2025 % 9 HKET (55 16 hiv) H AAENER 0 J 8% 5 - 876343

EELAAEA—T+—LA

H AP 3R K22 o TF 0 34E 2018 (2019 EHHhR) 1 HEHL L C1ERK

i1k ETE ]
EMFMRAEE ZRREALRREEIERF
BEEMERRBG, LHBEES

ORI A MMC &5 H 25084
J0XXI A MMC 53 H 50084(i
00X XA MMCEiH 10008
20X X1 MMCasiiH 20008
20X X A4 MMCzi:m 30008

CROSS EIGHT MC for L.V. 250units, 500units, 1000units, 2000units, 3000units

FilTE PRSI (ot s )

A AW R R B
GEERS (EE—BEMEOLFEICIVENTLZL)

134 T iSRS 55 VIR - 250 [EFEHAT
15 70 NI EEE 25 VILA 7 500 [ B BLAT

LN D HHI X 5y

RS - B 154 7 N IR EEE 55 VITA - 1000 [ FR AL
13 7 NI EERE 55 VLA 7 2000 [E B HAL
131 7L KR 5 VTR - 3000 [E B EAT
s T o RCARIR G A IR Ve 565 VIR -
(3

¥4 : Freeze-dried Human Blood Coagulation Factor VIl Concentrate
SEAMEAEIGHAE A B

pIkics BOENTEAGRE A H Wr7ERAAF A A

(6 — 40 L)
R AR A 250 [EFREA A 201348 A 6 H
S A P VB A - 500 [EBREEALRYS | 20134283 4 12 A | 201345 H 13 H 201348 /1 2 A
SRFEpiaE A B 1000 FEBRHHA LA 2013428 A 8 H

2000 EREARA | 201547 H 28 H 2015412 ;1 11 A 2016 41 A 27 H
3000 [EFREAHA | 2020 4E 12 H 16 H 202146 A 18 H 202146 A 28 H

BLENRTE (BA) -

A G BT A B AR

I AR L 2 3 DA% S

—RAEEE N B A MR AR <0 FEE
TEL : 0120-853-560
ERFRBIRE T AR — L=
https://www.jbpo.or.jp/med/di/

AKIF 132025 4 9 HWETo 7 o A=A » MC #3EH 250 AL « 500 BAL « 1000 BAL LN 0 2T
A~ MC ##H 2000 HAZ « 3000 HLALOE IR OFEHIZEED T WET LTz,
BT ORI, MNTATEOE N EIRM EREE IR OIS O ERMIERRBI—V TR LTI ES0,

S
8

SRR oy u




1.

2.

EERA VA E1—T+—LHAOFSZOME — AAREREHETR —

(2020 4 4 He&zET)

EERAUEE1—T+r—LEROEE

B E RS O BN A BRI & L C, BERAERLRMNCE (LUF, §A3C
) BbbH. ERBLGCER - SRAIMSE O EFRMEEE D B 5 EHIC LI EIE 5 O
IEE RS2 TG 9 BRI, IRMSCEIC R SN B & AT 2 HICFE 22
MLBEIRGENDH Y, BESEOERFERMYE (LLT, MR) HE~OFHROEBMGE
ROBEICE WV BEREME L TETCWS. ZOBICKLEREREERICAFT 57
DOEHY AR LTERSA v Za—T74+—24 (LLF, [FEBRT) AL

1988 -1 A APedcAli e (LLF, RBIRZE) S 2/ hNEESN 1 F ONLEMNIT,
I Fiodisa, 1 FR#EEaBEl, To% 1998 £ HREEHTE 3 /NEE RN,
2008 4, 2013 FIZ HRFEERIGEHER RN 1 FilflZEHHOUWET 217> TE -

I FRO#EEME 2008 LIKE, 1 FIZPDFEDOETHT—4 & LTHMET S Z &R
AlEZpode. ZHUCKY, IRISCEO RBERUET NS - A UG ORI T — % %
BAIL7 T FAESChICt SN D Z & oz, HO T Fik, EIRGERES
wEHE (LT, PMDA) OERHEEGFHRGED~— (http//www.pmda.go.jp/
PmdaSearch/iyakuSearch/) (ZTAB SN TWAH. HIFFHKTIE, 2009 4F K 0 #rE=3E
D 1 F OIEREMFTT 2L LT Ao Ba—T7 13— o548 2&EL, M
D1 F PP CELMET 28 EFERAEHRE L THEEIEE - RETLTW5D.

2019 FE D IRAI SCEFLHBEHEOAL T IZ A, [1 FRl#EE 2018 BNAER I,
Lof TEERE R IE 3 OGS IR SN A A R5 A 2 ) (TR 2 15 %
DIz, ZOHHIMEZKE L.

