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B, HkEe 5 BRICIIARAIF 528 100ED (& H) LI EOWBRE NG T d*,
(T'V.5. (4)1REMIEAER ) KO TV. 5. (B) B - HWEERIRER DEBM)
KT T4 FGBTRL 18 BEERRKRIEE L0 Hh
8.2 BEOM I MEEEE S VI K252 4 e B X —NRAETIBZNNH D, R, MKEEE S VI K
FRUFNC X 2 SRR IRBIAG T . B AL 72 R R TSR IR B AR 1 00 ey L440) ORI 4R L Ol
FREEZ IO LB B —RRAE LTV E RO TS, AAIZRE L TE T LAIEnS

ERELNRONGEAITIE, A B EX —OFBAZFED, BIUERCA Vb B —OREEIT O 72 PIEEEL 3HE
L. WY@ s1TH 2 &,

X AR —HENRRNE L Y @ MBS SIERNG D08, KGRI B O 7= OW#E L T2,
HE AR OMEROMEL TR Z IR OWIER 5 mL CHEM L. BIRICHIRMICERT 5, 7236, 10mL/45y 28278

WHETHEAT D &,

WE, 1 ERE 1kg 2720 10~30 EBRHEAL 2 &G 508, BEOREIZG U CHEEHEET 5,

EMRNCE ST 286, BHE . BRAKO 12 %L Lo/, 1 ERE 1kg Y720 40~50 [EEHEAL 2 H 2 Bl 5
FTHN, BEORIEIZS U T, 1 BURE kg 24729 40~50 EBEAZ 2 BRI, 1 BEHAE 1kg 24729 40~80 [E[
A% 3~7 AR@CRECT& 5, 2L, BE5MEEZ 4~7 BRBICIEE T 2541, —EMMHmARD Hh
ﬁw’k%%amoxf 5 BRIREG-£ T, &5 7 BRERERG £ CERBMIEET 2 &,

12 AR O/NRIZIL, 1 EHRE 1kg %720 40~60 EEEHALZE 2 F 592503, BEOWREIS T T, 1 [BfFE
mgﬁtwm~w@%$ﬁ%25%%\1E%Eng§twm~mE%$ﬁ%yqa%@f&5f%éotﬁ
L. 5L 4 BRIRBIER T 28813, —ESBEnLARO bW & a2R0 > 2 TEETHZ L, T
»o,

R OHFFREE

A

X, SRANSA TR ORI S A TV —R b LT=T /34 22 X0 | R B I fF

T%é&ﬂ120®ﬁ@%ﬁ&ébﬁé_kf#E@E%?@%l%ﬁﬁi?&@ﬂ%kLh
(TIV. 7. SA8LE R AMBEOREME) KO TIV.10. () FENRELRS - O, S8 EHYT

B - ARICHY LER 0B



4.

BEFERICEL TRAMT REHMN

WIEE RSB 2 EM, REERHEET A K51 %
RMP

BMDOY 27 g/MEIGENE L TER SN TV D&
B HAEE D A KT 4 v

TR0 A o> B8 B I @ s
fiEAFRAIOFAMN CGRMIENE) O—FkEZEIZ >\ T (F
3011 H27H AT, PRIEFEL127H25)  ( TX. 14 RI&HE
FLEDEE] OESMR)

S 2 S ﬁf
1? Za 7%‘ ;a

(2026423 A B 5)

EAAFHRUAE - EALOHBER
AR
RZM LR

@ - ERALEORIRER
% L7

RMP D#EE

EREMETH o EHEM Y R 7 EEEFHEIZ OV TIE, BEIRFEH# 1T 2 LMk OVE 2EIZE
T LR, W ONEM O EH G PGB 2N E OIS M S 72 2 LB ARSI 72 S
Nebo LS,

BEEERFROERR A7 EEEE RWP) OBE (FM6E3A19H)

TREMREEIE

[EELGBEESAEYRY] [EELBEN)RD] [EELFEIER]
s EX—DRA L <L
cvavg, TT 74 T7%—

BEICE T SIRETEE

7L
lLEl£d<yéE?ﬁwtwwéﬁ | ERICE DK RIBMED =D EE
ERREMERIBEOME ) 2O BIMEETEIDBE

Eﬁmﬁ% AR EMERIEE BEDY R BIMEEE

EBMOERERLEMHEREE BIMDY R BKIMEEE

- FeEfE AR A (BT 5) < 2L
AHEICEAT SHE - RBROGFEOME

< 2L




II.

1.
(1

(2)

3)

(M
(2)

3)

ZIZBE 9 HIEHE

BR5E4

4

TT 4 A bekHEHF > b 250
TT 4 A be#EMF > b 500
TT 4 A e EMF > - 1000
TT 4 A e EMF v b 1500
TT 4 A e EMF > - 2000
TT 4 A b EMF v - 3000

4
ADYNOVATEg Intravenous Kit

£ ¥ D H K
ADVATE] KT} [Dynamic] (ZHI2K

—f&4
e (@max)
NIF7 haryz 77y NI (BEFEEZ) JAN)

8 (fdE)
Rurioctocog Alfa Pegol (Genetical Recombination) (JAN)

AT L. (stem)
M EEERKF : -cog

BEEXXIETRHERX

NIFT valy Tu7y XAE, 2AROR) =F L7 Y a— g (BEOEE ST R
20,000) VY AT ha s TATy (BinfHEAZR) O 2 UL 3O Lys (12 ) B —%Jr L TR
& LTEtiigE 2 o878 (518 £9330,0000 TH D,

PFRRUHSF=
7712 1 Craos7Hi7863N3220035528s3 (#2727 B 57)
& 269,812.82

24 (fifhE) XITEXE
NUF 7 hays TLA7y X3 (BarEfz) JAN)

EE4. 4. BS.
1555« BAX 855

5&5



. B ICET SHEE
1. ML

(1) 4R - MR
BEABHOIKR T, AONREMERDR,

(2) Rt
LR L

(3) Wit
AR L

4) BA (HRH). HA. BEA
B L

() BMEEMBEHR
MR L

6) HECIZREK
MM E R L

(1) Z0ibnELRMEE
pH6.7~7.3

2. AYRSDERELTICETIREN

SR ez AT e AT IR
FEWRAEHEB | —80C=10C 1L R 24 5 A
[(~r7rtari¥leE=L
INERER | —A0CHSC | s kA k (PFA) B 247

3. AMESOHZERARE. BB
FEER A BRIE
T AR Tay k

EE&
M EIEE RS 55 VI R F-IEPERETS « BEE —Beik



| —
V. SH|CBEi9 5IEH
1. Fiw
(1) FrEORXH
TR R A A )
(2) HAHNOHE KR PR
TFA/ M b | TFA M b | TFA/ M b | TF47 M bo | TF47 A b | TF4 7 o
HEAE Y b HEAE > b HERF > b HERF > b HERF > b HEE Y b
250 500 1000 1500 2000 3000
REs BN T AL T )L
£h - PER AFENTIHGCOMKRTH D ERREINMZ THENT E|AEBHOIKR E 725,
3 #EAa—Fk
ML
4) =HAE DY
TT4), ba | TTA4/ M bo | TTA/ M ba | TTA/ M ba | TTA4 /9 bo | TT4 /71 b
BERE b | BERE R | BR[| BN | RSN | B )
250 500 1000 1500 2000 3000
pH 6.7~7.3
25T 1.2~1.6 (EEEREIRIZXT D)
(5) Fnih
3 L0
2. HHADOHERK
(1) BHMES GEMRD) OSSR UHNAE
1 34 7L
TF4) | T4 | T4 | T4 | T4 | T4
A, A baiff | A el | A Rt | A baifr | A baif | A baiif
- EAEy | EREy | wARy | By | mERs | EExy
1 250 k500 1000 N 1500 } 2000 } 3000
e NIF 7 vays FiL7
HENRR Gy . - e
e N b4
(R () ; : I (BB TR 250 500 1000 1500 2000 3000
D-v = h—JL 160 mg
kLo — 2R 40 mg
L-EXFTV 7.8 mg
AN ha X ZE—)L 6.1 mg
b A AN il 1.2 mg
ARY YV ~_— k80 0.5 mg
INETFF 0.4 mg
| mtammi o A | 5 mL

AENITF ¥ A =— AL AKX —PIE (CHO) flagkz Hunwcildsnsg, /o, BRITEDOT 7
4 =T 4=/~ ST T 4 —T, SURAE/ 7 —FLHFEZERHL TS,



(2)

(3)

ERESORE
AR L

AE

KR L

RABRAOEBRUERE
HR BEHAK sSmL

bl
ARHFND ML, MEEEFE S VI R+ & L CogEEEE (ERRHEAL) TRrInd,
BAY HARETED & 5 KM
H3E TR AT AR 7k B R
18 Bl k- A BB ELISA % IRHE 23RO
(CHO 7=/ &, 7 7 A% V., | LC-MSMS i&
BIP, vWF)
FEEEEE I e D 4 A AT > | #iFH HPLC R Enieinoi-
ARGy 14 SRS E
FEEEHB RO KR e F P~ — B A APEFR-HPLC R Eniginor-
(Pluronice F68) LY ha RS L—
A F AE BOHTE

NV
WA has TAT 7Ok
Eiksy)

H YRR Y FE-HPLC

EERA (2.5 pM) 12,

4- 2-v FaFv=Fiu) -1-v7x
TGO AR R

F& A A 22 # HPLC
IOVAT voa A MY w7k

B Eniemnoiz

Va4

H 6 HR iR -HPLC

FEEIRA (5 uM) (i




6.

HADEEEHTICETHREN
TT AN S FHENRRE AN, K OARH O AR HF AN O JTEM TR 5 20E
HRBROM I TROLBY ThoT,

75 AN =N
SR TECZ YR RAFE ﬁ%ﬁgai (17 1T SRS T
FEWIRAT 245 H & THK
5°C + 37 24
R €=3c 500 »/] DA
_— 30°C+2°C/ 1000 31 A ETHUE
AR 65%-+5% RH 2000 65 )1 DFFAN
AR 40°C £2°C/ WO T A 3000 65 14 HFE THK
(L) 75%+5% RH AT 7 DTN
FRRRRE -
BT P AR 12075 lux- hrl k= KB ofE AT
1000 7
OB | s L PN
200 W hr/m22 |-

(7255, 3000IUDAMEFRERIC BT 2 REMET —Z XV bes ARBMKICHES Uiz, RERICAERBRICRIT 2 REM
F =4k, WHPEGD Z 036 % A #I211% TR G & 72722y, MoRBHEB TV bes ARMKICHES L
7= )
WEEE - ., bIstE, BHERE, FEREEVINR 7Y Ta2=y b, o Rx¥ v 7 ay b, B-AAE. YRR, pH.
RYSPEBRE -1, vWEREA2, B2, BT 2 ME*2, b e o BB, WHEPEGE #5752, #PEGE &2, K43,
PRGOS, = K oo g

M1 WEEAER (REE) IR L TRy

%2 wiEER Oh) oA TIHEE

¥3 0 W OF) TIEER L Tuhien

¥4 RIS, RO A CEi

AF 2 BT TSR OB R &2 TRITTRT,

bz PRAFZRA T RE S
500, 1000, 2000 24 5 H N E L7 B O fiH N
. o . T ANRAL TV
IR BLAT (21 » A/5C+3 » A/30C) TH o,

AKx vy MU OBRKIZOE, FERFSRME 5C) BT 2LEENT —XIHunoe v s LK
A LTRBY, 7T 4 /A b EH ERBOLZEMNZ R LIz, LEER->T, Ay Mo
PRIFSRE SCITBIT D EHIEIE. 77 4 /A beitiEAERIC 24 5 H & L THRIEZ D & ¥
Wr L7z,

RMERUVBREOREMN

(RFIFREFDOER)

(1) FARENC, |EICEL TR Z &,

Q) HEE SN TV ARMFRLSMIFEA L2 &, RANCIEfRIR SR E A 1%, M 2
CEOICHILTEMT 2L, MLIRE D Lz &)

3) OBH ERE LN &,

(4) A% ORIBITMEBROBZNRH DO THA LW &,

(BB ESRDTE)

(1) W L7oiE, BEBIHATH L, IWEROBO LN SOIUTIRE L TWD b DIIER L2y
Z &,

(2) R ITMmEE T, iR G0CLLT) 12T 3 RFILINIZEEN 35 2 &, 3 IR LAPNICHE T &
NRWGEEIE, BET L L,



(T4 bEERFY FOFERAZE)

(HEE)

« T A —AIEORBH BN N L EHGE L, B X
NTWRWEAIIEA LanZ &,

AR BRER. ISR T 5 2 &

s RARD B IR ASA TV ORI S A T V& B 137 & 220
&,

O ZEIRITET,

@7V A& —@HkD FERIINT,

QFMMPER SN TV DEMIENA T V% LI L TEL 2
FTiCiE< . ZORF, FEOR#EYX v SIS0z &y

OAMEEA 2 S IR ASA TV Lo LTI, g
RE AN ASA T NA~BITT 5, ERIIBITT 5 E TR EH
TR0,

OIEET=TRVWE I IR #h L TS E 5,
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OFAOREX ¥ v 72 TP L, EHFEEHRT 2, 2Ok,
2R EAMITIEAL RN &,

="

OAZ E ISR S, FEH A T &2 BIZ U7ORRE THEss
ROANFZ P> D5 &, FMEEZERFICBITSE D,

17

i

(BREDREL)
Ay ML T, R
FILANICEE S e nWia s
(%)

T T4 ) A Dot ERKRERR, LOAAD
BRoofE R, B OHFEAN T 500,

OEHRFEZAMN LT T L, BTHER 2 L T, w-< Y
FRPICTES 3 2,

T, | GOCLLF) [T 3 REMLNICER T2 2 &, 3
E REET DL,
D—ERAE FAGRF AR BIT D IRME% D22 ENER

1000, 2000 IU i 24 FFEI#%. 3000 IU 13X 6 B L L ETH

-7,
B 75 EE/\AE o
SRBATE A A7 SN AT 1E Gk 0 [; s (AT IR SRR
500
M T T A
o i 1000 WS | s
TRfiERS D - IRA TV 2000
SRR " prva—
ST 3000 6 RFE FREE D ELPH N
BEEE : A, ERRER., MR (RfE%) . pH. BHERR, vo2& v T7uy b, WS VLAY 7 2=y b

thEF & DESEL WEBILEMNEIL)
L DRAI L IRE LN &y

ki
L
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10. &F-aF

(1) FENRBELGRSR - 5. NEVRRERSR - BEICEHYT SFER
ABGET T 4 ) A b offE ] 2 IRHA IR & O ds LS D T—Me L7z » S,
Th D, WHREEITEIRHW NG K RAHET 4 VZ—DHAENTEB Y . AT 2 X5

(2)

@)

4)

11.

12.

