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1. BEERA VA E2—T+r—LEHROBRE

et FH = 36 i D FEARRY 72 BRI & LT l:ﬁ’igfﬁ EIMAASCE CUF, I30E) 2355, B
Biss CEERN « JEHRIANS O EHFRIEFE DS B & EB L ERERR S OB EFAE®RATEN T 2823, iR
o SCEI RO S T I A BT T 2 IS EERE 7 fﬁ?l?(ihz ERGENH Y | BRSO IR Y

(LA, MR) E~OFROBINGERLERIC I VIEREZMTL TETWVD, ZOBRICLERTERY
MERERNCAF T HODHA Y A P& LTEERA VX Ea—T 43— (BUF, IF LIgd) 2Rt L
72

1988 4RI A AJWPedeAlfnes (LLF. BIRNEE) IS 2 /N EB S IF ONCEM T, IF sk
FLRUE A RUE L. £ D1k 1998 £RIZ HREAINE 3 /NER SR, 2008 4, 2013 412 EriE%r
WEESNIF Sl EHOUGT 21T> T&E T,

IF Fo4 348 2008 LIRE, IF 13X PDF 07 —% & LCIRitd 2 Z LRI E o7z, 2
L0 IRMSCEOEBERUGET N B - oG I GT ORILT — & 2180 L7z TF 250z igfii s s =
L Lpole, BB IF I3, l:%uul:fg%‘é”m’ HiE (LLT, PMDA) OEREHERELIGHRRED
~— (https!//www.pmda.go.jp/PmdaSearch/iyakuSearch/) {Z CAB ST\ 5, HIFF T, 2009
FEX O FHEELO IF OFERERHT DM E LT [/ ¥ a—Tr—bffita) Z2%EL, a0
IF 2R SCE 2T DM EE R & U CREEINER - BRETL TWD,

2019 F- ORI CEFLHBEHDOE LIS, IF GLdZEH 2018 NAKR I, 4% TEEHERS O
W E IR EENCBIT 2 A R A > ) ICBET 28 D7D, ZDOFHhRAZ KE LT,

2. IF&lX

IF 13 TR CEEOFREAT L. EA - FEHAEOERULEFHIC L > THHEBICLER, &
W OWEEHEOT- O OER, WHREFFOTZODEH, FHH DT DIEH E%QD@LIE{fﬂq DI
OO, PR B 7T D120 OFFRFEPERN SN AR R R OER MR E L LT, B
JRBED FLA T2 RE U, FEAIANE D 72 6O 12 Y 3% = FE 5 D RS Il 58 SUTIRFEITH#E o D 36 I ERU &
ORI A K L TV DI ERH LB T B D,
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L LTWD,

IF ORUIE 7T —F A AR L U, REEAHE TORAKIINAE TR,

3. IFORAIZH--T
HEFEAARD IF X, PMDA DR EHK D IEBRIRK O~— il i E ST 5,
RS T RIS A U F B a— T+ — LMMERDOTFF &) IZE-> T IF ZAEAL - 233223, IF
DIFREEEE 2 ERBGICAE L TO DS IF EAURFIC RO U EEO R 2 SV iR 3
D MR %~DA L Z E2—IC XV FHEAODDRNEEZ LFESHE, IF OFAEEZ &S LLERNH D,
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EENRMT DUGTNARZH LN LI LEE, HD5WVIESHEOERLEREHR— e AFIT XY
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X fi%& ] (ST HHEBSIIAREZZIT TORVERNEGEND ZENH D, OB HANITIT
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IF Z HHEBICB W TR T ZENTERWERLERRE L TUHEH L TWeEE 720 IF 133
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DRGNS 52U A RT 4 v, W a—F - 37 - 7577 4 2EOHIK & —Efk
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WA OV, BB ENEREEENDLORDIE L TITI ZEEEL LI RN E SN TEY,
MR Z~DA A 2—CH LD LHFHER I MIAEA SN IF ONEERIESELE
DThHDHZ LB L TENRITIUTR D720, IERIENLE LN D HEHROB AR Z R L.
ZOFRBME & ERBGICRT 2 EFE A 2R T 5 2 LI3RARIOARE THY | IF Z75H
LCH®E¥(EBEZRIMED 2 HDIZ L TN E 20,
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I. 2T SHIEHE

1. BR5E4
(1) #4
7V hr 3 HI i 10mg/2mL 7 Y —
(2) *4
Argatroban HI Injection 10mg/2mL “"FUSO”
(3) BMDHE%X
(BRI + TR + T + TRS) Zoums L,

2. —Rk4
(1) #n4& (dadaik)
Tk asRkFi (JAN)
(2) *4 (@adik)
Argatroban Hydrate (JAN)
Argatroban (INN)
(3) RTL
o AR F Y A LRSS ¢ -troban

3. BEAXITRHERX
NH

4. HFARUHDFE
T3 C23sH36N605S + H20
<& : 526.65

SN
e

5. EZ& (%X XEFKXE
(2R, 4R )-4-Methyl-1-((2.5)-2-{[(3 RS )-3-methyl-1,2,3,4-tetrahydroquinolin-8-yllsulfonyl}
amino-5-guanidinopentanoyl)piperidine-2-carboxylic acid monohydrate (IUPAC)

6. MWR%. BA. BS.
BB L

LEES
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(2)
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e

AR L

ma (2ER). BR. HER
%4 i%ﬂiﬁ L

B A ARBE E 2
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Z DD E R EE

BEREE : () 5 @ +175~+185° (BK¥IZHE L= 50 0.2g. A% ) —/b. 25mL. 100mm)

BMRSDEREEHTICE T HREN
T Ko THRZ TS %,

BEORS OWHERRARE, B2
fiferdakBRis
HAIKIF S (78 e Av kY OrERRABREIC
(1) =51 AT L EE I E 14
(2) ORI ART SARIEE (BAET Y 7 LBERIE)
ERE
H ARSE S r7/1/7'f]\ﬂ/*“/7kfl]%J DEREICLD
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IV. 2|89 H1EH

1.
(M

(2)

(3)

(4)

()

2.