I F&lE

[ Fid T SCESOBREMT L, ER - EARSEOERIEFE L > THEE
BB, EELOSEEHOTDOOER, WITRFIOTOOFER, IO DD
fHH, EFEGLOBIEMEH OO OIER, FPANREE ST OO DFERENEHN SN
oA R R ER OERLMFEREL LT, BRENPTEEEEZRE L, EKARSEO D
(2 Y 5% SR o0 B R 78 SR TR IS B0 D AR 2T VB M OB BE 24K HE L T D 2R
B SArEMIT NS,

[ FICREHEHTH2HEBEESNT ARENEE Lz 1 F ol BEEIc i L, —5osst%
P& AROFEPANOFE RN LR SND. 72720, MEEAEOBBEECEDD LOK W
FIHZE B 3550 - Il - $RIET NEFHEEIL ] FOFTHEFHL IR LRV, S0k
25 &, BERMENSERMIN T FIX, FAEE DT - Kk - BEERT 2 &
EHIT, RERMTEEZTHEOL NI RMEF O L ZAHEE LTS,

I FORMIIEBBFT—F2RAL L, BEERETORRITIMETIIZ .,




3. 1 FOFAICHI=->T

BIARD T FiX, PMD AOERHESELE SRR O~ — Il T i) E &
NTN5D.

R EET TRIERA VX Ea— T 4 —AEROFS X ) 10> T 1 F 21k - 42
320, 1 FORREEEx, EERBGICAE L TODIEHRSC T FAERRRIREHE L
FEMEBRS IC OV UIRBERBEDOMRE~D A VX Ea—|Z XV FIAEE S RNEE
RESHE, [ FOFAMEEZEOLMLERNDD. o, MRFUGT SN A EOFESE
BT 2FHICEL T, [ FAKET IS ETOMIE, RESENRUT D UETH
KEWHLMNC LT CESE, & D UVITAFEO ER G RIREEY — v 2512 & v A%
HOREET D E EHIZ, 1 FOEMAICHIZ-> UL, KFORMNIEELPMDADE
L PG R R DN — Y THERTAOMLERH 5.

723, WIEMHHRLZEEOHRO R LIRS THD V.5, BRMR < [XIL
zagrt), (XL @5 (BT 2 HAFIAREZZ T T RN FlRN G END Z &
NHY, TORYFNIIHSEETRETHD.

4. FIAICRLTOBER

[ FuEHFEFIBODTROT I ENTERVERLERE LTHEA LT
72, 1 FIXAMREOEF AT C, YakEIRMOBUEIRE X IIIRGEICEE D 5 3
DMERL « 292, EERLEEFEHAOZOOEMERTH D & OMESITEN, i
B RBUTITEIES, EREREONE, ALK DL EMEOMRREICET 2 E#ED
IR ARG AR MR B A R T4 >, B a— R 4T - T30 57 4 2%D
filf a2 —EREZ T S D 2500, BOEHHRRSEIT A N7 14 > Tl, REKRIES

IO RIESIZET 2 IE IR oW T, R ERERIEFE NS ORDITIE T
TITHO ZLIFELEZ RN EEINTEY, MREA~ADA VX E2—LH LOCHGHE
RECEY, FIREEON I FONEEREISELNE DO THLZ LARMLTH
DRI B2, BERBEN LB LN EROBZORAEZ MR L, FOREME
ZREE, ERBSGICBT 5EIEERZHERT 5 LITEAMORE THY, 1 Fx
FIH L CHEEEBZBIMES 5 H DI L TWIZEE 0.




I. HEI:EE]?%)IEE ............................................ 7
1. BHIE RS v 7
DR L Y =Y 2 e i oL I SRS 7
3. L D B S e veve e eseeesesseeseneisiseeieis 7
4. JEIEFEAICEE U CREET S & Rt 8
5. FAGBARA KON « M _EORIBRFFL-oeeoe 8
6. RMP OFETE - oeeeeeemimie 8

II. %ffﬂ:&]?%ﬂﬁﬁ ............................................ 9
1. ARG reevenerereeeereemrmnnis 9
D LG e 9
3. REVE R TR PR e 9
4. %%K&U%%% ....................................... 10
5. b4 (G441E) SUTAE evveererereneenennnnnns 10
6. WMA, B, W3, FEB T 10

M. AIFEDIZET BIEE e 11
1. WAL BT oo 11
2. HHRA OEFRAN FICHBI S RIE - 11
8. AN OWEERIRIE, Bl 1

IV. BENCZRET BIEE veveerereerermmmmmmmmmmmnn, 12
1. FlJB e 12
Q. BHE DR v vervrrrrrrrrrerrrrere 12
3. m{#@ﬁg{rﬁ@%ﬂﬁk&()\%g ......................... 13
4. TIleeeeeeeeerermmmmrm 13
5. BT 2 FTEEHED & 2 AL - eveveeeeeserenenns 13
6. BUAIOO B RRL FIZ 51T 2 BT Moo 13
7. FBLE R OVEIRAL D L2 TN e veeererererreseseneenns 14
8. fth#l & DELGZA (BEULFRIZAL) - 14
9. @H:H\i ......................................................... 14

10, Z258 o A 14
11, BIRHRE K AL D G ereereeremerereerneennenens 15
12, F Dftfeeeeeeeeeeeeeeiiii 15

V. BEICBHT BIER v 16
1. ijJﬁE PN e 16
PR QRS E Sl Sh i REARE Y - S 16
3. )EH{£&U)EH§ .............................................. 16