272 o TCWW 5,

2k

TT A4 A befEMF > b 250
TT A A befEMF > b 500
TT 4 A e EMF >~ - 1000
TT A4 A beiEMF >~ b 1500
TT 4 A beiEMF >~ k2000
TT 4 A beiEMF > - 3000

FiHER
MR L

BRaROME

0 250 EFRHEAL X F > b
: 500 EFRHEALXT F > b
: 1000 EERHALXT F v b
2 1500 [EFRHAL X1 F > b
: 2000 [EFRHAL X1 F > b
2 3000 [EFRHAL X1 F > b

INA TV

55

Fyv7

AFA
RS K

BT T A

TFI N

TN ARY) L

Juana7F I h

RlgiRH S h B EHIE
LR L

Z Dt
KPR L

12




(2)

aEICEd HIEH

MREX THR

. PEEXRIIZER
MR ZBEFIEFRZEECE TS H MmEER O]

MERITFRICEET 5FE
BREIN TN
BERUAE
BHiZzRUVHEEDEDR

6. RERUVHA=

ARHN 2 BAT DVEFREIR S mL TR L. BARICEHARNIZIES T2, 7236, 10mL/2y &8 2720
HWETHEATLZ L,

HHEL, 1 EATE 1kg 2720 10~30 [EFSHEA 2 #5958, BE OWRREITIE U Ol RS
Do

EMCE G986, W, AL 12 L Eo/hRIciE, 1 BHAE 1kg 4720 40~50
ERSENL 2 2 [ 59528, BEOWRREICIE U T, 1 [BKRE 1 kg 24729 40~50 [EERHEAL
Z 2 HIEME, 1 [EHAE 1 kg 4720 40~80 EERH(LA 3~7 HEfR CH G T&E 5, 72721
LML 4~7 HHRICER T 25613, —EHH 3 E2 w%hﬁw:&%%;@oz
T, 5 @G- £ T, 5127 AMREEG £ CTERBNIERET 2 2 &,

12 B /NI, 1 BHATE 1 kg 24720 40~60 [EFRHAL 2 2 BG4 %3, BEOIHR
BIZS U T, 1A Tkg H72 0 40~60 [EFRE(LZ 2 HEFE, 1 FAE 1 kg H720D 40~80
ERSHALZ 3~4 AR TG CT& 5, 722 L, BEMREE 4 HERICERE T 285815, —
EHRHIM AR SRR L 2RO ) Z TIERT5 2 &,

FERUVREDRERE - Bl
< TEHHHEE >
NUFT valy TATy (BETfEx) 7 RS MNEER) CIEEEENEH 5 577
J—F, BBFERITIENRHDHOT, 10mL/GE BRI VEE CRRICEATDHZE, LT
B, ﬁﬁ@%%ﬁ%[l%AH%Iﬂﬁﬁ%Qmwlﬁ%)&o%ﬂ/mmlviﬁﬁﬁ(%um
R ] BV THREBEOREE Lz, iR T, Z8MICRFIClBER -T2 E bR
ﬂ;kwf%F&k 10mL/53 B A 72 VVRE THEATH 2 b, ) ERRE LT,
< HE AR O 12 Rl B>
BRARRRERIZ W T 1 BN 720 OB EOHFRAENH 301UKkg Tho7o 2 & RUBAROEBEE T
FHHA Z FVIL A O AEROHE L ER LC, @, 1 BEAE kg %4720 10~30 ERSHEAL &
L7c, F7o. BRMER COHMRFIZISIT 5 1 [EY 720 o5 E&OHFIL 6.8~61.41Ukg Th -7z
& WRCHIMOFACREIC LV IRGEZRE TS TWeZ LEL2EZEL, [H
FH ORI U CTHEEERT 5 & L,
TERIR 22 B 52DV TIE, 261201 BRIV T, [EBRSEFE S 1 AR O R 12 HE D & E I 7o
EEET 1 [BUATE 1kg 720 4515 U L3%E LR, SR MmEEIC VT, HiRegf Fe ik
BEL LB L C OS%IERMECTH Y . HMmAEE N B < 60 TUkg (ZHIE L7- 2 il CIidZe M c R 72
Mol
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IREIED B 5 75 LA T OEERIM AR A B Zxt5 & U 5 IR EFE L R AR (ki 5
FRBR, 261302 #BR) ([ZRWT, 12 L Lo EE R EMGHRREIC BT 2 &5 &I1E 45+510kg
(80 IU/kg ¥ THiEAIHE) . PK 7 — 7 — NEHIMHFRIEICI T 285813 80 [U/kg/[ElIZ 8 2 ¥,
FVIIL B— 2 L~UL73 200% % #8272 OV THEERE O % 0 PK IZ)S U T FVILTIERED -7 7 {H
% 3%LL BICHERF T 2 B LB Lz, [EEMEESMFRIERIC VT, —ESRF B Ao
ABR 3B v iR L7256, KVIRWERGEHEZRIRAGEE Lic, 1EBREO®H 5 12~65 WD HE
FERLIM A A BB Zxt8 & U B AN R ER (PK 7 — 7 — RE M e ik, 261303
HER) I2BWT, FVILIEMED b 7 7l 1~3% 2 MR 2 BB L O 8~12% & #EFF 7~ 558
IR Z R E LTz,

IO ORBAERNG, BEORIEICIS U T 1 EHAE 1 kg 4720 40~80 EFEHAL A 3~7 HIH
RCHEGEZITH VY A ORNMEPHER I, £72. 261302 R M V261303 RO WTHUIZ
BWTH, B2 BTG L L CH 2 B A28 2 2 8E TG LEGAICB W TEEEDRK
RTRO LT, Flo, 1 EUAE 1 kg ¥72 0 OG- EOFEEED 60 [Ukg 22 TWHET
b, BEMEICIEIE R ARMITRF Th o7,

UL EOFERNS . BEOBRRIRELTET L~ S U TR L VAV ARIRT 52 L2 EE L,
TEMIICR G 256 @E . AKX 12 L Eo/NRIZIE, 1 EHAE 1kg 272V 40~50 [H
ESHAN 2 2 [l 59528, B OIRIEIZIE U, 1 [BYARE 1 kg 24720 40~50 EEHALZ 2 H
MbE, 1 [EAE 1 kg 24729 40~80 [EFRHENL 4 3~7 M CHETE 5, 2L, BE5MHEE 4
~7 HREMIER T 25615, —EHFELAFES b\ 2 &2 R0 5 2T, 5 HHREKRS
FT, EHIT7 AMRHEG £ TERENIER T2 L. ERFELT,

<FHE 12 R >
IRIEIED & 5 12 AR O BRERMAR A O/NREF 2 %15 & U= IR AR RER (261202
AR TiE, 261201 3B & FARIC, Hi= Y — RO U TASE 10~60 Ukg 5
TH, ELTWEZ e, 12U EE 2R E CHELOCHEZR —& Lz,
EWR 725 512DV TR, 261202 REBRICB T H2HEICESE, o, LU A7 & E LT 67
~80 [U/kg £ TOMENMTHOITZ 6 il TLAMICHBEITERD bivieho Tz,
TRIEIED & 5 75 LA T O BEAEMMAR A B 2 xt5 & U7 B IR E R IL R ERARRER (kkif 5-
B, 261302 3BR) 1238\ T, 12 mATH O [ E ) SE B SRRk IC 3 1 5 B &I 50210 TU/kg
(80 TU/kg & CTHARFIRE) LRYE L 7=,
IO ORERFERNG, BEOWREBIIS U T 1 ENAE 1 kg 472V 40~60 EFEREAL A 2 HFERE, 1
[ 1 kg 24720 40~80 [EFSHALZ 3~4 AMIE TG 2175 L VA L OAMMENHER Sz,
Fio, BEHEESMATHEE, PK 7—7 — FESHARRENTICEB N TS, B2 BB 25
BEREDEFAZHOWT, il 2 [MIELF O & il U758 O RO EITFE O b o7z,
PLEZEZBE L, N2 Ao/, 1 EKRE 1 kg 24720 40~60 EFREAL 2 H 2 595
2N, BEOREBIZG U T, 1 EHAE 1 kg 4720 40~60 EBHEA 2 2 BRI, 1 AR 1 kg %47
D 40~80 EFEHNLZ 3~4 HRfRCHEETx 5, 7272L, EHHREEZ 4 BMRICEE T 255
. —EHMHLARO bNNWZ L EHRED O X TR T 52 L, ERELR,
(Tv.5 ()BEKREEHER). TV.5. (O1) BUHRIRER) LV TV.5 (b)) BFE - fREERIGHER
1) FBIAERRRER ONIE, WA ) oS
VEE : AKIORBEROHRE TRAIZ R ORI S mL CHfR L, SHRCEIRNICIET 5, 708, 10mLA %8272\l ©
gﬁ??@éﬁl@%tﬁ1&@0E@$&%&5ﬁ5ﬁ\%%@%%KWUT@E%ﬁTéo
EMIRNCEET D0, @, AL 12 Lo/, 1 RIRE 1 kg 24720 40~50 [EFSEAL 2 2 B 532528,
BEORIEIIGE U T, 1 [BIAE 1kg 24729 40~50 [EFSEALZ 2 MG, 1 [BHATE 1 kg 24729 40~80 [EFHALE 3~7 HIE
WCHETE S, 7L, B5WE 4~7 ARMICIERT 23800, —EHIRHm R0 SR & 2 /E8D 5 2T,
5 HREINEREG-E T, & 5107 ARIRRY £ CRIENICERTS 2 &,
12 AT/, 1 EHATE 1kg 2472V 40~60 [EFRHEAT 238 2 [0 592503, BEORBIIE U T, 1 [EHAE 1kg ¥/

1 40~60 [EBEENT A 2 HFRR, 1 BUAE 1 kg 472V 40~80 [EBESHAI % 3~4 AR CRET& 5, 72720, &EHREE 4
ARPRICIERE T 25418, —EMMHmAERD bNRNZ EEHERD S X TIEETHZ L, ) ThHD,
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. BRRUVRAEICHEEY 5T

1. BERUVBAEICEET EE

1.1 {KE 1 kg B720 1 [EHEEEA (IU) OARJZEETHZ L1280, mEHOEVIR T 1~
2% QIU/MAL) ERTHZENRAEND, HEEITLLTFOAERIZESWHTHEET S
Z L,

Vg [IU] =1KH [kg] X VIO BAE EAE [% E 1U/dL] X0.5 [ (IU/kg) ~ (IU/dL) ]

7.2 BT 28540, HIMOREICS CTCTFRO BESVINF L~V 25512, {Hx
DIEFNZ BN TR G BER O GHE 21425 2 &,

HMFFICH T O REERVRSHEENDRR

HAZ VA 7 L~ v Beha

L DFERE (% 31% TU/dL) (IU/kg) BBIE
(X950
R0 BRI PN L, RS 0 5 PP L 20-40 10-20 zg%iizihm
5 FE D 171 J7E PN HH if
MR
FRASEE ORI L, A RPN H i, 2R 30-60 15.30 12-24 FEfF &I H
7o/ K0 RE BN, & OBER MAERHERE T
DIME
HE
WHALE i, SEZEN ., MEFERN I,
WS o A 0D L ST 60-100 30460 ;ﬁgi;i“mm
Bt NEREEIZE S IR HE AT FE PN O Hi o
B, SEEHIME

) WE., 50 IU/Kg #5-C 100% (IU/AL) OFHEVIAF L~V EREBRIAEN S,

1.3 JEAWNHNAEN T 25613 Fily - LEIDIE U TREREVIA - L~V B2 o X 5 Ic#H
RN ORGHEZHET D2 L,

BAMABAICE TS REERVREHENDRR

; WL 72 BEVITA - L~ L Beha
i $H B
o (% X% 1U/dL) (IU/kg) BRI
INFAT 30-60 1530 8-24 Iffi]F6 = I Hifn
it =k i i Mk E T
KFHF
8-24 IX X\ ZANE
TN, MEE . MalEPN o T, B8 80-100 40-50 ‘ TS Al
" . BlET
i Al

1.4 EHI 250 HE R OHEITEE OEYERE, BEOREELZZBREL QRETDH L,
ek, BEHRRE 4~5 AR, S 512 6~7 BRIRICIER T 52854 1%, #5F O GREIC
BWTHEIT 6 » AMBREHMRENZE L TWDZ L E2MRLEZ D 2T, HERRBERED
AR NEO) 2 G & A EEIHRT 5 2 b, E7o, WGRRERZ IS AN L7256
W, O HELROHEOE R 2 RFT 52 &,
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5.
Q)

R ER BT

BRRT—2/1\yir—o

STF 4 A Rl >

X
s Phase GRS PIE FHEHD
% IMAERLR | - aimE - AR A BE* (FVIII<1%) | H[E#& 5 E %O BREME
ERRRBR (AA | - FERK - 18~65 7% K OV MO FEAM
KOs s BAF—— | < 196] (HAAN2BlEET)
(261101 #Bx) - FH R R
O /MAREES | - A& AR A BE* (FVIII<1%) | ARH O E M B RER
I [F R OR B BR | - 2 TRUREE - 12~65 % & H I RS A TR R IE IR LS
(ARSI | - FEEMH <1386 (HARN 1L FlEETe) | B31F 240 H = ko
B (261201 =ERr) - AT HER] L b
i - Lk LRI
% | HIARERRE | - A& A A B (FVIL<1%) | A& % & Sk &
B (4t - ¥ - 12 R LTl 2 [EEE LB
(261202 #ER) - FExtHR - 66 151 OF VI K¥A et
- HEM 2 — DIEHLHR % T
HIFE G R | - A& AR A B (FVIII<1%) | /M RHR B0 E % 3% 1
(o) - HiBE © 2~75 R AT LEREEMGEL, K
(261204 &) - EEM - 15 41 DA BT R VRt
- Sk AR % et

*: 150 ED (32 5-H) DL EOZE VI H1-RAIOER 5RO H 5 A 0H A BE
#* 1 6Ll I 150 ED (4% 5 H) BL L. 6 kA% 50 ED LA L% VI K+ B o # 58888 D & % ML AR A B

<HEXOHEBMEE 202346 A) >

X R
N Phase G PSS FEHR
5 MAHE B | - Al & - MACH A BBE (FVII<1%) *| EWHIFefs & 0=
BRRRER (AA | - EEM < ISTRLAT Y — NIZx$ D 18% %
T 04} - ZhERFERER | - 216 1 (AARAN9BIZET) | HRE LI-AAIDZ 4
(261302 7X5R) KO O FH
FE | BEIFHERRARBR | - A - MAF A B (FVII<1%) **| FVII {&MED ~F 7fF 1
il (Hgsh) - mAERAL .+ 12~65 5% ~3% 1K) 10% (8~
& | (261303 #ER) A=t - 121 41 12%) BIEL LR
B + Lk L [FIFER Hicksd PK 77— —
REMFRIRIEDFZ)
M K OV Ve o Bt
AHlD PK K OS2
2T A —H O
M AH R PR 3R | - A & TRREDRRWIAR A BE | KElOR2E, HRER
% | () - EER (FVIII< 1%) PE R OV 2P O FEAT
% | (261203 RER) « Sl LRI | - 6 AR
- 59 43

* AT R RBR D D OBAITHEA . b L IIAFIOREEIN 200 6 5L 1T 150 ED (EH5-H) Lk, 6 Mm% 50 ED
PA L8 VI KA D 538 0 3> 2 A A BFE
** o SEATHRRRBR ) O OBATERE ., b L IILATHARR) L OBITHEE LIS TIX 150ED (E#E-H) LLEOS VI K
TF-BUHN DO 5RO B 5 AR A B
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(2)

B PR 3R T S BR

5% 1 tAERR L FERREAER (BAR VMBS (261101 FHER)

BT A | B L i E S HEERS 7 v A A — =/ F R R

FEHK BRI, A A v BERG L OREFRMEOFHEIC IS < HElk 5 E% O 2
P R OV 2 ME O AT

x5 EIERM AR A (FVII<1%) DIEEREDDH 5 BIEEE 19 4

TP E % VI R4l 0F 5% 150ED (Ei5H) LLESIT 72, IRWRIED & 2 B i A%
A (FVII<1%) DORAFVEEE (18~65 %)

ESpANIAS-R c A7 Y == BT FVIL ST 54 e EX =R SN BE (ReRAFED
FA AG L ZE T 0.6 BU/mML LA E)
‘FVILIZHKT B4 b BX—DORERBNH B BE (RERAFEOFA A7 UEETH
fili73 0.4 BU/mL BA |, < 2 #ETlE 0.6 BU/mL LL L)
T ANIAND AL — R 7GR PEG 12 L CRERN O B IR AR UE 2 A9 5 B