:1lhiA
FIFZ DX 7
A (77 )

HENDNEER UMK

W5e4 7V bws 3 HIE 10mg/2mL [7 Y — |
FIT IRPETE S

PEAR 40 P B DR

Ala—F

YL

HE|DOYE

pH 5.5~6.8

FEBIEILT " 1.1~1.3

(CEFRAIERIC RT3 5 )

AL 2mL AP R 2 N 2 T 200mL (272 5 X 9 FR L 7= K,

Z Dt
LA

HFI DM

(1) AMES (EHERS) OEERVHRMNHE

(2)

(3)

W44 7 hwussy HIE 10mg/2mL [7 7 —)
AR L Zml)
TV F R KFY 10mg
1% (2mL) F
e %ﬂiig /—/L 300mg
BZ7V+EV > 600mg
pH FRERA &
EMEEDRE
MUER R L
BE
MR L

RMIBRBROERRVEE
PARPANA

palii
RN




(1)

(2)

BAT DEHEED B HRMY)
BAEST D REMED & 2 B 2B WE X, ko (1] kO (2] BdH D W

NH O g COM O H COM
Oﬂn1n¢Jl“N’”‘~/’“)<’u‘a h HzN“ﬁ\“/f\j(’u“N'\
H O NiH (Lo Qg (k- CH
=¥ H : =¥ H .
N N

HENDEEEFHTIZCE T ELEN

B el EE R & W72 NEEER (40°C, FMIXHZE 75%. 6 » H) OfEF., 74 hrasxy HI #E
10mg/2mL [ 7 Y — ) [Zi@EFE OHHE P28\ T SFEMLETH D Z L NHERI ST,

B AR 2 W 7o IR TERBR  (25°C, MHXGHEE 60%. 36 » H) OFEHE, 7’/1/7'f]\r:t/<‘/
HI 7 10mg/2mL [ 7 Y —] [Tl E O M iiE FICBWT 3ERZETH D Z L3 R S,
InERERER 15

ABRSGAE - 40+1°C, T515%RH

PRERTUH - A OB T T AT 7 aldE (3 ey )

ERTH H JHHE BHAGIRE 15 A 3% H 6 % H
O VB DR T . . . .
PR WaE wWE wWE ke
H5
TE B ER (%)™ 95.0~105.0 | 100.6~100.9 | 99.8~100.6 | 98.7~99.9 | 99.7~100.8

) 3wy M 3 [EIIE D /I ME ~ e KAE
ZOMOREBRIEH (MERRER, 2%/, pH, MR, = N b ol SRR EHER,
REEVERDRA, RNAPERRL 3R, BEHER) IOV THHIENTH -7,
RERFHER ©
ARERSME - 25£1°C, 60£5%RH
ARERELE] M A D OB T AT U EE B3u v B)

ABRTE H R BH BR T 36 v H
e R O T
HEAR e it A
PR &;é Bt 16
TE AR (%)™ 95.0~105.0 100.6~100.9 99.3~100.7

1) 3=y 4% 3 [EAIE D /M~ KfE
ZOMORERIAR (feadilkbh, 2%, pH. MERER, = N haro Uil BREUA &,
ANEEMEEMR A, AR B, EEEER) 2OV THHEANTH 72,



(3)

1)

R EEER 1

FRERSE ¢ BROEE 120 5 1x - hr, 25°C. 60%RH
RERIEE MR, REEE, pH. MUERER, RIEPER iR, E Rk

LT T AT S
HEBR (%) ARVEMER | & SRR
LRATHI MR [REIER H o
" e PR Tms Gar) | g | kras| (%)
B 4G IRE EE EE wwE 0.05 0.07 ke 100.6
60 7 1x * hr 0.22
TR TR e 0.41 iR 100.4
(10001x. 25 {)| " H H (kA1) A
120 77 Ix * hr 0.45
e e e 0.67 iR 99.3
(10001x. 50 A)| 0 | T Tl s A
2) MBEAY OET T AT 7 ek
FEE R (%) YA | © BB
PRAFHIRE PR [RIBIEH H .
" e PR Tls e | sk |wrssr| (%)
BH AL A A A 0.05 0.07 T A 100.6
60 5 1x - h
(10001 * o5 rEl) A A A 0.04 0.05 T A 101.0
X\
120 5 1x + h
(1000h<x5o ;) A & ik 0.04 0.07 T A 99.4

<MK GEKEHPEERD) : 74 b3y HIE 10mg/2mL (7Y —]) >

PR HAEH O TH D
=& 1.0~1.4
pH 5.5~6.8
MgmE Wik~ NTT 70—
RBWEIE DT VH b X LSO E— 7 EfEIT, EEEEOT VY ke
i 2 SR NUDE—7EED 1,75 L0 K& 2w (0.2%)

ENARDO T VA v a AU PUAO Y — 7 OGFHEREIL, EHERERO T v
T haRXroe—7mEEL Y KREL 2V (1.0%)

TR PERORL -7 BR

FHLEICEVARZIT) L&, HAETD

TE AR

SAHZE : 95.0~105.0%

RAEER NBRBREOREMN
PASROANA




8. HHLDEEEIL WELLFEHEIL)
(1) pH Z=BhEER ©
AREREUA] . 7L F a3y HI W 10mg/2mL [7 Y —|
AR TIE RIS 14mL (7 %) © pH ZRIEH. 2mL &0 &0 0.1mol/L MK i
0.1mol/L /KE&{tF b U o ZERIE AN L, PERZEEAR S DT RER T OfNE, pH
e OWRIR 28 U 7=, PRIRZEAL 23380 & e W40, 10mL i InEE o pH 2 #15E L7z,

