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(15 - misso %) Argatroban HI Injection 10mg/2mL "FUSO"
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CBR (ROBEICEIEFEELEVI L)
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BE G LIk mA W IC R 2 BENDH 5]
[1., 9.5.1 E&]

2 INERIIMER O BENDH B BE (72721, ~) v
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EXRITBEINDED D]

3 L EMEER ) Ko B [RHZOBE LI
MR EL R TBENNH L] [1. K]

2.4 RRN ORI LBBUEOBEFERE O &H % B E

2

3. fARL - MR
3.1 #K
HiE 44 TV b EsNy HLE 10mg/2mL [ 7V —]
fas -4 2mL
RS S — 10mg
L
Al Hokxy /b S00mg

#2771~ 600mg
DpH FREiA] B

3.2 RH DMK

WR7e %4 TV husNy HIi# 10mg/2mL [ 7V — |
Fi VRERES Syl

PR A EHOM

pH 55~6.8

1

(A3 11~13
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SRS 2mL VAR AR I A N 2 C 200mL 127 B & ) AR L 72K

4. BEERIIHHR

OTFRERBICHSHRBER (EBRE) . BBEFIBE (BT,
I, RAFRE. BE) OXE
SAETR 48 REEI IO ES 4L (57 22k <)

ORMEIRRAZRE (N—Y v —i% - BAEMEIRE(LE) [CH 5
MRS, RENERL S PILAROKE

OTRBHICH T 2 MRESEIREOERMAEDZERAIE (M7
BT
EXMTOFIOYECIRZEE
FoFrAOYECIETZH#S EE
(Z7>FrOYECTIHEED 70%ATICETL. D, AN
U2F MU LAY HIVD ) LAOMERTIRFSHEIREA
QM (%) HPHEL BV EHIEFTESN=HD)
AN ERMEIMUESE (HIT) TEERE

OANY ZERMM/AMRRIE HIT) TR (REVIX70D5%
BREET) KBTI BRENTES > 24—~ 3 L EITROM
ROEEERGLE

OANY ERMIVMURDE (HIT) TRICHT 2 MEEDRE
EEHNH

5. DEERIRBRICEET EE

(M FSHEER)

5.1 FRREVEIE N IS FAERERE (DIC) 2Rk 7 v F hur B
MK T HBE CTlx, MEARIMEBR R I35 L 7R BRA 2 Voo, %
L WZ ERETE L,

(HIT TR BT 5 MMAEEE DFEAEIH])

5.2 ~/%) ViRKMEM/MEEAE (HIT) TRMOEZED S B, K
AWM ERDOBZNDH 5 EHIIR L, HREOFIEEE
WM ZESE o fafit 2+l RE L. BISEBRE 52 &,

5.3 FEREVEINE NS FAERERE (DIC) 1233 2 ARHI A H kL
MERENTWARWVOT, B, APHES L T IcrE L. &
METH Z &,

6. AERUVHAE

(mELME (57 2%2K<))
WEL A, LoD 2 HEIZ L H 64 (FIVF b ass kAl
Wk LC60mg) % @YD CAR L. 24 B2 CHibET
EHET 50 ZOHO5 HEIZ 1 E 14 (7 b assy ki
£ LT 10mg) Z#YEOWETARL 1 HW4 2 [, 16 3
[ 22 T HIEEE T 5o
B, FG, ERIZIES U COEERET 5o

(IBMEREASRE (N—2 v —i% - BAEMEIRTE(LE))
WE, A LR 18 (7 ooy K E LT 10mg) #if
WAL, 1 H 21, 108 2~3 B2 CTREEEET 5,
B, FE, ERIZIS U CEEEEET 5o

(M SHEER)
WE L A, RYMEBRIARNC 155 (7 b o>k &
L T 10mg) % FEEMICHES L ARIMESREG S 0 2 5 % (7
VA NENYKAYE LT 25mg) L) xRS BT A, KEEEE
MOMER ., \IEEAE M BRI . BRI K OB T Ko ki
RIS A RIS m e B L. BEEORGEZIET 555,
G 0.5~4 % (TVAF huaxykfE LT 5~40mg) = H%E
L35,

(HIT I& (REVRIDOHZ5E8%ET) ICHTRENEL >
B—=N> D 3 KT O MK O ERERE)
EN IR TES =R H MG TN NS N Ny 2 i N s DA & |
W& LC0.1lmg/kg % 3~5 0T THEARNFR G- L. itk 4 Hef
FTTIH MaNKI E LT 6ug/kg/ 7% B ZHIRA
WG T b F O BYUEEE RO ML R YA L
0.7 u g/kg/ 53 |2 L EIRPI R 53 % 0
B, FEEGRIIHETH Y . B REREROE=5) V72
L0 EEARET 5,

