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8346 (67.20, 103.66)
2769 (2216, 346.1)
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. 503 241 209
trze (FEH) (320,789) | (162,359) | (118 368)
. 8212 3377 243
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dL)/ (FEBs#A7/keg) 1 | (077, 1.10) (0.81, 1.10) (0.84, 1.12)

. 11.22 5.09 221
Time 1% (H) (1020, 12.35) | (458,565) | (204,239
WSE ST 0 ) % G teaPTTRIE 2 W 22— B2 & 2 ehaiel
iE
CI (EHHIX ). Cmax OResMLrPiese). AUC (M Hh i i g R 25 IX
K] - 0% B~ A A2 R TR o ty0, OOPARAHAPRBUD L ., (2R
M), CL (275 2 &), MRT CEBREERR). V, (GE%
RIEHAAER) . Time 1% (FIXIEEDSR—=ZF 4 @ 1 %L 1% A
Fe L2

720 HARAROSHEINCAA] (S0EIBHEAL /kg) & H IR

WG L 7B DB IRE ST X =2 ZU T O LB ) Tho Tz,

17. BRERBL 8
17.1 BMERORLM(ICEET 2 55
17.1.1 EFEERFESE I HRER

121%5 BT D IGEHIE D 3 2 M ACHRBEE (PR I 5E ] 45
XK FIEPEDS 2 %L TF) 12360 % xb4eic, 2 Fi o s B 0Y 7 4
LR o AR, 2tk e K ORI o 1l i) B MG 5
] s I [) 55 T R SR S S 0t & 7z ARERBRICHL A A5
N7-HARABERHEIZ6 /4 TH o7,

(1) THNERS (CHEFEEE) (ST 3HFWH

EWMCAK 2 G358 LT, Arml L OFArm273 % 5
N7z ArmUE50FE BEHAT kg 1 1 H 5. Arm213 100 B
HAL/kgD10H 2 1 M52 50 L. PAREIE - 7 7 AR —
254 2% 1~3%LEMA, IR RIS CTE D EW b
T 7 MEMFTE 5 X912, ArmlI TS5 =25, Arm2 Tl
P 51T B 208 L £ S 7z

EIINCAR 253 58 (Arm1 e OFArm2) D4 i ¢
V= NI TOLBY)TH Y, IR 2555 %
B (Arm3) L IHELT. AERIRIMT €Y — DS L7,

Arml Arm2 Arm3
(61%1) (26%1) 2761)
ER MMy — F 312 240 1867
B [95% ISR ] | [2.46, 3.95] [1.67, 347] [14.01, 24.89]

R Y - FE 017 839 | 0.3 (87%)
HOBME @A™ |0 T0n | ote 090] B
[95%17 X ] o o

W) 5B EEAE. FENEO 0RO EEF 7y FE LR
O I A g€ TV

(2) S MAF Ik Mm3h R

6361 DI H B, 97.3% (619/636fF) 751l 31z 2 [ ¢

Hazkpikm U7z, F72, 1bmghR (midk 51233 % 5Fil)

13837% (513/6131F) THMLIIHEMTH 72",

o



(3) AMTEAD LM% R
REOBEICBOTIMEORTHAETES N, §NTORT
M B TR ED LEENTH - 727

(4) =R&H
ZaEVEREMAT R HI1198 (HARN 6 Bl % &) F1061 (84%)
WCRIER RO bz, EamERE. HOKE & O
F20 (1.7%). ByE, ISR 857, AT, Tk
DF W, BRI, PSR L OMRIE %4 160 (0.8%)
TH-o720

18. EHIEE

18.1 {fERA#RF
AN PITEVE I REE 26 IX K F- & B o4 1 B OV BERE Y R
PEZALTHBY ., IMREERE X KN KZ % — RIS HiE L
MGz Ed 5, £/ KANZEETNb e MuETa 7Y
YGIOFc#IIE, M ofiEs a7 v OFMERICES 5
% Neonatal FeZ 2R &ALy MR SR 55 IX 735 o K i
B OMEFFIZHGTHEEZHND,

