20144F 9 AERG (55 1 10

BT A IR 4 X I%Fc%ﬁitrﬂ/‘é’ MAVA-¢ 5
Han®

)70 'Jﬂl a:m 500
ANWFOVIX #:2m1000 =

E#@E%Z‘DH\

H AR IAE R 0 3

A 876349

iy
22600AMX00754000
22600AMX00755000
22600AMX00756000
22600AMX00757000

B e
20144F9H
20144F9H
20144E9 1
20144F9J]

Woe G
20144F9H
20144F9H
20144F9 1
20144F9H

500

1000
2000
3000

[ 20144£31

FIVFOVI R &::m2000
FILOVUI X #::m 3000

ALPROLIX" Intravenous 500,1000,2000,3000
IThV/F30 777 GEIEFHEERR)

[BF &) #ikizdeT, 2~ 8T Tl L T
[fEFRHARR] 37 A L O M I R

) EE-EMSEOLSEIILYET L L

[#E5R - MEIK]
RENIIHN N A 7OV R O (0.325%3E L) ~ 1) 7 4
WHRTLTZANEL)UY) bbb,

FnTa) 7 AHER

LSRR ‘

500 1000 [ 2000 [ 3000
ARG (134 7))
77 GEEFRERA) |y | w | w | sl
W (1354 7 )vH)
L-L AFT 19.4mg 19.4mg 19.4mg 27.2mg
D-Vv Y= k=) 119mg 119mg 119mg 167mg
eSS 59.5mg 59.5mg 59.5mg 83.3mg
KR VIR — | 20 0.5mg 0.5mg 0.5mg 0.7mg

AHNIHE~IKABORIIH K TH D (HHE
FCPRBH) o IRTERIE R R CEMS 5 L &

- TR Wt~ B 5 BT 5. B~ L B0
L,
pH 6.7 ~ 7.5 (ASHFIEMCIERIEE)
BT

0.9~1.2 1.1~1.5

AN V& PRI C B IR

IR

(13932 5mL) HAtF MY 7 416.3mg

S AEBLAIRICN S 5 I

AHNIEGETAE (52T 2BV T, b MRIBHRBMEkRE AL T 2.

[ZhEEX I3 2R ]

1L i78 B5 [ 28 X R - K Z JE V2 5 0T & LA ] 0 497
lﬁ%&@%%]
A2 RS OER AR THER L. Boon i TRERICEIR

PIZTES S %o
WE, 1 EARE 1 kg7 ) 50EIBEHAL 23253 505, B#E

DOIREEIZIE U CEEIE T %,

EMICI 59 2546, @, RE 1 kgi72 ) S0EBEHAL
Z a1 W35, Z100EBR AL 2 10H 12 1 \l$ 520 6 B
W63 5o OG- K OB S-MBILEZEOREIZS LT
BWEMRE T A, 1 ROEGEIIMEE 1 ke472 D 100
HNEBZRWT E,

(% REICEETAERALENEE

‘1 RE1kgb4720) 1 EREMOARF 25352 k

(&0 PEBRIMAE o o I 4 [ 2 m@%v«w#;

1% (1EBHEA/AL) PR32 2 EPRAEND,:

8% OBHEIZBT LY BRE GHPM. LA

H5E) ROARFH T 2R RIE R L7720,

PEEIZUTORERICEIWTERT S 2 &,

pon pm  DEERSKETO  MERESXETOLR |
(o) = W B A0 x MO (R
R k) /o) ke) /(TP /dL)

2. Ak SO A S S B a1, L
[E 25 XAl PR O E 24T ) 7 EEEFEOIREZ B
8L, TRESEIIRGERORG HEZ#WHET |
5Tl T2, ENNORFOTA KI5
W52 2 bo [[EHERIERMTERG)RRRA ] K
O TRRRARATAE R KT T 5228 OIS !

BN S 3 HR5RRUBSHBOBER 29
[[EMENRE| DIESHE]
LELMRE DK |5 & (EEEL |
MIMORE B F L (%1 | ke) RO (| |
FElBR /0L i) |

WEROTFE | 30~60 30~ GORIFR AL kg

B - P L, W pr 3580 5|

L 8 % o 72 2 3 . ASEE 42 | |

AL L (5 B BB C &

<), WORBR T

B, P AL

Rt HCH

HAEE 80~100 100IEI B HAT kg ‘

: & g L S LT | |

EH B 585 | |
BRORS ko f
i it

B I 358 RUKBRSHEROBR 29
[[EEmENRE] DIESHE]
7 ) 0L R A | i (Bl B /]