(HIT T35 3 MARKE O RAEMH)
ARF) 21 OB AL . B RS 7OV b EoN kA
We LCO0.7ug/kg/5r &0 MigEHER G L. B 53 %,
B IHEREREED D 2 BHCHIND ) A7 O 5 BHIZKH LT
. EHESSEG ARG TS 2 L,
WHALEE S b v K75 A F VEER (aPTT) #i81EIc#% 55
B L, BEEORGEYIET D,
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7. BERVARICEET 335

(ISMEIREAZEAE (N—3 v —ik - BAEMEIRTELE))

7.1 4B ABZ TG LRI nwo T, KHl ok 58RI
4EBPAEDEET B8,

(HIT I& (REVRIDHZ5EEED) LT 3RBENES >
42—~ 3 CHEITEO MK D EEERLIE)

7.2 RHIOBG-BEH 5 10 45 E Cif b & dge @ B (ACT)
W5 L A 4 BRI F T ACT A% 250~450 F & 72 5 L 5 1245
B GEAREH TS Lo BEDIKREIZ LV | itk 4 K LI D
PUEE R OB DO TR % HIWr 3 5 55, & D% b Pre gk ok
N A, 0.7 ug/kg/ 5\l E . #H aPTT % #llE
L. aPTT 2% 5-FMED 1.5~3 fEFEE & 72 5 & ) Fitfk 5 &%
WEFAE L, HEE 4 2 #PHICE L 227213 1 HIZ 1 [ aPTT %l
ETDHI L,

T3 AKRDY )T 5 ADPET LTV 2 HFHERERED & 2 HH |12
xb U CAtif 4 1R R DU b P R S e B 2 5413, 0.2 u g/kg/
ICHET AR EEET A, aPTT AHIE L 4 2 #ipH |2 E
$5FTIE, EE aPTT 2lE L, BEEE ¢ AHBIE L2
1HIZ1 I aPTT 2MET 5 &,

7.4 REN & DEEEIE R OS2 EEZIE, TR ESE(1C
BHYHZE,

AH % 10mL (ISR L. 6 ug/kg/ 53 THGT 2 W6 OG- HE

6ug/kg/5
BE | Py bonykEmE LT MR L LT
(mg/IF) (mL/I%)
40kg 14.4 14.4
50kg 18.0 18.0
60kg 21.6 21.6
70kg 25.2 25.2
AHN % 20mL AR L, 0.7ug/ke/55d 5 \Wx 0.2 ug/kg/ 55 T
59 2856 0% 5 Mz
0.7 ug/kg/ 5 0.2 ug/kg/ 47

VAT RTINS VAT RTINS
e 7%%%£LT ﬁﬁﬁigf 7%&%LLT ﬁ?fﬁ$f

(mg/) ’ (mg/H) e
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

7.5 flit4 4 BRI DA O PUAL R 2 Mk 3 2 WEN D D . KA F
0.7ug/kg/ B\ th, aPTT P RSHIED 3 & B2 %
E. AR OG22 5 2 &, KRKG 2 HHT A25E120E.
aPTT 25AEHE (R SEIMED 1.5~3/LF) ICHEL-2 &%
MR L. FRRORS-®IE, 5 PIkio 172 ofiwms HZI2T
LT L,

(HIT T EICH 0T 2 MARGEDFIEMF])

7.6 RKEDOZ )T T2 AIMET LT LT EDH 5 EH . L
oY A7 ©d 5 BEEIH LTk, KHE (0.2ug/ke/5)
oG EHBTAREFET A L,

7.7 RHNZ L D IEHBGRIEIZIE, LTORESE IS 2 WIET 5
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AHF % 20mL 1ZHRL. 0.7ug/kg/55d %\ 3 0.2 ug/ke/ 57 TH
59 865 OG-
0.7 ug/kg/5 0.2 ug/kg/5

VA NN | )% s VA
W |7 s L L Ty < AL

(mg/#) 7 (mg/I5) e
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

7.8 A G-hRRIE. aPTT &3 G-HifED 1.5~3 fED#ipH 2>
100 LT E4D XH)ITHEZMETLZ L. b, Il 2
I D# % BFETIE aPTT 2%, HEHIHED 1.5~2/KLE%b L)1
Mz @iis 252 ko [8.3 2]