18.2 IkIM%HE
MAHB~ Y A (BHIMET V) 1ZBWT, KAl @ WHiFe#
R OCAMEB M OMFEHEE T 2 IEMA) R 255D S Tw
AY, F 720 MARHBY ™ AR OMLAIRBA X I2BWT, KA
O I S B RE & AR L C e b 25 IX I 105 M o0 S R SR
HENTVBY,

19. B CEE T S IE{LFERIEN R

—MEH: 7 NV F a3y T 7 7 GEETHIRZ)
Eftrenonacog Alfa (Genetical Recombination)
(JAN)

¥ B:x7 bbb/ Far 7T 7IE, @R
Fe-t b I &R 25 XK F (FIX) @EHE s > o8
7B (rFm 0 £5109,0000 TH Y. 64207 3
D BRERAED S T DA, RU2TRHO T 3 BRI
HEHS BB THIK SN S, ASHO 1 ~415%F
HIZFIXICHY L, ASHO416~642F HOT I 7
K UB#fIx & MgGIDFc K A A4 Y ICHY T 5,
7 NLFay FTLAT7 7. b MERsk
ERRRIC L D EEES NS,

20. BURWL EDEE
ARANSHE A B T A, MR EANCR RS T
BB Lo b AH R MRER 5 X KR Z B 2B (L 7)

L7zaid, REMA LT 0#EHF T, &5 (L)) L7zH,
BB S, EErisl, P L b20EMRETH 2 8,

22. A%
250EI B HLAL X 1 284 7O
[ZTL 74V YY) v (0325%5 LT b U & A% 5 mL) %
139 v Ifhx]
S500EI B HLAL X 1284 7
[ZTL 74V YY) v (0325%5 LT b U & A% 5 mL) %
139 v Ifhx]
1000 BEHAL X 12854 7 )V
[ZTL 74V YY) v (0325%5 LT b U & A% 5 mL) %
139 v If ]
2000 =B HAAT x 12854 7 v
[FTL74VFY) v (0325%5 LT b U & A% 5mL) %
139 v If ]
3000 =B HAT x 1 2854 7
[FTL74VFY) v (0325%5 LT b U & A% 5mL) %
139 v If ]
4000 BRHAL X 1284 7V
[FTL74VFY) v (0325%5 LT b U & A% 5mL) %
139 v If ]

23. EEH

1)Roberts, H., et al: Hematol. Oncol. Clin. North Am., 7 : 1269.
1993

2)Srivastava A., et al: Guidelines for the management of
hemophilia. Haemophilia[Internet]. 2012.

3)Hemophilia of Georgia. Protocols for the treatment of
hemophilia and von Willebrand disease. Treatment of
Hemophilia[Internet]. 2008 ; No.14.

4) Ewenstein BM, Blood, 1997 ; 89 ; 1115-16

5)Valentino LA, et al: Venous access in the management of
hemophilia. 2011.

6)HLNEERL : HARANB X UHHE AU 2 B E (20144
7 1 4 HA&F. CTD27.2)

VRN ERL © RS S I £ T B OR RB% (201448 7 A 4 H &G,
CTD2.7.3)

) ALNE R} 1 IMUAIRB~ 7 A HIILE 7V COAMMERER (2014
47 A 4 KR, CTD24)

O FLNER ¢ MAIRBA X & v 7B EEERER (2014457 A
4 HA&#. CTD24)

10)#EPE R I ARB~ ™7 R & F v 72 g PR R (20144F

7 H 4 HAKFE, CTD24)

24 XBFKRERVBEVEDESE

I 7 1 pR &

=t ry— TGRS

T163-1488 HRUASH X P =T H20% 2 75
71) =% 4 X 0120-109-905 FAX (03) 6301-3010

26. BERTEEF

26. 1 SUEARTTTT

B/ 71 EH

T163-1488 REHHBEXAEHE=T H20%E25