TS BIXHT L~ ke) B O GHEIE (W | |
(9% 3 IF FERBRHAT /L) | )
INFAl 50~80 50~ 0Ll HLAT /kg
(B BHE D 72\ iRk %
&) R, HiL T+
55T B D TS
& U, 24 — 488 ] 14
B 24T o
KT M : 60~100 100 B H. 47 kg (F)
(EREN T4k, AT [ 5-)
i % &) 1~3HH:
HEFE L ~L40~60 WO 3HEIX
[0 5- 6 ~10HE ] 1%
4~6HH: T U241 R 45 1280 ]

HEFEL NL30~50 | BRI kgD B INEE S

EEBTAHIL

AFNE E 08 &
ﬁ@"%:&?ﬁ‘%\ 3
HHEDEL, &5 &
%YXEL ¥ - 1] B
7 AQIRE [ A 12 T ) 5
5 Z

o

7~14HH :
HEFE L ~V20~40




[(FHLDEE

1 EEHRES (ROBZEICIIEEICBETSRZL)

(1)AF 0 43 A oD I 58 ] 285 IX IR 73350 L 2 1 adfi
SEOMEFIED H 5 B

FFRAROBEE, iithoBE, AR, MeERFER
DAY Dd D B KHESR IR OBE AT HRE 1 1M
BWEBEREMREE (DIC) ©b 5 EE Ll EREAHE
FED) AT D DHDT, TNSDEEDOEHS I L
TiE, BAOEFRLEOBRNEE GOHED ) A 7 2%
T5IL,]

2.EELEKRNIEE

(DAFIOIEE-1F, MR OGEREER T b OEMO b & T
BG4 2 &s

CAEFNOFEGICE VT F T4 TF v —F 5L T L IVF—
IEDH HbN b ENHHDT, T8It
Z s

BEZOMA I IMEEE S XA I T 54 e s —
WHEETLBENDNH L, KA ZHG LT FHEL
IRIIE RS N WIGAIZIE. 4 Y e Y —D5AE
B, \IERR A Y VY —OMERIT) % EEE
RN L, BYRMELIT) 2 &,

(A EEEFE X E TR 54 v e By —23584 L 728
HTE, MEEEEXEFHEEICED T 74 %D
— D) ATHIEINT AUREED D S T LIVF— UG
DOEEEDNH 2 BB 1E, MRS KA x4 5 1
Ye s —OFERERT A L, F70. BMEEEUE
BB DR R OEIR 2 EE I CBZE L, RFIE G-
FFIEET A L,

(555 7 MUE BB A IX R T L OV ICEE - #iEFF L TWw b
e R MERRT A7z, MEEIIG U I I A R A
KEFLANNVEE=ZSY) 7T H L,

(6)ARHKDOFEE H CIFEFHE, EMiASZ D24 % [HE 2
L. BEIZEOREDHN AT RE & WL 72
WA OMMIEHT A o REXWFT HEI2IE, #
AHFEEOERBBEE > Tl EBL-0b, FEEIZT
WY RGBT 25 Z L RER L/ LT, ERIOEH
BEDOLETERTLZ L, T2, BELIZFORK
R Ly AFIOEGHZ L 0 BT A0 REEO H 5 EITE
HEIZOW Tt L. EEATEFRIS 220
FEDRD SN AR EN RO IR R T4 7%
a2, e p SRS X ) fRET S
Z ko #AR. ATHCESNOMESREE RS E I
IE, EMOEE T CEEICHET 574, B 2xTin
o B N

3.8l{EMA

RO & 5 RN KRBEE xR & L 7= EREILFE

8 3AHERIRRER I B\ T, MR & 60119%1 (H

AN 6B % &) 1060 (8.4%) \ZEIWEH AR Sz,

FREMER L, B 26 (1.7%) KOO OHKE 2 6l

(1.7%) &TH o720 R

(NEXLEIER (FER)

NYavy, PF745%—
foEERFHAN BN avy ., TFH74 5%
U—EESSREENTNL, Yavy, TF7
19XV —EREREHLDONLENHLDT,
BEE R T2 T, e, B, M RE.
PR, MEART . SRS OREIRATFED S Nz HA12
eGP L, B ARREEIT) 2 b, [[EER
HARIEE | OHEBRE]

2) MA2Z|ASTE
by o %k i (K] - S50 12 B Clivie B R R s S
TV L IMRHEEHRP D 5L DL I LDHHDT,
B2 oI TV, REFRRO SN EIZIE, K
ik L, BYZMEZIT) 2 Lo

