20244ET AR GBI

Mg

BF & D 30°CLUR TG 2T TIRAF
BAEAR - ZUEH 524

BEEMBARRR
7 EEE D

D ERH
YR RFI B
IR BN MR ERE S X B F IS EVIRF

P IDYFaam:mOm
JP DYk 10mL

BREERROEES

876343

MR LD

Bvclot Combination I.V. Injection 5 mL, 10 mL

T EE-EMEOU S ZICKOMEHNTS &

SmLALF] 10mL &

30600AMX00167

KR 30600AMX00166

WRFE ki -

AANG, BEAE Sk EME S L THALL 2D TH D, APMRS LCERMFAE LT MliRiRETZ2E5H L THB0, EHitk &z-o
7o b MR ZE RIS 21213, B, BYYEREOMAZEMT 2 & &b, WETRICBIT 2 —EDANE - AU E2FEmL ., RS
JEICHT 2REMEEHL TVWDEA, b MR ERMEIE L Tnd Z LK D BIELRIED Y 27 2R ITHRT 2 Z L3 TERND, &7
W DIERE L DT Z +ITRE O B BER/NEDOMHERICE EDD I &,

1 mEL
. = A

IIPART GAGTFHEBRZ) OBAKRERT, SN MRERES
XEFROMBEREEXAFESE. FERTOMOEVE
S ERANRREEEFREIREEESE) WA EOHAIC
BWTEE R M ZERE RO MM/ M EE D FEIRHE L5
ICRHLNTINVD, FHEIIPXYT GEETFHEERZ) D6
B TIIEE MR ERERO MR MEH/NOEEDRKIRIIERD 5
NTWEWA, TILXVT GEGFHEBRZ) BRERRVEEH
k%61 ARIE. AFOREFERLEPLEFLZVGEICIRS
Z & MREMRERVCIGEHMNDEED ) RIEEREESD
AREMETBETEMR, [8.5. 10. 28]

3. HERK - tHIK
3.1 #HRk
UNA 7 )V ORI FRED £ B0 TH B,

- A Z 0y NEA B
5mL 10mL
A% [T PRI Il i e 26 VIR 1 3. 12mg 6. 24mg
BIP | A i i U 5 X R T 31. 2mg 62. dng
ANIET7 IV T I > 104mg 208mg
® |[A7>FrOzET Eé;ﬁ Eggﬁ
o e 136m 31ng
BV LN— 180 0. 26ng 0. 52ng
DT BT U LK. BifET kU A, pHFREH]
ggﬂ B AR TSI 5l 10,

) SRS R DL ZZ B L. BB LNA 7 IV SIETE(E N i e [ 5
VI - S NN iR E [ 28 X K -2 F R ISR T B2 JEH T 2128 2 -2
RIB7DICHERATAINT NS, IR OEHF (H A H S HK)
TYEML 72 & &, IR N MR BEE S VIR 7130, 6mg/mL, A i HE R 55
X K713 6mg/mL & 72 %,

SmLA&LH] 10mL &5
PR N L 3 e 1] 55 VIR 1 3. Omg 6. Omg
N LR 6 ] 55 X IR 7 30mg 60mg

AEIDE LS T % 18P N 71 U [ 565 VIR 1~ K O I3 5 [
BEXRF, WNFOANMBTIVTI D REANT >F o E
3. b bk GFMmE - HA, ik wkiin) Z2EMEE LT
w3,

AFNIEE TRIZTBWT, YU2ANA Y R=<Hldkki kD€
VA/An Bl I Z iR (NSO P 35 %, A CAVARI INZ all RV R Y ¥
LTnwa,

3.2 HHIDOMER

AFNZ, HENRBRHCORMZREATH D, K

R (NOHAREZHEHAKTEMR Lz E, BALRW

Uk TSI DTN HE L2 ikAl & 7x 5,
pll 5. 4~5.9

BBIELE [F91 CEB BRI 5 1)