R

4. ﬁH{f&UﬁH%L:%@—&éﬂE% ..................... 19
5. BRI vrrrrrrrrerereree s 19
VI. ERZHERIB(ZRE G BIFE rrrrrrrrrrrrrereerereesnnnnnnnns 29
1. FEHPRICBE H (LB UL B WRE-- 22
Q. FRFHVEF eeeererem 29
VI. ZEYENEEICRE T BIEHE vvvvvererrrrrrrrrrrrnrenenenn 23
1. [ﬁlﬁp{%}ﬁ@?@@ ........................................... 23
2. FEWFRPEFRIY /ST A B v 23
3. RHEM (REab—a ) i 24
F B L L ET TP ETT LIPS PPPPPPPRE 24
5. ﬁﬁﬂﬁ ............................................................. 24
B. AR E e 24
T R e 25
8. NT U AR—H BT D FH - wwweevvvevveeees 25
9. BT L AT e 25
10. B DY B A AT D B e 925
11, Dl 25
V. Z&t (EAELDOIES) BT SEB 26
1. BEENAE & ZDOFRH e 26
2. T%EV\]E&:%@@EE .................................... 26
3. BNRESUTZNRICBIET 2 1k & £ OB 26
4. THER O EIZBEES 5 1R & T OB 26
5. EEARARERE L Z OB 26
6. FEDHEZEAT 2BEICHET HIER 29
T FHE A eerrrrrerereeeeee 30
8. FIEFH - vveereemre e 30
9. EEIRH AR BT R G T 31
10, JEEPE e 31
11, B B TR e 31
12, F DO A v vvvrrnrrererereereniiieeeees 32
IX. JEBEERTRERICRET BIEE - wrereererererereeeerereenees 33
1. BEFHZRER oeeeeeeeeeeeee 33
Q. BRI 33



X. EIEEIEICEH T BIEHE e 34
1. /%ETF‘EIJ[Z% ...................................................... 34
2. ﬁ;ﬁ/ﬂ;ﬁﬁﬁﬁ ...................................................... 34
3. @%%ﬁﬁf@ﬁ?fﬁ ....................................... 34
4. E&*&U‘L@/f%ﬁ ........................................... 34
5. %%ﬁr’,ﬂﬁ-g;ﬁ .............................................. 34
6. [F—J4Y « [N e 35
7. [g%‘gg@iﬁgﬂ H cerrremerrnnnee 35
8. BLEIRTEAGEAEH A R UVKRRE 5. 4
AAENLHAFEA B JRIEBAAAFEA H-weeeeeeees 35
9. MEESIZNAB, LR O REATIB
j][]%g)ﬁgﬂ H R IR DN weeeerrernnnnnnnnnnneens 35
10. FHFAMR, HaHERERAREA B LD
B /1A e P P TP I PP PP PP PPPPRPREE 35
11. ﬁ%ﬁ/ﬂﬁﬁﬁﬂ .................................................. 36
12. PRI HIBRIZ B3 2 (G- eeeeerererererereeeeees 36
138. %%ﬁ:»ﬂ R oeeereem 36
14, AEBRIGAT L O VRS oeeveereereeereeeeineccs 36
KL SRR weeerereereeerrereren 37
1. B SCRRoeeeeeemii 37
2. %@ﬂﬁ@;ﬁ%iﬁk ....................................... 37
X1. %%ﬁﬂ_ ..................................................... 38
1. Ifﬁﬂf@%\éﬁ%/ﬂ ................................ 38
2. VAN T BRI G eeeeeereeeneeeens 38
X1II. {ﬁ%— ............................................................ 39
1. FRA - IRFESCHRICES U CRRPR T 217 5
AR R AOY 1l T 39
2. F DML D BEHLIE Jfeevvvvvvrrmrmmmrmreni, 39



anh

£

=]
W& 3 P s

ALT Alanine aminotransferase TI=VT I NT AT 2T —E

APTT Activated partial thromboplastin time IEMHEAEER Sy s e R 7T AT R

HAV Hepatitis A virus ARIFR T A VA
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(/BRI A bk MC E#ER 250 B L)
134 70 [k (TH ) ERAK 5mL) 1]
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1.30RER (TR

AV [l 5 VIR -2k 2 RV oes Uy i oD B 1 A5 VIAT - 22 46V > 2 o0 HE il BT ) 2 #17)

ERRAR

2RER I RICEET 55FE
RIEINTWRWD

3FHERUVHEE

el

(1) AZERUVHAEDHER
AHN % VA DVEFRNE 5bmL TR L. BRICHARN SN U EHMEAT S, 2B, 14
I bmL & #8 % DS ITRET 5 2 &
MEIFEE, 1[5 250~2,000 [ERRHAL 235592508, . ERICS U CGEEERKT %,

<HBE>A e X —DORWIMAIREBE KT D IEMIEET A KF A4 2 910
RKITA RTA BT MIZ S 7 BEER T LV E R 28 & L, B &
TEOb oL b IS HWONARAHKICEFOHENET A L2 HIRT L L LT,

FVIIA- - ¥R (EAD) ={KH (kg) XHEE—ZKFLUL (%) X0.5

# 1 2VEH I O FERE

i 55 e BT fi %

] T ~L = i} it}

1) BRI R R BT O L MREE 2 DN B,

E 20~40% EEI D R %%/I\EEOP Egﬁjﬁljﬂll:ﬂﬁﬂ%) :@&’g‘{facﬁ

e 0 WIEDZ. Ui, k., AR

M 40~80% | E—ZIFL L& A0%LLE 5oy TR - NI 0
(D &5 12~24 BERIEICH | 1 56 CHITERIE R 1T 5 .
MAEIRIE R £ T,

2) WA BAEN M HES 5, BENLRET O LER R R 2 DENT D

(IR LASY)

