OND-4.1

*x20244F3 H LET (554HR)
*2023F5 HLET (B83hK)

B aeag2~sccre 26 S g

BRI - 486 H

EstysEs TN UYSE v

HAEEE R O HE S
EERHTEE Xal FRRERI A 873399
TYFET LAY N TILT 7 GEETHEELZ) 8
11}
Y 58ERH 200mg
ONDEXXYA?® for Intravenous Injection 200mg

AFES  |30400AMX00178000
BB | 202275

E)ER-EMSEONSTZICKVERT S L

2. E2(ROBECIFBE LBV &)

ARAND BRI URBUEDBHERED & % &

B 1 800mg % 30mg/ 73 DR THIRNIL S L g\ T960mg %
8mg/ 53 DHEE TR HERIRNRE T 5.

7. BENUHEICRET 3R

3. #HR% - MK 7.1 RENSERFAREXa R T HER OMEH . B SR 0 1 E#%
3.1 #88E BURKEE 5 OBREICS CC O EBVRE5T 52
HR7E4 F v 7 XY EEM200mg Eo
LNA 7Lt EEEAREXa R FHE
BRI TYTFEYRY b 7T 7 (RETHEREL) EEEAREXaR | Al OBEER 5D 5 OR%iB
EEFATEXa o
207mg S — FIEEA O mA % il
131 7L ST SR SR | SEmAEY —_—
FOAYE—L 6.7mg EEN e
O X & E— UIEREE 7.6mg i .. 2.5mg.5mg Ak
VA L-7 L% = o HEstE 98mg | 7T g R B
bept=pi 207mg 2.5m S
X § -omg At ;
= 1 N— v A
Do v = b )7 518mg JN—aFHIN Y 10mg. 15mg. B Bk
A VILR— 180 2.1mg
. 15mg.30mg. .
FANEF v 4 == ANL 25 — B E AV ClEE NS, ERETAL ] omg AH Bk

AENGFABBOBERZEZBICANINATLDET VTFY Ry
b 777 GRETHEEZ)200mg 2 EET T 5 I8 5 B 2 R

TAHHIGREREIN TV,
3.2 REIDMR
HR7e4 * 2T EEH200mg

B~ i [ E OSSR (Bis TR

4 #®
BU5H])

pH 7.5~8.1(10mg/mL HREEFIA)
2B #90.8(10mg/mL  HEESRK)
(AEFRAERICN T 5 k)

4. FHEXIFFNR
BERERREXa@FRER (ZEFYNY UN-OFH/NIYR
& T RFEYNY b2 IVEEKIIN) I SHOBEICHIT D Lz
BH 9 HIMN (& 1EMEH & H MO FEIRF O FUEEER O

5. MMEENIFNRICEHET B)F=

5.1 AANIEREHMEEXaRFHEER(TEFH N UN—OF
PN UET RFHN Y b 2 OVEREZKY) OFE. ik 500
A58 g5 D 5 0% ERMH BEE R (EREAEXa
KFIEER OEYEN I E T S REEA D 2 BREES) Eh 6
EEERAREXaR THERNIC L 2 HBERERPREREL TV S
BThHcIENPWESNDBEICOAMEAT S &,

5.2 AFNI7EFHNL IUN—OF PN IET RFHNY b
JVERIE KA DI O FLEE IR & 5 Bt EE R o Al I EH L
B,

6. FERUHASE
WH AT BB X ol T ER O HE. k580
LA 58 R EH 5 ORBRICSE LT 7 Y T 1w b
TILT 7 GERIETHEEZ) & LT LU ROAEIIBEO B R
HETHIRNZE T 5.
A% 1 400mg % 30mg/ 53 DEE THEIRM S L it T480mg
ZAmg/ 53 DL 2R EBARNZ ST 5.