2z DtDEIER

~ . i
BEANX DA o wx L% K
®E R B = o FEIED E L IF

35
B B B B 0B A
2 EEES S W5 AR
URE B DR E i
b W OB = T1E
B URBEE AR
n & B = I
BREADES

— I EEE CIAERRENE T LA T, BED
REZBE L 220 EREICKST L2 L,

e Bl RIREANDRE

(DIERRDSOIIEIR L T 2 W REE O & 2 i A 12id, Bk
DA EEEE EEb b EHENDHEIZDR
#5952 ko IR O GIZBY 5 LI LR
LTwiv,e b, AHFEERERBRIIER L Tk
Vo ARFNIFCTHIE BT 5720, ke liEd 56
MDD %]

CHzFlh o NIZiE, L2V ERET LD, R
CERBIRGTL,ERBA LTI EL T L, [
P OHRGICHET 2 ZEMEIETLL Th v, 2B,
BT B T RBATHBRIEFE R L T v ]

NREADEE

LERBOEZIIBNTE, #@E L) HFRGE LD
BEIA 22 P55 B & 72 ZUTREMEDS B B 720 Behm N O
PGSR ORI O W CHEMGE T 5 2 & o [[ 3R EhRE
DIHZR]

JRARRERRICRIETE

RANPE G- 4 O M e 55 X IR TR oBEIc BT, i
HALER S b1 v R T 5 AF 2 EE (aPTT) i OFEFEAT,
HERRICEEZ 5 2 5 WREL S5, H4) v 2Ed
aPTTiASE & H W 72 R — B Cld, RGeS A 1)
b AEERRTZEDNHLOTHEET L L,

GERAEDEE

(1)FA%e: -

1) ARF R AR % SHTIRAT L T 5354,
AHCERICR L TB I &,

)BT ENTBEIREOAER T 5 2 & o RANERTE
EEEMZ 725, B2 HE2H < L) 12k L CERF
THZE BLLEEY LT E),

IMBOFFIERAE L RN &,

DEBL T, bTh I TERTH D, L
B X D) AR SN DA, HHL AW
5) MR L7 & SRR IS T A, 74V — A

TIVTETE—HnbI L,

6) A L7ziid, EiR (30T FT) T6EMEET S
ZENTEL, 6HFHLIAICME SN wiaid,
BEET L &,

RFEHOYE, Eil 0T FTT) THRETLIZED
T&5, BMCTHRELSEIE, HHPIRZ 82

kS



ZWHEEPHT 6 v AU L. B OWERE ISR S

TWnWZ &,

(250

DA E R CF 2 —72HH LW & £72, A
R LB T ORR E TRz RE L 2T Lo
2) R ORI MEG R DB L NAH L O THA L

TWnWZ k&,

BETECFS
DR X 2SR T 4 720, SEHIORE 5
EETAHI L,
2)FDEHE G 72012, FHISA TSI AR
IR TR T2 2 &

3) HHEADEEEERSE O IZOVWTIE, EFED
FBRIZHED) 2 ks

9. ZDDITE

o> M e 5 X 32 BT HULERIR S 7 — 7
Ve 7Rt A £ 0 MEDHE S TW» 5,

(3 4 &b %E]°
1. %A (BRARUSEAN)
125 D E o M ACRB A (PR ML 6 1 56 IX R PR S 2
%LLT) ARSI, RH] GOEFRHAL/kg) KO/ Fa 7 T
V7 7 GOEFRHAL /kg) & HIAIFARNALS L 72 B 0 3 6
BENT A= ZUTOLEBY TH oo AHNOW M-
. WEETHL  Far T T 7 L L T2 435 TH

Of:o
. e o . JFarzriv
KB T A ) ITITTM S s
bl 5% O ” AR,
IR N=22 N=22 N=22
Cmax (EIFEH.|  40.81 43.08 0.95
f7/dL) (33.60, 49.58) | (36.69, 50.59) | (0.81, 1.11)
E ?‘i&; 1% 31.32 99
v (7 1. 15.77 1.
S0/dL) / (| (27,88, 35.18) | (14.02, 17.74)| (1.82, 2.17)
i fir k)|
) 5.03 241 2.09
vza (N (3.20, 7.89) | (1.62. 3.59) | (1.18. 3.68)
. 82.12 33.77 243
v2p (S (71.39, 94.46) | (29.13, 39.15)| (2.02, 2.92)
CL (mL/ 5/ 319 6.34 0.50
ke) (2.84.3.59) | (5.64. 7.13) | (0.46. 0.55)
98.60 41.19 239
MRT (K g2 16 110.20)| (35.98, 47.15)| (2.12. 2.71)
314.8 2611 1.21
Vo (mL/ke) | 077"8 "356 8) | (222.9, 305.9)| (1.06, 1.38)
= s
ﬁﬁ{/{ EL)[ </ 'E' o 707'912 100 | 8?'916 100 | © 891' 917 12)
kgl | 07 L 8L 1 84 1.
. 11.22 5.00 291
Time 1% (H) | (19 20, 12.35) | (4.58. 5.65) | (2.04, 2.39)