7.9 RENPEG-BIME 2 B A M OAF O Gm 0% H 2 Bt % 0
N2 aPTT #%E L. R G5E % HET 5. FREREDND 5 EH
AT ) A 27 B33 B BT LTl AFIEG-FIthH 5\
WHEAT6MEMEICH aPTT 2HET LI EEE L,
aPTT 2HE L § 2 #PHICET 5 F Cld. #HE aPTT ZHlE L.
HIEEE ¢ 2HPICE L2 1T HIZ 1M aPTT 2HE T 52 &,
(8.3 &)

7.10 aPTT 2HE5-HiMED 3 53013 100 % B2 723561k AH O
BGedhilksAsZ L,

KA G- 2 T 84121, aPTT AN (551EO 1.5
~3 O 100 L) ICHHEL722 & 2R L, F&Gdikaio
1208 % HEIZHIRT 5 2 &, [8.3 ]
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AHETIVT 7)) DKL, aPTT KO 70 oy
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Fleonz )y EOMEERICEY) PT-INR BEET A2 &
Mo AFHIEHIZ PT-INR MM T A 2 L IEETH I &
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712 ROV EFEANOBITHRNEE 2 BE 2R &, KA 2 @KL
ALV & (EPYORBERRERIZ BV CARFIR G HHMIE B B
TR T7~14 HETh o720 Tz, EWNTEM S N2 R RET
E. T T 7 ) IADY YRR TE Lo 2 EE 1 HITORS
HIZRE3B HTHo72),
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HHOT, BRIERE NI V¥ 2 — % —WiEislc L 28l % 1+
FIZATV, ISR SN GE I E B IS 2 hik3 5 2
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HIT I8 (BEVXRIDH255%ED) ICEIT3BENBL >
2=~ 3 TR O MR DEERAIE)
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A7 DD BB D AEH OMEEROMG LR N L b,
DX BB TE ERLEDO) A7 ENAT 4y N ETGICH
ZL., MISEWEST5 28, £/, GO BIR 1T
Nl

(IR AFSHEER)

8.6 I 2 S I ) & A 9 A B O MR ARG BR R 121
g% 1 7, OB IEDIA S N6 1 TS
s S R SN
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8.8 7F burE YK MIREOEZTIE, KA ZMEHTLZ &
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T o, AN AT WO R ER NIRRT L AK 12k
ERH LW E E,
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EE. MMROBS L TVW3EE, EESMEE. EEFERR
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9.3 FFEERRERE
9.3.1 ERLEED» 5 8%
AR OMAPFEIED LA B BENDD %o
9.5 17
9.5.1 TRFRE - 3 R
Lo [2.1 M
9.5.2 MM ULIHAR L TV AT REMED & 2 LRI i35 L& wnw 2
ENEE L\
9.6 IR
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PUEEE LG 1) 0D g ik A RS | 0f 7 B R A B
AN UL TINT )| TBENDSHLDOT, R\ HI LIZLY, B
v Flaefim s b EEE|ZERT 272085 2
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DEEERHIE)
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1.1 EXAEER

1.1.1 HmHEREE

i A fE S D B L 72

(1. 2]
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o,

e
)

GiaHobhb Il ENdid,

11.1.2 BEmM. SEEEHM (3 BEEARH)
M3 2avy. 7HF747x2— (WFNRLHER)

FHRE, MEMT.

IR RS A S S d T ENDH Do

11.1.4 BIGERF 2. FFEEREE. BE (WFNLHERH)
11.2 ZOOEIER
0. 1~5%A M AR
PR, Bl GRIMER, ~|EEFEFER OER, Hii
/A= RN N/ |
JlikTid v MEOWA) . FLER
W% AIMEREA . s
Mg A
SR K (RLBEVESSESE) |29 . s
[likEs MG I 4%
AST k5. ALT k&.| y-GTP &
iRz ALP k5. LDH L5,
By s bH
i BUN L& sLTF v b5
bR T EHANIR, B |
SR NASAR. B, | DU oSG, TR Lo
SRR, I REE, | L, S50 & MR
Zof JIIIVEESE 28 AL WAL, HEIE. FEEL
F&TF B, AT,
TR, AR, R, I
TERREE A
13. BE®RS
13.1 fER
IO fEBREIsE KT %,
13.2 &
IO A PHENFEI L 258 138F o5 2 ik L, o &

Nzl d 5 2 & AH 0)?* SRR 2 A 2 EALE A S
TR WOT, ERIC u U T AR b I R2 ST £ 5 L i 7
EHEY R NEZAT) 2

14, @ALOEE

14.1 ERREHORE

KAEZ 0 F T HIRMICHES AR LTS 22 . &
%O E S5 L, WIS 521D 5.