7.2 BN HIMARGE 1209 2 ARE O BINR G O FRE KR K2
PEIIHEL L T e Wiz o IR MALE Z 5 2 2 &

8. EEREARWER

8.1 ARAN FE2EMICH Y] & S n 2R ERE D E i & &
HIHERAT S &,

8.2 IEIM#IF IMETEMFED Y A7 2 EH T 57-0  BEDREEZ T
SICBZE L BEREOBEROA R S FHIMO Y A 7 % 3
L7z BT TE AR FEL P ICHEY) S FBEREOHM 2 EET
B2 EL[11.1.12H]

*x8.3 AN VG ERTRT ZENBH DD T AN LI K D HUEE

PR T - WEDORR N TERAZRET BIH 2> TEK
ARG OHEG 2 EEICHT 52 &,

JRITHNICAE 2 U~ ) ARG 2 7R 9ER A E AL T
BHEINTWVB.ZOHFIZIF AN OHBEERP+7ICF 5N
9 ANTIDVE s A3 ke T BAZE L B A BRI 28 - 7R B 3R
5N %, [10.251]

9. BEDHRZEIIEEICHTIIEE

9.1 GIHE - BIFEEDH 2 EE

9.1.1 MiETEREDY R T DEVESE
DR &5 BEETRIMEEREDERESERT 2B2h»
b2 KEHBEOR B IGE EOFERE L AREEZZEL T
g s .o DBEFIIBRHABICBLWTRASA TV,
[11.1.1288]

< A XY S ORBFT7THUNICEEREA o o e 8
RS B R R 2 IS R B R [ 55 VI 7 341 4 BT
FEEERRS M MRy E A O G 22T - BE

« kA X b OFEIRAT2IE FE LA MR ZEARE SIS R I
WEE D2z Z ) 7= 8

9.5 1FiF
T8 SASHEIR L C WL 2 ATREME O & 2 &I I AR Lo B RS
fabattz kM5 K EN25/ICOARETH T &,
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9.6 7R

BRLEOFEM R OBIRBEOR RN 2 EE LRI O/ IE

ke MEid o &

9.7 INE

NREENRE U7z BRRFHERIIFER L T,

*+10. HHE{EA

102 HAFERHAICERT D L)

A E

BERRER - HEETTE

WP - fabRE T

RTEANINY >
AR YF R TL
AVAV DI AT N

{5 e R AVAR) N
I FHNRY Y
FrITL
FIFISY vF
[NURZFA
NI F ) ¥ F
MU T L

RYARINAOE R -
&8 F AT RS L
OYAWINE: T/
BRI END
%o

In vitro T =% 5.4
BB AISY V-7 U F b
o> e UIHEAERICER
LAY v OH B E
FZREE sS85 EDR
BEhTWb,

1414 XA TILEMTIZRETO - D EBKZRES Y TRE
BB B NA TIVIEIRES LW &,

14.1.5 BRERITES ~MECOBH~ DT PICHEANZET SR
TH 5 BMRRICHM TR WP BRTHERT 5 2 &Mk
FRIZEBEPRDSNTHBEITIHMER LW &,

14.1.6 20GLl L0482 355 Lo EatE 2 AW T RS BIE L
TAERBOBREEZNA T IV SBINT 5,54 TILA S L
VAR IR IRETICHAT 5 2 & HilN Y ZIC L 55 21T
IFHEFRIVA L 7 ¢ VEIIER VB VB O &Ny 7
ERHWAZENEE L,

14.1.7 AR LU GGREZIESCPIEHT 2 2 & 2RISR
BIHE,

14.2 ZRRSEBOER

1421 HHEARY TRV VIR TRV EAKBEEOEN,
0.2X130.22umdA > 54 > T 4 V¥ —(RYVIZ—=FILAILEK Y
BE)ABLTHRETH L,

14.2.2 hOHEH LIRA L HEWT &,

15. ZDDFER
*x15.1 RIRERICE D 1BHR
15.1.1 EXaWl FHEATHERFOBREZNRE LILHRAZET
R ICB VT AR E5HI30HENE45SHEO 7 > T %4
v b TIVT 7 ROEXaRF I 2 PURRERIC B T 28
HRIZ.ZNZN8.0%(25/31441) % 1V'0.3%(1/287#1) TdH - 7z

[8.321]
T x v HINVXT| T 52N X | In vitro T—F D5 A
AF R YT L U AQFEEE|FINT ¥ 8 XY
AAPEE T | A-7yF har Il
ENH B HEEICERL. 7+~
Z I8 X 7 2 OFEEEAE
HAzEBHsE5 2 &EWR
BahTws,
11. BIfER