P E

WS T 20 H 2 ETaPTTRHE T W 2B — B L 5 h

CI (fEHIXH]) . Cmax CREGULHEE) . AUC (Ii%EH I iEE
85 IX A U & — IRE R HERS AR T IRIRS) | by, (0 AR2EEU)
tiop (GHIHEERM) .CL (2775~ A) MRT (CFHid i)
V., GEFIRBESAZM) . Time 1 % (FIX{GHEEDSSN—2AF 4 > D
1 %Ll b2 feds U 7= H1H)

F720 BHRAKOAEAZARH] GOEBHAL /kg) % H
EEIRNPE G L 2B OSEYEIE/ N T 2 — 51X TD & B

V)“G&)O?‘:o

FEWBRE/ X T X —
e (95% CI)

£ HAN

HHEN

N=6

N=20

AUC/ ¥ 5=

[ (I B AL X g/
dL) / (B A ke) ]

30.14 (23.55, 38.57)

32.25

(28.92, 35.98)

t, (FFRD)

79.37 (59.39, 106.08)

77.98

(69.68, 87.26)

CL (mL/IR/kg)

3.32(2.59, 4.25)

3.10 (2.78, 3.46)

MRT ()

83.46 (67.20, 103.66)

96.78

(86.48, 108.31)

V, (mL/kg)

276.9 (221.6, 346.1)

300.1

(270.7, 332.6)

kg)]

A [ ORI A
/dL) / (FEIEEHAL

0.92(0.75, 1.13)

0.94 (0.77, 1.14)

2. /NE(BEAN)

187 Ay D MM ARB A (PRI ML i 6 1]
A2 %LIT) ZxrBIZ, AH (S0EERHAL/kg) % HIA
FHIR G- L 72RO BRE/ ST A — 5 3T LB D

‘/Gj;)of:o

25 IX IR 14

W BRE/ ST A

127 A %
AR E L7

125 Lh 1 %
R E L EER

B EAT/kg) ]

4 6 7% A 6 — 12/ A0 |127% — 187% A i
FIMHE(95% CD) | (2 — 47%) (6 —105%) (12— 175%)
N=5 No13 N=11
AUC/#¢ 5
C(Epfr B | 22.04 28.50 29.50
B/dL) / (EIES |(18.71, 28.11)|(24.43. 33.23)| (25.13. 34.63)
HifT/kg) ]
) 63.61 70.43 82.22
12 (B (42.00, 96.14) | (61.05, 81.24)| (72.30, 93.50)
CL (mL/ 511/ 136 351 3.39
ke) (3.56. 5.34) | (3.01. 4.00) | (2.8, 3.98)
. 79.00 82,51 93 46
MRT (BFD) |60 57 103.38)| (72.72, 93.63)|(81.77, 106.81)
3444 239.8 316.8
Vo (mL/ke) | 976"y 429 2)| (237.5, 353.5)| (267 4, 375.5)
EA Al [CHE B
£ g 0.59 0.72 0.85
sti/aL) /(B 4970 71) | (0.61. 0.84) | (0.68, 1.06)

(6% PR Bk #8]°

125> ST OEIRIE D & 5 MARBEF (P IR M i 5 [ 5
KHEFIELEDS 2 % LUT) 12360 % k512,
GO H R, SR O] 0 1 1) 5% % A9 % E
Bk 25 3 AR PR RABR AT I < L7z,

1 ERNaRSs (EHETEE) ICET 2804

2 T O B 2 4

EIIARF 25T AHHEE LT Arml L FArm225 3 7E &
720 ArmlIES0E B HAL kgD 1 [B1#25-. Arm213 100 B
BA/kgDI0H 12 1 [IFG 2556 L. LIEEIE ~ 7 7 A
—A74 & 1~3%LER%, UIEARITRIGETE D&
WA T TEEMERICE S X912, Aml TSR, Arm2
TP G- b 205 8 B A S 7o
EMWICARF 235328 (Arm1 K O"Arm2)  O4F [ 1=
Yy — FEZILDTOEBY TH Y, HIMFICARA 2 %53
L (Arm3) LB L T, FEMBIMT Y Y — FREH A