16. EMENHE

16.1 MARRE

16.1.1 BEKES
fRERERC N 6 B 7 VA S a N RKFIW 2.25, 4.5, 9.0mg % 30
T TR L b & o MAE R o &S E
0.08ug/mL. 0.25ug/mL. 0.51 ug/mL T&H -7,

ML 5 O IR 2 THEINE 15 45 (a M), 3043 (B )
ThHo72Y,

16.1.2 R{E#HRE
TEFERC N 5 BINZ 7V b TN KEI 9. 0mg. 3 R o) AT
Z1H 1A, 3 EIFEJ%‘;?V)@W’& &, IMPEEEILER I EA L
BT T M—IGEL. BREEFRO SN b o 72,

16.3 9%
UC-7uH huasNy (5x10"M) Ok MIEFE&EE LT e M7

VT2 IS AREAEIL, 53.7% K Y 20.3% T o 72 (in
vitro) ¥,

16.4 XG4
FEALR AR 1S

16.5 HEitt
FERER NS 7 VAT ™ 1N 2 ARFI % 300 u g/ %3 O E T 30 43 1H
RIEEE L7728 &, 5% 24 B E CICRELR R OF 2 ) »
BEOMRALIZ X A DIRFIZZFNZEN 22.8% K U8 1.7%, 3
WCZ N2 12.4% 5 U8 13, 1%kl S 729,

17. BREREGHE

171 EIHROCREMICET 355

(B I A2 E S M HA)

17.1.1 ERN%EISE 185
i iE SR E Z N RE LT, ZLOD 2 HIIZZ VA o
IN KA 30me/ H & A\ id 60mg/ H % e siisiE L. 3 HH
DIBES HENE 7 VA~ aox v kR 10mg % 1 H 2 (0], 3 FEfH 2
CREERE L7 7T R R EE IR I B T, RS
BG 7 H O EE (EEDE) 127 v H b o vkl
W) 30mg #ET 43.5% (20/46 ). 7V Ak ©N 2 KHI 60mg B
T47.7% (21/44 1), 75 2 R#ET 31.9% (15/47 Bl) TH -7z,