(n=1)
i W | BRI pH | R pH pH 25! Ptk
fEH
JE{0 P
0.1mol/L #fz 10mL 6.71 1.14 5.57 B L)
0-1mol/L 10mL 6.71 12.68 5.97 HREED]
VN3 |l NN (Z1b7e L)

) pH Bt - SUBREH pH & fic#& pH O 2= O xHiE

<BK . T hasoNy HIE 10mg/2mL 7Y — ) >
PR HEATEIFA O TH 5
pH 5.5~6.8

(2) BEEEILEER 1
[XI.—2. OMOBEEE DIES M

9. AHM
PSRN

10. &% - 9%
(1) FEIDLELGRSZR - BE. HEMFHRLRSE - AEICHT HFER
YL
(2) %%
2mL 10% W®EATITAT T
(3) FPRBE
MEE R L
(4) BEOME
T T A
FLA K
fE2ERE - #E

~i

1. BRI S h DS
AR L

12. Z0ith
BRI



V. aRICEHTSIEE

1. ZhEEXIEZR

OTRERICHES HRER GEBIRKE). BEEFHE (BT, BiL. LURE. B8 OUE
% 48 FFRILIN DKM E S HE (S 1%k <)

ORMBAREAERE (N\—> v —i& - AEMBIRELIE) (CHTHMENESR. REFERLELUITA
ROWE

OTREZIIHITH2MAKRNERBFOERMZADEER L (M&E)
ERXMT7UoFbOVEVIIRZESR

FUoFrOVEVIIETE#S5EE
(FoFFOVEVIMNEED 10%UTITETL, D™D, ANYDFRUDL, ANXYDALY
D LDERATIHANMEIRIBAO SN (3RM) NHELGVLEHIIESN-HD)

AN VERMIM/NMOEADGE HIT) DTREE

O~ ViERMEM/MREAGE HIT) I& (BEVYRIOHZIEHFEEZED) [CHEITHRBEMEA
VR =R 3 UREITRO MK O % E RS Lk

OANY VigEMEmM/NMREAE (HIT) T8I 1+ 2 miaE 0 FaEHNF|

2. MAEXIIHMRICEET DT

5. WEEX IS RICERET D&

(MMBRASNMEER)

5.1 FEFEMEM A W Ik EEEEBRE (DIC) I2fE 2 7 o F br o B/ MMK NEE T, kiR sMEER
KRG LIERRBR D 72V T, BHELBRNWZ ENREE LY,

(HIT T RIZE T D MARIE D FEAEHH])D

5.2 ~_ 1 ERERVEM MR EAE (HIT) DRLOBED 5 5, MER UIMER DB ZTNDOH 5 H
FTHR L TIL, 1B LR RN & i EREES OfEREE o icE L, Eis2RET 25 2
L,

5. 3 FRAEVEM A NI EEEEMERE (DIC) 127 2 AAIOA AT STV RN DT, HEfEE
B BPHEEZHoICHR L, #RE1TS 2 &,

3. AERUAE

(1) BERUBAED#ESR
(HmiEREE (57 7Z2BRL<)D
WEL. A, XD 2 HEX 1 H 6% (FAd ha X ki e LT 60mg) %Y Bl
AR L, 24 BE 2N CREBLATREE T 2, 0% O 5 AMIX 1E 18 (74 b a sy ki
Bt L 10mg) ZiE4EmOEHE CHIRL 1 BEA4 2 (8], 1 [[] 3 BEf2NT CAEEET 2,
7RE, AR, ERICIG U CE T S,
(BUBIREAEE (N—>v—fF - FAEMSIRTEILE))
WH, RA LRI 1E (FAF haoxvkfie LT 10mg) 28 AR L, 1 H 2[E, 1[H 2~
3 FREM 2T TR EET 5,
7o AR, ERICIES UCHE BT 5,
(M HARSER)
W BRI, BAMEBRBIAEIFIC 18 (TAH Fa UK E LT 10mg) ZRIENICES L.
ROMEERBHAA L X EIE 2.5 % (T V0 ha vk & LT 25mg) L0 520695, R
MOIER, [FIREAERM (FRif) . FBHTRh=E K OSBHTHE T IRFOD Ik R 5 & PR P 5 B & AR L

8



4.

BEFOREBEEZIET L0, HRE0.5~4% (70 huvKmipe LT5~40mg) #H%Zc L
T 5,

HIT I (REVRIDHIBEEEZET) ITHITHBENTES V02— 3 VETHOMBED
HEERGLE)

AH 2 S O TR L, @, AT VA ha Rk & LT 0.1mg/kg & 3~5 437
FCEIRNEE G- L, iRt 4 BRI E CTVH h e Sy ok FId & LC 6 u g/kg/ 4y & B RICERIRINERGE
55, EOBPUERERIE DR S LB 2R GA X, 0.7 1 g/kg/ TR LUIRNFRfe i 57 5,
7B, Rk G EIIHZTHY , MUREEREOT =421 U 7IC LV EEHET 5,

CHIT T R(ZE TS AR D FIEINH])

AR 2L B0 CAIR L, W5, AT AT e vk E LT 0.7 g/kg/5r &0 S
FHEZ B L, Rk 59 5,

B, EEREDO D ZBRFCHMO Y 27 05 BE I L, (KAERNOEREEZBETS
L,

TEMEALE S b e v AR 7 ZAF R (aPTT) ARG &2 L, B EoRGEZRET
%

(2) RZERUVRAEDHRERRE - RN

<BEMWEAZIZ X 2 W& - PIEHRE >
(VI —1. ZEHENELEZOME ), IVIL—5. EEARARNEE L ZOHME ], VI.—-8. BIfEH] &KW
[VIl.—10. EHE ] OHEZR

