H 20234E 11 HET (55 3 W)

% 20234 9 AMET (45 2 WO
B i 2~8C T
s AREIR - 184 H (250, 500, 1000, 2000, 3000)

247 H (4000)
von Willebrand & FIEfk 7 EY
BT Z I & 5% E 55 VIR F S &l
IJ7xVY7 839 777 (BEFEEz)

EYRRBR. NHEEER TR -EMEORFECLVERTSE L

FIVYE=F szmas0
FILYVE=F s2m500
FIVYE=F m:xm1000
FILYE=F s2m2000
FILYVE=F s2m3000
FILYE=F s2m4000

ALTUVIHIO® Intravenous 250,500,1000,2000,3000,4000

3. #ERE - 1R

3.1 #R
FANIEANNA TV R OB GEFHAART L7 40 F2Y
YD) blb,

ALY €= & HHE
W% %

250 | 500 | 1000 [ 2000 | 3000 | 4000

ARG (134 7ov, [ERRHAL)

TITAYZ AT o6y | 500 | 1000 | 2000 | 3000 | 4000

TN7 7 (GERIETHLHER)

Al (154 7 v

LvAFT ¥ 4.65mg
L-7 V¥ = ViR 1580mg
L asri 150.0mg
AL A v > e 2 KA 2.2mg
K1YV R— 180 15mg

BRI RIE 1Y) o B EFHA3mLE &,

AHNFEGE TARIC BT, & MREERE BRIk 2 I L Twa,
3.2 BHEOHERK

TV ¥ —F EHEH

W 5t %
250 | 500 | 1000 [ 2000 | 3000 | 4000
AENIHB OB NI K TH 5 (B R
- PR #) o ISHRHAMR Z N2 CTHRS 5 & St~
WMAHLERET S, BHOWE 25,
pH 65~7.2 (RN DVEREE CIAMEE)
B

20~24 (RN OUERGCHEIR)

(CEFLECIEI 5 5 L)

4. FEER (IR
MAREFEMRFRZ BEICH T 5 I ER DI

6. RIERUVAE
KA 2 R OFERRE AR THER L. BIRSHIRNICRS T 5,
O OSSR N B 5-3 26, W, 1 ERE 1 kg7
DSOREIBS AL 2 553 %0 b, G EIZEZOIRBIZIE L
THE T 5o
EHICIRE-T B0 a, W, RE 1 kg 7z ) S0REIBRHAL 2
1G-S %

H AR i i 0 o
876349

S Siia7 WoE At

250 | 30500AMX00262000 | 20234111
500 | 30500AMX00263000 | 20234F11H
1000 | 30500AMX00264000 | 2023411}
2000 | 30500AMX00265000 | 2023411 H
3000 | 30500AMX00266000 | 2023411 H
4000 | 30500AMX00267000 | 20234:11H
ATVIeL03

ALTuvulo@%
sanofi

7. BERUVAZICEEYT 23E=E
7.0 MBI ST A AR, TRESE G R
BB M2 W52 . b, KRR 1kgM72b 1 K
B ORF 2B G555 2 &1k 0, IEBHILAE P o) LR 4
MK T LRV 2% (2 FEESHAL/AL) ERT 22 eh /A g
5, [8.3 ]
LIS 3543 2 $2 50 e O - BIRG 0 H 2

Hhif o R PG O - T b
R T O S SO A/ kg % HI$E -
Bl B HHEE DRV | BRGNS S 3 HUAOBEE.
BN, BREEZ PN, | SOEIBE AT kg A #5552 & b T B,

B SR T L LT FLATEED S B 36. 30 3LIE50 B
Hifii/kgx 2 ~ 3 HIFIZBIHES35 2 &
s SOEIBS AL/ kg 2 Hi I 5

Bl GEBRAIL, BN | T AT S B B, 30 3IE501E B
B O g i, S | AL kg% 2 ~ 3 HARIZ BN S35 2 &,
i, 3 ¥78— kX ME
Bl 2 F S A I, A~
EFUE EOFEH L WK
TR Hif