4. BheE - TR
MARREENER FRIEXRFICHTS4eESY—%REFTS
£Z 0 HMmER OE

6. Bi% - AE
AHFNNA T IV TS O AR/ IIEF K TER L. 2~650000F
TRRARICHIRNICTES T 2,
MR 59 256, EEAMREESEVIK & LT, (KE
IkgX 7= DIERITBR CTIEOE0~120 p g2 59 2, G138
KFRILL E DM Z & 0 TIT v, flEGOHEESOE T, AE
lkg572 D180 g A 7RNT L ET B,
EENCEG I 285G, A MEREEFE B VIR & LT, (kE
1kg2i7= D 1[EI60~120 g2 I~2H B E IR ET .,

7. Bt - BEICEET S EE

7.1 REINA 7 )V % A O HASER HES K THEML T Gk
NI EEE S VIR T & U C0. 6mg/mLO¥EEE & Utk HERZE
5352 &,

7.2 R IC i 59 2 56 DR

7.2.1 FIEER G 5 36RERILLN O AFIF G e 5 & U TR O %
52 &,

7.2.2 BNHESIFIEE U, R8RS S N WEAIE, ik
BEHBXETOEEZEE L LT, OMUAEDBEET S
&,

7.2.3 B G O%, RICAKIZEET 5 £ TOMKEIE. 48W5HLA
EHFBH T &,

7.3 EMNICRG T 25 E0HE

AFIO I 55, EHNRE52MET 25513 ETO%
L5 A8 LORRE B 2L E2HERET S,

8. BEELEANIE

8.1 AFIDMHICHz> T, THOEETOAFOBEEE E D
12, ARHFNDEIEIZHE URSYE DIEFE 2 B 1R 2 720 DR RN
WLHENTVDA, B hOMEEFEMEIEL TWDZ EITHEKT
LEGECREDY AV B RITHRT 2 2 LM TERNI L &R
FHROFHIH L THAL, 258558052 &,

8.2 AKIDEMEE 7 B ERMLE O MiRIZ DWW TIE, IBsHiE, Hillcy
Puik, BUHIV-1HUAR, BIHIV-250K K OHHTLV-1HUR RS T, 2D
ALTETAZ ) == 72 FEfEL Twb, 512, HBV, HCVER W
HIVIZ D W T AR OB M4 T, HAVER e S 7LR™ )L ZB19
IZDOWTIE 7 =)V U 7z ik B il 3% CREBE B IE AL (NAT) 2B L. i
B LIMmSEE AR ORGEITH AL TWDA5, LENATO M H R F LA




TOIAINABIRAL TWBAHEMNE ICHEET 5. TDHEDS/D
JUVER R TN A )L A BREMEALVEIZ K 0 [FEABIERD ™ 1 )L 2 2 FRZE
L. I 5I265°C. 96ROz nZALIE % fifi U 7= #5%1 T &b 5 75,
BHITEL T ROBICTHHEET S 2 &,

8. 2.1 M/ mEA OBEDEE TR TIE. & ML RT )L ABLY
EHDUAINAETZRIIRE - BRETZZENNHETH D729,
AFNOHEFIZE O ZDRPEDEEN 2K ETERNDT, &5
BOKEETDICBERT S E, [9.1.2, 9.1.3, 9. 58]

2 BIEETIARIORGICXOEREAM 7Oy 7 )Lk - v
TR ECID) HENEIEL 2 & O BEITan, Larlkans, ik
TRIZBWTRE T UA 2 RKELES EOWENDHDHHDD,
BRI BvCIDE DD A7 223 R TER VWD T,
5 OBITIZBENOFHE o7V, BE EOBENEE 1)
Bato Ef53 5 &,

8.3 X URNHEIIHT DR EEAT D el 2582 ITIEEE
TERWDT, BRETIT 2 &, 9. 1. 58]

8.4 AKI &M g N 755 % HE AT 2B A1, MR RED
WMAEERBEC DA Z2GETERNLD, BELOAREEE
fEftEE+IcEET s &,

8.5 LTI A~ 7 Gl THIA) OFiKABR T, TIP XA~ 7 (EE
T Z) B 5rh O MR ISR MR 0 ko > B AR GLEA
I ¥ 8 [ TR 7 BT [RIVE PR AR 5 4) 8451 2 OF A L 7@ flic B W T
Ifn e FERRIE R ORI RGP AN 1L B9 E D FE LAV R BIIZRED 5T
b, AFNIE LI A T (BT A) OB FTL ke SE R~ iE
T OV AR P IN M E D FEBLIZFED 5N T WA WA, IR ZERE
K A BN EIED S 5N B BEFNEBETER N0,
UFOBEICHEETSZE, (1., 10. 28 H]