WOBWERBH 5 b B ENHEHDOT BEZTHITTVL.EE
PROONTEEICEERE2HIET 542 MU L UEEZITS C
Eo

11.1 EXZEER

11.1.1 [IIRETARSE
R MR 2R R (1.5%) B L8 F6 08 DI ZE | I ZERRE (50.8%)
JAE S | ZEAR ML 2R P LDV AR E | VR IR BR IR AR RE (£50.6%) i
R A DA ZE | ZERR IR MARNE (£50.4%)  — 81 B R I e
BB EIRFAZE (50.2%) SO MBEBRENH 5bNDE I ENDH 5.
[8.2.9.1.1%8]

11.1.2 Infusion reaction (0.4%)
THAL L B I R (R 845 o Infusion Reaction?’d® 5bh s
ZEDDH B

11.2 ZOthDEIER

19K

(DR
—fi - REEERORSEBAORE

IDME IR

BTN HRRIFUEIIED Shad -7,

16. E4EhEE
16.1 MRE
16.1.1 BE%S

ALE A BEERR A AAI400mg b U < 132800mg 2 B [A] %Ak P #% 5
LizEZEDOT7YFEY Ry b TLT 7 OEMERE/SS A —5 %
PIRICRTD o

&5‘% ﬁ”ﬁ Cmax AUCO—O@ t12 CL Vss
(mg) (pg/mL)|(png-h/mL)| (h) (L/h) (L)
62.4 62.7 3.90 6.66 9.78
4 49
00 (13.2) | (13.6)% |(0.994)2] (1.40)2| (2.49)2
122 131 4.32 6.50 9.31
800 | 50
(28.1) (31.2)> |(0.806)P| (1.79)b | (2.96)P

BT (BERZE) va « 42f.b : 464
Crnax * Hm MEEHEREAUCo- * HEGROKH A & FEIRAK ] E TOM&EH
HREE — AR TEME 2 D EHRERILCL : 25277 7 Y A Vs | EHR
REBICB T 53 HEMH
EREAEEXaFFHEEA (T EFIN  UN—aF PN X
I RN ) QMEEAFIRE D EHIRRBICEE U7z HAR N B
AT Y TFHFRY2y b TIUT7 7%2AED UL IIBETHREHE
BLEZDT7TFFT Ry b TIT 7 OEYFREINT A —F
ZLIRITRTY .

12. BRRERBRICRIETRE
FUEEXal FEERIEEIC & > TRVARREG T TR EXalF

ERIBT7 o TFF Ty b TLT 2 oRHET S EICED

WHEXalFEESHRESN. 7V TEFS Ry b 7T 7O
S REISB/ N S N B REED B 2 RBE=F Y V7
(& R OER BRI OEEEHR (MEEREAA XY M EOE
FRISTA—FICHEDEITH T &,

14. BELOER

14.1 ZRIANFOER

1411 B 5ITRBE LN 7IVEE RS 2 AR RER IR 2
152 &,

14.1.2 20GHL L0518t 258 L7 EFHBEZ AV TN 7 Ld
720 20mLOFHFKTHEME L. 10mg/mLOBEE T 5,

TAEEIESN
L@E?%EQJ ) gim i (ucg'}‘j;m ( uﬁ;:u o loml o
R | ik - R |
Smgl F2[E |A¥ ¢ 6 (?;Zf) (3?5?,?3) (322) (333) (322)
;if 10mgl F2E] Atk 9 6 (112.?;) <f§.18> (?:(7)(9)> <3:2(7)> <3:ZZ)
10mgl H2E B | 6 (112.92) (5.6;) (;(IJ:; &??) <:j§)
or-fsmaa 10| (5| 005 |5 i
NV |15mgl H2[E B b| 6 (215.26) (fﬁ) (f)é(l)) (Lll(l)g) (T;Z)

14.1.3 FEEE2 T2ROFIRICHA L GIEPAE Uk b & S ICES
F7KZNA 7 IVOBEEIZIR > THRND & D I, IZEAT S,
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EREFREEXa | Kl
RTPEEA Ak |
R | - R HE