LR O G- W 3% 5- 2 a5 256, IO I
6 % S0EIBS HAT / kg Tl o 7 & ZIX72RE I DL o [ b % 2217
TOHRMGIITIRT 5 2 &0 B O IMLIEHE % S0E K AL kg
ToTo72& &id, M2 FICHE I T 5 2 LT
&5,

JAMTENC B U BB G- B R OG-k o B4

Tl DA TG O Tl =
INFAR SO B Hi A/ kg% | LEZIS . 2~3 Hi%
L V2303 1500 B H A /kg

LR TED) IE5 25 R R

KFAhy S0 B Hi A/ kg% | M OE D720, W
Bl - BHIEN TR, TR | HLE BB Uy 3030 1E50 B
AR N B i i 46 Hif/kg% 2~ 3 H#: 12

iy B 7 BRHA BIED) 1525 B aP Rl S

7.2 WASURI2i DL E /MR TIZ, 1N TV 4720 1~2755
DTG4 s 2,

7.3 12K O/NR T, HRE20kg EOYEIZ 154 7 vy
720 2~ 357Uk RIE20kg R DY EI1E 1 N1 7TV 4720
6 LT THRGTHI L,

8. ERLEFNEE
8.1 AH O G13. MR OWHRHERZ & OEMO b & THG
T5I L,



8.2 BHOIM A EE S ME T3 54 v e €7 —535
KT DBENND Do FEIC. MLHEEE S5 I T B4 & 2 Hl
TR G A R O (s G HR O
BRI R IR SR LTS B ) 2R A
LYY —HRAE LR T VI ERMSNT WS, KAl 2H%5 L
THPHRLAIEMAEIF SNV, f e sy —
DI TG, BIER AL Ve Y —ORERIT) &k ETEE
G L, WY 0BT 2 Lo

8.3 LEITIL LTy 143 7 MR B A5 VLK - L OV F 5% - e
HLTWwL I 2R T AL, b, KA O (1)
RIGHEALEE S h 1 Y KT S A F VR (aPTT) (2480 < S
—BE (T2 FUFSREEMU LI 0%RL) 1Tk hkEs
NTHED, BOAGREEEZT 7 F Y FSHHE 2 H B E
— BT &) I v L A VI DA 9 1 A e L7 A
WERERP AP EREE R T EERIN TN L LR
5. ZNODOFFEIT X VS NI SRR AR T LNV
DWTIE25THRLTHIET 22 &, [7.1 ]

8.4 RAOIELHCESE, EIASZE DR UM 2 B EICHGE L.
JBH L EORIEH A W68 & - L 723812 0 Aol
MT bz e, RAZWETLECE, B TESEOBEHRE
ZHCER L 22t SISl 2RI TR S 2 L 2
AL7-ET, EMioEHFLEND & TEMT L & T2,
BHENTEORE T Uy AR O XY 5B 50l ietk
DHBEMEMEICOCTH AP L, L HCEN RS
O DGR SN2 WA R B O IR MR AR+ 57 i
HIE, RN EREEANER T A LR 2 L,
M. BCESTOMBEAHWEEZ2IGE101, BB T CE
WICBST 2L, BUAMNEEIT) 2 &

LFHENEREHIHBEICHTHERE

9.1 BHHE - IEEFEDOH 3 8E

9. 1.1 FHI DB 7 X 13 fth O I ik 5 B 55 VIR F S (S X U B BUiE
DEEEEDH 5 BE

9.5 #E4%
g SUIAEIR LT\ B W REME D & 2 KIS, B Lo fidk
M fEREE B2 EHEEN 25510 H535 2 Lo
AR FE AR BRI T L T e

9.6 ZILiw
R EOARIE R ORI EO AR Z ZER L, A Okt
ik 2 a5 2 Lo

9.8 EiE
BHEONEBLZBEL 2P0 HEIHSG T L, —FICHK
BT T LT b,

1. BIEA
ROBWERDH S5bNDEZ EHHHDT, BEL 5TV,
FRARD SNHA %G 2 Pk 5 74 L) R 0E %
792,

1.1 EXAEIER

NAA 2avy, 7F7147%x2— (TR LHEERY)