8.5.1 LI AN T B THIHLA) HETZAFOERL 28 TS 2
L, ROLEHTAFEZREGT 225G, LT MAFIIHT ST
SIRRIERR AT HIER O D &, B I E RS A
2 fifi W] BE T IMAR ZE R E Ko OV AR P A8/ I 5 12 5kt 9 0 38 6] 7 AL
ENE eI ERBE TG T 5 2 &, £/, GBI MR EERE
FRESHICE D BFOREROIREZTEEHESERT I &,
REDRDSNLEHBITEAFKOL I > A T GERIETHLR
Z) DG ERIEL., BUSRLEZTTD &,

8.5.2 I AN T GEIxTHIEA) BG P IE%6 5 AL 8.5.1&
FUxEEE2 &,

8.6 HEDHIMICH L CHATSHEIE. BEBIZH R TES
EFRMERITBNT, ToRud - RBEFEDOEMOS & THAT
5T &,

8.7 FFIC BT 2 AF O AT ND T, HHT 5413,
HHE EOF RS EBREE T ICERT 2 &,

8.8 fFEHCIEHIE., BEIIPEEDHIM Ak OEMEGE2 R E
T 5, ELHCENT. BFEUIZ O FMEAE YN 6 aT6E &
WL =S OAERT S 2 &, AR NS T BT, dHGE
HEOBEFEHREETHICEBL, ERICTHYITHEENTED L
R L LT, EMMOEBEREO T THEET S &, £, H
FFZFOFBETH L. AFNT KD FHEHT 2 alHErE D H 2 FIER
HLIZDWTHaatHT 5 2 &, HEERNE., BENRED sNLY
BRI AR TG, EONITEBEEEAEKT XD
R8T 52, HOEFOMGENRERSZ ST, EEKEICBN
TEMOEI T CEEICHERTARE, s zfr> I &,

9. BENDEREETHEEICEHT I ERE

9.1 ABHE - BEREDHDEE

9.1.1 BEMMENEEODIC) BAERUDICELEILYPTIVNEEINT
W EE (KFiffk. BEEOHES. AMEEMNS)

DICOIEAL SUIDICREF D BTN DH D, [11. 1. 25]

2 Al - KMMHEMSEDEE

t hIIVR T AL ZABLID RS 2L 2 AT RENE 2 B TE RN,
L EEITIE, B AN E S BEER S SRERE
EZTZENH S, [8.2. IZH]

3 RBALEE - RENFIREDEE

E RJOVR T A IV ABIID RG22 9 ul etk 2 B TER N,
R L ZBEIE. FEtogmzEI I Endhs, [8.2.1
S ]

.4 AHEIDORS I3 UBBIEEDBREREDH 2 EH

.5 RUREABEICH UBBEDEHEIRDH 555

B +012i1o 2 &, [8. 351

oo
)

9.1

9.1.

9.5 1T®
IEIR SURIEIE U TV B ATRENE D & % I3, A oA 3tk
btz ERIDHAICOA LG THIE, AFOKGIZLDE -
JIVIRT A )V ABLIDIEY DA RENE 2 B TER W, B L 2854
IIFBIRADOREE GRPE. RVE/KIE. IBIESET) AV Z 2 mTRettEn

H%.
9.7 NREZE
R H A R,

[8. 2. 1IZHd]

AR,

BRE U ZBREBRIZFEE L Thiz,

9.8 ShE

BEOREZHBELANSHEREICES T L, —KRIT,
EMMETL T3,

10. #HEER

10.2 HAFE (HRAICERET S L)

ARERGE LG O 2 Z R

Bl

61 AL, AFIOHF 51X
WIFBHZE, TIVXTT

SN 455 B HAEAR - HE B A1 WF - fEBRN T
Bk oS-l MR RRER DD 5D | A K O §EETE
R XFTLE |BTODDH D, EInG DEHA
% DT ITAI >
B F 75 B /0N if
D 75 iy % L iy
Eibx€ 5/

hols
T2 AR T GEG | MARZERE SO Mt ERuN | AFIcE £ 5
TR Z) MEEN D 5N D BEN | Mk EEE SR T
[1.. 8. 5=HR] M5, MIIT AT
IIPART G| GEfa %R
Z) G R O 5 k% | 1T & 2 % R