N Wapin [2hR— k1]
3083 1Ukg DAV A7 bay TAT7 7 a&kbE%, 2 HRO PKiHEZ1T 5, ZD1% 4
AU EoRERIR%, AAEOARFZEEG L, 7 B O PKFIEZ1T 9,
[z2FR— 1 2]
F—BE=F VI EERCEDaR—F 1 OTF—F DV Ea—LUOUERE, ah—
k2 OBRE KL 60=61Ukg DV Y AY hay TAT 7 E#EE L 2 HEO PKFF
MiZ1TH, 2dR— b 1 &EBRICIREBMZ R 2%, AAEROARRIZ#EL L, 7 A
» PK ##HliZ47 5,
AFZ B 55, K2R — NOEBRE O [3 B, 2 BE%EOVERRKE T ki (4
B4 BH) ONSAL ZNAYA v MIRF R CIMIRA LR O A REFMIC BT 2
A, WNCHEER] ZHEMNICHER L, 4 B4 BRICKEWREDO RS Y —= 7
i & IEBRIK TR OMAE 2 Leils 5 2 & T FVIL IS AA AR O, v e E
Z—, WONZHEBRIE K Y PEG (ZXT T 2 &G PURE i~ SR E s Hid 5,

FEAT2E (2o EHFGE H ]

>  ARHKRONVI AT hal TAT7rEESE 4 B4 BETICRBLLZEEROIH
HBELAESRS
(A B RE O R EEATE A ]
> UTORIZA—=ZIZES>TRARONY A2 hay 777540 FVIL
IR E R DT,
- P55 MR RKIER O R B — e B AR THEfE (AUCo...) [1U-h/dL]
- B 5% 120 RERI ORI #E A (AUCo-120n) [(HEBRIEOD A [IU-h/dL]
+ AR [hl
- SEHRE RS [h]
-7 V752 [dL/ (kg-h)]
- BRI 22 o [EIN S (RERENNEE) [(Qu/dL) / (IU/kg) ]
- EFIRRED BT EDOSAAEFRE (Vss) [dL/kg]
- R RMAEHIRE (Cmax) [TU/L]
- e R ERERRH (Tmax) [h]
(22 IV B ]
> BHEEZROZBENE (RBETRIS, A Z YA o R OHRRBRELS & 2 FHh)
> ERNM (RBRER % 424 HET)
*FVILIZXT 54 B B — (RERFEOFA AT VIR
- RAIOEFEA PR
SV F T Nas TAT 7 OERESPUE
- Hi PEG Hifk
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)

(4)
1

BRI ICRO DNIAERERII VY A2 bas TAT7 7 #5506 KA 5/

FETTIH158% (3/19 1) 3 (301U/Kg &f : 245, BRIR RBIREBA 1 . 60 1UKkg

B OE 1), ARG TIE31.6% (6/19 ) 844 (30TU/Kg BE : ML, SIAFHZ

FRERY. RFTEE. BIEIRA 1R, 60 TU/Kg B : B8 2 1. A 7 R

B CTholo, B2 HIARAERE | HITRO LN, WITNORERESDL

TRERIE L OIREBMRIIEE SN, BRI TR OCEERAFEFRIIRO LN

Mmool

FVIILIZH T 5 A > b B X —DFREAENRD LI HBRE T 220> 72, FVIIL & ¥ PEG-

FVIIL 23 255 AP, RERFICB ALY X7 has 7oA77y RO/ i

AR OG-/ o O 544 M S AL7c, AAIF 541 PEG 12X DG HUEDFEELN

D DT PIRE TN R o T2,

BRARIR A A LN A X N A AW, Fe G B 2 iR EE KRB 38D &

o,

AR AAN SN CTARFIN G S =00 19 61 (30 IU/Kg Bf : 9 i, 60 1U/Kg B :

10 4) Thotz, AFES 4 HLIPICHmAZED Sz 1 FlZ2ER< 18 §i TR A HE

RERMERET — X NG LN, VU AT ha s ToT 7 LB LT, AR ORI

14~15fFCTh o7z,

AENOFBNI A7 vaZ TaA7y L0 bEWEREER LZEB L, A s
[h]. TDw2 G3AAR=) * [hl, SR R [l SR A i i BE 255 (Tmax)
[h], $eht% MERR KRR O R — R d R T (AUCow) [TU-h/dL], #RERY 70885y

EU%E (FIEER=R) [QU/dL) / (QUkg)] Thotz, iz, AFOHBVY A2 k=

7T TNT 7 0B RCESEEA R LEBIL, 7 V77 A [dL (kg-h) ], EHREE

DRI LS AR (Vss) [dLkg] Th otz

* o iR DAHERICE T 5 o /B (S0AAR) 1ZHSUT D

RERERAR

MR L
FRELRIERER
BN MEIREE A ER
OFI/NAEREREEKRRE (BARRVES) (261201 KE&R) 2+
BT A | B/ i & 2 0RERE S FEER L IR R WATRER I & gk 2L R 3R
FEHM TEBAFE PR 2 S\ 7oAk & iRl Fe 1 2 52 U T kB O AR T HE Il (BT oD B
PSES FREAMAIR A (FVII<1%) OREEOH 5 BHEERE 138 H (THIHETEIER 121
Bl R TR RE 17 451)
TR BRPULHUE - 12~65 5%
- BERIMAR A (FVII<1%) $
- MHEE SR EE VI K (pdFVIID) IEE s 2 55 VI K+ GFVIID ®HNZ LD
RN IS5 H%0150 B (150 ED) ULk
< BUE, & VI E AN X D @ 5 el ST i Rl R 2 21 T b
<HIVEMETH D, X HIV BPETIREENZZE 2> CD4+Hifia %k 200 {#/mm?3 2L _E
- HCV [&tETH D, T HCV BEDGEIIRE L BIEFRORETH 5
ESpANIAS-Re “FVII A Y EEX —OREERH D, XIIAT V) —= JIREETHRAERRDLND
(FA A5 2B THM 0.4 BU LB XA~ X XYL 7T 0.6 BU BLE)
c VD ANINL AL —HE T 7 PEG, b L < IE Tween 80 125t L TEEAIODIE
WUENH D
< AR A LS OB RMEOTRRKEO 1L EENH 5
- > PEG LA ZBIfEM AP, kol (30 HLAWIZ) A L7z
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R 7 1k AF| % 455 TU/kg ORARETHE 2 8] 3~4 HIZ 1 [B]) ERIRNER G2 EHH T miERE
SAIAA % 10~60+5 TU/kg O HE THEARNEG-3 2 il i FERERE O W T4
B YW H, PKILMIL. FEMBE (12~18 BRI 6 FILl L& &t E it s
ST 28R E 25 BILL RISk L CERT S, KT v Y — ROIRERIZIIAS & A
%o IEMIBIR DA NI DOV TR, 4 BEREA R E R B &2 H W T = & — FITxt
T DIBFR Y2 T 5, AHI O I AL S i Rl Fo ek O M a4 554 |
QWKL A, FEERG A 10~15 Bk, 3 » AL OVRERIE T U Ik kBEiz, &4
PEROEIEDOFTMEAT 5, TRBRIET I kB, SOED LA EXiT 6 » AR (2
WD) (WFhEWS OB (272 EHMAEREK TH, b L6 » AR (+
2 T8 27 D MR FRFERK THRIIT 5, EMMFERIER O PK FEAMEER O #E5k
Flx, WRBRIE T UTH IERBE O BN AK] O PK 71 2 FE T 5,

* Ikl R DA ZhVEREAR AL YE

=)

BARIF 50D Zr THEIR OB & M7 i 2 B OV ifn o> %8 O 1
) & (1 FEAR. T M ONBERI P H i e 0> 355 1 X B i P )
(Excellent) BOHIPR) OB S EmN S S iz, Wil 28425
1A% 72 DITIBINE G- O MBI T2V, R ML OMERF D 72 12BN
jpazi] BHLTH, ZORa73EEEZIT 52 LT,
_— HA A4 555 (S8 OB IR M OY S HA 1. o> BB O 1 e o> e
(Good) ERH LNz, PlOREGEEZB LTI 2 B Lok
HGEVBELTHHEAERH D,
P B[] 48 - 1 IR D BRI 0D SaA P J O UM JEE 722800
(Fair) T O i O BEROAE D & DREE O UEN A Bz,
LR EESDLETIZ 2B EORG2MELT S,
2 HH if. oD AR g D BB IS B e 3o T SATSEIR 23
(None) b,

HILIERE OO Db 5 24 B4, A2 vy T34 X THEh) SHE

SN OIREE R & ER LT,

FEAmE (G2 o> =AM TH ]

> AR EE

LRI FAmEE B ]

> Bk

- B EE N v 72 o 72 BEOEE (o, BN, B 24/RE AR iz

S TR

- i OV IZ T & Sjui- % 5Bl

- HMLVAIRIZ I 1T D ARHI DA R &

> wet

- FEFERROEELRAEFRORGE

s N BN A U ROREIRIRA T A —%  (IIRFRIRA, iRAE TR A KON

e D%k

CSIEIRPE  FVILIZH T 5 A4 e X — (RNERXVEDTA A7 UAE) /FVIL K

# (PEG-FVIID) KU PEG IZxtT SifEaHUAk,CHO # v /37 BIZTx$ Dt Gk

> IEME)RE

R AFIORER ORI TARAIZ BT ORER 5 mL CHfE L, SARCERIRNICER 3%, 7035, 10 mL/2y &8 2 72\ il ¢
HEATDHIE,
W, 1 EIRE 1 kg 2720 10~30 [ERRENI 253203, BEOREEICS U CHEHEHERT 2,
ERNCEET 2856, W, AKON2 5L EO/NRICIE, 1WA 1 kg 272V 40~50 [EFRHAT A0 2 [BHE G223,
BEORIEIISE U T, 1 [BYAE 1kg 24729 40~50 [EFSEAZ 2 MG, 1 [BHATE 1 kg 24729 40~80 [EFHATE 3~7 HIE
FRCIRETED, 722l BEMRE 4~7 AHRIERT 2561, —EHIRIEMISEED B2 & 2D 5 2T,
5 AR G-£ T, 5127 HHFER G- TBHICERT5 2 &,
12 AR/ NRIZIE, 1 [BIARE 1 kg 24720 40~60 [EERHAT A 2 [ 59503, BEORBIZS U T, 1 [BHAE 1 kg M7z
0 40~60 [EFREALZ 2 HIFRE, 1| BEIARE 1 kg 24729 40~80 EFRHAI A 3~4 HRMRECTREG-CT& %, 2L, &5HRE%L 4
ARBIER T 25618, —ESIMHMmMATRD N2 & 2R 5 L CIEETH 2 L) Tha,

19



A AER LA 2B O ZIE A 2 ARE L le— A LRIEE T V&2 H W TR Lz,
F 7o, TR & ik U CEERM M MLE O EEMED 50% L FIE T35 2 & &2 E
WL O & BT Lz,
HIVAFRIZ 31T AR O AR, I 63 2 AAI R 5% 24 BERIFFIZEEME L, A%
PR B 2 VT T35%h) U3 TE%h) SHE SNz g & eh & % Lz,
7k, FEFMEEB 1L FAS* (FZAEHT) &Y PPAS** (FEBOARAT) . RIVKEHAGTE B 1%
PPAS., ZRMEIXZ MM I GEER COMPTERZ 7R L, FEMITIIIARFN L HE
WA SRR UL B L R SR IE 2 AT o TR B DA EED DL Z L & L,
ARFBRITIE 159 BIABEGR S, EYIH ARSI U Rl R REREICE 0 T B h
TR 138 5l (A2 V) —=2 ZHWIMAFIZT F_A baDHFE L2 1 flEt) &
FAS & L., AAlIOE % 1 [BILL ST 7B 137 B2 22Tt G & Lz,
72, FAS O ) bRBEHMEZE L CREREOEFEEZTHT, roEnar 7747
VAR LT 118 B (EHIRFefRERE - 101 B, il Rel Fomevs s - 17
) % PPAS & L7z,
TN . RTOREMEITIL, BRI RER K OT KA N R2MERT 545
MR T L7z,
M ARAEERZ IZ OV T 7 7 A — TS HRTE SN TOARNA, BB TIRE &
NAHREHRE (GEESER) ©, FRREERICEASHEORMELZTTVEZ 0D
BT 5,

TEBIER

SERAEGIEL: 1596
RIU—Z VI RiEE: 216

A AR ERHTRA A AR M TR
10041 384l

....... 1761

PKAIEISHE: | .
TPRRA B KD
;ﬁ TR TR WM TR AR
(45 |U/kgiE20Z50EDE EFTzlE61 HE) (10~60 |1U/kgZ=6:1 /™)
12161 (FAS*) 1761 (FAS*)
Bip |,
1261
=THl PPAS™
1096 1761
PKEFIE: -
ST | TE———— .
228 *BADRATHRET
*kFOMI—LBSHRE
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(A0 D = HEEGIE B ]

> AR EE

B KIEATRIGAER (FAS) (236 2 EHIH TR AR O 24 (CF) O R E H)
1% 4.3\ (95%(FHEXE [95%CT] : 3.4~5.5) T, HMLKAEFRRERE 43.4 1] (95%CT :
252~74.8) TH Y, MERICHRRZENRD bl (p<0.0001, B O I A HEE
Liz—MAbET v, 4B Lo pfH),

FAS 12451+ 3R MEY (FHOSETE) <EN - BHT—48>

H L EBAL JRUR EMFRIRIERE (120%451)) H M Rpl FRFERE (17 651)
A TOHm 43 43.4
BAE PN HH i 1.8 34.7
FEBAE PN HA i 1.8 6.1
B K H i, 2.1 26.0
AME H i 1.6 14.9

* o EHIHRREER O R R OMATEN] (FAS) 121 BINDARFZHELG Uo7 1 HlEER<

7'm b a— G (PPAS) 12301) 2 E Ml At O M fu 15 oo s defig (1Y
SNCEEBH) 1 1.9 18] (0.0~5.8) T, HIMBHHFEER 41.5 1] (31.7~51.1) TH Y,
MR A B R =0 btz (p<0.0001, A O “IHGANEHE Ll —R{ILBET
b, 4B Lo p fl),

PPAS 128514 2 ERIHLMEIS (psrfl) <P - fob7—5 >

HiERAT UK EM R EEE (101 1) H R FRFOERE (17 651)
2 TOHIm 1.9 415

RAF PN if 0.0 38.1
FEBIEHPN H if. 0.0 3.7

B AR H 1 0.0 21.6

SME HH i, 0.0 93

FAS KON PPAS @ HARANGERE 11 6] (BE M FRIER) (23800 2 F MM mEH o
HrfE (U4 ACfipe) 1% 4.0 BT, SEHfE (SD) 1d4.0E (34) Thotz, ™

XK ARNPERE IZHONTIIT 7 7 — T T ICERIBUE STV A, BER O TIRE S
NHFRERE (EHEENER) T, FUKREERICEAETBEORBELZZITTND I EnG
Yol 9%,
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[RIKFEATIZE A ]

> Bk

c e AP e iz > - BEOE &

S50ED (F#5H) LLEXIX6 v A ORBHIHICH T, HilE#EREr o7z BED
FIAIEL, PPAS O 2 [E#2 512 X D I B IERE TlE 39.6% (40/101 ) ToH -7z,
ZhUCx L, HmE SRS OWBRE S 17 FlTiE, RESR I HLARD b
7=

PPAS DEBIMAIERED 5 6 BRI I/RE AR i & OCBEfSANHm AL w57
BEOEEITWTNY 57.4% (58/101 5]) TH-o7z,

ARABERE 1161 (WI b EMH ARG IO T ERD € v OWERFE 1T 3
BlcHot, *

- i OV IZ M & Siui- % 5Bl

PPAS IZ81T D HIL= &Y — K 518 fRIZxtd 2 AF O GO NI, 1 Bl 85.5%
(443/518 14) . 2 [E123 10.4% (54/518 1), 3 [EILLEAY 4.1% QQUS184F) TH Y, 1]
SE 2 [EIS D 95.9% (497/518 1) & H T,