3) Mg th i 80%2 I LIt 7 Z7IRT LovZ 30% | JRHIABEIARE & L CRErE ko, B
LU R & D IS HUMAERTH % | FAITIC ¥ U TR 2@ L T
=G, QAN

4) CPERNH 20~40% JFHI T BlD &, IEMAEETHIL| b7 1P AE 1 [F] 15~25mg/kg & 1
E, B2 KT UL % 20% | H 3~4 [ENARA> 1 [8] 10mg/kg % 1 H
LLEICT 5 & 5 12~24 BEfES | 3~4 BIO#HEE A L TH Lvy, 72
ST R R % B EOTME, DEME, OHRE

TRTME, DE/IME|40~60% | E— 2T L1 40%pl | | SR EOXE i i Dif

SE =11 T % k5 12~24 MRl x 1o | s ABEIIRE ZIET 2.
3~7 HH,

5) ML Hifm* 80%24 | K7 7T LIz 40%0 E | TEALEBEN IS 6 LT H 2 O SIS

IR L 912 12~24 Wil =
12, Ik LT 3~7 H ki,

YU, BHEIFATICHE L TRt %
IR L TH L ABEICTITW, IR
DIRFEZAT D o




AfFEe—7

i F5 1 R L SETE D7 fii%
6) AEOBZNOH |THLEHMIZHE LT TIT I, ABEIZTIT D0
% OB H L
7) BT i JRRIAZE SGBIEIB ORI B 5 S 13508 L D
Xj(% fxﬁuﬂi@@ﬁ%ﬁ\ 20~40% E:{}\&:R‘; T 12~24 E#ﬁﬂ%% *ﬁjﬁf’%{fﬂlﬁ D\ )\Kﬁﬂﬂf’%%%ﬁféo
) (2 1~3 HH,
8) skl JRHIA 2 JRFTALE & b T R %Y AEE 1A 15~
S5 U R 20~40%  [FEIRICIS U T 12~24 Bfils x | 20meke & 1 H 3~4 [FIAA: 1 7]
& .%ﬁ # {IE(I?L;:JEI 5] #Fﬁk% 10mg/kg % 1H3~4 W@ﬁ%&%{%ﬁ'ﬁ
) T %
9) WIRMm IR JRRIAN 2 LB & 20 OREIL (2013
356 11t R 40~60%  |AEIRICIE LT 12~24 Wi gs & [ A1TV RINBSEELT 5. b2
PR ET;;H%O RS | Sy ngoimIzse,
10) SHEEPN > 100%24 1= N7 ZRF LV E BO%LLE | ABEERR L T 5, RHEIMIESEE LU,
oL DIz &b 7 AL
5,
11) FLHROFERFTHE | 50~100% | ERN 1 HEE L, MEIT)E | CT AF v s CHIEN M AN G E &
CTCT AFx v 2179, NIZHETYH 2 AMIZIEERS Bl5ke
179, FLENLOFHZEP L O] 13
BORERE 2T D Z e3P voT
EEEET D,
12) Hfr* 100%24 N7 ZIRFLL & 50%LLE | BIEIFAICHE U CRpiia: 2 88R L C

ok H i< Ly 7 AR
5,

L L, EFEoERFCRmEZLD
a2 8— N AV MEBEREORIEICHEE
T 5,

13) HME =< W’k
Bl

LS

L2,

PPN I, BT L, b Ol TR I (2

HITOMFIEICHEL 5,

B SMELISMI AL & %,

14) @ /%— kA b
TEAGAE

BAfii M (L) I2HECTIT 9,

CiSIZAR ST W AP

* IR DD HiiR.
* 2

FIATEMEITHRO L THIETE DM ~DABEAEE LW

FF - 3T B TSR

- B — . .

T - AL EERIP SENIIL oW {EES]
1) tERHAER kN Z 2% AfE 1A 15~25mg/kg & 1
Bt oI A b A | RIS, IE | (kR g, 12~24 i | H 34 P2 1[0 20me/kg & 1 H

Bt

MINEETHI

M3 & I HImIERE R £ T,

3~4 [BIOFED I 5~10 AR, F7zlE
WL T 5, RpTEiiey

I£ 20~40%
B 7oA IE ISR S N D,
Pl E LI % | 50~80% AUEERTNC 1 0%, BRI . -
I GE CTCE—7/HF L% 20~
30%LL B2 % X9 1~3 B,
2) HLEERRIERT 20~40% FERiRTIC 1 mloA, FEFRE | B RMgo5A T, FRRICEB &
EEIT> TWDEAITIE, | 72D,
H %2 BAEEO BT/ 5L A
D,
3) KAMALE - NPT | BITHED, WNIREERIRE IR IE DA%, Fifric e
T5,
4) P FAf 100%2L F FZ 7RTF- LUV E 80%LL E | EifgdaiE 2 JRA &5,

