Forb i 46 0 b Vg S i B v Vs VD 1 188
N= 2 =21 ok SR 2% 1h S5 AT 38 HUED TAZH B, e 122 5% ) A0 328 1 o 4H Z0RR , L wh pHAI i
U AESZRTIVER N , H B I A pHER AR 1R H 96 .
[0601] 28 MR 4l SCiti 5 Z1 B 6FAL— AT IR 54, 605 P 354 18 55 3% g 35 W B RE
B 28 1L BLER TG 20 FIN- 2 e —F ok 20 PR
[0602] 29 AR ¥ it 77 SR 28 i i (1) 4L G4y , o rh g s A B RE B L 2R L AL RR R 20 FIN- 2 Tt~
2 kS R () AFGT BB (%, w/w) ZELL YRR
[0603] gy b B i 1£10
[0604] B |11 ALFRTES20 0.02%0.06
[0605]  N-Z & 0.01%0.5.
[0606]  30.— My EW), L5 -
[0607] (i) MR B =TGR 5
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[0608]  (i1) ¥f17% VDA /SR L AL G

[0609]1  (iii) HLEEAbLF,

[0610]  HAUZA AW H AFERERE T

[0611] 31 RGN TT IO A H A, BEWHITHER

[0612] 32 HRA St 7 G 30EE3 1 Ffridk (L4470 A0 &5 Vi Vb 4 1 88 FH /Bl 3R LL AL R R 20
[0613] 33 ARH S 77 ZE30 2 320 AE— TR AL A4, 4 3 B R BR AN 2 - e 2
MR —H

[0614] 34 MRS TT R0 — TR IH &Y, BEWH/THH/R AR H
1885 5K 1L ZLERMH20 M ) — & LA S R E R BN- L =~ R R i — &

[0615] 35 MR St J7 SR30ZE 4L — TR IH &Y, B EWH/THH/R AR
188 FTH AL U IR o

[0616] 36 AR 44 St /7 S35 TR I A1, e rp i b 4 1 88 A1 i R I AH X 8 (%
w/w) 7ELL T JE A

[0617] V% VLUR188 0.5%5
[0618]  HIRG & iR 0.1%0.3,

[0619] 37 ARHESLHE T R36FTIRII A AW, H A A& V> W1 88 T AR FR A A X HE & (%,
w/w) N

W& 188 3.5%245

WA R 0.15 £ 0.25;
[0620]  FF HLAK i 3 h

VBT HE 188 4

VAR R B 0.2,

[0621] 38 MRSt 5 35 F3THAL — TR A A4, A ZH &Y AR A G, H
HZ A S g s AL 5 2% R

[0622] 39 M4 St /7 R38R L &4, o i L2 iR o A 2 e 2H 2 BRIV VR FE AR
i A 20mM , A pHAIL g 7ED 22 7 L I 5 I HL A pHER AL 2 1 A6

[0623]  40. HRHE it /7 R 38T IR I G4, F iz 2 A W o i Vb 1 188 L R i 4 IR Al
MR R, HrR iz phar R ik i Ay 2H 2R , Horh pHAR G H AES R TG L N, I H b pH AR
HHLA6

[0624] 41 AR¥ESZH T 2R 1E10.12% 25,27 E 38840 F — T TR I 2H &), 65 H 4
R

[0625] 42 MRHEAT— TAETIRBCRZE R BTk (2404, AL 2 sh s ik 2 3 i

[0626] 43 ARIEAT— T AT IR BRI E R TR A &9, & £ 0 2.8 4h £L (EDTA) 5k
EDTAZEAUA) -

[0627] 44 MYt /7 SRASFTIR A A, AP EDTARI AR X E & (% ,w/w) fE£90.01 %
0. LOFYE A

[0628] 45 MRHESCHEH R1Z9.16%21.28.29F141 F44H T —TiFTiR I ZH-&4, Ho %4
W AR 7)o
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[0629] 46 . FRH St /7 22192943844 AL — T ATk (1 4 &4, oA i 4064 D [l Ak o
), I HN- 2t —2F ot & B2 i A B & (% ,w/w) SN0.01%0.05.

[0630] 47 MEHESLHi T R1E12. 16 21 25 B 44T — TR TR &9, HrhiZdA 5
R AR 57 BB A 52 T pH.

[0631] 48 HFES i /7 £18.19.28.29 . 43 Fl44 AT — T iR 4L &4, Hodh izl &N
AR5 B A 5 ZE T pH, HApN- 2 B2 Bt Z BRI A XS B8 ~0. 1505,

[0632] 49, —FiGYT OB ASREAR N/ BT 5905 B 3 RHRE P 7 925 , e A i 7 v A 4 ) o)
A B 2R it AR AT — B sL il 5 R TR M 294 52D 3R

[0633]  50. #R¥E Lt 77 RAI T IR B T73% , HoriZ 5003 B i U AE 128 B A 22 LA 50 9%
I~ OO B AG  A R B 15 L 9% i 1 7 JOK P i

[0634] 51 . MRHESL It /7 FRA BRI J732: , He AR iz R i N HIAR o

[0635] 52 AR¥H Lt /7 AT J7% , FoH e N DR

[0636]  53. —FPSEZIQTT J7iE , ALFE A0 HAG 75 20 52 13 it AR 9 S it 7 %8 1 248 4E
— TR 25 B 5
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