AARNERRE 1161 (W3 b EHRERER) (B L 13 ooy — R
5B ARFN OFEEE OPERIZ, 1 E2 923% (12/13 48, 2 [ 2R 7.7% (1/13 #F) T
ot *

- IR E 1 B AK| oA

PPAS IR T A HIM= Y — R 518 i L TARAKE SN, 2055 219
(42.3%) A TE#h), 279 1F (53.9%) 28 THZNI, 154 2.9%) 2 [RLHER) ., 314
(0.6%) 2% THEZh), 21 (04%) 23 TRH) Thot, ik 1 EdHiz ) o5 EoH

HRAEIT 29.0 [UKkg TH -7z,

1 3h R (PPAS)

2 TOH RAFPN H if FEBAE PN H if.
TR L= i3k 518 1 394 ff: 124
1 [5] 85.5% 85.8% 84.7%
HEE g 2 [A] 10.4% 10.7% 9.7%
it 95.9% 96.4% 94.4%
A PEREAf E ) 96.1% 97.0% 93.5%

HARANGERE 11 B L BFEOHmM= Y — FD 55 1218 (92.3%) 25 4]
CHIES N (I RAEERE R L), K

MHARANPERE N OWTLT 7 7 — T RITICFRATHE ST TWRWR BEEROMD TIRE X
NORHERE (RERMHER) ©, HEAREERIEEFEEOBELZIT TN b
BT 5,
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> Belk

c FEELROEE R EFRRORIR

c NA BN A R OEERRAE ST A =4 (MEFARAE, MIRAELFEARE & O
B o%1fb

AFNZ X D1REE 1 BILL LT 7= 08 E 137 B (ZeMEMAT T GER]) (23T, 76
(5.1%) ICEIWER RO bivlz, E72EWERIZEER 3 6 2.2%) ThoT,
BEREEFERIT, SO 3.6%) CEMMFHIERE  AERMEETE, Fhaadr. il
PIHA L, AN WA 1B (0.7%) . I RERf Fe I RE « iR G OHE & 11 5 wikiEs
BB (0.7%)) IO BN, WTNOBEERAEEER LIRRIELE OKNREMRIX
PO BTz, BRIFIE, RN GWE 1 FINET TH o723, F 0o 4 FiliXE
HThoT,

BRPILICE ST AFEFRIL4F (2.9%) (ESMARERE . BEW. HRmtin, k
BetE BT, CBUAFRFIRE 1B (0.7%)) IZRD LT, 728, CRUFFRFRITAHA &
DI B 72 BEIIRRD 70\ EHE S, EOMOFLRIIAHF & OBEIFED Hied
>77,

BRI I 16 (0.7%) (RN I /NI 320 7= a3,
AH| & OB S 7 BEITFRD 720 EHE S vz,

AARNWEERE (22 2VEfAT R SUER] 11 §1) ORIV T, IBBRBIFE . 63.6% (7/11
B I R FOEEFERBEO LN, BERAEFZIIMHANHM 1 F 1 TH o7,
ek, IREBRER L ORBEBRBGE SN AEFRIIEL1H 1 THh o7,
AR OBGIZEET 5 LB LN L BAMRE (MKFRIRE., MKECFRIRER )
NREMRA) T A —H NA XY A OELERITRRO bhienoTz,

- S M

HEWIMA®mL T, FVILICHT 54 > B EZ— (0.6 BUmL LLF) OFEIL, 50 ED
YA EORFR GHERE 96 il A E D, WTHOEREIZIB N THERO HALRD o T%,
FVIII, PEG-FVIII XX PEG IZ*} T B FEetED & A FEAFUARDOREIUL, WThoWkE
BN THRD LR o Tz,

CHO # v\ VBT T DRl 0 & A FEATURDRBIL, WThOEBREFIZB N TH
D BN T,

(kT T4 )N PyBEFIIC 18, BEELRERMTE] LV ik

8.2 MA DI P IHEEER S VIII K FICkT 54 v e B4 —RN8AETIEZENND D, Ko, MEEEES VI [KF
RIFNC L D AHFRHER L% . B 5B 7R Gl TSR EBR ka4 o bei i ) SRR EH U Tl 7ok
EEZTIERHICA e B X —DELLT NI ERMBNTND, AFIZ#&E L TH TE L IR IE
NIRWVEARITIE, A v B EX—DRAEZED, BIESSA Vb EX —DOREZIT O 7o EEBRS IS L, @R
W4T H Z L,
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QFE MBS

RERER (PK 7— 35— FEMMEFAERER, \/5h) (261303 :HER) - °

AT A v

IR, Him & AERAL FEE R Shiax 3L [F, FRREAER

HAY

RIRRED & 2 EEM M AR A BEEZRISR L L, AR Z BEEORR S 2 DO THMFE
5 (5 VII KFEMED BT 7l 1~3% : FEAEIRIERE. 8~12% : SRILIGHREE) T
5 U720, PK 7— 7 — REMRFTEIEOFIWER L2 EZFET 5,

RES

12~65 ik CIREIE O & 5 BEAER M AW A B : 135§

EpPILUE

< KATEREREEN > DBITEE>

« RFN O E I FERE T H MR FERIEZ 2T TRV L 8 12 » A M OFER e
s 2 [|LL k-

< KATEREREAEEM 5 DIBITEB LS >

* A7V == TREOFEED 12 %L b 65 LT

- EIERU AR A (FVIIT<1%) SUFEAERIM AR A lC—%T 55 VI K1 O#EE T
EERENDH D

- MAEESREE VI K7 A SUTE S TR 2 5 VI K7 8A1IC X SIS 150ED
PLE

- TR AT MR AT C, @ E 12 » H M oER B 2 B2 ET
B E=Z T T

« A7 Y —=2JWB® Karnofsky D/X7 F—< 2 A A7 M 60 LI E

ERA T4 S

<EITERERHEBLHI S OBTEE>

B VILRFA e EX—DOFBEND D (T4 A7 25 THIM 0.6BU B L)

- AR A LIS D% RN M e R 5 D 32 W IR 23 8> %

- REES 35kg SR X% 100kg

< I/ ELAY 100,000/mL i

< KATEREREAEED 5 DBITEB LS >

B VIIKFA e X —ORBEERHDH, TR 7V —=2 ZTRICEBPE O b
% (A AT U ZEETIME 0.6BU LA E I3 A& TR%ER 52 itk 2 ek B o L VEE CHIE)

- MR A LIS D Je KM X 34% RN o i ik e i s 5 D 32 W IRE 23 8> %

- REES 35kg SR X 1% 100kg

< I/ ELAS 100,000/mL A

c T AIANDL AR —HRH I E . PEG, b L < % Tween 80 (25 L CEERIODIE
BUEN H 5
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Rk PK%M($ma¢SRWg$@&5)%K\ﬁ%%%vm@%ﬁﬁ@ﬁﬁbﬁ7{

~3% & UT-AZWETRHERE T 8~12% & LTS bR 10 1 TEEAIC DHT
%%%f&K%%LE&QE&U&Q%ETPK?*?*Fmﬁﬁﬁﬁ%%Uﬁﬂ%
GRERATY: 6 0 AT - TRIRFHIEIR . BB 6 » AWM« FE 2 FAA o MHE#H
M) Ehad 2 &b Ui, b, EERREELKORLIRERACRIT 5% 5 HIEIZUT
DEEBYTHD,
AR (58 VI R TISHEO BE - F 7{H 1~3%) -
A2 EEE (BSMEE 3 AME 4 BRIOZAER, I35 Al ET5)
- 80 TU/kg B 2B G-BMERGA . XUIE VII RO E—27 L0 200% L E
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BE - RAERIRER
FEMABBERAER (MR, B0 (261202 3£Ex) ©- 9

RERT YA | U mim & S IERIRIEERR B ek A R

FEED FVILIZT 24 v b B —DRBREOFHN (NERALVEDTA AS VLT 0.6 Nk
2 AL (BU) LLE)

PSES FEAEAIM AR A (FVII<1%) OIREREOH H/NREE 66 B [ KON R RLEM
(FAS). 6 %A 32 1511, 6~12 mAiii 34 i)

BRI - 12 AR
< FERIM AR A (FVIIT<1%)
- IMAE SR EE VI K (pdFVIID) XIS % 55 VI K+ (FVID) AN X2
TRIEEDY 150 ED LA (6 miARmiid 50 ED UL F)

SN Re “FVII A Y e X —ORERERH D, XIAT )V —= U TRETRAENREO NS

(FA A5 28 THHM 0.6 BU LA _EXIEA~E 2 XL T 0.6 BU LLE)

c VU ANINL AL —HK S 7 PEG, B L < (3 Tween 80 (ZxF L CEEEI D
WIEN B D
< AR A LS OB RN RKEO 1L M EENH 5
- o> PEG LA ZBIfEM AP, Udhal (30 HLIWIZ) A L7

BRI AR CIE, 6 Rl L N 6~ 12 BRIM D 2 DOER 2k — M ERE Lz, A#FI% 50
+10 [U/kg O HETH 2 BIEFRNE G925 EMEFREEE 6 » HMSULX 50 ED 725
EFTOVTNNENTOMMERT 5, PKiHMIIIEERH=A—bL0 14 61 GHEAT
Befl 12 ) ICEET 5, et Y — FOIRRICIIARR ZHEH T 5, LiiEEiL, 4
B SR E R % AV CRE 9~ 5
CHO 7= A8 (BHEMZ2RHM) (oxh+ Dk 7 v 7 U UAEEHUE (IgM, 1gG, IgA).
A ONTH VITT K-, PEG KO PEG-25 VIIT (A F-12%Hd % IgG FLiR KON IgM ik %, %
LPERER] &7z ELISA {2 W Tolr 5,

FEAT2E [=ZEEAME A ]
> BVIHIERTIZRTHA4 e X — [(RERFEOFA A5 85T 0.6 BU/mL LA

k) oRHEE

(R EEATIE B ]
> HEpmhhe
> AR

- R EE (ABR)

s KBS Y 1 72 o - BF 0EE (ETotii, B Hii, B 8/RE AR
Oy CREA)

CAFNOBER 1 H AR EHTZ Y OBRERER A ERR RS &

- ILIfEh RS D DICHEE & S 7o $ GRS O R VS 2R R DR G0 7 Lk 1 20 2R
HIE (HMAFRO 0 O EH 5 24 BRI, AOMEREmEEAEZ FV 13850 ad TA%)
EHIE SN i OWEFRZ ) & ER Le, AMEREMAYEE TV. 5. (O)1) B EREIEHER )
MR OEBM)

< L 1 B3 72 0 OARFI O R ERR R 55

> ek

CHEFELORH (EET LAX—KG, EEESRET)

- FVIIL, &#|. PEG KRN CHO % > /7 It Db AHiiE D H
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it

#r

Tl

8]

et 5 VID WHIcd 254 v e X —0%3, fEEbiik (FVIIL/ &%,/ PEG,/
CHO # > /X7 BICkIT5) O, BEOTVAX—IE B : 77 4 TF T —K
W) RO G OB OV CREL L 2R E B R NE 0BG Z I Lz,
IRMBIRE : IERIBIRADRETNVEEZHAOCTRE 2 L— 3 > PK BT 2170, #&5R
B A RHEEVEIC X0 BRSO PK /3T A — X ZHEE Lz,

A AR LR B O TIESA EABE L — AT T L A TR L7,
ZOETNATIEY 7 BBk Y oo BEE v, ERE U TERBIE O R &
VR Y == ZHEOER (6 mARll/6~12 RARm) ZET/VITHA ., BIESIRH
() =47y MAL Lz, £/, kiLE BR & Lz BIMEFOIEHEIZ IS 1T D AR/ 0
A R L7z,

E. FEFMMEA. 1y AR FEH 720 O G RIE OR R 55, Hii 1 @]
iz ORFOFEHEE RS, il 1 [\ ORFOKRERFE L&, ©“aMkico
W TIE R VERRAT P B4R, R Mg, SRR o B EHS B e 0FE, H
.1 Bld7= 0 ORKOF G R, HifEREEORA B 7 ki R 1 E 12DV TiE FAS
THRAT L 7=,

BT TN —TEET - BIREHGE H CTd SR M mEE, SR T o B B e
DEE, ABNOFEGE 1 5 ALREDZ D OGO ORERA R G8, Hii 1
B & 72 ) OARFN OG- [ ORI 55, AR VE R R DR G0 7 1k i Zh 5
HIE % 6 AT K O 6~12 BEATH O FHEHIINZ XY Y M L 72,

ARFRERIIL 73 B0/ N RFE (6 WA < 36 B, 6~12 mkAim : 37 ) 2Bk S . AFNC L DA
Pea D Lb 1 5T R E 66 0% B KON Rt 4L (FAS) J OV ML fRHT *t G245 &
Uiz, fEfiam— NITIE, 6 A 32 il 6~12 BRI 34 i Th -7, E7o. FAS ® 5

HHEANIBUE U 72 E I TR O SF B UE 2l 7= TR 65 il % 7' 1 b 22— Vil 5 4EF1 (PPAS)
L,

TEBIER
ERIERIC7 36

6 DIRERE 364 6~12mRimDKERE 376

2TU—= T T 4B ROU—= I A S

1861 T RAA e RUAHID ‘ T RAA e RUAHID 1761
PKET: 1461 PKET: 1741
gt intnlninlntelntnintulntnlntele Foome e e —— \ 6681(FAS*?/
= | EERREA34R | metmEn
D o o i i e / NREH)
Eﬁﬁﬁ%ﬁ@5¢®¢¢zm
HERTRE DO |
Rkl BRI S B 1]
DI FB I 1B

5e 1 H:326 5e 1 f:3360*

_________________________________________________

| 6561 (PPAS*)

*1I2IU—Z VT REBE U 2B %ICER

*2BADFEITNRED

*3:FO0RI—)LEE%E

* 4P UEERSIZ2BID 551 flld R SBEBIZUTVIZIZHPPASHRICS ENT
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IR [FEFIEA ]

> HVIIRTFICHT DA b B X — OB

RERHIMZE LT, F&L A550 AL ORI 5 4E5E 57 Fllds T2 VI K+
WZxtd 54 e ¥ — (0.6 BUmL Ll k) ZFBLLUI-HRFILRD v ol

6 ARG D A — FTIE, 1 BlOPWERE TR U —= 7 W ORFIWIEEES- 0 56 HA)
{2 0.6BU/mML LI EDF VIII HFA v b EXZ—0N5RD 5N, HRE TR sn2
Mol

BeBRE 7B (6 mRIED 2R — D 3 FIL N 6~12 RO 2R — t o 4 4]) TH VI
R+FA e ¥ —DHiEMiZHlEST 2 2 ENTE o, EROHERIC L v BHIC
IR & 2272 1 HICIIBAEN TR S e o 7oy, 6 Bl CITIEBiE T /9 1 SkpzrF 0 55
VI FEF K& O PEG-5 VI B3t 2 G TR DR R P BEThH 722 b 5
VI JA kT 54 v B B X —OFEEIIE E Sz,

[BIREHIIE B« AT K OV 7 7L — 7 HRdT ]
> ARhE

- M =L (ABR)
AR LA 2R O S O S HEE I, 2T 3.04 [8] (95%CI : 2.208~4.186) . 6 AT
T 2.37 [\ (95%CI : 1.486~3.778) . 6~12 A TiX 3.75 [8] (95%CI : 2.429~5.781)
ThHol,
2 TOHMOFERF M EE O P RE FEEH) (32.0 B FEPH : 0~49.8) THY | 6 AR
WTIL1.95 | (0~18.4), 6~12 miANMi TIX 2.00 [E] (FiFH : 0~49.8) Tho7e,

e A B e 2o BEOEE

HERIR P, AT 2725 o BEOEIS X, 2T 37.9% (25/66 i) . 6 mEAIRM
T40.6% (13/32 ) . 6~12 %Ki T 35.3% (1234 f5) Toh o7z,