L7726
Arml Arm2 Arm3
(6141) (261) (2711)
f%%gf”’ 312 240 18.67
(059 (x| [2-46. 3.95) | [1.67. 3.47) | [14.01, 24.89)]
EMHmT Yy
— FEEo#FmM| 0.17 (83%) 0.13 (87%)
o (ER)! [0.11, 0.24] | [0.08, 0.20] .
[95% 15X 1 ]

VOBGEEA EEAR, FEEH OB RO e Ty bELZAD

ZIHEEE TV

2. 2 MO MR

636D MDD ) B, 97.3% (619/636fF) 7% 1 [H3Lid 2 [A] o
BHAZE D IR L 720 F 72, IRIANR (RS20 55
fiti) 1383.7% (513/6131F) THIIXIIEMTH > 720

44930-02



3. BiTER D Lk M %R
128D EE B TIEORFAM S EE S L, 3T
DRFATIZ B CTILIMA R E R LI HER TH - 720

(% % % 32]"

ERERE -

ARFNE, PITENE I S [ 45 X (R & L o # s K Ok Bk
FAEEA A L CB Y o MR 55 X R T K2 % — i
WHIE L I m 2 e s 5. F720 AFNCEENL L b
TIEs 07 ) U GIOFCHEEIL, o RE s a7 v
DOFEE 259 A Neonatal Fe 25k & #54 L. LGS
5 X R T EO REFH OMRC T 535 L EZ HNb,
FhIEERRAEE ¢

MAFEB~ 7 A (BHMETIV) I2BWT, KAIOEM
AR T O 2 E B IO wH AR B 9 4 1R IRY R AR
OHENTWD, F/z, MAHBY T AR I ATHIBA X
2B WWT, RAN O ME PSR BhHEE & AR L C Mg 45 IX
HFAEEDIEREDFED SN TV 5D,

(B (BT 2 B LERMR]
—ft =7 L Fay T Ty (EETHIER)

Eftrenonacog Alfa (Genetical Recombination)

(JAN)
H:x7 L Fary 77 7id, EETHRIEZ
Fe-t MEFEEFXEF (FIX) BlEHEs >3
28 (G #9109,0000 TH Y., 642D T
IS e HAH. RU2TEOT 2/
FRIRIED D 2 2B TR S N D, ASHD 1 ~
4157 HIFFIXIZAHY L. ASED416~6427% H O
73K UBHIZ L MgGLlOFc K A A “IZH
Yt z, T7 L/ Fay TLT77IE bR
B VR SRR IS & 0 A S D,

ES

(IR EDEE]
DR
RV S 2 W SR C U 7 Vo 7S, ) R e
BCh D D L. RAE MRS X TR 2B
BE LK) Legait, BERRAROZOREEE.
B OOL) LH. BHEEL. SSrEEgL. o
7 &b 20ERIRET 5 2 ks

<FOEH=E

exe1 0120-560-086

FAI9:00~F145:00

U—51PIL
( i : (MER. S RBERAEN SEBERET)

R—L~—3 T www.biogenidec.co.jp

(=
S00EIBSHAL x 1 /84 7 )
[TV 74V F) ¥ (0.325%3FLT MY 7 HWiET
5mL) X139 vIH&]

2]

1000FEBEHAL x 1234 7 v
[FLT7 4V T Y (0.325%3 LT bV 7 LR
5mL) X131 »yIffi]

2000 B HLAL X 1 2N A TV
[FLT7 4V ETY Y (0.325%3 LT bV 7 LR
5mL) X131 yIffa]

3000 B HLAL X 1 /N1 TV
[FLT7 4NV ETY Y (0.325%34LF bV 7 AR
5mL) X131 yIffi]

[ & &t

Roberts, H., et al.: Hematol. Oncol. Clin. North Am., 7:1269. 1993
Srivastava A., et al.: Guidelines for the management of hemophilia.
Haemophilia [Internet]. 2012.

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

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

AR CEMBIET — 5 OBE%E)

AR (BRR T — 2 OBEE)

HAEE GERRR T — & OB

~N o
— —

[>zmkEEk %]
EFAHIFROHPIERNZ D % £ LT FRIE SR &0,

NAF T2y - TAT Y7 - ¥V x80HRASH
T105-6226 HEHREXER _THLF 15
k- 0120-560-086

SZAFEERT 90 00~17 00

(B H., SR HZBR< ABE 2 S &MHE FT)

NERUR

BUERRFST
NAAYTY - P4597- eI B2kt

T105-6226 RREPEXEF_THEE1S