Crnax AUCoo ti2 | CL Vss
(pg/mL) |(gg-/mL)| (h) |(L/h)| (L)

101 241 | 194 | 371 | 6.62

SomglHLENAK € 8 | (1) oy | (20.0) [(223)](046)| 5.18)

103 244 | 213 | 374 | 312

¥ d
o | COMELELENAR 18 |3 0y | (40.1) |(061)| (081 (058)

HNY . 178 520 3.62 | 345 | 3.44
* a
6OmgLHIEBIA *| 8 | o 4y | (75.9) |(036)](053)](037)

1 479 | 44 72| 371
60mgl H1ME|B# ¢| 8 68 ! 613721 37

(24.3) | (59.1) {(0.59)](0.44)|(0.69)

HTPIgE (RERE) a - BERFAZSEXal FHER O REHR S IRME.
b : EEEAREXa R T HER O R 54K F%Z . c © ERFRREXaR T
FREA| D EA& #5903 % d + EHEFIBLEE Xa R+ B EH] O R 5 8Kl %
Crax * @ MEEHRE AUCo-0 * FEHROWEH A & HEFRARFH & TOMmEEH
BB — IR AR TR 2 D HAPEEELCL : 287U 7 7 Y A Vst R
REBICB T 2 D AAH

17. BERRRE

17.1 BHERUREMICE T R

17.1.1 EXaBAFHEEF TEEROEBEEERRE UEBXRAZST
EFHEE3b/ABERARER (ANNEXA-4515%)
EXaR FHEAOBREGRICRACHBERREOTHN2ET 52
PRI Z R L BFATTH (S S HAANLTH) 26 RE LI
MR AT E A — 7 AL BERBRICB VLT EXal T
FEEAI O, R G RO 1 N5 8, Bi&E 5 6 O R B R
WKIECT UTOEBVAED LLEBEICTTY Y TF %y b
TILVT 7 EEG LU,

5 Xa 7 IR A D R
EXaFEFIHEA | HXAEFHEAORLE | 855 5 ORBRHE
DR WSROI ERE5R | SR i
it | SERLLE
R . S5mgll ™ A%
o s
TERINY e et B
10mgl A}
-~ mgll R %

UN—TFHNY 10mg#8,ABH B
EP | 10mgll kB Bi%
30mgAii AW
30mgbl kB B
EW | 30mgll kAR B
A7 UTFY Ry b 7ILT7 7400mg#E30mg/ 5O HIEHE TR —F R
1% 54.480mg%E4mg/ 53 D T12073 M 1) T RiEES 2.
B 7Y TFF Yy b 77 7800mg#E30mg/ 70 HIEHEE TR—F R
1254%,960mg % 8mg/ A OIEIE T 12057 T SHHET .
FEFHIEE Td 5 5 XalWFEER O XaRl -F1EHEO R RI%)
RECIEMZRIEILTOEB Y TH -7z, (20206 H30H 7 —
=20y 7 HEE)
FXal T HEEF B OHLE XaH GO PRI R (B 2R R
EE[H3294)

A%

2N

I RFEHNY

EXall TIEA | AR ﬁfﬁ;;@é ?;;E; (4 q:;?[;
TEFHNY 172 [95%%@,2%;]9;3_';? 2%, -92.5%]
UN—mERYAY 129 [95%{%@!2%;19:4—.50;1%, -93.0%]
TEFFY 28 [95%{%@!2&%7:1-';?3%, -65.2%]

F1 0 HUEXalWFIEEA950ng/mLE D5 A13950ng/mL (E & _HRRE) 12 E
# U 4dng/mLAKED G Ed4ng/mL (BB RRME) 1B L 72 % 5%
RREDRBI OB EIELRE20THZE L7z,
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T2 1 ARIUEDISWEBRIEIL, ) 28T X MU v ZHRIC k> THE L.
MR (7 > FF G2y b 77 7 BERT 128 HE O FHil)

79.6%(258/3243ff)
)

AR LI (24F) [95% (=X : 74.8%, 83.9%]

o 79.3% (134/169f)
TEFTRY | losonfExm : 72.4%, 85.1%]

\ \ 80.3%(102/127)

. . o .