U AKRRE, BIE, MAEFIE, R, mER T, SRS O
SERDFED BN ACId G 2k Ly @) 2 0iE %179
NP

1.2 ZOfOEIEA

10%24 I 1 %2A F~10%A: i
oA R R E | IUE
G M -
i B AR R R PUCHE. 1R

S

#oA AL Mk BE

— i - A EE RO FEB
58 o K&

S

G

14. BRAELEDEE

141 EHIRBEEOEE

14,11 A B ORI 2 GHTRAE L T 2354, FENC
HRIELTBL Ik,

14.1.2 R S NBEREOAMENT 5 2 & o ARNETR AR
M7t B EMC X LTEmMT s ()
LIEED LT ),

14.1.3 MOBH LRE LWV X,

14.1. 4 IR L 722 SRS T A, B0 7 1 vy —fin
ATNTETI—% bk,

14.1.5 PR L7103, iR 30T £T) TIWMEMAT LI L
NTE Do WML SN2 WA, BETLIE,

14.1.6 fEABZORBEITMBE BRI D BEINH 5D THA LW
k.

14.2 ERREHOFE

1421 A LR LF 2 =72 EHLEWT &0 T, MBHNIAE
M L7AGT, R EMBUHEZREG LR &,

14.2.2 L 72I3EDIT, BE~MAHBEZ 2T 5. EX
3D RO LN LY, LR &,

14.3 FHIZMAEOEE

14.3.1 MBEDPFECTHRAAT 258 108 VTt GHEEN TR
FTHIEPFLEF LA, ZHil BOCUT) TRETAZ LD
TE 5, BITHRA LG, AR EE X 2 Wi
T6» HLUPNSHEA L. FOWERE ISR S 2w X 9 1cfiEy
HT ks

14.3.2 FHIC X BN 2T 5720, EHOBS IR
FT5IE,

14.3.3 D EZ i <2012, HHIN A 7 VIS AR 2R
BRI L,

14. 3. 4 B A DERELFEDWBIZOWTIE, EBEOFRR
WZHEH 2 L,

16. EEHEIHEE
16.1 IMrRiEE
16.1.1 KA (BXARUSEAN)

185% L\ 1 B A A 2 OV127% Bh 1 o Hh A o0 T L AR A B %
BB, SOIEIBRHA kg D AH] % HEIEHIR NS L 72 B0 3
WIBHE ST A — 5 BT O EBY Tho72Ys

Crax AUCyp; CL Vg e
(IU/dL) |(IU-h/dL) | (mL/h/kg) | (mL/kg) | (h)
BN 12 12 12 12 12
Ty 134 10900 0.429 305 52.2
FBREfR | 233 1680 0.0771 842 529
SREIN| B 147 141 141 141 147
SR 131 9500 0.514 318 472
PRIk | 337 2010 0.125 7.38 9.00

Coe (ESFVIEYE) . AUC,, (3%5:7% 0~ 7 1 £ TOWYk — B i
j’;g%)\ CL (777 >vRA), V, (EFHRETOGAER) . t,, CF
FElil— Pkl £ B (PTTHE © Actin FSL)
16.1.2 ‘NERU A (AEARUHEA)

EIEMARARE (HARANZBIZ &) Z2xF5I2, S0EBRHAL kg
DA % HN AL 1 ] AR N2 5 L 7z BS o 32 B g /<
FGA=FIEIUTOEBYTHY., &TOERMBICB VTR
JHATIE R U IR0 ] 48 LA T35 M 25 s < MR S 7z, % 3,
EFWIREICBIFAPK7 T 7 7 4 VIZHERES L 2BROPK 7 1
T AN EFRBETH 720,



AA % Bl G U 72 BR 0SB TE S T A — &

S e 120 R 2R G & L7l | 126DL R xR e L7l
NTRX=5 1~5i% | 6~1L& | 12~17i& | 18i&bLL
T (iR #2) 1851 1861 254 1341
AUCopr 6800 7190 8350 9850
(IU-h/dL) (1120)™ (1450) (1550) (2010)™
() 380 424 446 482
v (372) (3.70) (4.99) (9.31)
0742 0.681 0582 0493
CL (mL/Wkg) |91 (0.139) (0115) | (0.12D)%*
366 38.1 349 310
Vs (ml/kg) (559) (680) 738) | (732)®
496 56.3 60.0 639
MRT (b) (545) (5.10) (554) (10.2)™

AUCqp; (3580~ 7 H £ TOWME - R MM PR . t,, CRD.

