% % 20254F9 SR (b, JRASSE, JHRA D) BFEEmasBES
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JIVI for iv injection
500/1000/2000/3000

D8

3. 4R - 1 ZOWEITI U T, Bk 7 D 45~60[E BT %5
3.1 5% HC T S SRR T kg 7= Y GO R Yl % i1l
ATIEFEANNAL TN ERNBERILT L 74V ¥ 545283 TE %, Tkl E12ERO/NEICIZ, @
Ih Do . (KT kg4 72 D 40~60EIBE AL 2 B2k P 55 %

— VEAREH AT | 7. AARCARCEET 358
e 500 | 1000 | 2000 | 3000 7.1 fki kg™ 72 0 LEBHA (IU) OAF 23555 2 &
* v WX 0. e o IS AR VIR - L XL 232% (210 /
% FEZ P27 7| 500 ) 1000 | 2000 | 3000 dL) ERF 22 L AHAT NS, BERIZL T O
WV NTwGe| EEE | EE | ERE | EE e A
o ETRERR) WA | WA | A | N et
‘ . PER KR 0.5[(IU/kg) /
WEIEL 27mg IU) ~ (kg < PHEEIME <0 00
L-vRxAFI 84mg (%XliIU/dL)
PR = 7.2 WM 2881k, TEROHESEMHEF LR
P aaad me NEBEIT, B RO M E W 5 S s
oy PAEF R Y A 47mg LIS 3515 2 B 5 W R OB 5 B 0> H %
| ALV 2 Ak 10 W 2 VI T B
it Hme i o R Ly %ggf P50
RV ILR— }80 216ug (%X 1x1U/dL) ;
pHH IR T R 20-40 244851 | R R
S, B B S | WkET
WA 1/?f/¢ Wi, BEEE D
FLIANRYY VY H A )i |
TS K 25mL 73 P4 PR L
FANENC — 2R 5 — I 2 T o 7o TS % ﬁﬁg”ﬁm
HRICE ) BET 5, T2, BRIRCIBLCT, <> ! :
AHENL TY F—<f% W CRESIIE ) 2 BEE i3 ; 30-60 24-4§H%F'neﬁ fﬂ:EI[[HI'Eilk
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s JEA BHER (1754 7 wl) g
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kg 72 Y 30~40F B HAL 2 2 4% 5-9 5 A%, 8
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SR BT B ¥ 58 OB G- B o H %
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xR EFEFRIFIG L. Ao RMPzEDR
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MEORGERT H I Lo AR ENITT HRBIZIF.
W BESEOBEHE 2 H0ICEB L%, FEBICTHE
YIREHWEPITA B L 2R L LT ERioEHEH
BodbETERTHE, T2, BENZIZORKIH
L. ARHIOETFHC X 0 BT 2 gtk B 2 BIVEH S
WZoWTHFaSi L. ALHCHERTS 20 R
R SN ARG B O I M RS+ 0
Wi, R PICEFREEANRET A L O HRET B2 L,
W%, AT HOEN O/ #2511, KR
OBFM P CHEIHET AL, #2179 2 &,
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9.1.1 ¥YURXE/ 7O—FIVIFHFICE BRI -8IFIIE0
LR —BHEEROSESBBIEDEETREDH 5 HE
9.1.2 XEI DK X (3 1th D FE VIR FHAF (3 U BBUE D
BEEREDH B EE
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DEWEVEDEBNEE S & RR SR B 8E0AKS
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*%9.7 NEE
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AHNITm AWM OB B - HEIEARESHh
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Bl % g b U= BRRER IS B W T, 65 kil 0106 T A&
#l P 5-BAAG W (40 2% 0 LLN) [CPIPEGHUA & o B3 73
BN B BBUE A RED KA S TwaY,
9.8 S
BEOREZBEL P oMEICHETAIZ L, M
IR T AEERESME T LTWw b,
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ROBVERDH SbN B ENDHLEDT, BELE+5
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1.1 EXEEIEA
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14. BRAEDEE

14.1 EHIFARSDZEE

1411 KA R ORMHBFR 2 H AR LT 5
BENCHERIZELTBL I,

14.1.2 BT OBEE VAN L Znw S & o RANT MR
ERAEMR T, WV TEVWIINL TLVEEHMCHZ
WX ELTHEMTAIE@LLIEEI LT L),

1413 A EERAELENT L,

14.1.4 HRL72WZ2MH 5283213 74059 —Ddh b
ty beHWwLZ L,

14.1.5 —FEHER L7230 OISR TINS5
Z Lo ML SR waE BET LI L,

14.1.6 HBZOKRBIIME TG RO BEND D 5 D THH
LawZ & RRRRARBEA SN TR,
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14.2 ERIRERFOEE