2RO L 9 12 5~10 A, 0
i 2) BRI S,




il - HiRE—7 SEARE DS iz
K+ L~
5) BHME - BAl (Of | 100%L4 | r 7 ZRT LUV E 80%LL & | FRseE 2 Rl & 35,
BN < BHEEZR &4 > X 5912 5~10 HRE, LAtE
= X~ T 7/ L~UL % 30%LL
Fizfko L 9 3~5 HE E721%
2R ET,
6) POy« REIRZ: & [ 100%LL kT 7RF UL E 50%LA b | N O R PRl =2 U
PR WD X 512 5~10 B, U | v 7 %217\, BEIZE L TR—F AT
X b T 7HRF UL E 30%LL | BINRTEEAT O *,
Lotk o X 9 3~5 Bl E 721
PR ET,

k LHRICE D E AR —F A ETOTEF L A LR EWR, RGBT TOTETFT U AL EHINTEY .,

EHHABIRL TS LV,

b T F %Y LB OME I AETEO ME 2 5T 5 TR & % 7o D I ER SR 1l

DEZTIFHESL LTV DORILL LT, AEFRLRIMMATES L H 5,

# 3 AHMWE - /NPT DHiekE
- FEATRTO A kS . .
FAf - S0LE B A L BN O T
1) BAfZE 20~40% MBS U C 1 [E],
2) NEEKE 28 ) 50~80% 12~24 FE B &1 1~4 AR,
3) bHEP - FETMALE NIRSTR 50~80% el L BUILEIAE %17 > 1235 SIS U T 12~24
L E R 0 s &1z 1~4 HH,
. VBN U T T ZRF UL % 30~40%LL B> k9
4) PR 60~80% |y 4 AR, R T Th L
5) BRI A HIE B # OBk e [
DAL, O T A | 20TA0%  ERITEETLEL
6) e hErE 80%LL - ﬁ%mmbfhﬁ7ﬁ%va%&%utm%oi53~5
7) Lligs 7 —7 v, TACE, 60~80% W) U 12~24 I & 12 3~7 HH, ALE®RFfi
MR L ’ EEFT->TH LU,
rZ 7T L E 40~50%2fDo Xk 9 5~T7 AR, F£7-.
- o s h T R Y L0 1[E 15~25mg/kg & 1 H 3~4 BN 1
8) RPLIRSIERT 80%AL |\ Jomgfke % 1 1 8~d [F100#1E & ML B0 L C
Ju,
9) A G BT 60~80% FERITIS U T 12~24 BB & 12 1~2 HIE,
10) I i&ZEHT 20~ 40% FETHE (Bedtal) 12 1 Blodk, EEREIREEZITo TV D
’ BAITIE, BH CWER 2R 5 AbE5*,

* S WERFOLEIE, Y AMEARE, BIE~TEEOS AT,

DB~ I A VIVEET T 7

FAL Y PEEMNT D, BT 58y 7 MR IR, WA,



<BE>A e B —RAFLREMAIREE T 5 IR A K7 A W

#4 EHEFEWM (X) KA LSA e B ¥ —fREk
BES oo nfEe

100 — Ht
100 X BU

(BW : A (kg), BU: A e —fE (BU/mL), Ht: ~~ 7 U >k (%))

40 X BW X

1 1Bl BRI B0 EVIA 1 (BAE L T AIEMEXAEEX1/2) b LIIEXA T (B
LT DIEMEXAAER) 2R BB TS 5,
Z0%., HIMOFRE IS U Tl X & R —F 2% 5.6 L < 13 it %217 9,

2 LR THLNEERERETIH T THLHRBETH VY . BEZR MO THRE TS TS O $EI
(IX) KAIEMEEZREL, fETH20ERD D,

3 NALVARSE—TIEEN (IX) FHFRARE 4~7 BRICA > b B2 —28 LR35 mRErER &
VWV, O, BEOHIMSCFHREIIE, BV (IX) KFEEREoe=41 v 7 2BHITV,
B A 2T BT AR BIFNC LSS A MBS B B,

4 TTFT 74 7% —REDTLAX—RKIEOPTEE S OMARR B A e84 —Tld, ik A¥
VIR AT v A NEOHIREPMETH D,

RO B | FEBILER = BY X 1000 x 0.08 x 100ty gz p

R = 5 ﬁEXBUX%ZAlOXBWXWXBU LB,

Ht = 50% L {ET A& HfndE = 20 X BW X BU  CfEilfbansg,

(2) BERUVAEDRTERE - 1R

KENT AL —4E05 THemofil M) OBLEH T2 A L, [EWN OBk ILE O M % FoEk
L L7-HAITHY . Hemofil M & RIERIZERTE LT,

4 RERVAZICEET HEE
RIEIN TN

5.BRFR AL
MERRT—2 1 \vir—2
A% L

(2) BRER IR
LR L

(3) RERGRRASR -
BLEHR L
(4) IREEROFER

1) BNHERFIER -
P L
REMRER
MMERR L

2

~



(5) % - FAEHIBER
AR L

(6) ‘amEEA -

1) EABERE (—RERARERE. FEFEARERE. FABELRRAR). HE
RFERT—IN—XFAE. BERFTRERABORNE :

B R L
2) ARBEHELTERTFTENAERIIER L -FAE - HEBROME
Y E R L
(7) T D

s aAxTA b M OHFEROIERRERICI W TIMANR A B 16 #lo 95 H 1k i gh B &
DF LNz TR AR 2 15 Fllzk L, 6 » AM® 212 [AO HifL—= & Y — RIZAK