RERVHEICEET 5FE

1. AZRURAEICEET 5IE

(EBHBAREAEE (WN\—2v—¥K - AEMBIIREILIE) )

1.1 4 Az x TG LIERBRIZD 0o T AFloRGHIZ 4 8RUNZO ELT5H2 L,

HIT T2 (BREVRIDHZIBEEED) ITEBTIRENEA V8 —A2 L 3 UETHOMBRD
EEERGLED)

1.2 RENOF 5B S 10 R CIEME L 2MEEE R (ACT) ZHIE L, 1% 4 B E ik
ACT 7% 250~450 B & 725 & ) IRk G R 25 2 &, BEOREBIZI V., itk 4 FFR
LABE O HUERE R E DMkt DB S 2l 2 23, Z D% b HdERIEOMKE S LI G51X, 0.7
ug/kg/ iR, EWH aPTT ZHE L, aPTT N 5EMED 1.5~3 [ERRE L 725 X O Hi
e BAMEERAS L, BT A5MEICELZ%IT 1 HIC1E aPTT Z2HIET5 2 &,

1.3 KAND 7 VT 7 ZAPMET LT D FERERRE D & 5 B 1k LTl 4 REEILIRE & SrEeE
FAED B RGA L, 0.2 g/kg/ DI ET D70 EHETH 2 &, aPTT N HEE L T HHPHICE
THETIE, BE aPTT ZHEL., BEE T OMICELZIT 1 BIZ 1 aPTT 20ET 5
e,

1.4 RFNC X DI R OB G- & A TSI, LTFTORESEIELET5Z L,

AH %2 10mL \ZAR L. 6 ug/'kg/ 70 T3 286 O 4%

6ug/kg/ 7
BE | 7urbasykAmE LT AL LT
(mg/B¥) (mL/F)
40kg 14.4 14.4
50kg 18.0 18.0
60kg 21.6 21.6
T0kg 25.2 25.2




AHl% 20mL AR L. 0.7ug/ka/57d %\ 3 0.2 u g/kg/ 5 T
T3 DYy O R

0.7 ug/kg/4 0.2ug/'kg/ 5
s [SPEH AT RS R oA B |77 B N = DA e =
HE . 77 : /\,/ L LT i 77 b /\: AR L LT
AAE LT (mL/F) R e L (mL/H)
(mg/F¥) : (mg/FF) ’
40kg 1.7 3.4 0.5 1.0
50kg 2.1 4.2 0.6 1.2
60kg 2.5 5.0 0.7 1.4
70kg 2.9 5.8 0.8 1.6

1.5 1% 4 WEALARE © Ll L Ak T 2 BN H 0 . AFI%E 0.7 1 g/kg/ /3 1ZiE%, aPTT
DEGHMED 3 552 B2 25613, AFoORL 2352 &, ARG 2T 2581203,
aPTT 2NAFE (BSAMED 1.5~3 fFLUF) ICRE L2 & 2R L., mhoREEIT, &
ko 1/2 O &% BRICT5HZ &,

CHIT T R(ZET S AR D FKIEINH])

1.6 AKHNO7 VT T ABMET L TWDIFERERE O H 2 B8 SUIH LD U 27 & % B 1Tkt
LTIE, AR (0.2ug/kg/4y) NoEEEBBTHRETEERETSH I &,

1.7 KRN L DIRIEBRERIZIL. U TOREZBICREEZHGT L 2 &,

AHIZ 20mL AR L. 0.7ug/kg/57dH 5\ 0.2 ug/kg/ 57 T
54 26 O G

0.7ug/kg/ 57 0.2 ug/kg/5
L | TIVH P OIND —— 2 )17 = DA s
(TIPS e L | TMAERSY | amie L
AR E LT (mL/F§) ARIWE LT (mL/H¥)
(mg/H%) ’ (mg/F¥) v
40kg 1.7 3.4 0.5 1.0
50kg 2.1 4.2 0.6 1.2
60kg 2.5 5.0 0.7 1.4
70kg 2.9 5.8 0.8 1.6

1.8 REBH-BItA% X, aPTT 2 &% 5-R1ED 1.5~3 FO#FHD 100 LA T & 72d X o ICHES
T DL, 2B, Hio Y A7 055 BEE T aPTT 28, HEHRMED 1.5~2&F L5 L)
WCHEZHEIT5 2L, [8.3 &H]

1.9 ARFBH-BtA 2 REEH L AR OG- EOET 2 Rt % HZIC aPTT ZHE L, &5 &%
TEIT D, IPHEEEREEN S 2 BE UMD U 27 3% 5 BE ISR L TE, AFIERSBGH 5
WIS RAE 6 BRI aPTT 2IE T2 Z &0 E L, aPTT A EIE L 2 &M CES
HETIE, MHaPTT ZHE L, HEL T 28PHICELZ%IZ 1 BIZ 1 H aPTT Z/ET 5 2
L, [8.3 &)

7.10 aPTT 2 5-RIMED 3 5% 100 A B2 7235613, AHlok5%2Hh1ET52 &,

AFN G2 HHT 5254120, aPTT 8B (B 5-1MED 1.5~3 55> 100 BLLT) (218
L7=Z & amead L, BGFIERTD 1/2 OfEE2 BRICHAT 52 &, [8.3 2]

T ARFEEHT 22 Sk f/MENEIE L, ZELESEICE., BOPUEEEK (TLv7
V) ISR DIBROMGEBETHZ L, v, ULT7 7 U ACEI B2 25615, KAlL
N7y VrE s AMBREFHT L &,

AFNEUNLT 7V L OPFAERNL, aPTT KO 0 koo B o E-EERE YR (PT-INR) 2%
=2V TTHIE, B, AFIEULT 7 U o OMAEERIZEY PTFINR N ERET 5 Z L
2D, ARFIFIEHZIZ PT-INR 23847 5 2 LIEET 2 2 &, [10.2 B
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5.