CL (7 V75 vA) Vi CEWRETOSAREM) . MRT CF¥#H
TR¢ )

B — Bk X B (aPTT#EE © Actin FSL)

1) 1760, ##:2) 12861

A % ARG L 22 BR O se i ARIB IS B 1) B 4B B S 5 A — %

S e 12K G & U7zl | 120 M L2 0 g & L 7ol
NTA=F | 1 ~55% | 6~1L% | 12~17% | 18EILE
T ERERE) | 37 36451 24/ 1250
136 131 124 150
Crnes (IU/dL) (489) (36.1) (312) (35.0)
(35%1) (3541) ’ (12441)
IR 2.22 210 225 264
[(Tu/dL)/ (TU/ (0.83) (0.73) (0.61) (0.61)
kg)] (3541) (3541) (2211) (120%1)
Time to 40 1U/dL 68.0 80.6 815 981
(h)* (105) (12.3) (12.1) (201)
Time to 10 1U/dL 150 173 179 201
(h)* (182) (17.1) (202) (35.7)
109 165 923 180
Curougn (IU/dL) (19.7) (237) (4.77) (16.6)
(36%1) ’ (2241) (123%1)

Coswes CEFIREIZ B 2 e W FGPE) . IR (L), Time to (FVI
WPEAS G REAEVE DL b 2 MEFR L 72D . Coouen (EHIRREIZB U 2425
A OF G :)
B —BEEIC X ATl (aPTT#EE ¢ Actin FSL)
#3) BHEREEMEIEE T VI X D

16.1.3 fF & D& (SHEA)
187 LA o AL 0 TAE I &5 A 13610 2 xF R A2, S0EIFEH.
P/ kgD ARFNJ OHWIBIE OVt 27 bas 77y KOV
Fo Ay T7y RIN) & HEIFIRNES L 22BOARHA
DOV IERIE, vty has Tu7y ROOVY 2 b
T TANT 7 T E LT3R V28265 Tdh - 7257,

17. R RS

17.1 EIHROCREMICET 555

17.1.1 EEHFEFEIHERR (EFC16293:5)
12i% DL L O GHE O B 5 FAE ML AR A B EH 15951 (H AR AR
F120 % &) 2R, 1 RIS0EBE AL kg? w7 P
5 GRRhiFes:) oF Rk e & OSEAT o 1k i xkh
%M L 7229,

(1) TEHNERE (CHRTES BT830
AR TR BRI O {6 37 3 I 30 6 4 285 VI P 7~ S ) o0 e W 1 2 ¥ 5 C
B o T HE L. ARF O 1 M50 B HAL kg 528 [ 12 b
7zo TEIIMICE S-Sz (Arm A) o ARERRT O E RS LT
8 [ 55 VIR - 3] o Y MR 5- T b o 7B 1 E. AR K] %226
BN Dz o TR I & G- 8 (Arm BRI 5.) . 20
D268 M7z - TH 1 F50ERS AL/ kg% I G- &
N7z (Arm BEMINPES) o ARREEO ZEFFMGEE X, En
P EE (Arm A) OFERIBIMEE Sh, KRICBI 540
Wi O HILY 2 OERZ OBEIILTOEBY TH -7z,

Arm A Arm B Arm B
it NIOEFECR H I R4 5 EM 5
13341 2651 261
AF: ] i S -3 f 0.71 2141 0.70
(95%IZHEX D™ | (052, 097) (1881, 24.36) (0.33, 1.48)
A ] P i R el 0.00 21.13 0.00
IR/ M, fe KAl (0.0, 11.0) (83,334) (0.0, 4.1)
HiIfL ¥ 1 O s B