SERIAM P, BSIRNHEIIAY 0 72 7 BEOBISIT LR T 72.7% (48/66 #l). 6 BEAR
T 78.1% (25/3241) . 6~12 AT T 67.6% (23/34 i) ThH o7,

RERMIRP . B R I/RER AR O i3 v 72 o 72 BFOBA 1T T 66.7% (44/66
B). 6 AT T 65.6% (21/32 ). 6~12 BAKiH T 67.6% (23/34 %) ThH-olz,

AR OEER 1y AR EHTZ D OF S5 K E R G &

1 » A0 OV G EEK (SD) 1Z4 KT 7.89 [7] (0.736) | 6 WA C 8.07 [8] (0.245) |
6~12 AT T 7.72 Bl (0.974) Thot, PG E (SD) 1T2KT 457.35U/kg
(62.919), 6 &AM T 458.93 IU/kg (46.161), 6~12 mAi C 455.86 IU/kg (76.101)

ThHol,

1 EH 70 O E[R1%L (SD) 1L4 KT 94.65 [0] (8.834) | 6 1AM C 96.82 [A] (2.942) |

6~12 HEAG T 92.61 [A] (11.693) Th -7z, VP2 (SD) (T4 T 5488.20 IU/kg
(755.033) . 6 BRI C 5507.20 U/kg (553.931) , 6~12 F&A{#5 C 5470.32 1U/kg (913.210)

ThH-o7T,

kT T4 /A bBTIRX 18, BEELERMEE] L0k

8.2 BFOIMHICMIEEERE S VI N2 54 v e B X —BNRETLIBENNS 5, R, MEEE S VI K1
AN X 2 AARIERIA% . 5B 72 VR (i SRR IR B AR o Liery B o IR I b L TRl
EEZFERICA e B =D AELLT VI ENMONTWVD, AFIZ&S L TH TR LZIEng RN G
NRWGAITIE, A B EX —DRAERED, BINECA Ve EX —DREZIT O e EYEBEHER IS L, #@Y)72
WEEITH Z L,
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R (i) < b MBRE D OICHE & ST 85 B O e IR T R R O -A B 7e 1k m 3h 2R
HlE

ML 1 B & 72 D OVRFRICHEE & 72 o 7 SR 5[4 (SD) 134T 1.30 [8] (£0.551)
6 WA T 1.17 | (0.362) . 6~12 I&ATH T 1.40 [ (0.655) ThH -7z,

FAS 66 BliC 315 5 34 511 70 o = v — Rizxh+ 2 ARKF O &L R ONRIZ, 4
T 1 EIDS 82.9% (58/70 1) . 2 [E123 8.6% (6/70 1) . 3 [EIAS 5.7% (4/70 #) . 4 [EI1LL
E2329% /70 1) THHoT=,

FAS 66 BIlC 3315 D 34 4511 70 (6 5 < 15 61 25 . 6~12 mRims : 19 51 45 f22) @
HLT Y — R L TR EE S, 20 9 BREMZRIEmZRR 5 X
IHZh) LHIE SN =FIE 1T, 21K T90.0% (63/70 1) 6 mA T 96.0% (24/25 ) |
6~12 AT T 86.6% (39/45 1) Th o7z, 1 BT 2 BIO#E TIE MR S iz
EIA1291.4% (64/70 1) Th -7z, L 1 \ElH 720 OGO P IAEIX 46.1 IUkg T
HoT,

m

- HIL 1 B3 72 0 O EHR G5
HiL 1 B8 72 0 ORI EE & 7p o 7= 88 58 (SD) 13421k T 57.85 IU/Kg (31.041) |
6 iAW T 52.21 IU/Kkg (16.681), 6~12 jATw C 62.31 IU/Kkg (38.764) T -7z,

[RIKEEATIE A ]

> ek

CARFNEBEN DD LM SN, 2 TOAEERROERRFESER

c NA BN A R OEERRE ST A —%  (MIRFARE, MR FERRE & O
B 021k

AFNC & 1R E 1 BILL B2 T -4 66 il (Lt REM) (BT, AE
FGL 65.2% (43/66 1511) . BIHEAIE 1.5% (1/66 f5) 12588 HaL, RIEROWNFRIZCA
BB 16 (1.5%) Th ol
HERAEFERZIIM AN (PEEOEER LF 144, EEOER 16014, h%
JE O FEENE LT P RISV E K OV A B O I ERIBUDAE 1 51 2 1F) ISR bz, W
DEEREEFGHIRRIE L ORRMRITEE SN,

R ILICE > EAEFRITRO LN, L LIEERE I o7z,
ARBRCIXEET LA G &M S TR < et sgams snan

277,

- FVII, AF%| (PEG-FVII), PEG KN CHO # > /X7 Bk T DS B Pk D3
LRVEMRHT R RER] 66 FlD 5 5, 45 B (68%) DOHRHE TiL, MEAPUARE DR FIX
RTORRTRIETH S 72*, 16 il (24%) IIAFIF G-HIOKET FVIL, PEG-FVII
XX PEG 12549 D HUR DB Td o 72, 5 Bl (7.6%) 1L K% 5412 FVIIL, PEG-FVII
XUX PEG IZx T D HURNBE L ir o7z, D5 B, 2 BICEBT D HUARIS T @D
LD ThH -T2, BO 2 FITITIRERE TRICHESTUAD T L, 1 HICITsSE, 12 8%
ONRBRIE TRHCAE S PURDBEE CTh o 72, BB TRHCRE A PURZ R8I Lo 9khE 2
B & IRBRAE T REZ & B ORE R CHURD RO S5 E 1 flicB LT, Zhbo
FURN—RBIED & D, FEMERH B ONCOVWTRERT A Z LT TERVWA, =
L5 DHERE TAHRKN D22 MR ORI RIS 28 A2 B33 e bingino Tz,
CHO # > X7 BITHkIT PR TRD DI HERE 1L\ e o 7z,

(kT T4 )N PyBFIIC 18, BEELRERMTE] LYk

8.2 MA DI P IHEEEE S VIII K FICkT 54 v e B4 —RN8ETIEZENND D, Ko, MEEERES VI [KF
RIFNC L D AHFRHER L% B 5B D 7R Gl TSR EBR k14 o bhig i ) SRR E S U Tl 7ok
EEZTIERHICA e B X —DELLT NI ERMBNTND, KKl Z#&E L TH TE L IR IE D
NIRRT, A v B EX—DRAEZED, BIERESSA Vb EX —DREZIT O 7o EEBERS IS L, @R
W4T H Z &,
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2) FIMERKRHER (FHR. MARUNMNE, #B5) (261204 38%) 017
AT A > | IR, & IR IEE B B SRR

FHEHD [P Ik S E A 27 | (GHEA) % W CHIE L 72 AF 0 JE 1 o 1k i 2h 5
BHETDHZ &
x5 FEREOORTFHT - /T, BREB/NTFIR - HRHLE - T OMIBEROLEL ST 5, 1B

JED & DB A A BB 22 4
AR < 2~75 0% (12 AT O Y BRE OB/ NRRBRIC SN U= 9B IS IRET 2)
- EERM AR A (FVIII<1%)
- MAEFRSKEE VIIL K1 (pdFVIID X iE{5## 2 5 VIT K+ GFVII) #ANZ L5
TRIEEDY 150 ED LA k(6 miRimild 50 ED L E)
- FERERY 70/ NFA/R R, BRRVINTAT, RHMLE XL # O DR IR 22 AL E DS L HE &
ol HBE
T pBRA “FVII A > e B X —OFRABERSH D, NIAZ V) —=U TRATEANPRD LD
(FA A7 AWK T04BULLE)
- BRORFMELEELTD
o M/REAY 100X 109/L Kl Tdb 5
- MARSE ., BRHEFRIEAE ST REFENE NS PNEEEREWRE (DIC) ICHERB L T\ D /il
BB LI EANHIH L
- AR A LSO R X3 % Rk e L 2l Shi
- LD PEG (LB % Foli i L7z
RER 7k ARFBRIVIITRT L O - $ith Lo A o CRER S v, TR Y BE Al L A 0 /3 JE K O
B & AWHI» SRR E CORMEE— A O N7 7l %27~ 3 48 VI K+
WIRAHEZER T2 2 & & Lz, ABOMORBRIZBIL TOHEBRELEMERT
U 7 BB D3 T | Sk ) & L CORERRIRE & T 5,
(AR AR ]
TATOHEERE O VI K FIEHAE A KT CTILIERHEO 80~100%. /N CIXIEH
D 30~60%L 700 L HA—F AEET 5,
B, MEREITPK NT A—& (KFNOLE) IEMERIER ChFFOSE) & H
WCTLLFORAEXI VR L,
VEE (QU) =KE (kg) X5 VI REEO BAEfME (% XX Tu/dL) X
{(HIEE=R 0%} (IU/kg) / (1IU/L)

[ R OVl 14 11

RFEM OGS, H VILIRFIEED b T 7E2 it 72 K £ TIL 80%EL =, 4~7 HIX
i L b 50%L . 8 H~iBEEE TIE30%BEMFI CE 5 L ) REBEAET D,
INFIR OG- itk 24 RER SUIIRBRIE Y BRI L2 & L 7= WSS VI BTk
P& IEFMO 30~60%IZHEiFFT52 L L L,

R - ARIOREROAET AR RS OWMER S mL CHAE L., BIRCEIRNICIERT 2, 28, 10mU/aa B W EET
HEATDHZ L,
WL 1 [EIARE 1 kg 4729 10~30 [EEEAT 2859503, BEOREBICS U GEEIIRT 5,
EHNCEET 2356, 0. RAKON2 mLL Eo/NRIZIE, 1WA 1 kg 2472V 40~50 [EBRHAT 208 2 [BHE 5323,
BEORIEIIG U T, 1 [BHAE 1kg 24729 40~50 [EFREA % 2 HRIRE, 1 [BHATE 1 kg 24729 40~80 [EBEN1 % 3~7 HIH
fRCHETE5, 1220, BEHREEY 4~7 AMRIER T 2541, —EMEEmAR LR L R0 9 2T,
5 AR G-£ T, 5127 HHEEG-F TBRICERT5 Z &,
12 BRI/ NI, 1 [BHAE 1kg 24720 40~60 EFSHNL 23 2 B G-3543%, BEORBIISE U T, 1 [BHAE 1kg %7z
1 40~60 [EBREATZ 2 HIFRR, 1 BUAE 1 kg 4720 40~80 [EBESHNI % 3~4 AR CR G T& 5, 72720, &LHREE 4
ARICIER T 235618, —EMMHMATRD SNRNZ L &R0 H X TIERT5Z L, Thd,
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P

(=R E E ]

> 7 v — ki gh BFEN (GHEA) 2 =27 *) & W CHIE L 72 ARF 0 JE i o
1k 1 %h 5

* GHEA X a7 & AU =5F %

LR 3 SOFHlIE B TRk S v 5,

A FITHYSEIC K D ARF O Ik i sh O FHm

B: FHYEICL A% 1 BE (FHOEB) OARFOME (- if5h RO

C : I1BBREREMIC X 2B UM 14 HEH (W) oA o & ik
ik R

LD 3 SDOFHIiA 2T 2 EF L, D ORIZHES>TGHEA 227 LT 25,

A il A R R E

FHFED D OIBFEWE T, AT Y E 25 b op 1k 20 R % 595

A A 227

) e B FEM AR BFICREO R &2 Ef L7z & IC T 3
BENHELEFAEUTFCTHo7= (£100%),

o e B FEM AR BFICREO R &2 Ef L7z & I0 T 5
BENDEICHARTRK 0% % h->7- (101~150%),

R0 | kRS, FEM AN BEICREO T2 EM L- & &ICT .

A | MENDEICHAT50%U EE -7 (>150%).,

) WUNEEG LI b0 b b, IRESRAN AR Th o770 0

B Hiz =y ha—9 52 ENTEP, RFHEEBSEL 257,

B : itk OAZMEREINE (% 1 A H)
itz 1 B HOReA T, FATHE S R IE R 2 59 %

Gl U Aay

- itz A, FEMAHRBEIZRFEO P2 Eii L7z & XI12T 3
BEIN2ELFAFEUTThok (£100%),

o Witz A, FEMAHEBEIZRFEO P2 Efi L7z & XI2T :
TREN DI THRK50%Z1->7- (101~150%)

DX | KM EN, FEMIHEBEEICFRBOFM A FE L7z & XI2F |

) | MENDEICHAT50%LU EZ o7 (>150%).,

o NG LIZic b b b3, JBRIRSAR S ThoioTe 0

B DI TR I AT Hiv, BHBFERILE L 25T,

C : AWM OB IETEMNIE GEBEREERE i 14 H BOWT BV DG)
RGBT AT 14 B BOWT RV ORE T, MEFHEE D IR R % FH 5
A FhHE 2ay
AR RS, FEM A B RO P2 £ L L I TREND
| mERAELT Thol (£100%), HFEE Sivi A gk &3, I 3
MAREE TTHINIELREUTTho T,

R ED, M BE RO FM2 EiE L & 2 IT TIN5
B | BICHATERK 50%%0 o7 (101~150%), £3E i A gk 2
mER, EMOFEECTHIN mERFEUT ThHoTZ,

TR ED, M BE RO FM2 EiE L & T TIN5
BIZHART 50%L S0 o7 (5150%), W & S i B ik o & 1
BN, EMKFBETTERINDIELV LS00 7,

WG LI bbb b T, WEAERR R Th o wiE 2 )E
M| AR B, FFIRENLE L o T, W E ST A ik 0
RN, EMABEETTRENDIBELY LRIRICE -T2,

D: GHEA 227

%
)

Rl GHEA 2 =27

E)l 72~9 (RaT7 N2 RMOBIT IV L)

GRS 5~70 (RaT7 P 1RO T IV L)
) 3~4 (RaT7R 1 RKWOHT IV 2 L)

Bl 0~2 (IR b 1 oDHTIAVDRAITIHN0)

a GHEA 2 =773 7 T 135 (EFHiO A =27 28 2 R TH LA 7 Y 25720 LHET
21TiF A b 1 SOEBIEHEA =725 3 T, 50 @ 2 SOMEBIEHEA =7 725 2 LET
RIFNEZR S0, TS OSE, A3 7 71E TAZ LHET S,
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APAIGTE H
(&)

LRI ETAIE B ]

> AR

- IRFH B OMfF A% SR 2

< Wi ST, ARIMER, MR K OV At oD i i A o> B
o HIf B DR BRI OB INEY 72 S BHO I A O 2 BEPE
CWBRE L OARORERR | AREERORERRRESE
> Betk

- HEFELOBE BEUERE. matEERET)

B VITRFICT 514 > 8 B4 — DB

- FEAPUA (FVIUAAIPEG/CHO 4 /37 BIZHIT %) OFE
> FEpihne

ARERITIT D KPHINLERE OO 7= b P OPF TR, SR, F5
fRERE OB 2 F9 5 FiiT & L, AP RET UL RS I B 5 Sz B iz v
TREDOEIN I ATRE e T & B LT,

B D) FIEYEIC X DR O IEMBIROHEE, 2) #iEIOIRBRIEDOE 5525 24 I
Mt OFHHE S EIC L DO mROHE, 3) itk 14 HE CULIRRER) OIRER
EIEEMIC X 2% 0 Mg FROREEGHE T [V a— Lk REE 2 a7
(GHEA) & UTHEL., kiR E T340, T[RRI, oA R) XA TER)) v
AU THIE LTz, 738, TR SUT THR)) LHESNIZHE A TRROZZN L ER LT,
e R OMfT#4 0 S fn Bl . FAfre 2 B ARBRFE Y (R KL 5 T & (08B & IR UAERI -
il - HEOIEMAEE T 2RO AN RE LE]) L s oL
L, PHIROEMICITILMAOHEH, 5% N — @, &aloFEhp & oz
HaEBE LI,

el BRICHEET AAEES, B VILIANTF-ISHT 510 e EZ—D3BL, AN
& (FVIIVAHKI/PEG/CHO # v /37 BIZxt3 %) O3B, HEOT LAF—H, KD
MARMEFERORBU OV CHRBUE L - BB R L TR G ZHH L,

72¥. FEEIMEIE B K OREIKEHGIE B 1% FAS, Z2ePERTAGTE B 132 SR i G AR
TORERERT,

AFBRIZIE 30 14 23 BID T Bk S, AFNC L D7EE L | [BILL BT -l 22
il A e R VERRAT T R AR, 22 BT L TYThdL Tz 26 D FHi % FAS & L7-,

BB
BERFIH304 (236)

AIU—Z VT @4 (151)

MrRnETHiAAR 2= 9 2HaPKS): | FiiskiEailcarLE:

29+ (2261) 3¢+ (261)
| |
RFHT2 14 (1761)

P — e R S .