(M

(2)

(3)

(4)
1)

112 f O PURERRIE~DOBAT AN R BE 2R E . AREZEBAREAEH L2 & ([ENSOREK
ARERIC B W TARIR G Tkl 7T~14 HETh o7z, iz, ENTHEE S U7 BRI

T UL T 7V o ~DEN BN TERD-T-EBE 1 TOBRSHMMITIERE 3 HTho7),

B PR Al#E

BRERT— R/ or—o

BRI L

B PR IR A ER

UERR L

AERGIERAR

AUHERUVREMEICEAT HHER

(R A4 iE 2 HEHERD

EN#Z A5 O HE5ER

MM E SR 255 e LT, 12 UHo 2 HENCT VA Faxy K% 30mg/ H 50
60mg/ H ZFrpt itz L. 3 H LA 5 HRIE 7 V4 b Sv k¥ 10mg 2 1 H 2[5, 3 FEfH
DT TR L7277 B AR xR EEREEGRBRICB T, & E5tA 7 B % ORKERGERE
(L, E) X7 VA R u R oK) 30mg BET 43.5% (20/46 1)) . 744 a3 K Fi¥ 60mg
FET47.7% (21/44 ), 77 BAREET 31.9% (15/47 ) Th oz,

BIWER OFBBEE T T VA b X KFIRET 3.2% (3/94 f5l) TH - 7=, T2 EWERITEER 2.1%
(2/94 f5l) T -7z ol

) AFOMIMARIESMERI 6 L, KBS TWD HEROHEE L@, A, 1ZLoo 2
HEIZ 1 H 6% (FAH bua v kfiie LT 60mg) Z i &olfik TR L, 24 BT T
Frfe it T 5, TOH%DO 5 AR 1E 1% (TAH be "y kKime LT 10mg) Y =
OWHERCARL 1 B4 2 8], 18] 3 Bl CERMEHET 2, 2k, Fl, ERIOS U GEE
T 2,) ThH D,

R ERBR

AR

AMMERUREMICET HHER

B A% E )

E N M HEGRER

RMIMARSE BF 2 k5 L LT, T4 haXu K 60mg 213 U 2 HEICFHG A ERHEL, 3
HELFES BREIET VA b aosyKF 10mg/[A% 1 H 2 [\, 8 REf2NT CTREgE AR EHE L7 —
HEBREEGBRICIBN T, &E5MIG 7 B OREEMRECERE (SE 1) 1%35.7% (35/98 1)
Th-oT=,

BIEF ORBIBEEIL 6.0% (6/100 #l) Th-o7z, BIWEAONRITIES. M0t O EBmR,
REENR, B BT, mEEAUEGERE, e ES. MR, HimEFEZENTRY 1.0% (1/100
Bl) THotm il

(B HEEAREAZESE)

EN 5 4B R

(BB R BE 2 % - LT, TAH ha vk 10mg 2 1 A 2 [\ 4 8 SEEHE L
CHEEREEERICB VT, SGEE (BN ) 1359.2% (29/49 ) Th o7,

BIVEF ORBIBEE L 10.0% (7/70 ) Thotz, EARBWEAIZ EES (B) B (LEEER) .
MU DR TV T L h 2.9% (2/70 ) Toh -7 12l
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2)

()

(6)
D)

2)

(N

TR

BRI L

B - BRI

MUERR L

BEMERA

FABERE (—REAKERE. BFEERABRERE. FRARELRRAER). RERTET 42X

—RAE. RERTERERABRONE

HERFTERAEE

(MR ASNMEER)

HEFEARERE

TRMET v F ha B MRZEEROT oF ba o B HENEDR 70% A0 D £ 80 5l 4 x4

ELTEHET, 7T brr v IEEOEIE & O RIS NFR N % O UER RO b, AZH
(FZ#LLE) 1X79.7% (47/59 ) Th o7,

80 Bty SN ZRIEMIL 17.56% (14 ) T, ZOWZEILi/MR - B i gt e 7R i BRREE

JFhig - MEAE RIS, HIMER - MNREE TH o 72 el

AREEHLELTERFEOABXIEERL-HAE - HBROBE

YL

ZDfth

AUERUVRELHEICEAT HHER

CHIT T ERIZE TS MARIE D FKEAEHH])D

E R ER

HIT £ 6 ], MAeZErie 2 1 5 HIT B 2 FloEt 8 fl a2 %t5 & Lz =R 8758 T, 31T, U

BRI 2 - T EBNERRD HALT, Bzl AR ZERRE NS R L EFNT 1 fTh - 7= 14,

B ERREER

HIT 3 Lk ONfe 28 e 2 5 HIT B& IS L, st br B Fa i Ligooslce A MY L

gy hu— v E e Lo Aotk OV emalin GRAUBR 1) LB A EE &K Okl GRUR

2) KETHEm ST,

R 1 Tix, HIT B3 160 i, MERZERIE LM S5 HIT B3 144 B0 304 fls ek sz, &

TEHMIEE (EEFHMEEE) 137 H OB T T 58T (FXTOJRE) . PR (3

TORNK) THHRMARLE] o3 ERL, HIT BETEe A MY hrar bo—/L#E 38.8%
(57/147 f5l) \Zxf L. T ha ok Fn GRE 25.6% (41/160 ) Th o7, MmieFERNE

RO HITBETIEE A MY Brar ba—uit 56.5% (26/46 6) ([Zxt L, 744 hrs3uoK

e 51E 43.8% (63/144 f5]) THhH -7z,

iR 2 Tk, HIT &3 125 i, mAeZERAE 4 5 HIT B3 139 BlOFE 264 i3 Bek S vz, R

Br 1 LIF—OEAFHRER IR 2R E R, HIT & Tt A MU b= b o—/LEE 38.8%
(57/147 f5) \Zxf L. T b a ok Fni 51 25.6% (32/125 ) Th o7, MmieFERE

S HITBE T A MY Ivay hr—L 56.5% (26/46 #) (Zxt L, 7V hrsSuoK

P 58E 41.0% (57/139 f5) T -7z bl
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VI. EMEECEIHEE

1.