TEEBE5Z5
W E X B

GEA AL Z) B G5 RO | 2, B35 1 O
G kg6 0 A Ot | B2 D 7mn s

I L TR0 e ST A E

BENNDH B,

59 2551309 AR
SRR WAy 3 Y
BT 3EMOS &, Kz
IV 8 [ S A A S 3 52 it vl
fiE T I ZERRE e N A P
PN I BB V2 R 9 B 3 B 7
L1 793 T BE 7 PR R RE T %
5352 &,

1. BlfERA

KROBUWER DS 5o D ZENDHDT, BRE /TN, B
HRROONHGEIERGE2FIET SR EEUBLEEZITD Z
&,

1.1 EXZEIER

1.1, MARERE WEAH)
R AR FERE OO ATFEZE, IGAEZE, IR R IMmE) . IR m AR ZE
M (I ZERe e, MARMERRIRAS. HRESHERIRIMARIE SR 25 2 % 2
EMH B,

11.1.2 DIC (BEEEARHA)
M/MRE T «+ T )7 AEORAA TP, D-F 1 X —D
IS O REERRE BRI EED S NS A I E Y R E 21T
ST &, [9.1. 1BH]

M3 Yavd, 7F745F2— (WTHHEHERH)

1.2 20D EIER

5% LA 1%~ 5% A
e I b5
et i e
I & TATHE N
FEEL, TEJE. IR U A
Toft eIV R A

T8 [N TAGRIY 5 TIZFE i & 4172 H LR 5 D B PR Bk D #84% GHE B 0 5 5
Hi



13. BEHRS
A ZERERG L2 BA,
AN

14. BRALEOEE

14.1 FEFFARBFOEE

14.1.1 BROBIZ. RS OBEBREASZHHT 2 Z &,

14.1.2 LOBAIERE LN &,

14.1.3 HABOBIGIMERFOBZNNHZDOTHMAL AN
&

14.1.4 —~BREMBLEZDDIETE ST HEONHHATS &,

14. 1.5 WA ICIBD D 5N B DM A LN &,

14.1.6 [&EMGE] Tit> TIRfRT 52 &,

14. 2 EFIMFEOEER

14.2.1 TEBICLBBRPEZMIT B -0, EAORE T HEET
5 &,

14.2.2 O E=P; <720DIT,
RETB &,

14.2.3 FRFEOEZRHELZDUEIZONTIE, FREDHRRIIHKED
hara

16. EHBhHE
16. 1 MAEREE
16.1. 1 HEZSE

JEHIMEE DA > B EY — 23469 2 e RKIE M ARERHFITAF D120
wg/kg (444) ZEIRN AN BB 5 U 72 BR O S BHRE )N T A — & 13,
FTEOEBOVTH o7V, AUC- Je PCnaxtd. AFID HBITHKE L
THE L. 20~120 1 g/ke™® O R4 P CHRAIG I % 38050 72,

MARTER & FF T 2 REtE & GE TS

FHINA T IS AN AREET

17. ERPRAREE

17.1 BHMEERVCLLMICET 25

17.1.1 ERE | 8RR (B E)
165 LA E65RELA R O > B B — 284 T 2 e R M &% @ B ik
BHHIZ R E Lz L i LR IEE I R IC BN T, B
~HREEEQBIENHMITEY — R T, AFIZ601e/keX1E120 g
kg BEE G Lz EOEMRED+AHOEE) . T/9
(T7.8%) TH > =,

1k B rEH E TE
A& (B 546 7 SRR B SHEENE
= | %) | ooay | mp) | HhTEY— K
60ugp/kg | 1 0 0 5
(n=5)
120 11 8/kg
wy | ]! ’ ' ’