L BRARF FERFS LT ANFAfG: 1 26¢F (FAS*)

! 144+ (1261) 7#+ (681) S+ (461) | 226 (REMBITHRES)

SHBRTT T RI(CHLE:
14 (161)
KFHTTE T 20 (1661) INFiin5e T 54 (461)

Fifise 7:25¢F (2041)

* 1 RADBTHRER
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[EZRHmE H

> [GHEA % =17 | ZHAWTHRIE U7=AH o E oo 1k i %h 5
JEEI O 1k MZhHi%, FhAs 26 - 26 1 (100.0%) Tholo, HiHIEERND 26 4
25 1F (96.2%) . REMEET 1 61 (3.8%) ThHotm, MitkiFEZNA 26 -+ 24 14

(92.3%). A 144 (3.8%).

A28 161 (3.8%) Th-o7z,

GHEA R 7IE I i, ik, FAMHADEMmHE

FHOME | K fi it | A
BIARIRTFAN | 140 | E5h 140k | FSh 140k | F5h 140 | FD 140
IEHIVABLATR | T | BT | BT | EW T | ER
23
H4) 4l zijlg 53 0
INFAf stE | R | | s | AR
| ELA i TRE e 2 i
114
40 - 25 f %;;_2142: B0 24 1k
2Fiff 26 1 | FRMEEF | | 26 fF | RREET -
E i I
11 L 14

6% : FAS, {FEUIFTeerit3,

> Ao R (B 0 RS R )
TBRIED & % BAER M ASE A 2 A3 2 FiE#E 15 6 ORF 11 81, /NFifr 4 1) <
DA O 1M RITET [FHh ThoT,

LRI ETAIE B ]

> Au

Bt P B Ol 7 s i,

- BT D SRER D R B A I E T & T RN EUE. 4226 R 25 14 CEIBSMVELRFI 14
. IEETESBLRFIT 6 14, NFHF 5 1) Thotz,

R OEEO KM EO R R ) 1, BRI RFHTIE 10.0mL (0~250) .
FEERANEL R FHT Tl 4.5mL (1~50), /NFEATTILS5.0mL (0~50) THh o7z, Higi
WP S R E o P YeiE (FEPE) 1%, AR KT 150.0mL (0~500)
FEEFAEL R FHTC 10.0mL (2~150) . /NFFT 5.0mL (0~200) ToH o7z, I
T S NI LR M ED S OZEOHRAE (HEPA) 1%, ZEHHRRFM T 125.0mL (0~
308) . FEEEARLR TN T 1.5SmL (0~100). /LNFHFT0.0mL (-45~195) ThH-o7z,
RO TR R R MO PR GEEE) (X, BAENR T T 300.0mL (0~2000) |
FEFERAEL K FHTC 20.0mL (4~250) , /NFHFT 5.0mL (0~200) Th o7z, iiHIC
TR SN RKMED D DOZEOFRAE (FEH) 1%, BIEIERFITT 275.0mL (0~
1750) . FEEFEHE K TH7T 25.0mL (0~200) . /NFHFT 0.0mL (-45~195) Th -7z,
- itk D FEER D Jm B A4 E T & - RN, 42 26 16 CEIEAVBLRFNIT 9
i, IEETESBLRFIT 4 14, NFHF 31 Thotz,
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fEg (i)

Wi O FEEEO KM BEOFYAE (FEHH) (3, BRI FITTIE 750.0mL (0~1200) .
FERIEAEL R FHTTIL 1.0mL (0~65), /NFHTTIL 0.0mL (0~4) Th -7z, HTHNIC
FRIS NI fiitg O PR KM FEO P gl (FEEE) X, BRAERFNC 213.5mL (0~
700) . FEEEFSMELRFATC 1.0mL (0~50) . /NFAHiTT 0.0mL (0~200) Th o7z, i
BICTRI S TP R ML E D B OFEO R RAE (FEFR) 1%, EISVERK T C-50.0mL

(-500~295) . FEIEHAEKFIFT 4.0mL (-15~25), /NFATT0.0mL (0~196) T
BT,

WO TR R I M B O I G 12, BERAEKR TN T 450.0mL (0~1200) .
FERETEAEL R FHT T 2.0mL (0~150), /NFHFT 0.0mL (0~200) Th o7z, ikl
TR SRR MEN S OZEO R RAE (FEFH) (X, BB KFITT 100.0mL

(-15~595) . FEFIEABL R T T 34.0mL (0~85), /NFAHi T 0.0mL (0~196) T

ST,

Wi, S 72 iR, ARIMER, (i MR OV 4l oD i i Al o

- R ER I A B D REBNE R o Te, T 4 4 (B 3 1) ISR L T, itk S Bl
BIEHRME (PRBC) illz1T-72, £ OWNRIE, BRAFKFH 3 1 (& THHF
fitr, BB 2 ) 2k L Cliim 3 (8], FEEIEABL KT 4 (B v REA LB 12
5L CHgif 2 BT o 7=, I e T, ~E 2 a U R E~ORHMLE L TiThnT-,
PRBC M E O JefE (#PH) (X, 430mL (293~600) TH -7,

HH i 2552 0D FE LR L OSEANAG 72 SVRHTI A A D 20 B

C FHIBERLTZ 261D 5 B, SHIOBRE TS EOHMIMAERD bz (R 3, sk
R, BEE L), IBREES R o7 3R, ANTIRG IR IS 1 £, FE
AR R T o E Hifn, PEEHRMmAE 1 ThHotz, AAITORBELELZ
2 fRE, BRI RTINS ORI A 1 4, BEEHMAS 1 Thotz, WTFho
i b EEEHMEECH Y . BN IIREERARAD b DL o7z,

C B L 260 5 B AR ADIBIN TR L 7 2B E X R o T,

P = L OARFOFEBA 1| 0GB OERERRE RS &
CBERE T L OAKIOKERE 1 HRERIIUTOLEY ThoTz,

(IU/kg)
& 707 FEDAHERE1HIRSE
14
Al 604 W7 = W SR AE
% 5 W ERARAT
5 504 4 13 e
% 6 5 D EOHFIEFRS
8 404 12 .
1 6 5 4
= 30+ 11 2 72
-JL
&% 10 s
g 20 l 1
EE 10
& .

0
FEl  FT FMR FME FMR FER FNr FR FmR
1B 28 38 48 5B 6B 78

- YRR O & OARFN OB EHE R G BOFRE @) 12, BEARKFEN 21 1)
T 629 (464~1457) 1U/kg, FHEEEHELRFIN (74F) T 489 (296~738) 1Ukg, /)
FAF (5#F) <120 (104~151) IUkg TH-o7=,
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(6)
1)

2)

)

RER (i) [RIKFEATIZE A ]

> etk

< AAE 1 BIDL G U7 BRE 22 B (R EVEMRATRFAER) (23T 18 {4 8 4l
(36%) THEFZARE SN (FEFRONRITHR TE ), HELAEFS
23 (ASEIEE & 2 RO RFEMEE RA2mE) . 161 (4.5%) OFBETRO L,
Fe R B oo N TRASIRYSENS . A LRI B 25200 72 1 B (4.5%) DOBE TR
oo, o, ARORIWEM & LT A OB SR (ALT) EFA% 16 (4.5%)
RO, GRBRFIECESTAERGICOVTITHERTET)

C B L7 BRE 1T W e o Tz,

« AR CILOBBUESUSR & BN S N7 FR1T 72 <, ARERERITHRE S iRn oz,

BEFSL 18 1 8 IO, MR ILICE S e B EFLICONTILREAN 2T L Z O/ TH

ST 2 EMBBUET DN T — Z IR HA Ao 72,

> RN

< VIR 26T DA e EX— &R LgBRE X R o e *,

- FVII BREHUAE, FVII/PEG-FVIIL H-A{K/PEG (ZX7 2 FrfehY 1gG XX IgM Hidk,
CHO # U "V BTk T HHUEORKBUIRD b o T2,

kT T4 /A B 18 BEEGERMIE] L5k

8.2 ME DM PIT MHREEESF VIL K FIZT 51 e BX =P BETHRENNH D, FrIC, MREEES VI K-
RFNC L D MISRER AR, 5 EED D e VI HFERER AAtR o FLii 7100 CRIRTIC 4D L CTriTeR
B2 TR A e B =R RELRCT VI ERMON TS, ARG L TH PR LSRRI ED
NRWERITIE, A e EX—OFRAEZFE, BINERSA e B X — OB LT 5 70 SIEEEROHG L, w7
LEZAT O Z &,

REMER

FERAMERE (—REARERE. BEEARERE. FRAMELERRE) . HERTRE
T—AR—RAE. BERFTEERDBRONE

OFERABERE BT)

SRR N IZR W TARAIDMEF SNTEFNCIB T 5. RAOEWER., AFOFEREENICBT

RIVER OF AR, R IIA R EL 52 5 L E 2 b5 EIR, MikEEE S VI

W RZEE (LLF, AR A BE) IZBIT 2% VI KA > b BEX—ORARN, A
A BT D MR SRS B OV LRl FE IR E C DO AR D& N K O ZPEIZ DV TR A
T 5,

QB EFEMABIERE (FMEFRS5) (BT)

FAT TR 5 7 DA 012 BEAO AL E o AT 35 1) B B PR I 92HE T TOARK| DL ME K O
BHRIMEZOWTHET 5,

ARBEFHE L TERFENDAERIEERMR L HE - ABROBE
L

Z Nt
MM E R L
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VI. EHEEICEET SIEHE

1.

(1

EBRPYICAEHLHILEMITILEME
LR A LR BE [ 5 VIIT A1

Fr hary TA7y (B THEEEZ)

NUFT vas TA7y GBI z)

vasz hasg 77y GEG Rz

x7Sur vas FL7y GBIGTE#Z)

FU has N—% (GEE 1)

ey has 77y NI (BETHERZ)

vyuag hayg 77y XAV BinfREz)

W RO S 2bAEM O IIDRE IR OB RLESRT L2 L,

FIEEA

YERERL - 1EFF

AHNE, 7 RS baDBEBIRD THHNVI AT bald TAT7IC, SRR =F L7 a—
v (PEG) #dEH#ES L~ 7 bl s A 2 e 2 VI K+ 84HI T 5, ARAID~7 iz &
% LRP-1 (REEEE ) B X R G R 2 L X7 B 1) & OFEATEN LR 2 IR X85 &
B2 HNTWD, AEIOFRIRNEGIZ L0 | AR A B OMKHIZKZ LT B ik 2 VI
7247 L, i@ 2832, 37ebb, RFNKIEPE L kEEEF X K. U AFE. »
N Al b HITIIREEE S X KT 2 1EH T 5 2 &0 X o THRMERICF 5T 5,

RMEXNZX L

FHRMERX N =X s

= Q. . . rFVIIl
] TR  FPFURALe
ravE =AM fFVII PEG
- / RI(EhE. PFINAPODLRP-1ADHEA%E
. ¢ . BOER . PFINAMODKAERESIEIE
REEBEEASATVS

g . \
/ s razveE>
\ °
*,/] MAESFEZRNAEE. BVIEFLAR

HIZLRP-12AKICHAL. IVRY A FFER%E

4= = R=2AUSESTHRESN. FBRShBEE
/ A5NTLS
‘ @

(2)
1)

EE R HREBRAE

FVIII /9979 FIDRAQORBEMETIVIZE (FSIEMHR (YD X)

MREERES VI R85 T/ v 77 7 h~U R (AR A~UR) 12, Ny 77— (fEfk=a v
fe—n), VU F7 halz 77y IARF (45200 1U/kg) % HEFIRNE G- L, 18~48 I
M RIROIENIC X DR B 2 3l Lz, EMEII NNy 77— 58T 95Img (hdfil) . )2
ST 18 RffEIRTIC VY A2 hay T T 7 %5 L72#ET 121mg (HPRAfE) . R smlkr 30 e
ANCARA 285 U72BET 73mg () Th o720,

42



2)

)

FVIII 7 w979 b ROEEIRFAEETILICHE T ZKGHMERRERRE (YHX)
FVII / v 7 77 b~ A2, REXFIVY A2 has 775 (2001Ukg) % FeCl 12 XD
PeRIBE (MAREEHE) D 12~64 ReRIATIC BIEEFIRNE G- L, ke /e PAZE £ TR 2 JlE L
Too TORER, BBtEa s hr—A 0Ny 7 7 —5 Tl 30 43 LIRSk Fe ) ML AE PAZE &2 7R L7e hs
ST, WEHIEE 24 ReRIRTOARF OG- ClE, KFery M PAZE £ CTORERIA 5.2 /328 S
7o PNEZHIEE 12 BRI A2 h a2y 77 7 OG5 Tk E % £ TORR 3.8
SHERE ST Y,

YE R IR - iR

12 5% A 1= 65 i LA T O BESER ML A A B3 26 il & 5t R1T, A 4515 1U/Kkg % KRR LA G- L
T2 B0 e i P FE B ERF Y (Tmax) (X 0.4£0.3h, i i 14.3+3.8h ThH o722 3,

12 A O ESER A A B OMEILN) A8, A 6045 TU/Kkg & F IR BLE 5 L 72 B
DL 6 AT (14 1) T 11.8+2.4h, 6 i%~12 Wkl (17 ) T 124%1.7h ThH -
7289 (TVIL 1. (2) 1) H[ElHE ) OB,

TEMFReREiIE, &G, HiORE K OEEOIEYENECTEDL Y —HETIXR0,
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VI. E¥EREICBE3 5IEH

1. mpBEDOHRE
(1) AELEDLGIMPRE
V.3 B ERUAE] 22RT52 L,

(2) ERREAEEBRCHRBIN-OPRE

1) HEKRS
12 5% LA E 65 ik A T O BAEM M A A B 26 Bl RIS ARKONY F 27 hal 7T 7 45
+£5 U/kg RN BRI G LIZBEOIEYERE ST A —Z T TFTD & B Tho7z 239, KA|D
AW IERHEII L ) A7 ha s TAT 7 LHEBLT 14 TH T,

RPN A -2 DFE (BEKRS. BE—KZX)

RTA—H AH NVF T vas TATy
(CF¥ME+SD) (26 f31)) (26 1)

A [h 143+3.8 10.4+2.2
7 V77 A [mL/ (kg'h)] 2.84+2.0 4.6+22
MEE ™ [ (TU/dL) / (IU/kg) ] 2.5+0.7 24405
?)i%f*‘“‘ MR P A (AUCo—me) [1U-h/dL] 2073.3+778.4 1168.0+425.4