14.2.10 HRIFICABEYORD 55 b DOIFEE L T
LHDIMEHL BN &,

14.2.2 S L2BHIIHH L2 w2 &,

14.3 EXZNEFOEE

14.3.1 BEDVPRETRET LGBV THHRHENT
PAFT 22 ENLE LS, EilBOCUT) THRAET
5ZLHTED. TOYFITE. MHMRZER 2w
HPHT3 2 HUIIZHEH L, BOWREIZR S Z2nE )

BB L 2 &,
14.3.2 OB L RT 5720, HERIIEIC AN IREE
THRETAHZ L,

14.3.3 THIC X 23S 2T 520, EFoREITT
MEETH L,

14.3.4 fEHEAOEREESHFOMUHIZOVTIX, ERE
DFRIHE) 2 &,

15. ZORDIEE

15.1 BERERICE S 5%

15.1.1 A#liZvon WillebrandI¥% & A TWiz W,

% % 15.1.2 JHIIED B 5 Tk LL 1258 A0 o0 T I A s A

3501 % w5 & LMK RERIC B W T, ARAIP LB IE A
5 AW §E 0 DIIZ 4B THIPEGY UK ME 2530 S h 7z,
I LB E M OMPEGHAZ FB L. Ao xin
DR S NT2H BAIOPe G rp W # ICHPIPEGHI A D
KRR SN, RAORG% L7z 3BTl o
PIPEGH IR 2 FBLL . 2 @9 B 261 T LRI LR A3
FEIZHE T L 72 GRARAEO . 8kg/dL) 25, Wh b A E34
XA RMEIZHEL T id oY T2,
B D B 512 DL F655 LT o TR i A A B 134
Bl % x4 & L2 MR RIS BT, ARAI G-I 7T
PIPEGHUAR B A3 S, 3B AHKIFE G-I 54
BEEHUNTD o720 14T H LN ICHIPEGHIIK
L O DD N L MEE D LD DA, FOMho6
PNIAEES LTAEEO R EIZEEL TV dh o
729, [8.48M]

16. EYE)EE

16.1 MmeiEE

12 YL B H AN B OVHMEL 0 e i & % A B (F I
WA %A G0) 2 A8z, A (601U /kg) ™ % Ml
WG L 7B RMBEAT A —F I TOEBY T
B 729 GRER13024)

THolze B, 12 AR OIE N O FEREM AT ABRYL
(FWITEYE AR 1% AR 0) % xb 5 & LT 9k L 72 23R8k GRER
15912 O°iRB721824) Z A L CHM L 227 E125%
Kl D BH T OARNMILE (kg/dL) * (5443 + SD
(#iPH)) 131.97+0.51(1.1-3.8) Th o 7= (N=57. iH
BHBOBRIED) .

T LA 1258 A di
(N=12)
AEARPI IR (kg/dL) *! 2.20£0.53%
LT3 = SD (HiPH) (1.4-3.8)
AUC(IU - h/dL) 2840/20.3
S -3 /%CV (HiPH) (1920-3560)
tiz(h) 15.6/23.5%
S 34 /%CV (HiPH) (11.0-22.5)
Vss(dL/kg) 0.496/20.2
A3 /9%CV (FiPH) (0.359-0.655)
CL(dL/h/kg) 0.0211/19.6
A3 /9%CV (FHiPH) (0.0168-0.0298)

HAN EoUIN
(N=4) (N=22)
AR IR (kg/dL) *! 280 £ 0.2472 267 £0.54%
SATFE = SD (HiPR) (2.30-3.16) (1.32-4.48)
AUC(U - h/dL) 3210/174 3710/33.8
ST P38 /%CV (HEPH) (2660-3960) (2060-6540)
tr2(h) 16.3/183 17.1/27.1
AT P34 /%CV (HiPH) (14.6-21.4) (9.44-24.3)
Vss(dL/kg) 0.424/8.1 0.391/16.3
A3 /%CV (FEPH) (0.394-0.463) (0.281-0.546)
CL(dL/h/kg) 0.0183/17.2 0.0160/33.7
A3y /%CV (HiBH) (0.0145-0.0208) | (0.0091-0.0283)

Jrayoi—boA Y MR, SRR

K10 AR BDIGER (kg/dL) = [ 5% OF WG (TU/dL) - $:5
i OFMIEYE (IU/dL) ] x 4K (leg) /4% 51 (TU)