FIEFNZ 661 EB) W 1N 238D S 7z, Z DNFRIZINE L
HOFREMMEIL 1%/ ThHo 722,

17.1. 2 BN N4EEER (KR E)
125% LA E6SELA R DA > b EY — 27409 5 e KIE AN D Bk
BEERSRE Uitk RIEERIER ERBRICBWT, BF4
AO2IHIMTEY — RIZ, %G58 E U TI80 ng/keZ it A 7o\ il
PHTAKID60 10 g/kg 1120 1 g/kgZ 1R XL 2[014% 5 L /=55 DH
BhR ER+AROEE)E. 19/21(90.5%) Th oz, £iz. Hilf
DOEIEER OANRIT, BEOHIMAT/T100%) . FEE O H A
12/13(92. 3%) . BEEDOHIMA0/1(0%) TH > 7z,

. o SR /
{EuﬁIEE AUCy { Cmd,x #ﬂ,ﬂ Vdss i{iﬁi
(TI0-h/mL) | (1U/mL) (h) (mL/kg) | [ETEH (%)
IR EE 296. 33 105. 96 2.79 50. 91 83.4
EVIRFIEME | +£14.24 | £10.23 | £0.61 | +5.51 +7.9
L 5% 5] I11. 26 4.99 22. 66 41. 46 120.9
EXREFIEME| 1161 +0.46 | =1.51 | £4.58 | *=11.4

CEH{E+SD, n=4)
B AKOERES N AEE TEHEAMREESVIFT & LT, kfilkeX/z
VRARICH U CLE60~120 ng) TdH 5.
16.1.2 R{E#HE
12 —Z2RET2EREMAFEEILICAFZIHBEIC
120 1 g/kg (e IR 8:240) XU32H B Z1260 1 g/kg GRIKHEH
®24) ZFIRNAAERRE D R UG LB O EMBE/N T A —%
13, FTEOEBVTH o Cuxld FEHMEEDO A > L ESY —2 7
G 2RI M A BFITAFN20 1 g/ke (444) % HHRIA A~ B[] £
HBU-BOEBFEEIN T X —F DR EREIBLED SN -,
AR H% GAHCFX: CAVEFIRBICEREL . T 7EIZEMKR S5 %2
% T & TUBEE THEFF S Nz

TR mm | wa | | S0 we | T
<fi§§) A e <;3(§;>
ﬁ??ﬁ??A 11 L L L (égféé>
%ﬁ?g S R A I (%&)

BIERNE1AB] GER216) R IFNC 1D B, O RNERIZIn S H

U7 KA. 8% (1/2161) TH - 729,

17. 1.3 EIRE I /1A= ER (THARS)
1By —&H{AT 2 RRIEMARES Z MG E LSt
FIEE M E ORI B N T, BEIL B AR, 3~47
%) N E N TIRTE (B BRE 2V % 5 BIARTIC T > TW s
INA S Z R BHNT & 2 i8R & 2l EE%. AK 2 248/ E
G (R A M EERE B VIR 7 & LT, 1[BI60~120 1w g/keZ 1
~2HPEICEE) Uz, BEFEEE TH 2 /N1 /8 A ki AN
EABFEEZELZHMTE Y — ROERBIMROEET TR &
BOTH-oT=,

3 . e A} Cnax
e H M - R | (10/aL) (10/al)
o 1 .75 111. 09
L JHEM 2 2. 64 134. 82
VIR TE B 3 1. 56 90. 18
R & 4 1.50 71. 63

[ 1 3.21 6. 96

iR MEME 2 3.15 7.02
HXETE N s 3 1. 65 4.70
FE & 4 1.78 3.74

] emmaEEm | em

el e T T I
1 Hifm R 5 27.1 0.0 0. 00
2 HiM R 5 21.6 6. 2 0.29
3| wAEmES 6.3 22 | 0
4 ik 34.4 0.0 0. 00
b] DidiliNEEE=2 17.3 10. 4 0. 60
6 T 5 15.4 38.9 2.53
T T 5 13.0 0.0 0. 00
8 T 5 10. 8 4.3 0. 40
o | Tl 10.4 22 | oo
10| Phd5 6.5 2.1 0.33
11| Pk 5 2.3 8.9 3.77