64.7 0 76.9

oHEE (%)

TR OMHTE & B L 7= i 25 <

D) Ao IEHRE TV

E 512, KRB OH AN E N L 72 BE7EIc B v Tl
SRIF S 9 G I A5 C ol P T 7 O 3005 A6 VIR - B (BE AR I
W [ 25 TR 1 D) @ W e i 5- % 1T T2 B ICo
W, ARRERIZ B 2 ARHK O 2 W 7 P G-k L OBIEEIE7E 1S
BT 2 WEAT 1L I 588 [ 565 VI F- 34550 D 7 T 1Y 7 P 5165 0 4F i 14
MM (95%EHX ) 13069 (043, 1.11) K 1U82.96 (2.00,
4.37). AR MmO R/, SRR 130.00 (0.0, 11.0)
F U106 (00, 356) TdH o7

(2) HMmeFoikMmzhE
3620F D LD % £96.7% (350/3621F) 75, AHI 1 W OF512
T OIkMm L7z F72. KFIO WA REDEH S I 723341F 0
M9 5, 949% (317/3341) DFHRNIAERTH - 72,

(3) BEADIEmHE
B OB 12BN T, 12O RFM B FERE iz TXT
DRFAICB T, ILIMRFILE ) & G- S iz,

(4) =&H
L AVEEHI R B59B 6051 (37.7%) (ZEIVERIATRRD Bz,
FIER o WERIE, 3261 (201%). BEEw2661 (16.4%) .
W 9B (5.7%) MUK 561 (3.1%). W2 61 (1.3%)
KO (06%) Tho7z,

17.1.2 @S E MR (EFC16295558)
127 Al D WG IR IEE O B % TAE ML IR ABZT46] (1 ~ 5%38
Bl 6 ~113661) 2 X412, B 1 MS0EPE AL/ kg M
el CEMMTERE) OReEVEROHMYE. I K& O
I O Al A S % R L 72

(1) THRNEHRS (THEFESR ([CH2H%0H
AFH) % 8 1 50 FE B HAL kg TRMIMICHR 5 L 72 BE 48 I i
KR OHIME T OWHEL DA I T DO EBY ThH-72",

1~55% 6 ~117% it
381 3541 7341

A7 B L4 05 08 06
(95%Z X ) ™ (0.3,08) (04, 14) (04, 0.9)
AP TH] Y 1 3 o i 0.0 0.0 0.0
€SZN - FN i) 0.0, 3.1) (0.0, 5.1) (0.0, 5.1)
WY & > By
DEs (o) 63.2 65.7 64.4

FTART O 2 B L 72 I 2o <

#2) Ao HEEET IV
(2) HImeEED kMR

43O Mo 5 £953% (41/431F) 25, A#I 1 Bl OB 52 X
Dk L7z F 72 KA O IR F A5l S 72374 o Wi
DH B, 97.3% (36/371F) BERXIZERNTH - 720
(3) AfiTEiDIEMmzhFE
2B ORERE (& DI 6K [TBWT, 2O RFWHH
EMSI N7z TRTORKFMIZBOT, Iz FidFExh & &F
fili 7z,
(4) =&M
AR L BTG 1961 (25.7%) (ZRIVERIAS388 &7z,
FIE OWFRIE, 58209651 (12.2%). BIHEHHE 5 B (6.8%). MU
JEcHi 5 B (6.8%) WRM: 5 B (6.8%) S UVHEHG 3 11 (41%) TH-7z,
1) REIMCH ) BE LB ) o ik iibniro
72 1Bl RR<,



18. EHZEE
18.1 {ERMER
ARANE, PR M 4 VIR - & L O B R & AT L
THY. HWHFREZ % —BEICHiE LI 2 2153 %,
AH#NZE E N2 von Willebrand®T- (VWF) oD’ D3I &
0 S A S IR X A L. WEITEVWED B2 % 21
THR LR ERE S 2, FAROE MeEra 7Y VGl
OFCHIRIC X V. IBRBPCZRAR L #i4 L it o s 7
o7y yO LS IHMBEZT. S5 CXTENKY XTF |
FEAIC & 0 MR B RE DAL S 5 2 & T MLIHEEERE A VIR TE
TR SN D,

