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P, R, EbEs, /DG, B, BRI KO~ O Z O o FEEE O E R
B DIRFRA 7o MR TN I EH BT AE A T o 5 6
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FXRHVTITF L, K1 ~K Tmg/ml, 4FF L <IFHK 1 ~K Smg/nl, S HIZLF
F L <ITH 2 ~F 5mg/mL, F#ITH) 5 mg/ml & TAIEHDOHAY TIAFET D DON
ERTH D,

PREA &9 HEEE, RKHMES THW 5SS, 3% 79 F R K EZEN
L, ZAUC KD EE L RWARHM, BIZIXT T 7 A DACH 77 F LV BLOYT 7 4
DACH 7' F v —BEROAERERL LT AN ETITBESTHLH 6P LM E -1
WM EZERT 5, LEER-T, ZOMGEX, Y2 UBERIIy a2 vBoT L
V&R BIZIZYF LN, FrUTA, BV TLE) S0k REAWE, 5
WEZEN D DIREMINZEZT b D, BEANL, FELL, Ya2vBRERIyay
T rITLATHY, ROGELITT2UBTHD,
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TEEANL, A2 EE TR OMBE TS D, ZEAIL, £ 5x10°M
~#K) 1x10*M O#HIFHDE/MPREE T, 4FF L <I1IA 5x10 "M~5x10 "M O Hi[H D E /L
RET, EHICHELIFH 5x10° M~ 2x10 ° MOFIFHOENPRE T, HbIFE
L <13 1x10"M~#J 2x10° MO DB /VIREE T, HRHIK 1x10 "M~ 5x10'M
DOFIPADT/VIRE T, FHTH 2x10"M~F 4x10" MOEIH D T VIR TIFEIET H D
DERITH 5,

[002 7]

AEPII B, AFF VT ITF U OBREZENTDDDSHETH-T, A
L TEAL B OREE A % AT ORI AN 5 2 L 20 ET 2 HIEICET 5, 20Kk
HEOGFE LWRE T, WlRIIAKE OK) WERTHY, BEALY 2 VREITE
DTN BRETHD |

AFERL, KBEPAOAT XYY 7T F U mBHE ORGETIETH > T, RIFELFF
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B2,

[0028]

ARIERADOA XYV 77 F AR OIF F LWEGE R EE, LT -

(a) UK EFFAWREZRABRT K ONEEAI 2, 4FE L<IIAI40°CTIRE L,

(b) FH¥HYVTFITF U LARLREY T, FFE LIIA40CTHEML,

(c) L2 (b) OORAEME, IHE L ITHERICHHA LT, [IK AR
IR Al o ThROE A &7z L

(d) T (c) POOREEEEHL, LT

(e) THE (d) NODOERMEZIEEICKET D

TREZET, AROGFEE, NEERKOGEE T EI3IEGFE T CEITTH00ME
MTHDH, LLLAREERKT T, FIZIFERFTEITTH2OM84FFE LY, &0
)L ERHETANETHD,
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RIFLOARFEH DA XYV 7T F VIR, APHE R TS DICFEHIC %R
5L, BERRIMOA XY I FUoMEm L OV ENT-H LR REATHZ L
PDHBHLTWS, L) ZEEEBETRETH D,

WA R IERED A XV Y T F o LIl - T, AFEHOT I 2 DAL
Wi, K= X P THO S EEMETITRWRIERFEIC LV -ESN D,

[0031]
(2, ARFEHOMBEMIE, AR E 23Rk, 2 3R ST O HAEE 2
MEE L, LEDR->T, BRI EE RO EICHET D L 57, Al

DI D DY) 72 EEOFRIUER LT T — 24 U DS 20 RFEB O 1X
FXY VT T F o OUERBEM DKM LV b ETRPICZETH D Z Lo
HLTBY, ZoZLiX, %3V 7T F 2 ORERBEMO KM OGE LD b
RIEPHOMBEDHPINZ AR SN DM, BIZIETT 74 DACH 77 F BBV
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7 A DACH 7T F v ZEAKB D722 L 2 BIRT D,

[0034]