) P51, EEEOIEBIRTIC/NA N A L mBH 2595 2 & 25T
AUEFZIEHRIBIC RS SN, ZORNRIZMF 7 « 7Y )7
S 15 A/11FD) TH > 720,



18. EEXNEIE
18.1 fERBH&F
KEIDERKSF D—DTHAHFVIald, MEEERTEESL. FX2HE
BT 2 2 & T NIRREE RS D RF T db HFVIIFIX % 3F
FIL T, AMRREEE RS ZRET 2, AFOH S —DDHBKS
THDHIE, FVMaDHEETH O, M OFXEE ZEH S Z & TPV
AT K BIXDIEMALDRZED, MOV ES OEERZEINS B,
BRRMICT7 4 7 CoRER(ZOY M) EERLT, £k
& —EBFOH I Z T 57,
18. 2 MARBRER G
in vitroiBRIZBWT, AFNZ, HBVIHET > e EY —Ii R,
FXETRZIMBEDAPTT, PTOMEHE, R NN O#E5R & Ok O
SECAFERED TR R LY,
7. FUBVIRTFHURDRE 512 K D ERL =i ARAT > b E Y —
EFIRTA, PIEBEKKTHAROEGIT R OIER U 72 A& fwB1 >
EEY—EFTIIYTAXIEITINOICBNT, AFFEEGICX S HIM
R D E NGRS 5Tz,

20. RV LEDEE

20,1 SMEBIEMZIIEE L TIRET B 2 &,

20. 2 AFNIEEED BRI N T H I EMn S, ARIE[HLE
B, B4 A, FOEERE T EEEE (O Y MR
), AFEAH, HHLZEREORYS, F%Eaitl, i<
EBEMEET D &,

22. @A
(INM o0y MEEEEERSML)
INA 7)) (AREFHESF A Snl N 7IVEA)
(N o0y MEEAERER10mL)
INA 7 (AR HES K 100l N1 7 IVIRAD

23. EEXH

1) Shirahata A et al.:Haemophilia, 2012:18(1)94-101

2) fENEE : BN AR OREEEHH : 20144ETHAH, HEE
BRI, 7. 6. 2)

3) fENERL : ENGE A ORKGEFEHH @ 20144ETHAH, HEE
ERMEEE2. 7. 6. 3)

) tNER BN T/ MAEHR CGREREHH 2022458 H24H.
G ERMES2.7.3.2, 2.7.4.2)

5 fENER : BEBHFE ORI ORFBEHH  20144ETHAH, HEE
ERHME 2. 5. 1.3)

6) Nakatomi Y et al.:Thromb Res, 2010:125(5)457-463

7) Tomokiyo K et al.:Vox Sang, 2003:85(4)290-299

24, XHERERVENEDESE
KWNA A Do Zkkkatt <9 0AE#REN
T860-8568 fEATILKKE—THOEFIS
TU—=F1 I 0120-345-724

— AN B A MR SHIRERE < 30 MRE
T108-0023 HAEFRBEX ZiHi3-1-1
&35 0120-853-560

26. BLEIRSEEES
26. 1 BEARFETT
KMN'\AO3JD02%kX&4t
BATMEXKZE—-—THEHO6E1S
26.2 7OE— 3 iRk

—RAAEEPEA
JB exmremmsE

RRHMERZHE3I—1—1



(B 7E]

Frxv7leHNL, TVI—=VMT
BWHRINA 7V EHEAANL T LD
T2 HFET o

B AST 2 BE T2 (P&
W s %),

Ir— 2 ANT T IEIREAST
DOFEBDOT; % EHINA TV L -
0 &R LiAT,

BE|
A7)

BIREAST 2 ] L 723/ 1 7
NVEM S FIZL, EIRREASO
Yo 2D & FHINA TV Lo
0 LR LA, EH % HEFN A
TWVIIRBET 5o

AT NVEW-S L DIRE L. FEH]
% EEERT b

VAR A S O DAV AR
7 BRI L . HZIREE
RS %,

WIREAST O LT 2 MFToF
ATEARIZORY, BEATH)»SY)
Bk o

RN TN 82 I 1T %0
WIEIZL, ATEARS 7%z
U SHE 2 H &S M5 .

BB 2 LT 1 AROTES
G E & o, BRSO3 2
Y AU ERIR NS S %o

CORBIFMMMBENSEESINTVWET,