18.2 IEM%RE (in vivoiBR)

MAFHAS 7 ADRBHILE F VBT, AH O ILIMRR AR
HENTz. TOLE, RADOHISCHRIN O R LA L T
BB IO EE R 5,

19. BRI B 2 E{LERIA R
—MREIE 277 AV Yay Ty (EETHILZ)
Efanesoctocog Alfa (Genetical Recombination)
I7T7 AV bars TIVT 7, #iE R
ZFe-t MMEEERE SN 7 (FVI) - ~ 7+ &~ -
T4 LTIy FRT(VWE) BLGHE S~ 87 8 (5
T 893500000 TH Y. 194680 T 3 EEEE
Fer 5 7% 5 AB N UBIM D T 3 MR S 7%
HBHICHR S NS, A 1 ~7457F H, 746~
10337 H. 1034~10367FH. 1037~1720%H. MO*
1721~1946% H 1Z. TN ZNFM o 1 ~745% H.
JMEEER)RTFFY U —, RTFFY >
B —. FWl®1649~23327% H. K U'e FgGlDOFc
FAA Y (CRIGY ¥ v 3RIERRE) 0T 3 7 Bk
FEITHY L, B8O 1 ~477% B, 478~625% H.
626~6577% H. N U658~883FH D7 3 / kit
X, TNENVWFD742~1218% H (C336A, C379A).
JEBEER Y RTF K1) v —, FD626~657
FH. RO FgGIDOFcF X £ » (CR#Y ¥
VBRI o7 I RIS T 5, =T
TAYZ Marz 77 7id. HEK293MME1C X
DRSNS,

x ":

21, &R
PRIEGH Y A 7 FHEIW 2 R EO b, WY ERT L L,

22. A&

250EI B HLAL X 1 231 TV

[FL74 VYY) Y (JESHIAK 3mL)
S00EIBRHAL X 1284 7 v

[FL74 VYY) Y (JESHIAK 3mL)
1000 [E B HAL X 1 234 7V

[FL74 VYY) Y (JESHIAK 3mL)
2000 E S HLAL x 1284 7 v

[FL74 VYY) Y JESHIAK 3mL)
3000EBRHAL X 1 2854 7 v

[FL74 VYY) Y JESHIAK 3mL)
4000 EIBEHLAL x 1 284 7V

[FL74 VYY) Y (JESHIAK 3mL)

23. EEX#
D) #tER : EIREIE [ 45 I ARRAER (EFC162935k5%) (20234F
9 H25H &7, CTD27.2)
2) AR EIBRILE S I AHRKER (EFC16293705k)
3) AEPIREL SN AR (EFC16295385%)
4) ALNERL  REEESE D BT (POHO7313ER)
5) FLPEEL  RHEEEEWBIEMANT (BAY01135U5H)
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6) FLERL @ SRS T AHEER (PKM170853%8%) (202349 H
25H7G8. CTD2.7.2)

7) Lissitchkov T, et al. : Res Pract Thromb Haemost. 2023;
7(4):100176

8) von Drygalski A, et al. : N Engl ] Med. 2023:388(4):310-8

9) ALINERL : invivoll ISR (20234 9 H25H7KE, CTD26222)

24. XK ERUBWEHEL
I 7 4 &
a—try— T MRS
T163-1488  HUHLHRHI 1 X V16 =1 H20%% 2
71) — %4 YL 0120-109-905

#4625 RIRIGT LDEE
ARFNIFEIETTD 5720, JBEEFEHELREL07TS CFk18
FE3H6HA) XD E20244F1THKH £ T, £ 11
4HGZREE ShTwh,

26. BBERTTEESE
26. 1 BEERSETT

B/ 714t

T163-1488 REAHBEEAME=T H20%E25