FARBEA A AAL (Vss) [dL/kg] 0.5%0.1 0.5+0.2
Triéj Wi (MRT) [h] 19.6+5.3 12.9+3.0
FeEm b EE (Cmax) [TU/AL] 113.7+30.3 108.5+26.3

E) MiEREIERE = [Cmax (IU/L) —#5RiomEHs VIO K -iEE udL)] /#58 (Uke)

AERVILIAY by 7770 PKER (BERS, BE—KE. FH9EXD)

(U/dL)
160 7

-A--JVUAINIT PILT7
—a— K

REBHNES

0 6 12 24 32 8 56 72 % ()
RE&EE

HE « ARNDOMEROHET TARIZ IS OWRIER 5 mL CHiE L. BARICFIRNICEEST 2, 28, 10mL/ay 2 B2 W lET
HEATDHZ L,
WL 1 EHARE 1 kg 4729 10~30 [EEEA 2859503, BEOREBICS U GEEIRT 5,
TN G T 2855, @, ARG 2 L Eo/NRIZIE, 1 EIRE 1 kg 24720 40~50 EBRHALZH 2 [FH% 535 3,
BEORIEIIGE U T, 1 [BYAE 1kg 24729 40~50 [EFSEALZ 2 MG, 1 [BHATE 1 kg 24729 40~80 [EFSHALE 3~7 HIE
MAClRETE%, 72720, #5REE 4~7 AMRBICERET 255018, —EHMHMAEED BN & 2/Eo 5 X T,
5 Elf'ﬁlim&%iif 5127 ARG £ CEBIERET D 2 L,
12 R O/INRITIE, 1 [BHAHE 1 kg 24729 40~60 [EFREN 28 2 [AHE 59545, BREORREIZES U T, 1 [BHAHE 1kg 2472
Y 40~60 lﬁ%@u% 2 HEIRGE, 1 [BIAEE 1 kg 24729 40~80 [ERSHALZ 3~4 AR TG TE 5, 72721, &5HRE% 4
AMBRICIERE T 2500, —EHMHMARRD bR 2 & E2HGRD - 2 TIERT 52, Thd,
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ZDHL, ARNBEIZBT 2EWIEANT A—ZIZUTO LB ThoT,

BAANBEIIETH5EMEBENS A -4 (BERE. BE—KRZX)

T A—H A NIET had TATy
(F¥) (min ; max)) (2 1)) (2 #51)
I H A [h 20.6 (17.2 ; 24.0) 122 (8.9 ; 15.6)
2 U752 [mLl (kg-h)] 1.6 (1.4;1.7) 3.0 (2.5;3.4)
MHIEEILES [QU/dL) / (IU/kg) ] 26 2.4;2.7) 26 (2.6;2.6)
TRFE AR T (AUCo—mp) [TU-h/dL] 2885 (2769 ; 3001) 1602.8 (1278 ; 1928)
TEFARBESATAFE (Vss) [dL/kg] 04 (0.4;0.5) 0.5 (0.4;0.5)
SRR ] (MRT) [h] 279 (22.8 ; 33.1) 16.9 (13.0 ; 20.8)

F) MERNFE= [Cmax (IU/L) —#&ErioOMmFERSE VI K 7-FE QudL)] /#5& (IUkg)

12 A O EFER ML AR A B OMEIN) 2651, AH) 60+ 51U/Kkg & # RPN AR G- L 72
ORHEMIEWTNRE T A — X IFLLTFTDO LB TH-7= 9 9,

ARF 0 SE-A5) L Y SD VR E — B L T 12.1 2.0 R S8 S R VA T 12,41 6.1 BEFH,
NI F T Nay ToT 7 ORI £ SD (3ERE— E¥E T 9.6 2.3 K], F kS kA
5T 8313 Rl CTh o7z, MiAIDOMITEERE —BET 1.3, BAEGHREEET 1S Kol &
o, ARNOFEMAEREIIV Y A7 has T 7 LHEL T, 13~ EER LT,
BRI T O ERIERIEH 1.9 (u/dL) ~ (IUkg) THEFF STz,

EMBEE/INT A — 2 DFEHIE
ILIZ&E D)

(BERE, BE—KE. AERRELNIFERBEESHRET

NRT A—=4 (FE)EESD) 2 (31 41) 6 AT (14 61) | 6 me~12 A (17 #i)
ey [hl 12.1+2.03 11.8+2.43 12.4+1.67
7 U7 Z A [mL/ (kgh)] 3.30+1.039 3.53+1.294 3.11%£0.762
MIEMX ™ [(Iu/dL) / (1U/Kkg) ] 1.92+0.473 1.89=+0.488 1.9540.474
IR TER (AUCo-m) 1980616 1950758 2010+493
[TU-h/dL]
TEHARBEAIAFE (Vss) [dL/kg] 1.31+0.43 0.6+0.1 0.5+0.1
SEXJERE R (MRT) [h] 17.5+2.93 17.0+3.51 17.8+2.40

) MHEENFE= [Cmax (UML) —#5aio M4 vin iH+EE (udl) ] /#58 (U/ke)

HRIO A SEIBITE GHEAT — %) 101
2~175 EE@@F*%%E’Jj(?:TTT//J iﬁ:\ iﬁxj%u\/] q':ﬁf\ Jgi"l‘ﬂﬁxci%w{m@1§%[§/‘j@ﬁﬁ)%\g& 7ot

EER M AR A BE 15 GlORERE 255 & Lz TR o T o R R 6 . KB REFHE

DFERDS Z

M E T S T AF D

A AT X 8.81~18.06 M &L T - 7,

TER - AFIDORER O EIL TAH 2 S OFSAER 5 mL CTHAEL .

HTEATDHZ &,
WHE
EHRNCHEET DG
BEDOIRAEIZ

1 [BYAHE 1kg 24720 10~30 EHFREA 24595 75>
. E, AL ON2 LR/ N
I LT 1 BHATE 1kg 247~ Y 40~50 I&%ﬁuéz ARIlE, 1 [EHAE 1 kg 2720 40~80 [EBRHL7 % 3~7 B

AR CHIE SN EIRE L FFE TH 5 2 LRSS NT,

BARICFHIRNICIE %, 7286, 10mL/Ay 2 2 72Vl T

BEORIEIES U CR S 2,
TIE. 1 EHATE 1 kg 24779 40~50 [ERSEAL A 2 EHR 59525,

WECkET& %, 12120, BEREEZ 4~7 RRIIER 325618, —EHRIHMRR0 b2 & 2ER0 5 2T,
5H F’ﬁﬁr@&’?if SHITT7 HRWRR G TRIFIERT 5 2 &,

12 AR/ N

i, 1 EHAE 1 kg 24720 40~60 [EFREAL 258 2 [a% 54278,

BAEDIRAEIZ

TSUT, 1 [EHAE 1kg Y

Y 40~60 @&@@u& 2 HRRRA, 1 [EHAEE 1 kg 4720 40~80 EFEHAI% 3~4 AR TR Tx %, 727-L, &5 F’ﬁﬁmé‘» 4

H RS RS 55

BlE —EIH AR
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2)

©)

(4)

(2)

)

(4)

(®)

RERE
12 LA L 65 R LA T O \EAER M AR A B 22 Bl &2 R ICAAIZ 50 ED (&5 H) LILEES L
T-BEDOHEMBNEE T A —H L, LLTO LB TH-72D 3,

NS A—EDFHE (REKRE. BE—BKE)

R A—H A% (S0ED LA E) (CE¥E+SD)
AR [h 16.0+4.9
LX) (MRT) [h] 20.7+4.8
7V 77 A (CL) [mL/ (kgh)] 2.5+0.8
FEEEE) (IR) [(QU/dL) / (UKkg)] 237+0.6
R bR FimfE (AUCo...) [IU-h/dL] 2008.7+631.5
EFARRBAIAFE (Vss) [dL/kg] 0.5+0.2
B EE (Cmax) [TU/AL] 103.3+29.3

) AEENE = [Cmax (IU/dL) —#& 510> MmiEFE VI K% (Tu/dL) ] /#58 (Uke)

i
MG R L

BE - fHHED:
MM E R L

8

RS

RYRERA/ S A —F
BB 1535
AR L

RN FE 4
AR L

HRREEH
KR L

QUT7SURA

12 3% PA b 65 mELL F OFERER M AR A B 26 BlaxtBic, REIKR OV A4S ha s TLTy
45+51U/kg % FRN LR G LB AKI D 7 ) 7 7 > A% 2.8+2.0mL/ (kg'h) CE%EESD)
THoT,

12 BEAT O BAERL M A A BHE GMELN) ZREUT, AH] 6015 TU/g & KRN LN G- L 7= B
DAFRDO 2 VT 7oA CFEEESD) 13 6 MAT 3.521.3 mL/ (kgh), 6 m~12 mAlm T
3.1208mL/ (kgh) TH-o7z,

nhEE

12 5% A 1 65 s T O FERER M A A B3 26 Bl 2 R AFIR OV Y A7 ha s TT 7 45
+51U/kg % FHIRN BRI G- U 72 BROARA O E FARBOIASFE (Vss) 13 0.510.1dL/kg (CE¥)fE £
SD) Th-o7,

12 A O EFER ML AR A B OMEIN) 2651, A7) 60+ 51U/Kkg & w IR EIER G- L 72 B
DARFNDOEFIRESAEFE (Vss) CEHMEESD) 1d 6 mkAdi T 0.60.1dL/kg, 6 k~12 mEA
T0.54+0.1dL/kg TH -7z,
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(2)

3)

(4)

(®)

(2)

Z Dt

B&EE (REaL—ay) @#F
BRAT 73
AR L

1’5 A= EHER
KPR L

IR R
B L

kil
it — B R P
B L

ik — AR BB
MM E R L

A~DFRITHE
MG R L

BB~ DBITH
AR L

T DD~ DIITIE

MM EE e L

<HE:Tv >

TEEHPERERE U 7= AR %2 7 > MCHBEEFIRNE G L & 2 A, EHEMEO R i E, Mg, mig
T OVl C I | o e 0% 1 RS, BIRCId 1 (M) S 24 (ifE) RS, MR M OVFFN It
KESRIZ 24 BERE, P ONCIBRIBE Y LojEiCiE 24 (F) U 168 (M) RERIORESTR® bz,

MmREEHEER
LR L

s

X B ER AL B UMK SR B

<BE>

AFNO MAEEEE S VI K508k 7 2/ BEOTF Nt Sh G o % X r 7
—/VIZHUY JAE AL, PEG BREIFNET R ORAZ I L THEOICHE S D L HER SN D 9,

RBEIZEHET LEFR CYPH) OHFE. F5=H
R L
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)

(4)

10.

11.

DEEBHREOEERVZOHE
U L

REMOFHOH MR T, FHELE
KR L

Bt

(1) HEt BB B UNHR R

<& .:7v k>

AT U 7= &2 7 v MCHBIFFIRNEE G- L2 & 2 A, BETEEIZFE PP 2 72 3 6
WIRZIT U CHRE S v, #8572 BURTEEIL 6 I LANICIE R LT 9,

(2) Bt 3=

<BE . Ty br>

TRSHERERE U 7= AA 2 7~ MCHEFRIRNE G L& 2 A, #B55 1,008 BRI 0 2 1M OV
TOREBEICEEOFEIEIX, 2T 974 KN 107.0% TH -7,

FS U RR—2—IZHT 515
MM E R L

BREICKHBREER
R L

REDERERIHESH
AR L

£ Dith
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. ¥£tt (EFALDOZEESF) ICBEI SHEE

1.

EERNBEEFNDER
BEEN TV

ERRNBELEDER
RE STV

PRER IXFRICEIET S FF L EDER
BRIE S TR

RERUVREICEET HEREETDEH
V.4 RERUVRAEICEET R 22T 52 &,

ERGEFWIE L EZDEH

8. EELERNEE

8.1 AADFEIL, MAIHOIRFERR A bOEMMO L & CHMT L2 &,

8.2 BF O MEEEE SN 26354 v e B4 —BRBETIEBZNANS 5, i, M
WRIEEE S VIR 739012 K D M eI BR AT . B G-I D 20 W IRER (R Fe e 15 BR AR 14 O bk
B R BRI E T U T RRIEZ Z T 2R IC A e BEZ—NRAE LTV L%
LTS, AAIZ#EEG L TCH PRLEZIEMZRERELNRWGSIZIE, A e EX—0D%
ARFED BINESA Ve X —OREZT ) 2 EERIE RIS L EO R LE AT 2 &,

8.3 43 7p MR e [E S VLAl - L~ /U Z B - MERF LTV D 2 & sl 5720 BTG Uil
W MREEE SBVIIA - L~V B =X Y o 7T 52 L,

8.4 AFIOEEH CEFIX, EMNZOZ YA EEICHRF L, BE UTZ OZEE EYI
FATRE &I L 72356 ORICHEA T2 2 & RFIEZ LTI 280X, RTIESOBREHE
oI Lot TERIC Tl 2GR NITA 5 Z L 2R L BT, EROEEEED
HETEmT DL, o, BEXIEOFEBEIIR L, RFIOFEHIZ X0 FHEL T 5 6ErED
HLEERZEIZOWTH o L EE A CEREM D00 BE 35380 b - HEomi
% DI MR R AR+ 22 G AT N R~ & 2 L 98845 2 & %,
12 A AN Ok B2 5410 1E, EMOEI N CEEICBIET 57 L, @ Rxhic %
1952 &,

<>

8.1 AFOFEIL, MR OIRFERRE b OEMO S & THIET 5 Z &,

8.2 HA DM A MIEEEE S VIII N6 54 v e X —RNEAETIBZNNS D, i, M
RUEEE 275 VIIL (K730 K 2 MR IEBR a2 . 3G D 2 W) (i IR IE B AR T2 D L
) ) IR U T RRIE 2 Z T 2R IC A VB B — B3 A LT N &R
MHN TS, AFlZHREG L TH TR LZELNERE LN WEEIZE, 1 e X —0
FAEZED, BIERESA B EX —DOREZT D 72 EIEERS S L, BYRAELRITH 2
&

8.3 oy 7R MR EERE 55 VIIL K F L~ B - #ERF L TV D 2 & Zfigsd 5720, MBS Tl
B MIREEE S VIDIAF L~ a =2 ) 7452 &,

49



(2)

3)

(4)

8.4 AAIDOMEEH CIEFIT, EMNZ OS2 HEE IR L, BE SUTE O S 8  f# H
ATRE &M L7235 G ORICHE T2 2 & ARIZLS T HERIIE, A FEEOBERE L
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LR oT, ZHHOBEICEGETH561F, HEICES L, BlE8E2 0147V, IBEBUE
DD & b LN GE R, BEHICHURLEZIT I,
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S EE AR ERAEME
B BREOH 5 BEER M AR A B3 x5 L U723 I/ T [E BRI [R BRI RRER 2
AN GRITTEE LIRSS STV IS BRSO & 5 A E F 5+

BEHEZOME HRE S
() N=137 % (%)
2 8 6 (4.4)
SIS 6 6 (4.4)
b RGE Y 4 4 (2.9)
AT B 3 2 (1.5)
TR AR 3 1 (0.7)
T 2 2 (1.5)
ST 2 1 (0.7)
B 2 2 (1.5)
R 3 2 (1.5)
L 2 2 (1.5)
R R AE 2 2 (1.5)
A L R Y 2 2 (1.5)
BAER 2 2 (1.5)
[ELES) 2 1 (0.7)
* o BERIEIC B O b 2 A EHELL . TRBUK & ORI b b, B PTG T 24 BERILINICRBL LA
EFLTH 5D,