LT OFEREITARER Z S HIZHIAT 228, L LR bARBIITENOIZIRE
Ehiewn, BERTRTER (C) TRaEhb,

K1IABLXO BIZRREINZEB] 1 ~ 1 4 OMEDIE, LLTFO—fERFIEICE
DEREL L7

EH K (WF.I1.) (4 0°C) Z0HL, JEHEHREHWTK 3 043, £
THWIED,

[0035]

VELENLHEEDOWE 1. 4, EHEPICESE LANRLABRICIB T, AL
72972125 D OWE I ZRIZERY 0T T <,

YA E A (BARERED, F 7234 F U < 1306 U 72 B /0 BE O /K PEAR iR O
FRED) b CHEL T, IRARH FEVOWE L Oo—#H%E AT 5k
TR BT, BlxE, BMKEBEE Sy h7L—bF BT, 81 00M, £
VEIRG AT TR COEEDEMR SN D E T, WROBEEZE 4 0 CITRFF L2
HIRAET %,

[0039]

[#1]

1A

s = EhEfH 2 EHfFl3 | EKrEfl4 EhEH 5 | EHEH 6 EHEfl 7
0.00001 M | 0.00005 M| 0.0001 M | 0.0003 M| 0.0005 M 0.001 M 0.002 M
Yool vaol a8 | vavl o UE A OBk Voo
ThU?ﬂiTFU?b ThUU&ETbuﬁﬁ FRUDL | FRUDL | FRUDL

1449755y 5000 g | 5000 g | 5000 ¢| 5000 g 5000 ¢| 5000 g| 5000 g

GESTAK | 1000 WL | 1000wl | 1000 mL | 1000wl | 1000 mL | 1000 mL | 1000 mL

Y2k 1.340 mg | 6.700 mg| 13.40 mg| 40.20 mg| 67.00 mg | 134.00 mg | 268.00 mo |
FrUDLE :
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[004 1]

[*%2]
%18
| | !
D% | EhEf 8 eI EiEF10 | EmEHI EhEf12 ’ EHEMI3 | EhEH14
| 0.00001 M | 0.00005 M | 0.0001 M| 0.0003 M | 0.0005 M| 0.001 M 0.002 M
SavE Yook Yo Yav Yavm Yook vavk
149755y 5.000 g 5.000 g 5.000 g 5.000 g 5.000 g ‘ 5.000 g 5.000 g
ARk 1000 mL 1000 mL 1000 mL 1000 mL 1000 mL 1000 mL 1000 mL
VaOKE" 1.260 mg 6.300 mg 12.60 mg 37.80 mg 63.00 mg | 126.10 mg | 252.10 mg
[004 2]
o EZhEB] 8 ~ 1 4 DFLAM DO T=DIZH W BN - EEAR I, 20mL BT T AT
YITNThoT,

VavBRIITKIImE LTINS D ; TTIORLICERY, fNshizy a2y
it — KR OEETH D,

F1CICRRE UZFEH 1 5 BL UL 6 DML, EHasl 1~ 1 4 OMEED D
AR U RS L7 IR L RO L THR L 7=,

[0044)
FEMBI L 5~1 6 OO DIZHN SN BRI ASSE, 20nL BHY T 2
TNV THoT,

a BRI E LTINS NS ; ZZITR LcEEIE, nEnitiay
K DOEETH D,

# 1 DI L2l 1 7 OABIE, FEhafl 1~ 1 4 O OFHEIZEI L
THIFL L7 FIE L RERO FIETHE L 720, AL, (a) E2FROIEMFET T RIHE
FEOFIETT) BEARBTICERERHEL, (b) AHEACEHRREER T/

Y, (c¢) BERaBETLANER TNy FAR=22/ =87, £LT (d)
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BEREIITTINIVL LA, T L THoT,

[0045]
[£4]
%10
i 5% - mmj
0.0002 M 2o
Jl'#t-r-;.l:'—:&:; .w.uuo 2 |
EMAk | 2000 mL
L aomE- i. e
[0046]

H FEREH] 1 7 OVETALALY) 1000mL %, 5mL B 7 A4 7RI HE L (4ol
Wi/ 7SA T IV), ik West Flurotec A kv 8—TEE L (LI#g, EfEF1 7
(a) EPES), FEWEfl1 7 DY 0 1000ml KD % 5ul BH T T 231 7L
HiC T L (4nl V8K /NA TIV), ZiZ Helvoet Omniflex A b v /S—THEE L
7= (LM%, FEHil1 7 (b) LIESR),