A28 306 [\l G- S 7ohy, BIEHEPRIERIZRE D biviesoTi,

(/A A M ORBRREL V)

< ki zh B > 12

MAHHE A B 16 Bl 5 G LM REE DR LR o7z 1 HlEZ R\ 16 Bl L,

6 AR 212 FOHIM=E Y — RizZ a2z A k M2 306 BIEIRNICE 5 S -, B

4o AL LM RITE 5 IR TERY THY . BEBEOARITIAHLU LT

86.6%., NHZNLLET 95.4% TH -7z,

F7o, 1=t Y — REoHmFMEIEMFITFR 6 1T B8 THO, 1 Him~

v Y — DA R iﬁ?d]b)u:“@ 92.9%., LHZILLET100% TH -7,

BEHIMT, 2 15 FUCEHERITRR D bl o7z,

#5 HEG@moOILmAE (HiLEBALL])

s B (%)
HH 3 (%) P
W | A | S | R | e | £ RN
RH i 128 91 23 4 2 2 250 (81.7) 87.6
A 12 15 2 5 0 0 34 (11.1) 79.4
A 3 0 0 0 0 0 3 (1.0
BT 6 3 2 1 0 0 12 ( 3.9
£ I 3 0 0 0 0 0 3 (1.0
. 86.4
%%ﬁi$? 1 2 0 0 0 0 3 ( 1.0)
%g%ﬁﬁ? 1 0 0 0 0 0 1(0.3)
#t 154 111 27 10 2 2 306
86.6
HahE (%)
95.4




#6 1= vY— FgolkizhR (HifnsEah)

(MR CE
HA L B A7 . 3 ESES 3 7t (%) (FZLLE)
2 G e 23 Yk (%)
E3)E0] 113 50 8 0 0 171 (80.7) 95.3
fH A 10 8 4 0 0 22 (10.4) 81.8
A 3 0 0 0 0 3 (1.4)
AN 5 2 2 0 0 9 ( 4.2)
£ Hi i 3 0 0 0 0 3 (1.4)
B - S 84.2
(RIS L ) 0 2 1 0 0 3 (1.4)
A - S
(RIS L1 ) 0 1 0 0 0 1 (0.5)
it 134 63 15 0 0 212
92.9
Hh%E (%)
100.0
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1 EBZ2MICEEHHILEMXITILEYE
NIAT varzZ 77y (B fi#z)

vyaz haZzZ yrry B z)
T7Ins hay 77y GEETHZ)
NYF 7 haZ 77y AL (B A8z
FU hals R—% (BEir1EfRx)

0y NalZ 77y GBIl Z)

eI hay 77y AL (B x)
yas hayz 77y XAn (BiE )
TIVAYT GEE TR Z)

TRV vas 77y (B z)
VEZ has T Ty (EinfrEz)

IR BEEDH LA ONRE NI RFIL, RFOBEB TR ZZRT L L,

2. 5B

(1) YERERGL - 1R AR )
I U ] 75 VIR - | 3 MR i e [ SR IX IR - U IEE (iSRS 8 (7). Ca? &
Bz TR U C LR EERE 5 X K+ 25k U, iR R 2 et 3 25,

(2) Eh xR HABRAHE -
7 ZAxA kM % in vitro TEHVIAFRZMIEZEHINT S &, EHAEES Fe R
FAF e (APTT) 23EHE L. BEEREATEN RO bz,

(3) EARIRMFRE - Frigehra -
VIL 3EppEhielcBA+ 525 E] © MNURECHE 22252 &,



VI. EYEREICEEIT HIER

(w22 A M OREREGAE LY ]

1.0 REDHER

(N BRLAEVGMARE
(V. {WRICET2HA ] O BAELRUCHE] R1~422RT52 &L,

(2) ERRFAEBR TR SINMFEE 2 -

VA 74 1 EERHA/kg #5795 &, VA FIEMEITR 2% 532,

MAR A BE6HIIC7mATA N M % 50 EFEHAI/kg & BFEL U CEARMNICEL- L7
Wi, I [ 55 VIR - 0 A AR N R 3R 13 55.8~72.4% (CF#) 64.5%) Th o1z, £7=,
1.0BU/mL O A B X —%F L TWD 1RSI L7 EICRIZEYE) 66.2% Th o 72,
Fo. MABABRE6HICZ oA A M % 50 EFEHEA/ke # AIEE LTHS L
B9 B ] 55 VILIK] - oD o mp 9800 1 13.5~18.0 BER T, 45 15.1 B[] T - 7=,
1.0BU/mL O A e X% —%H L TW5 1l &4ERA U7z i s i 25 15.3 R T
HoT,

(3) hEE -
MER L

(4) BF - HAEOHE
AR L

2 EMRERI/NT A —F

(1) R A%
P - L 2

(2) RAGERE TS
AR L

(3) HERERETH :
MR L

W HIUTTUR
R L

(5) P AR
R L



(6) Z DAt -
DR L

IBEH (REaL—av) @i

(1) BRAT A3
R L

(2) 185 A — S EHBER -
DR L

4.1% 4%
Ly (RANTEENRAITH D)