2

(M

(2)
D)

2)
3)

4)

5)

6)

EEPICEEHHEEYMRITIEEMEE
TrF hr e MEE ~oX%Y LA RSN Y B A
HE BEOH LAY DORE « RS, KFTOBFRLEZRT L L,

IR

YERERLL - 1EFERF

ha o B IR O EENNC L E T D, T ba XU kRO =AE (FIA4Ry F) #

S/ N = IV eIV OR Y i U U VAR Ii p I AaVA N DTl 5% s I Wbl N L/ BN N = SV =iV hall s S ) BV

ARk, I REEEE K DML B IAE D 3 SOAE Z i35 (in vitro) 112I1EI,

B % At (B EAERREE

E & EERROERER

DEEEER AT VA b asxukFil) 2.25mg % 30 20T CRIBFHEL/Z & &, B ha v R
7 AF EsfE (PTT) 13 1.57 %, PT 13 1.18 fFITHER L7 hel,

QMK IEAMHEZIC 1L AH7=0 7 ha L K 60me 4 2 A BEg S L & &,
aPTT 1% 1.5 fFITIER L7z b7,

QNEPEBNIREAZESE BE (2T VA b a XK 10mg % 3 BT CREERHE L7z & &, aPTT
1% 1.38 fHICHER: L7 18l

@MAEHTEBE T VA b a k% 1R H72 0 12~48mg #5- L7= & = PTT X 3.4 %I
FEFR L7 1ol

Mt ESEEICE T EETEREBICRIZTER

A E 2P EF I W TT AT ha Ny K GIZED 7 07 2 XT7F K A (FPA) 2
HEIIKT Lz b7,

FEMA DR, EEFICRITTIEA

1EPEENIRPAZESE BE (TR TT VA~ a S UK Fp e 502 X 0 BRI O Bz AR AR 32 43 8, F2

JEIRE, EMIRENERIC LR Lz 20

BRMOM OV EVER

invitroi RBRIZB W T, hr Bk b7 0 7V o OAR, /IR KON IE 2 50 7 12 BH

EL, O RN TR ) T T T RIS T HEERITE LS, FEHIZhrE
VIBIRHTH - 7= [ [21] [22] [23]

mizEEREOERER

in vitroRBRIZB W T, aPTT ZREICKF L TUERE Lz, ~NU DO X 9 BRAiR It RITER O &

IR Do 7= [24]

BREETILIZBITAHME

Dhixi 42 fE
HHE RS G & D RIMENRIILAEETE T LV (7 > F) 2% L. Ischemic Penumbra (251} 5 )&
IR e, 7« 7V U AR AR R BEZERE S O HE RN K OV BRELAR A RRE 5 D
SR &R LTz (260 (26])

Qe BIAREAZEE
RERENARNFLEETE A L 5 RABIRPAZEREE TV (T » M) ITKE L WA OHER 2 ] L7z 27,

Q@M &AM EIR

@-17vF hrr MR FE COmREREZMH L (T b, w7 R), ~XU UXFEERD

AR C AR A NN ER 2 R S 7o 7o 128
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@2 RAERET L (£ %) 1KLL 7 b Sy kRO IR NC & 0 SIS 2175 =
ENTE T B
(3) {ERISIUST - 4R
DR L
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VI. E¥EReIZEd 5IEH

1. mMPREDHTR

(1) BELAEMDLGOLPRE
BRI L

(2) BERRBCTHEIN-OTEE

1) BEEKS
fERERL A 6 BIZT /L4 ~a N Kl 2.25, 4.5, 9.0mg % 30 43T CEBFHE L7- & & ol
W RS DB S 1L 0.08 1 g/mL. 0.25 g/mL, 0.51ug/mL Th-o7-,
M2 6 OWRITIELOTLHEINL 15 5 (af). 304 (BHH) TH o7 bel,

2) REHRS
fERERL 5 BT VAT kXU ok F#) 9.0mg, 3 FREE O STEERHEL 1 H 110, 3 HE# VIR L7z &
X, MHEEITEOCHC EH L% 77 b—IC@E L, SEEITER bivien -7z hel)

(3) thiE
MR L

4) BE - ftRAFEOEE
VI.—7. #HAEAEH ) OB

2. RMEERIINS A — 4
(1) FHT A
LR L
(2) BRI M
R L
() HEEEEH
LR L
@ 7UFIVR
R L
(5) HHEH
LR L
(6) =i
s EER e L

3. BEE (KEal—vay) @i
(1) 847734
LR L
(2) 185 A— S EHER
R L

4. IR
R L

15



5.
(M

(2)

(3)

(4)

)

(6)

6.
(M

(2)

(3)

(4)

10.