[004 7]

Va Ik E LTIEnG ; T ZIOR LICERE, fianitiay
B KT OHEETHD, + - -

[0050]

Fhifl 1 8

D 72012, Bl 2 XN E R RS 29896/95 %5 (1 9 9 643 J 7 HZAABH)
ICREH STV D LD kAU U I F A E, LT O X 5 I LT
1000mL. &V ZWEHAAK (WF.1.) Z0H L, MiR%EHRZK 30 oM, wik$ T
RIS D, WK Ay b7 L — b ETHEERL, WE 1. 2 40°CImET 5,
[0051]

800mL ™ W.F. 1. % 1000mL A=y FAR MK L, N, BHIRET 5, KA
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FEZ 79 72O WF. I DF D (200mL) ZBNZHY OF TR,

x4V FF7F e (5.000g) BT AE—T— (25mL) HTEHELT, Aay
AR RVHIZE L, £50ml O WF.I. TE—I—%3# <,

BAWE, BRI Ry b — R ET, TRTCOEENERIND ET,
IR & A0CIZIRFE Le S DI 5.

[0052]

VIR & IR A S 7214, T % 1000nl FE~7 7 A a2 LT, & (8 200)
W.F. I. THR&ARZ 10000l &9 5,

BEERKEHNT, VAT GVARER AT, 0.22m~7 4 V¥ —%@E LT, KK
Z 1000ml 7 7 A 2 HZEET 5,

AR A, WREA 1. 2 umfl W TRUKMES 2 = » | (Minisart-NML, Sartorius)
EHWT, Wi, WEEO 20mL H T AT VIR LTz, FREANCERTT v
TNHENR=T L, ~y RANR—REREEFICERZ TI—T LT,

[005 3]

ARDT T NEA— 7 =TI L (LR, Ehifl1 8 (a) &
eSS, Hlb 2N 0 2 R &QIREET, &0 21 Ko7 7 (L, FhEkl1 8 (b)
LIES) %, SAL(PD270) A4 — k7 L—7 %AW T, 121CTI5 A — 27 L—7
AUBR L 72, « - -

[006 3]

-+ Ehapl 1~ 1 7 OFARINI BT 5 2 E PR

Ehafl 1 ~1 4 OA XSV 77 F R Z, 6 7 A £ TOM, 40°C TR
L7ce s = -

[006 7]

< 2 EHiF 1 5BLOC 60XV T T F UERMEME, 9 HETOM,
26°C /FEXHEEE (RH) 60%36 KON 40°C /FHXHEEE (RH) 75% THRFL Tz, + + -
[0070]
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- EaB 17 (a) BERL 7 (b) OFFH Y FI3F UMM E, 1
r A ETOM, 25C,/HHxHRE (RH) 60%3 XN 40°C, /A3 E (RH) 75% CTERAF
L/f:o. o .
[0072]
© - IO OEMRBROR RIL, BEA, AT 2 VvBRT Y U ABEIY
¥ VR, RIEHA DL F O, BIZIXTT 7 A DACH 77 F B IO
T 7 A DACH 7T F v ZEARDO LAV EGIEHT 5 5EICERICERTH D, L
5T L EFGET B,
[007 3]
Le#g Il 1 8 D22 ENE
Fhif 1 8 (b) DIEEELA XYV 7T F WS A, 40°CT 1 » AR
FLl7z, ZOREMHRBROMEREZ, £SITENT 5,

[OO07 4]
[#1 4]
)
0CTOREME pHREME | V704 | 704 | KBERLDY
DACH DACH
ITSsF | IS5SF
—E&
(%w/w) (%w/w) (%w/w)
1A 5. 47 0.27 0.16 0.04
1458 5.27 0.23 0. 16 0.14

(2) ATREES 2 D 1 (2) OARMHFRFFFOFEFFE RO KL O EFE (1) OARMFIHMED
T L D, AREERFEIIL, W ELERAXV ) T T TF UMY, FEiEO
BEICBIT 52O IE, 20 L5 2 oiE Tk, BIOAZY I 775
VOB DEENTIECET b0 TH-T (000 1)), /Ko H 56 AR
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b