5.5%

(1) i — BAAPIEBTE -
WAL L

(2) M — M B BPL BB
BB L

(3) ELit~DFATIE -
MER e L

(4) BEBANOBITHE -
MR L

(5) Z DILDRBEADIBTHE -
AR L

(6) MIFELMKAEE
Mg RR L

6.1 35t

(1) RBAERL B MR BHIR B
MR L

(2) REICE5T 3E% (CYP%) OHFE. F5% .
MR L



Q) VEEENREDEERVZDEIS :
BN

(4) REMOELDEWRUTEMRLL, FHELE -
MR L

7 Bt
mMER L

8. F3 VRKR—E—IZEHT B1EH
MER L

9O.EBMFICLDBREE
EERe L

0B ENEEEEHITHEE
mMER L

11.Z Dt
BLEHR L



. €% (ERLOZFESE) (CEA3 HIER

AN,

[ |

BEQANMKZTEE L TRANL L2 D TH D, B 72 o 7o i 2 BRHS 2 B
2. YYEBEORE L ET D & &b, BETRIZEIT 2 —EOREL - bk
PR 7 FEfi L, BEYYEIC T 52 A R A LT o8, AR Z e E LTnD Z &Iz k
DIEGYEACRE D U R 7 Z B RIH R T 5 Z LT TE W e ) BRIROIRE LGB %2 +4)
(CRRTD B BER/NROFEIZE £ D Z L,

BDR

ERNBEFDER
EIN TV

2ERABEETNER
BRE STV

SERER IS RICEET B L TNER
BRE I TV

ARERVAEICEET 5FELETDER
REIN TR

SEEREARNIE L TDEH

8.2

8. EELEARMIE
8.1 AAIDEEMIZ BTz - Tid, FIFDOIBIRIZIIT DAANDOLENE L & B, AFIORE

(2B URRGIE DARIE 2 BH IR T D 72O DR EXRAHE L DTV D08, ik % Uk
LTWDZEICHET DEYYERIEDO U A7 5B RICHERT D 2 LM TE v &
., BEICKHLUTHRIAL, BfEE2EL L8052 L,

AR OFAEFE 72 DK IT, 2% ORZIC L 0 EERDRRE 2 fel U2 E W o ik
PHEML, #E L Axr—~, BREFLXY AL X (HBV), CHBFKT A L2
(HCV). b MuEARLET A VA (HIV-1 KO'HIV-2), & F T U 8kt w A
LA 1EL (HTIV-1) K O'e R 2ULR ™ A L2 B19 1290 T D IMLIE R K OVF
he (ALT) MEICHEHA L72bOTHD, S5, HBV, HCV OV HIV 22\ T
iR fRE (NAT) Z 33 L, @A LzmiEE2 AR oSS ICHEH L TWhE 28, 4
% NAT ORHBERLLT O 7 A LV ABNEANL T A AJREENFICFIET 5, 70,
FETERTE, VBN n-7 TN/ 47 vy /) — L QMEIZ ) A VA%
AL L, A L) T 74 =T 4—78a~ T T7 4 —KOT A )VAFRERBII T
A NVAZERELTND,




SHIC, TIFE LTHWEZ AMIE T L7 2 o flE Iz BV Tid LR o JfURHLE 4
EHL, a—rORIBE=% /) — /A5 EIEICE Y VA VA ERIEL - BRELTZD 2,
60°C. 10 B OWIRMBNC L oA NV 2 ZRFEL L TN D,

AHNIE FEO X 5 R BFERERS Y A WV ADARIEL « [REREOREMEZH#H LT

WHD, TEICEEL TR, ROBICHRICERET LS &,

8.2.1 IME/yHHIF| OBMAEDRLE TFETIL, & bV R T A LA B19Z%D 7 A LA
SRR « BRETHZEDBRETH D7D, AFNOFRGIZI Y Z DR
BOFREMEE BETERVOT, HEZOREZ 0BT 22 &, [9.1.1,
9.1.2, 9.5 &#]

822 MRIANAED T A NAREGED VAT IZOWVWTIRERITIEHTE TE 2D
T, BIEE 2TV, ERDS DO EAICITEY e L@ AT 2 &,

8.2.3 BIEE CIIAKIOEHIC LI WERM /oY 7 )V k- ¥a7h (vCID) %
Motk Lz L oHEIT 2V, L LaRns, BMETRIZBWTERE Y 4
PR LED EOREDRHDH OO, Himi7e vCID FEDEFED Y R 7 & 5%
TR TE RV O T, B OBICIZEE ~OHAZ 0T, BEE
DLEWZ 3 ICeto ERET5 2 L,

8.3 BE OIMPIC MKEEE FHVIE 2k 51 v e BEX —DBRETLHBENRH D, FFf
(. IR 25 VLR 1344 L D A ekt . B G- MBS D 72 e (R Fo i
LB IR, O LS BH) SCHEMIRENICE R L CTHiRIERIEZ Z 0 2Rl v e B X —
MBELRLT NI ERFHHNTND, KFIZEE L TH FRLZELENE LN
RDGEITIE, A VB B —DORAEZERD, FIEERA VB X —DOREEIT ) e
CHEBRERS N L, @MY@ z21TH 2 &, [11.2 2]