W12 RO EERIN AR A BE x5 L L S AR SR © -
66 BlH 1 B CAMIE (1.5%) DER0 b,

B FiFRE AR E U AR ER 10
22 pildr, HENE MO ALT ERENE 16 (45%) IR BT,

B BREOH D BE RS E U B ERRILFERER (ki 5288k, 261302 #Bk) © :
TRBRIKHEE X D16 L ORERRN G E T RWAESRSRIL, 216 Fidh, H.l, FEFE. R
ERECHE NN K ORI 345 1 61 (0.5%) (23R Hiiz,

B RO D 5 BE xS L U ISR (261303 38R ¢ -

TRBRIRIEE 1 L IR & DR BEBIR N EE CERWAEEERIT, 5761F, itk O EOIR
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AUDIZIT LTE AL E S TR0,

| O e e
o5 1/ AR [E R S R R PR RRBR 2 YT\ T, 50 ED BLEAAIZ %G L= 96 Bl &H T,
FVIIL {2/ 3 54 B % — (0.6 BUmML P L) &34 Lo iduniarorz, 720 19 %
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X. JERREREBRICEA T H1HE

1.
Q)

(2)

3)

2.
(1)

A ER
EEhER I A ER
(VI =3 EEBICBEY SIEB | OHESH

LREMREHR (H=ZV14HL)

HEJRIE « IEFRR D D =7 A FIUTEIT DAH] 2 vy b ODILAE R K ORGSR I T 27
fili L7z, 150 31% 600 TU/kg DWF IO E TS HEFFHIRN R G-% O ZEMETI B TH D | FK
L DA SR SRR SR A FER 2 Lo 7,

i P e OB B/ Bt B G e b 8] B SR
_ . B[R ERIRN 5 FEER I, DL R SV PR 5 5
H=7 AT e 4 [150 X1 600 IU/kg] HEERZFE LD -T2,

(TT 4 A o BHERKGBIRF R} © 2016 43 H)

7 DD B

AFNO I BRI B\ T, BIKASEERIEA R DN ARs o T2, A2 0y O mRRFHHNE %
& A IR T 7 U B TR L 7= 5 A 2 BERIRAEE 5 U755 A 0 TR
PEIER D B Ao 12,

Tt VERL R OIS B R (B 5] A
BA[RIEARAECS- (900 TU/Kg ] o
ST R M1 3R 72
o ek 3 (5 R P 60 TU/eg 0 fﬁﬁﬁ@m HHNRE
15 i) -

(TT 4 /A S obfEHAGRRFE R 1 2016 423 H)

HHEER

HAKRSEERR (A= 14F)NL)

WA E] i G M R BRI T, = A P 2 SRR T — & D S X AR 2 B
v M OHBEIFGEME AL U 7o, AH A BEEIRNE G- U7 R . AN B 2 T ids X
OSB3R B o T,

PEBI B Y , P b & ) il
A it Bl (IU/kg) R (IU/kg)
350

TBEE L 7 kR
BEsAYL | R 2 | BIRAES 700 ARBTICBIE LB |

EFRBLL 2h o7,
1500

(TT 4 A b oBHERKGBIRF R} © 2016 43 H)
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(6)

REHREEEHRER (Y b A=V A4F))

F7y NROH=7AFLEHNTAA 2 vy hORERGHFEERRZ 2 HEORE I 23 E
LCHEm LT, £7o. W=7 AP TIFFERRIZHELE 1 2y b (7001U/kg) T THRAIRER
PR & S0 L7z,

. B PR N o
B i@i@ B 5100 ﬁij c ‘EE%?
(g AP
7k ke 5 FRAEL 350 | AL B Iz B L7
HsdHan: 2 fEH 29 HH 200 T 700
WIST % (B 15 [l 5)
IR 5

_ . L AF B G B U 7= ik
H=7 AV | HEHEE 2 5 HfE26 HE 700 A RITIREL L 72 o 7o 700

GEAEESD)
HRP 5 150 o i
H= AP | WS S 5 F 426 F I 350 iji;gfiibimﬁ 200
o Tm,
(3t 6 [ 5) 700 |”

(TT 4 /A o EHAGRRFE R 1 2016 423 H)

BEinEEHR
PEG OERMRHMTH Y | KA DOEMEYACE LN D AREMEDH H PEG BIEAHMY TH 5
PEG2ru20KCOOH % HIW T, PEG IZBH#E$ 2@ MEAFHE L7z, 7 v MIIIT 21 2 [ 28 H X
B 5 EERBR N BB BB OER, W IO T HaBk L@ HED 65 mg/kg
THAHFEHITFEO AT, BREE b RINRroT,

(TF 4 7 A b kERIAGRMERL 1 2016 423 H)

A A BRI ER
AR L

AR E SR
YR L
<B¥%E: 7y MR L>
AHNOAFEF A FEERBRITIEM L TRy, HEES » N R OMEREY L &2 T g B G- 2R
BRICB W TAIG~ORBITRBO 5T, 7 v bERGEIERBRORERAIZ S0 TARANICE
W DRI RN T,

(77 4 /A bofEKGRRERL 1 2016 423 A)

BRRIEMERER (Y b, A=V A4 HFIL, DHF)
T v RO =7 A P EBIT B RE G BB P RT3 L= & 2 A ARA %
5. U 7284 O S T OBIEERI T RITEIRN B 5% IS PR SN D IEF UG & —E L Tz,
UHXOLFIZ, A 2000 IU/S mL /34 7 VEHI A 5 mL O & CHEARN SUIEINRWN, & L <X
Mni@ﬁ%?%%%ﬁm&ﬁb\&E%Dﬁﬁi?@%®ﬁ@&@&%%ﬁ%k®%ﬁ%ﬁ
EU:ﬁE%W%Tﬁmf@ﬁﬁimﬁﬁéimbko%@%%\wfm®@%’ﬁwf%
@@ﬁm BESHBALIC 31T 2 WERAI 72 ZRIERRD BV T, JWERERR I & A F 70 28 13
INzoT,
(TF 4 A b oWk FAGRRFE R : 2016 423 H)
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77 OEREFMET 0 7 7 A VT Ex OB THRD LD IEFFHEN TOZERERED b,
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58



X. BEEMSHEICET SEHE

1. HHREs
Al 7T A e F > R 250,,500,71000,1500,2000,3000
A= R
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ﬂﬁﬁ%ﬁ%ﬁﬁﬁ&U%ﬁ§%~Eﬁ%ﬁuﬁﬁﬁﬁ,ﬁ%ﬁ%ﬁﬁﬁ

WREBHAGH A B

201846 H 18 A

2018 4= 11 H 29 H

201846 H 18 A

2018411 H 29 H

WRIEBHAREA

FEH S >~ b 3000

;;Z% QTT ; 5®0 22900AMX00991

;Zé :,rji 20@; 2017412 7 5 22900AMX00992 | 2018 4E 5 H 30 H
;;Z% éjT To@z)o 22900AMX00993

;%Z% ﬂ/eti 1:@20 2018 4 6 1 13 23000AMX00475 | 2018 4F 11 A 28 H
;Z% ;rji ;0@;0 2017412 7 5 22900AMX00994 | 2018 455 A 30 H
;Z% Qjﬁ §0®00 2018 4F 6 A 13 23000AMX00476 | 2018 4 11 H 28 H
RS R TE KRR Ak jjf ;ﬁil KRR ’ éﬁijﬁ
;Z% ;rji ; 5@2) 22900AMX00991

;;Z% Qjﬁ :0®0 20174£ 12 1 5 22900AMX00992 | 2018 4£5 H 30 H
;Zé :,rji ;OCRZ)O 22900AMX00993

;;Z% éjT 1:(20 2018 4F 6 A 13 23000AMX00475 | 2018 4= 11 H 28 H
;Zé :,rji ;0@2)0 2017412 7 5 22900AMX00994 | 2018 45 H 30 H
ST b 2018 46 1 13 23000AMX00476 | 2018 4= 11 H 28 H

2020410 H 1 H

RBER EZREM,. BERVHEEZEENENFERAARUZTOAR
FER OVHEE T B : 2018 42 A 28 H

FER OHEZEFIEM - 2023 4E 6 A 26 H (TFHRERZEH)
6. RERUVAE 6. FERUAE
AFN H Ul OVRMER SmL TR L. SRIRICERIRIN | AH 2 WA OWIRIE SmL TR L. FEIRICERARN

WHERT 5, B,
THZ &,

10mL/45 % 48 Z 72 VR BEE TR

ToHz L

WE. 1 [EMRE 1kg 4729 10~30 ERHEM 2L | @5,

ERAYAN

BE ORREL
EMRICR G256

I U ClE T 5,

L EE ARV 12 5L R
O/NRIZIE, 1 EHRE 1kg %4720 40~50 [EFRHEAL | /MRS
2 2 [EE3 5%,
H 1kg 24720 60 FEFEHEATIC

BFOIREE

WIS U T 1 [EE
HETE 5, 12 mATN

D/NRIZIE, 1 [EHRE 1kg 24729 40~60 [EFRHLAL
i 2 M E3 503,
H kg M7V 80 EFSEALZH X 72\ il

BFOIREE

WIS T 1 EE
P T

WCHEHT 5, B,

T o0, BEDIRE

EMICRET D56

3l 2 [A% 53203,
& kg %720 40~50 EFEHALZ 2 A M.
H lkg %7- Y 40~80 [EFEHAr % 3~7 HIEE T

10mL/5y % 8 2 72V VG EE THEA

1 lﬁlﬁ-@ lkg %4729 10~30 EEHEANL & &5
W25 U CE T %,

L IEE. RAKRON2 5L R
W, 1A kg 729 40~50 [EESHAT
BEOREICISE T T

1[4
I EIEEN

5T&5%, L, &E5HEE 4~7 ARRICIER

ERAR

T 5%E0E, —EHEHINAFED b2

Lz

DS 2T, 5 HEMREES T, EHI

27 H Fﬁlﬂﬁm&

5% CEBANCERT S Z &,
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10.

1.

12.

13.

R HI%

12 R O/NRIZIE, 1 EYARE 1kg %4729 40~60
ERREALZE 2 BEE5T 2508, BEOREBIZET
T, 1 [AE 1kg 4729 40~60 [EEEALZ 2 AR
fF. 1 [BI{RE 1kg 24720 40~80 [EFSHALZ 3~4 H
Mg c&E &5, R L, BE5HE%E 4 HRRIC
EET 2563 —EHMHn A b2 &
THERD D X THETHZ &,

BEEHE. BIEKRARERABRUZTORNE
PSR B - 202549 A 16 H

EHS, ERSISE O ME ., AE R OV ORI BT AR 14 R 2 THE 3 5 (K
A HEB) A DO NETOWNTIUTHREY L,

BEEHM
20174E 12 A5 H~20244E3 A 27 H (] T)
BREYMBFIRICET 516H
AANZ, K (BHVITERS) HRICET 2HIBRITED DAL TR,
&EI—F
[EAE SR AE | R ERG 2 — R . Lt 7 R AL
= HOT (9 5
Wk WS a— k| (v]a— ) OFD) BS | s apa—r
TT 4 /A he
N 6343446G1027 6343446G1027 199087401 622623201
FEAX v b 250
TTF 4 ) A be
. 6343446G2023 6343446G2023 199088101 622623501
R E v b 500
TT 4 /A e
~ 6343446G3020 6343446G3020 199089801 622623601
FEH S >~ b 1000
T4 A be
s 6343446G5022 6343446G5022 199090401 622646001
FEHF v b 1500
TT 4 /A he
N 6343446G4026 6343446G4026 199091101 622623701
FEHF >~ b 2000
TT 4 /A be
. 6343446G6029 6343446G6029 199092801 622646101
A% > - 3000

61




14. REREATLEOIE

OARLHN B s 2 R R B [ BB VIR 7344 T o 0 | AREAI O B CVER 21T > TV DI
LU TCHREEBR AT > 1o H a3, BEREE X E S [C101) /£ B CIERREE k2 FE
TEXH5HLDTHDHI L,

QOABANIE K OTEAZRM & OB TH D DT, EREEXSE S [C101) LA CEH RS
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MBETEETERNEDTHDLZ &,

CERE 30 4F 11 H 27 AfF, fREF 112752 5)

MASFIEIR ISRV T, EE OERERICINA . HEREEOBERBRERED TWD TRER

PR ) KO DN MR E PR (20 78R | TR RVE M ik 5] A 1P 5 S TR R T 72 55 26 (20
L b)) | OB T b5,
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XI. &4

1.

FHENAETORTRR
AFNL, 2015 4E 11 FIKETHEE S, 2025 4 11 ABERA%ZETe 30 » B (M) LLETK
IR TW5

FHENCIS T D g AGRN (2025 45 11 H BIE)

=4 HIEH4EH KA H st
B NE| 2014 4 11 A 2015 4 11 A ADYNOVATE®
A A A 201546 A 2016 49 A ADYNOVIs
el 2015 4 11 H 2016 4 11 H ADYNOVATE®
A=A NZ7 VT 2016 %3 A 2017 43 H ADYNOVATEe
EU 2016 %3 A 2018 4% 1 H ADYNOVIe

AIN BT 2EEUIZN R FELROCHEIUTO LY TH Y HETOREGRIRI & 135725,
E N OAGBNE O TARAZEH T2 Z &,

4. EEXIIZE
MR HEEFEIEFRZEEZE TS H MG R O

6. RZERUAE
AFN 2 UAT DVEFREIR 5 mL CTUIE L. SEIRICERIRNICIES 2, 7eds. 10 mL/r &8 2 720
HWETHEATLZ L,
W, 1 EMRE 1 kg %720 10~30 EFEHEAL 253203, BEOREIZS Ul aigsd
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8. USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

There are no data with ADYNOVATE use in pregnant women to inform a drug-associated risk. Animal
reproduction studies have not been conducted with ADYNOVATE. It is unknown whether ADYNOVATE
can cause fetal harm when administered to a pregnant woman or can affect reproduction capacity.

In the U.S. general population, the estimated background risk of major birth defect and miscarriage in

clinically recognized pregnancies is 2-4% and 15-20%, respectively.

8.2 Lactation

Risk Summary

There is no information regarding the presence of ADYNOVATE in human milk, the effect on the breastfed
infant, or the effects on milk production. The developmental and health benefits of breastfeeding should be
considered along with the mother’s clinical need for ADYNOVATE and any potential adverse effects on the
breastfed infant from ADYNOVATE or from the underlying maternal condition.

A=A T VT OERMNIE (2023 4 4 7 SETHR)

Use in pregnancy (Category B2)

The safety of ADYNOVATE for use in pregnant women has not been established. Animal reproduction
studies with recombinant factor VIII, including ADYNOVATE, have not been conducted. Healthcare
professionals should balance the potential risks and only prescribe ADYNOVATE if clearly needed.

2E B OME

Category B2 :

Drugs which have been taken by only a limited number of pregnant women and women of childbearing age,
without an increase in the frequency of malformation or other direct or indirect harmful effects on the human
fetus having been observed.

Studies in animals are inadequate or may be lacking, but available data show no evidence of an increased

occurrence of fetal damage.
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8. USE IN SPECIFIC POPULATIONS

8.4 Pediatric Use

The safety and efficacy of ADYNOVATE have been established in pediatric patients. The use of
ADYNOVATE for routine prophylaxis, on-demand treatment of bleeding episodes, or perioperative
management was supported by five clinical studies which included 115 previously treated pediatric patients
1 to 16 years of age (78 patients <12 years of age). The safety and efficacy of ADYNOVATE in routine
prophylaxis and the treatment of bleeding episodes were comparable between pediatric patients and adults.
Pharmacokinetic studies in children (<12 years) have demonstrated higher clearance, a shorter half-life and
lower incremental recovery of factor VIII compared to adults. Because clearance (based on per kg body
weight) has been demonstrated to be higher in children (<12 years), dose adjustment or more frequent dosing

based on per kg body weight may be needed in this population.
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