FEENRQLE T, =7 —DNELIWAEND D L) REAT D SR AP RE
OAXFHYFZ7F ([0012], [0013]) 1Tz T, ERkEFTHLA
XU T T F KR (BN ERFF LRSS 29896/95 5%, [00 1 0]) D4Rz &
DA DAL Z BRI A EICH O3 2 & T, 2FL oA T, IR B2
ETHD, TSI DBEOALXI) 7T F L OREED &Rt 252 L %28
35 ([0014] ~[0017)]) vo@BBOLND,

2 ERBERIZOWNT

FEFTHE DRI DIE R B ER DRI EINL, BB 2% 22 BB ThHoT7
DIZFFFRAOFERZ T 52 DN TE RS AREEST2ZE2HMET S
LOTHDLNE, AFEIRGLOBIEIRTED, AR OFERMIZ L2520 O TH
NIE, RS EZT D2 L NLETH DI RAOEiET 5 2 LN T
TRMoTe eV T EIEFETERY,

AT, RFLNE, AXTVTITFUERESETD T2V T Ty b ATH
HHEIR 5 0m g | (ARPREHE) (T6R 2 AL T 4R 2 122 58 0 B i 78 KGR I — 5T
EHIKRHGE YR CEA2 6/F10H 3 H, H2 - 3BERTHM) D11 459
HIZHET 5 EHEMORGEFGEICOVWTORRTH S, FEE, AEERLIIAF
VU FITFEERMAARNGR0, KMEERLP TSI FI7F K EBIRL
Tl Loy 2 UM A REAI L THEERL TV D,

FIT, UUF, RIFEIESORGEARGET AP, AR O EMIZ Y 7 D H st
T2,

3 AHHIFEH O TEEAIOR] 12O T

(1) AEARPORFFEEROFHAOFHEIT, ATFLHE 201 QD LEBY THY, K
HFEHEPFH 1 ~9 KL 5~1 71220 TiE, OFFHVTFITF, QFAILZEIED
BEHTH DY 2 VB ITZOT NV Y Rk OCORIE FFFA IR REARTH D
K, BAET D TREAXVVTTFERMEED] (TR0 THY, KIFFHY
101%, OFFHVFITFv, QANLZENEOREEHTH LY 2 VBUIZDT

E
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VIV BRI R OQ@RSE FIFAFRER IR, 2 AETORKERKRTHD T4
7T F VA (B LT, SRR A IR D 2 L A BT R E TR
FRDFEW, AW T 1~141%, KMEEHA 1~ 9 OWFROOMEMIZ SN TO
R OK) EEEHZIRET 52 L2 a0E BRI EHATH S,

2) JREIFIAFRICT D FRER O] OREICRY BHLH L ERTHDOT
Batd 21z, ki (D) o RofEEORHE O35 &, TFEEA 1%, BRICE
MLy, BRAETAHAZELEAHEETDODOEMTLONARTHD, £7-, LFilo
WY, AFEEH1I~9IKOL5~1 70, XYV TI7F 2, EEA L OHEEKE S
DIRIEIIAR D DO THH EZ A, XV VT ITF U KITEMRIET- & &I
HL DY a2 UBEFEEAERL, XY T7TF 0K EITHMEOESR & LTk
TLODEIRERTH D, IHI, TFEEH © 7%, ($FEOELRHETDHZ L,
7, 2T0H] (RFBE BB ZEWRT 2015, ZO—RIWRERICHED &,
IR X, BREEREZET L3 2BW T LMand, 25758, Farib
SROFHFHOFLHA DL, AEEFAICE T D FEEAL 12, ATV TTFonb
WEEL 72> 2 URRIZEZ ENRNWEMT 2008 Y4 Th 5,