84 v~ U AT /AHBEICKT DHRZEAT D AR Z SERIZITIRETE VO THE Y
+43247H 2 &, [9.1.3 ]

<fFE>
8.1 FrE MR 2T 2RI, " OFIMER Ve, EoMiEEREHO
72O BEREICOWT, BE I T OFBEEIHAZITV, L2155 L 9%
HZEMROBENTWD (CERL 1545 H 15 AfF, EASEEEERRDE®),
8.2.1,8.2.2 AL, JFEHMAEDO R 7 ) —=2 7 BEETRRTO VA VARG - BREL
HEZIT-o> TWDH A, BEORIETRETIIE hSVER YA LA BI9ED T A L A%
SERICARTEL « BRET L2 ZENRRETHY | BEOFEEEZREETE RV, 202
EDD | ERL 8 11 A 11 HATIREAEEE R Z A E sk IR S&, 2 Tol
HESHRIFN BV CTHERRE LT D 19,
<HE>
G TRO U A VAREL - BREREAZFHIT 272012, GLP (R OLAMEICB
T 5 IEERAR IR O T O HNE) A ML Th D5 = FWFEEEIC BT, A LR
VT T AR IR LT\ D, £z, RANT DU T ORGYE B A D FEfidk
ko LB,




AFORFREMEREDEMING (2025 £ 9 ARTH)

A AR5 TS R | C E i
WA HE JEURH I
L 3 B il
(i i i) JEUBE 7 — L B A&
T H&RE ALT @
i Mg b LR R —~HiiAk O
HTLV-1 L HTLV-1 ik O O
HBs #iJit O O
HBV 1 HBc fiff Q2
HBV-DNA &V O O O
Bt HCV ik O O
HCV -
HCV-RNA®D O O O
1 HIV-1/2 ik O O
HIV
HIV-RNAED O O O
) B19 UK O
B hLAR T A LA B19
B19-DNA #V O
HAV HAV-RNA £V O
HEV HEV-RNA D O
) EisimEmsA (NAT) 12 L0 EhE
7 2) T HBe Hii4 1.0 A X3t HBs Hi/& 200mIU/mL L Eo & = [E A
8.2.3 MAL/mBA DELE TRIZBWTHRE 7V AV 2R LD EORENRHH DD,

8.3

8.4

HFRA72 vCID EDEHE Y A 7 B BITIFHERTE R W2 LD & TO My HE
AN BV THEEMLE LT\ 5,

MAREZ BT DA e X —DOFAT, MARKEICBOWTEEEOFSWHETH
0. WBREITH)EMSCEEOBLLIEFITE W ENLRELEA e EX—DEE
MAEL A1T 5 72 DIZERE LT D (P 20 45 11 A 28 B HEA S48 = 3R 22 a5t il
AR EAS) . E 7o, B OMANIC MEREEE VN 712332 1 e B X =033 4ET
HBENDRHDZLIZHOVWTIE, UTFOXIBRWERHD (/oA FMiZk?d
RiAE) 19,

VIR T- 840 X B 1BE AT 722 & DR WIILAYKR A B2 (PUPs) 24 JEf (FEJE 10
B, EEE 6 i, BRAE 8 ) ZxIREL., Fu AT A b M OHFHNE L LEMEERT
BRI RFA L 72,

ZOFER, FVIR T > & X —DOFARIT 1/24 (4.2%) . BAEFNZIRES & 1/10 (10.0%)
Tholz, TOA e X =0 I 16T, RFWIEE G226 24 5 H#&IC
0.9BU/mL O A > & B % =2 S vz, MR & OVE 0% ORiRRIET S ki
NEITBIHFTH 722 &5 low responder, 7»>, —iEfEAf B EX—Tho72 b
DEHESND,

AANTRGE TRO I~y A€ ) 7 a—F iRz [EEL LizBis 2 AT b,
TDOSYTAE) T u—FAHURIT, A AR a~w N ST T 4 —TRTZEDITFE A
ErEINDN, v~ U AT AHBEIZH L TREUEDBERO H 5 BEITAF 2 &G L



et BBUEOEERERPEND ZLRH D, Lo T, BEE +2IT4T0,
BHEUE O IR D BN TG EITE H ISR 2L L, @Y R0 EEZ1TH Z L,

BRENDERERT SBEHICHIT HER
(1) BHHE - BMEEZFDOH D ESE -

9.1 GHHE - BEEZEOHIEE

9.1.1 Fmt - xMHEBmMOEE
t hSVAR T A VA B19 OB AR Z T AlREE 2 B E TE R0, YL
TeHEEIi, B BB ANEZ LS BERLEHEREZEZT LN
%, [8.2.1 ]

912 AEF£EE - REIHKEOESE
t bR T A VA B19 OEGEAE Z T RREEZ T E TE R0, YL
HAICIE, Rt ZEZ T2 0855, [8.2.1 &2]

913 YORF-ABEICKH LBBECBRERDHLESE
Blga 02179 2 &, [8.4 ]

< i >
9.1.1,9.1.2 MigEEEKN A, 7o F hur e MoE5IZEL 0 e FoLR DA L
A BIIWZEG LTz L OfENH D 517, Fio, o smidics e b
sVVIRT A LA B19 O DNA 2t & ic & OHERH 5 19,
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