11.

oKl

1 i% — XA P& E 1

MR L

1% — ha X R @id i

R EE R L

A~
VIl.—6. (6) #=FLim) DEZBM

PR~ DIBITIE

R EE R L

Z DD~ DIBITIE

MR L

MmFEEFEEE

UC-T v hrosy (5X107M) Ok MiEREE LK TE MLiET VT I U ASK DR G R
53.7% M ¥ 20.3% Co > 7= (in vitro) 130,

e

PP LR U

LR L

RMIEET 2BE CP%) OHTE. H5E

BRALA RN B 55 A M UBIER X CYP3A4 Tloo 12 o1,
DEEBNROERRUTOHE

RS L
REMOFEORERVEMSL., FHELR
REERR L

Bttt

TEFERR NS T VA ks a v KF & 300 u g/5y DEFE T 30 Sy SiiiE Lz & & 51 24 FRRY
F TIZRZBLIRE O 2 U VEOBIZ X 2REW B IRTPICFENE 22.8% KN 1.7%., FEHIZZ
I 12.4% KON 13.1%HEHE S 7= 1821

bSO RR—2—ICET H1EHR

AR L
B HIZ & DREE
AR L

BEOEREET SBE
BB L

ZOth
BB L
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 REHEALDOEESF)ICEHATHIER

ZERNB LT DER

O

[

= =3

AF|DRMmARE S A DOREKREERICE VT, HMEREZEORBRENEBD oM TS, MlEE
DEBICERT IHRICE. BRKERRVIVE 21— —MBIHREICLESBEET571T1TL.
HIMAREO oM HEICFELICKREEZFIEL, BEYGREZTS> &, [2.1, 2.3, 8.2
11.1.1 28]

ERRREETDEH

222 (ROBHIZIFBELAENI L)

2.1 il LW 2 S  BHEENHIMm, MM ZE /MR PESRBER AR I K S i
m, MAEZ O OEEE RS, AT, FURE, A i, JRESHIm, Wi, FRE -
A3 WRIELAR SV BRI A £ 5 IEPER S [ L TV A B IC#S L= Ba Tk s R ic 22 5
BENRH D] [1.,9.5.1 B8]

2.2 MERIIMEROBTNANH D BE (2121, ~U VRV WS E (HIT) 178
DEEZFRLS) [HMMEMEELE - TB8F01H 5, ]

2.3 HE B EL L) KIFEORE [KFEEOBEITHMMEMEELE - T2’ dH 5, ]
[1.20]

2. 4 KRN DR LIRBoE OB O & 5 B

SRER IR ICEHET DB L ZDEH
(V. —2. ZhEEXII R B#ET 2R ) OHEBR

HZERUVHEICEET 58 LT DEH
[V.—4. HEELXOCHEICEET 2R OESR

EEGERIE EEDER

8. EELERMIE

(ZhEEHE)

8. 1 ik kEE REMR A S5 O M HE 2 + 30 ATV oo T 5 2 &,

(HMmARERER (57RO

8.2 AFN DG L 0 Hifn AR ZE, BN I 2 Bh B3 2 FIEEMEN & 5 O T, BRRIER K = v
Vo — 2 —WEiREIC L 28R 0070, BB bNG a8 iTE b Ik G2 ik T
528, [1.B3H]

CHIT T R(ZE T S AR D FIEINF)

8. 3 ARA & 59 HBRIE, /I, aPTT KOV m b v v U] (PT) 28I L7205,
MoV A7 #ZfE L CEEICERSG T2 L, [7.87.10 2]

8. 4 AFNE G-I IFHEREFE E R B L 723581, BEMEICE DU R ExXX T v NEEEIC
FIEr L, B EMRO R B2 e 5 2 & £io, &5 2T 2581%, IF#iE L O PT, aPTT
ZHEENCHRA L, BIEE +75IiT9 2 &,
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6.

(M

(2)

(3)

(4)

(5)

(6)

(N

HIT T® (REVRIDHZIGEEEED) ITBTHRBREMBA V23— N2 3 VETRO MK
D EEE G LED

8.5 AAND I VT T U ANMET LTV DHITHEREREE . LMD U 27 D& 2 B 53 2 AHA
OFERARBROBME TN D, ZOXIRBETE, WEEODV R LXXT v Ne+
IR L, BISERET L, £, BREOBITHORBREITY Z L,

(M HRSEIR)

8.6 H PRI 28 S BT & A5 3 % A O MR IR AMIEBRIRFI I3 BLE2 & 40 14TV, i o HE
MNAH BN HA IR E X T 5 2P kT 52 &,

8. 1 kBT R E TlE, BRI AR L THBIFESEL &,

8.8 7 F hu B VMK MREEOMBETIT, AFZMEHTLZ2 LIV T F hrr e MR
T0%LA BIZIEE L, OMEER RN OB (FRif) 23 BRATRE &l Sz & 22k, ~ U &

FRU T, AR AN AOEREZESCICEE L, ARAEZEREFEH LN L,

BEDNDERERIHLBAEICHT IR
BOHE - BEEFDOHLHESE

I HENEREATHEEICHT IR
9.1 GHHE - MEEFOHDHEE
9.1.1 HMMDAIEEHED H S BE  HILEES. NEOES. HLENBERX., KBX. B
HMETORER, MEMOBREREDHSEE. M/MROBD L TWLSESE, EESMTE.
EERRBDEE. FHROEEF
Hif 2 23R nnd s,

BHeEEERE
BRIE STV
FrespEfEE 8BE

9.3 FFHkRElEEEE
93N ERLGHEZTEDHLEE
AFNOIMFFEN LR DBENRH 5,

HIEREE R T HFE
BRIE I TR
1143

9.5 44w
9.5. 1 it iLpE « SIRIE RS M 2 5 AR PER I C I3 G- L 2 &, [2.1 2]
9.5. 2 fEIm SUTHEAR L TV D AIREMED & 2 MEICITR G- L2 Z L E Ly,

RELIE

9.6 3L
B OB RMER ORARBOAHEMEEZERE L, KALOM UITIEZRET 028, 8
EiR (T v b)) THHP~BATT L Ll SN TV D,

INR
9.7/NRZE
INREE ARG b U T B RER BRI SE G LTV R,
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1.