K2 A G HRORAD T (HAN 1 N=11, 4k : N=131)

16.6 HEDEREHI 28E

* % 16.6.1 /NE (TR _E12mEKih)

125 A5 O A4 E N\ o FEAE I J s A B (F VI YEA31% A
) 2% e LT L7223k GRER15912) 125\ T,
ARA) (601U /kg) ™ % Y. FIR N T 5 L 72 BR 0 7 BL 112
BARGOBBE TOREMBEART A —F I TFOLBD

Jvavi— A Y MEN, AR

¥1 0 AR EDNR (kg/dL) = [ 5% OF MG (IU/dL) — $5-
B OFMEYE (TU/dL) ] x R E (kg) /% 5-5 (TU)

%2 ER G HORED & (N=25)

%3 P AT 20~ 3045 H o i VIS P 73 35y Bl 8 17 B i 0
SAGEY) & 2 SN IFRI L Tz o3 B e AT
ERID S BN As, UHEFSIIREHOFMIC B L
RWwEEZ bhi28% &t (N=14)

1) ARF O AR =3B H 10~301U kg, 1220 Lo
BRI 53 5 5630~601U/ kg, 7iklh I
125 A5 O /WA E WIS 53 % 8 540~601U/
kgTh b,

17. EREREGIE

17.1 BIMRCRLMHICEET 555k

17.1.1 EEEFESE I/ THEHEER (12 E) © 55813024
B D B 5 12~6575% O FAE ML K06 A B (FVIEY: 23
1%A0) 2 W R0 EWN &5 REoA xR S il
Wy S O TR Y] 0 1k iR R % Wit 9 % BB 3L [ 45 1 / T AH
AR & Lt L 72,

(1) TN a5 (THmTER)
R AH 253 58 TIE. EHEOK WL
FEAN O MEAEZS B A9 5 A 28R B B
ZRINT 5720, 251U /kg™ o E2M¥% 5 %217 5 1038 1]
DFAWHFEE S NTe BAPITE VT, 0 iF1H O
L ASA & N 7284 1213245~60IU/kg D5 H & & 5. X
1360IU/kgD7H & & B 5 A MAERFIMHT S, 2m Pl 1
DO HIMLAIA S N 72841213 30~401U kg D H2 [ $ 5. %
ffockél7z(arybu—VARR)., £/, 5HZE
FOTH Z L3508 PIEBOGER #1085 252 T L
723 1330~40IU kg 2P 5. & L7 allEe) . 2
NZN OGN IT 2 HE @ 45 [ i3 e O 3R BRI
o BB A0 TH - 7R E OBE XU TOEBY
—C&)O f:5)o

2 S 5HZ & THZ L
w0~36m |77 per | mbEE | BT R
131 1141 4311 431
i 5 AT T A a3 4.1 19 19 39
(Pl [#EpA]) |[0.0. 26.17] [0.0. 7.7] |[0.0. 16.1]1{[0.0. 53.1]
Hy 1 £ 0 o ) 154 455 44.2 37.2
(% (F1%40)) (2/13%1) | (5/11%1) | (19/43%1) | (16/43%1)

X1 B 5-PIRTE 1008 F TL22l DL Eo M2k o h - g
¥2 :5H & RUTH Z &P 5 o E B BGE R £ 103888 5% 52
T L7 B




D AF 2 12 Lo B EMWICEKLS T 2550
KR #1330~60IU/kgTH 5o
(2) S AF O 1E I %HR

(3) BI{ER
LA VR G601 1441 (6.7%) W EITEH A5 D b h
720 BIMMEHIG. FERIKMN. EAIRAESRE. TR 2

WL EFEA T DN 27020 D LD 5 B . 63614 (90.6%)
AARFLE X F2M P52 X D ki L. T2, A#
OB Lcok MR I, T EETH - 726934 D
Lo 5 5. 5081 (73.3%) A3 AT BAF ] [ BRAF
Tho72%,

(3) AfiTEAD 1L Mxh R

MBI DO BHFH BT, 1THRORFMAETS Wiz Ml
FoILMER TR FEFICRA MBI TH
0. T2, MigolklsE I, SR TH - 72164
F 1344 (81.3%) A5 FEH I\ K DU BUF I TH - 726
108D BHICB T, 4O/ FER KIS iz, &F
W BE T o 72/NFATIC B 4l K OS5 £ o 1k 14
i, WIRBTIEFICHAF DO BEF ITHh - 725,