P53 % T B AR CYP3A4 Th o729,



BIVE OFEBAREEIZ 7 VA b 1N kAT 3.2% (3/94 B1)
Thotoo ERBIERITENR2.1% (2/9461) TH o729,
1) ARFN O A E SR L, KRS Tw s kRO HE
& TR, A, E L2 HIZIH 65 (7 hany
KM E LT 60mg) % Y& OB AR L., 24 B2 ) T
B HEE T A, TOBOSHMIZLIELE (TUH FasNrk
A e LC 10mg) # @R CANL 1 HE4 2@, 1 [
3 HEHI A C ALY Ao B, Filf. IERICIE U CRE B
$h.] THhHhb,
(B M #& E)
17.1.2 ERE DR
MRIMEEEZE 2R E LT, 7IVH M a Ny kKA 60mg %13 U
OO 2 HENZ it iiEsE L. 3 HHDEES HENE 7 vy b oo
KA 10mg/[F % 1 H 2 [, 3 B A0 o iz L 72—
EHBILEGERC BT, 580G 7 H O e iuss g (2
#PE) 1335.7% (35/98 ) Td o720
FIVEH OSB3 6.0% (6/100 B) Td - 720 EIEHDMNER
AL Jour, ORI, ANEIR. 395, AL, @
PSEBERE, IME B AR, MImEEZE Vb 1.0% (1/100
Bl) ToH o729,
(2B AREAZRIE)
17.1.3 EINE T HEHER
TREEIREAZERE RS 2% & LT, 7O b aNy kA 10mg
Z 1 H 210 4 8/ SEEE L - EE RSB VT, B
i (2Ll E) 1359.2% (29/49 1) Td o720
BIVE R OB IX 10.0% (7/70 6) THh > 720 EHEIEHIZ
FREES (F) 9 COEEER) . i oERFCV»IFiLd 2.9% (2/70
Bl) THo727,
(HIT TEIC$ (T B MBIEDFAE
17.1.4 ENERRZER
HIT &% 6 B, IMAeEREs ) HIT B& 260 J8W%ﬁ%
& L7 BRI EEIEER L JEE, DU YIWTIC - 72 IERNIZEED H
ERE VA mﬁﬁﬁrﬁﬂﬁttrWi1WT%oto
17.1.5 BHERRAER
HIT & N OCMARSEMAE % ) HIT B& IS L, $itorey
KEMH Loz AN ATy b a—VEaBE LA
e R O A e stER (BRER 1) LB AR R Otk Er (R
B 2) A KECER S 7z,
ﬁ%lf@\MTﬁﬁum%\m&%&ﬁ%ﬁ5MTﬁﬁM4
DFEF 304 Bl BEE Sz, FEFEMEE (EAFHIEE) [37
B@ﬁ SR B AT ($RTOER) . TR (3
TORK) XTI ] OB, HIT BF Tlde 2 1)
Fovar ba—VEE38.8% (57/147 B) 12k L. T han
OKFI PR 5 25.6% (417160 1) Td - 720 M ZERIE % 1
) HIT BZTClde A MY v a >y hO— LB 56.5% (26/46 i)
WZxt Ly 7OV A s aos kR 58 43.8% (63/144 B) TH
(o) f:o
RER 2 Tld. HIT B 125 f, MKERAES ) HIT &4 139
BIDOFT 264 GBI EFE S Lz, RER 1 L R—OEAFFHMIEE 128
T2 REBEIZ HIT B TlIEe A MY A3y o — LEE 38.8%
(57/147 B) 125t L. 7V b 1Nk f % 5-4 25.6% (32/125
Bl) Thoizo MIBEREZE) HIT EHTIZL A MY L2
¥ b —VEES6.5% (26/46 BI) (Zxf L. TIVA b EN Y IKFI
P58 41.0% (57/139 61) TH - 729,
17.2 BLERFGEHRRAES
(M FSHEER)
17.2.1 HEFERARERE
ERWET vF I u U MIRZEER T v F ha ¥ Uk
A T0% A0 O BH 80 Bl & xf & LA T, 7vF rur
> MG 0 A48 K OB AT [ 5 PN B IS5 OO B 05580 B AL, AR
CE#RLE) 1379.7% (47/59 1) TdH > 720
80 Bl iy S NZ-FIMERIX 17.5% (14 1) T, ZFOWNZEIXM/N
M- M ML, ARIMEREE S, G - IHEREEE . FImER - 49
PRREETH - 7210,

18. ZExhIKIP
18.1 1EA¥F

POy ey BIRWP O OEENICHET S, 7TV bk
AO=ZARE (MT ARy F) 250 v €y oiEtEar o

i)

_4_

GRS T A LICE), ha v EVICEAE T AT v
R, IR S e NI NG O 3 D OB = #fl$5  (in
Vf[[‘O) 11>~13>O

18.2 b MM&EERFEOERIER

18.2.1 EFER AN 7 VA b TN v kHIW 2.25mg % 30 431 A7
THMEE Lz &, By o v K75 AF VE (PTT) &
1.57 %, PTIZ 1. 18 fFICER L 72V,

18.2.2 IR EAAEIC L HH /20 TIVH b anNy KNy
60mg % 2 R3Sk miEiE L /2 & &, aPTT & 1.51 fHICERE
L7z,

18.2.3 1B MEBIREAZREEZ I 7 VA b N2 K 10mg % 3
BT CRMEE L2 & &, aPTT I 1.38 B ICIER L 7219,
18.2.4 IMLENTEEIZT VA Fa Nk % 1R H 720 12~

A8mg Y5 L 72 L & PTT I 3.4 f5I2EE L 72160,

18.3 FMIMARESMHIIC & (T 2 BRETTDEREICRIFTIER
MRS RE S B I B W T 7 IV s b aN kIS 12
T4 7)) RTF A (FPA) PEEICET LW,

18.4 PHIMAXDIEBEEF S EEICRIFTIER
BYEEIRAEEEZ I CBWCT VA by KPS 128D
BHLIMLEE D #E Rz BORRREE R0 . BRI, (RSB IRES A = LA
L7217,

18.5 BIRMF FOCE ER
mvitro BB WT, YOy ks 747 ok, I
IINHLBR4E Je OV IS Ui % BT W2 PHSE L7z oo b Y 77 Ukt
Vr7ar 7T =Xl HEFEMIEEL L ERIE Y
Y VRN T D - 72101820

18.6 MZRERFREOERIER
in vitro RERIZBW T, aPTT % B IKAGF L CIER Lz, ~/%

VYD XD REWBEREIZED SNk o7,

18.7 BEETIVICE T 2R

18.7.1 BEIMA&SEE
HeHE SIS & B R IR IS EE TV (5 v b) 15 L
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