(8) &EitmE

9.8 HihE
BT 572 YT 5 L. —ICAEBRENE T LTV B, A2, 65 ML Lo Ick
T D EIERIFEBLERIE, I 2T O ff iR A Tl 7.8% (184/2,357 ) . 1@MEEhR
PHIESE O 6 F TR CIE 8.4% (117/3,392 ) Th o1z,

HEER
HRZZEFTDER
REIN TR

(M

(2) FFAETE L ZTDER

10. A E A

10.2 tRER (BHRICEET S &)

AN F

GARIEIR - FEE T TA

BEFE - fabRIA 7

DU [

R E OHR 2 Z k%

e R 2 BRE 5 2 &

ANY L UNT s Y UE I DD LOT, AFEEET | ICXY, BEFHAERT S

[7.11 & ] HIREEETHI L, eHEBELZBND,

(A A fig A TIAI ) =T TAI
TNTTT—B . vaXxS— NIEB I, R LT T
g AIVNT 4T U ESREL

MiEEEMRT D7D EEZD
o,

747V =T UK TIER%E T4T7V ) —=TFUBNMETT 5

BT HEEFRRA HEEZILND,
Nhafky e g

M/ MREESEITEIER 2 AT 5 | (hRE&E) /RS 2 i3 D 72D &

FEF HifEm Oz L 78 | 52605,
TAEY Y AT VLT N | R DO T ARKE Z R E
Vb, FrouePUER| T508FEETLHIE,

., 7 vt N7 LIV,
THRAES— L DY X
— LA

(HIT IR (REVRIDH S
BEEED)IZHITHERM
B A= 3 VT
B OD MR 0D R E B L)
BEREA 2 —_ g
UHEATIZ BT O A L2
EINDER (TAEY
Fruv VU ERE e
R 7 VVERIEE ) & OOFH
Ze PR ICARH A i L 722
ek,
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BIEA

1. &8l¥ER
ROBWERDBRH SN ZEBHLOT, BEELT7IATV, RENBO NG EICITRE

LT 5 P Bl AT Z &,

(1) EXGEIER & DHER

1.1 BALEER
1.1.1 HmEREE (0.5%)
B AP D B LI B8 o DS 2 L B3 5,
(1.50]
11.1.2 Bt SHEEHI (Vb B R)
1.1.39av9. 7HI45%9— (WP bHEERY)
HRE, MEE T, ERRIES D 5PN D LB b .
1.1, 4 BUERF . FPSHERE. BB (V9 b))

(2) ZDHthDEI1EH

10.

1.2 Z DD E|1E A

0.1~5% A RN
Mg, i GRIER, ~E7av | | BERFEOEE, Hih
IIRE3 ~< h7 Uy MEOHED) . B i ek
%, BIMEKBA . MRS
W E Feis GRLBEME TS5 4E) ZOFE. FHRZ
1 A&, A%
N AST b5 ALT b5 ALP E5 LDH | v-GTP L5
i FH. ey e s R
R Mk BUN L5 JVvT7F=r b5
THIL2% THI, BACRIE, MW M P
SRR, NEEAR, BV, EERRUEGERE, | DU O, UKD LYWL, S H o0&
Z o N R i)+ - OVERTUAHE, WAL, B BN, RIT.
g, AR R, A, JERR. R,
Mg R 2

BRRBRERRICRITTESR
WE SN THZRWN

BEXRS

13. BERE
13. 1 ek

il O fERMED IR 2,
13.2 A&

HfPEDEHEN T L2 B S I3AA O b2 ik U, HiOJFERZ#RET 5 Z &, KAlOHT
BEIEE ] 22 TP 9 2 AN A S TWRWO T, BRI T T, AR Lk <0587 e i i S i
7R EWU R AE 21T O 2 L,
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. BRAEDIE

14 EREDFEE

141 RARESHDEE

AFNTE DO E FFIRAICERGETICHR L THEAT 2 2L, AREZFRROEFREGTDH L, &
MEEZTBEARH 5,

12. ZOMDEFE
(M ERRERICE D < 1FHR
BE STV
(2) FERGERERERICE D < 1EHR
BRE STV e
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X. JEERREAERICBII HIHE

1.
(M

(2)

(3)

2.

(1)

(2)

(3)

(4)

()

(6)

(7N

FIEAER
R

VI HEEhSEEICBId 2 HE | OHSH

REMEBHER
B L
ZOMOEERS
R L

BB
AR5 HIERR
MR L
RS HIEHR
R L
SHEE IR
MR L

1 ARIERER
R L
AR LB RG
MR L
R RIS ER
R L
ZOMOKHEN
MR L
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 BEEMEEICEAYSER

RHX S
B A FEEES (EE-EMFEOLTEICLVENTL L)
AZhERSY + FEE LW

A hHAR
34

BEIRE TOITE
SR PR A

Bk EDTE

20. R LV EDEE
SV BB R IR 5 Z &

BERITEM
BEMERLT AR L
<FvoLEy : AY

B—5 - B%hE
[f—Ak45y : /8 A % HI 1 10mg/2mL, Awm > /> HI i 10mg/2mL %
W #h 3 . (1) i ARdE St
FHEZLAF R TLA, Taxf—Y L
(2) 1EVEEREAZEAE
TNANTaRARZD) TNATaRAED) TATrT I A FILRT LT — NEREHE,
Fruv YU EBE, NhrXx ey K

EFRSEEER B
A% L0

HERFTARDFABRVARES. FEEEREFARD. REhMERAR
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