(3) WiT, FriFesRofHICRi SN HEOERIT, HHZ0oRHEEE LT
T 20D &S5 (FFFET 0% 2H) OT, AEUME (F1) OftH%E
&, ARl (DD LBy, HHEEA S W HEE ZOWT, I35 7T F ik
ZZENL, TRCEIVEE LI 20, FIZIEY 727 ADACHTY 7F B
JOUTI7FADACHY 7 F v IR OAEREIET 20 ERITEBIESEELIH L
@ DRt F ISR E BT 5,0 ([0022])) & LT, ZhaEHRMITDE
B, Lo THl) O—BRAWERICES LTY, [REEAD oW, HEEE
AEATHRIZERT D L0 LT D 2 L, AMEAMEORRICLEAT S,
ik, REE, AMHCREWT, AMERMEORSRAEBE T NE TERVWEFEL
TWDDS, FraFlE 7 055 2 THIL—RAVIC R FFIE B O BT RO EEH 2 & o0 2 w2
Sh, FFFREFRRICBT 2 REMEZHETT 25 EICOREH SN D b O TEZRY
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No, JRED FRRERIFEATE W, o, REIL, A0 775 000 EEE
Loy = UBHPRER & L Co®RE 2 R4 L R 50, REEEARERTTFOR
FFRB R ORI O FCHE N ORI EOFLRUITES L TR L, —RIZ, AR
T 2B DIRKEER P THE LTSEI, Y s TEER ST 5 Ln
O KO REINETRN B D LR D ANEFFEM D T2,

4 ZLC, #/iicl @QoLiy, KEBEFEHR, XYV TFITFEKRKNBRD
WERBAN LD B RELIAFY Y T T F w22 L2 AN E T2
LOTHDZ EITMA, RIEFMETIIE, BEHAE LTy v ki e LT
s s Ehaf 1 ~1 7 085S, XV T I7F U ROKRORND 72D FEi
Bl 1 SITRERBAM TH D HEHI & SN TND Z &R EOREHAMED T DROFEH
ZERLTY, BREA XYV 7 Fonbilifi L7- 2 UREEH RO 5
ZEIITERY, BHTDHE, BEAIOR] &, XV TITFUonbilEfE L7z
2VBOBEEZDLRETHLEWVIHIFEDOFRAFEMA T2 LT TET, KIF%
1o TEERORE] IZOWT, [3XY U 77 F R OEREIC, %3
V7T F o ROHRICEM, RE SN REAOEZERL, TF9) 7T7F %
WAL DA XY 7T F U PRI RS 5 2 & THE LTV 2 VIEO BT,
Uiz [EEHORE] ITHENRW] & T 5 REFROFBEITIRD TR0,

4 AAREIHESERERGE T D172 DA REIA O FRAT 22588 T 2 &I
DT

(D FEL (F19) 12Xk 2&, AEEELFOY 2 VEEE/VRE, REERZICE
WT5X10°M, 36MFARTFHEICBNTSX1 0 MTHDIENRBDLLND
HLOD, BEL3DERBY, XYV T T F U AREHEEFOF XY 7T F vk
RERIC RS 5 2 & CHE U Y 2 VRO B, AEEREHICET 5 EEA O &)
IZEENRWND, AMEEELO Y 2 VBT NAVRENGE BT, ARSI
BIE O TREMAlO &) OFPHOEEM A ZHT DLV T &IXTERY, ZLT,
AEML (3, 10) I2kdE, RFEELL, XY FI7F 0 L EFHKOAR %
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oy U, ZOMOBITIRNZ ERROONDNE, KEAFRIIZBIT LD TR
EH bbb [ AX%Y Y 7T F oW OERIRIC, X3 ) 7T F kN
RN, IRA SNEEARL 258 L0230 R0nm s, RIEFEIEMT,
AR BT 2 EEHOE] OfEZRZTED HEEA] 2858 LR,

2) 2572 &, RFEEMZEGE - ke 2 2 &13, ARSI OERIZY 72
RN D, ARIFEHRGIITEE AP DRI S TWRNE LT, Frarsio
ERENCAEL %2 D 2 ENMBETH 7= LT bR & LI AE#EROH
WriZir D 1L7e vy,

5 fhwm

PLEDEEY, FEDOFHERIZBEHN2WNG, INEZFEATHZ L ELT, EX
DEBYHRT D,

KN B PE = S BCHI TR 2

P EHAE
i % N %

BHE
% I g

HHE
Vs X kR T
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