(4) BIYER

G A PR AT R 513460 (H A N 11L# %2 & &) 1540
(11.2%) \CEMER A58 iz ERBIMEHIE. FHE2
B1(1.5%). P26 (1.5%) & OFALT 157241 (1.5%)
HThHo729,

* %17.1.2 @S MAEEER TR L 12mKim) © 5UBR15912%

UEER21824

ABR15912°TId, THHRIE D B B 1278 A 0 HAE ML A H A
B (FUNGTED 1%A0) 2. 22 DE#E R (6~12% K
iy G AT (207 THLA At 7zo SUBRHH X R il o> )
Wr o™, AHN25~60IU/ kg% #H2M, 45~60IU/kgZ5H
Z&, NiF60IU/kgx7HZ E DT hh O HEHET
P L7z,

ABR21824 Tl BHIED B % Tk L 1125 K i 0 H e

PR, B8] (1.7%) TH - 720

18. FEhEEIE
18.1 1ER#F
ARFNE, MLREE R A VINN 1K Z % — IRl i
MEWET 5. FHVIERNPEGILIZEY., 2V T 5
¥ ANRA U LTS [ 45 VI T3P s R B R e 3 % 6
18.2 1EM%HE
MAFRAS T A B M AEIHAA X % 72 HiiLE 7V iz
BT, AABNRAPL G E 0 LA ZD Sh,
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RN SR A3 HeE L 720

19. A ICEET 2 E{LZEAAER

—fHEH: yEZ Vay Ty RINVGEETH
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KE y¥E/vay TAZ77 RIVIE, MR
A b I IILREE R 5 VIR - 4 (5 F 1 ¢ #9234,000) T
HY. FUNTEEHSE. b MLEEEFE SR T 01~
7543 H X U'1649~2332F/ HO 7 I J BICHIY T 5, ¥
EZbIF TANT7 RINVIE BAUEHOT I B
SR HHB MO D T I J BHRIED S 2 LN
TR E ., CysiTE#B I NLEDI6FEOT I
Wik, RV FL 7)) a—CEE S TR N
60,000) 28 Y h—Z AL THRHAEL TS, by v
Bk, 143307 I JRIRE, SR D, RE—n
AR =B, SEE SN S,

WA AR (FYINEE 251 %A 00) 2 A At 7z. TR
BEEETOFIWr O T AH#40~601U/ kg Z H2WI$¢ 5 L 720
HHIED B % Tif DL 120 A0 0 T LA AR (FVI

*20. BURWL EDEE
IR ERIEE L TRAET 5 2 Lo

TEEAS 1% (23 2 AH DA R RO A, R 21. ARBRM

BR15912 THLA A LB IZ T A E12m Rl Td - 72 B PRAEan ) A 7 RN & R O b EYNCI T S Z Lo
(2581, 5 LA MR R2500) & RBSADBH (35 9 sy

B, 5 B AR X 53200) % B L 22 3R TRt L 7. (& 1 832 A500)

(1) T 1% 5 (EHIFTEE)
F2W P 5 B O EToOHRE L Y2 v (G2, 5HZE, 7
HZTE)IZBT 28580 yefi, e 8 B = & ot
P50 o I BB A0 T D - 72 R E OB EIZLLT
DEBYTHo72,

IS5 TVERHBIRE 7L 7 AV E YY) v Y

(HAREH HHHAK2.5mL) X139 ¥ I &)
(T E A 8:xH1000)

15 TVERHBIRE 7L 74V YY) v Y

(HAREH EHHAK2.5mL) x13 U ¥ I &)

20 - ETOHRS (Y E 1 8522000
42451 5741 I35 TIVORHERE T L 74 VYY) v Y
1% 72 ) Be 5k 51.7(I0/kg) 50.6 (1U/kg) (HAZEG ) HEHAAK2.5mL) X139 ¥ 91 &]
(pryjefifi [EpH]) [22. 69] [22. 69] (T E 1 #:XF3000)
HE AR B H o 0.0 0.0 IS TVERHBIRE 7L 74V YY) v Y
(i (AEPA]) (0, 10] [0, 11] (HASER ) EHAA2.5mL) x13) ¥ I &
H 1L I 500 > B 5% 714 56.1
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(2) &t RO Ik M 5h F
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ARFNESOF 20 OF 512 & 9 ki L7z,
F 720 RO BT 5 R I E2N S, &2 To
HEzNZNRT301(83.3%). 6711 (79.8%) 5[ IEH I K
U DU RAFITH - 72
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