BXABFMEA | )N B T IN oco tr : 72.3%, 86.8%]

o 78.6%(22/28f)
TEFETIL | st : 59.0%, 91.7%]

o 81.1%(214/264f)
[95%{EHIXRE © 75.8%, 85.6%]

D

AAOHR . 73.3% (44/60f)

(959 {E IR © 60.3%, 83.9%]

O5%EHX L IERE (exact)iEIC & > THIH L.

a: B oM H TR A REE L HIE S N BETHNG YBBNT D S RIL S
niz.
BIER OFBSAE L. 11.9% (57/477H) TDH - 72 B2 EIEA L.
i PR ZEHR 1.5% (7/47761) 5EJE 1.0% (5/477H1)  Id I & 5
1B DFEZE | Il ZEARRE R B 0.8% (4/477H1) AN AEZE = AN
DR IMASHE R ER IR MARAE  BDV0.6% (3/47711) T -
7zo
HARNBE (176 BT R1446]) Tl FisEXalk itk o
AR I AR RO T EF N U EH] -95.4%(5
B )= F BN EEF] -96.1% (561) . T 35N> 854
-82.2% (445) T& - 7z o Ik Mzh AL 1241 (85.7%) THZN 7 1L 1ML
MES NIz BITERIZ 11.8% (2/1761) 12388 & N A HSHER H 2
Bl IAEZE K MY T AMESIBITH o723 o

18. ERpEIE

18.1 {EREEF
TUFEYAY N PALT77ide VEXaRTOBETHEBRA N
BFAAL TN ETH O GEEHMOXY v ET T = VICER
LTWaOMEERERT & L TOBREES TV 7 T3
Iy b 7T 7 REVHEAE CEEEAREXaRTFHEN T
HHETEFTIN UN—BFIN T REFHNUAREAL B
BEEE 2 T 59

18.2 ERERAREXaEFEEHIICX T 5 HFIR

1821 7oFFH v TILIT7DREICESZTEFT NI
N—OF YN KFOL RFHFN T BHAMRICOVT. &
EEET L ZHVTHEE L. 7 XN I & 0 HiBtERRE
IZH D POIMEREREIRE NICH ST ¥ ZREIMEETIVICE
WT 7 YTFETERy b 7TILT7 7 OBIRNESICE D TSRS
N KB PEXalFEEIFET U AHEZoBHInE T U
729 JUN—TF YNNI K FBEIREICH S5 FITH L.
TUTEY XY N TIT 7 E2FBAERIIHENICRS LIz
RoUN—uF N OHEEERZAEKREFENICHM L, Him
2 FEXalFEESIERBEEREO I F EEEO L VICE
THRALZO T RFINVOBEICX D FREREICH S 75
FIRH LT TFFT Ay b 7T 7 2 FBAHERTNIC TS
BELEER I RFIN I HEXal FEHIET L H
MEERFEA LD o

18.2.2 7¥F U NV O MIEHEENEFREBICEZE L (7 XY
N &L Tomg% 1 H20E#5) HARABRBEAMNIC, 7 EF 43
VOB EIREBRICT VTR Ry b TLT7 7 (XTSIt
R)EAETEES L & EOREXaRFHEEONR—ZF 1 VIRt
T 5 PR OHER 2 DU ITR T (B HER OO 1X30mg /43
DFEETHIRNIR G /T U7RRIZES)? .



30mg/ 7 CHNRIN 4mg/ 5 CHIRIN
Pl {7 L 7o

'

G2 T L72iE R

|

1254

@ 75tk (N=3)
W77 b TV A (N=6)

it Xa FTEME (%)
a 3 8

[N~}
[S2]
1

0.‘0 0.‘2 0‘.4 O‘.6 1 2 3 456 78 9101‘11‘2
30mg/ 4 CHHIRIAEE G- % # T L7254 S OFSBIER (h)
1823 YN—uF YNV OIMHBEFRENEFREBICHEZE LA (Y

N—aFH N> &L T15mg#z 1 H2E#ES) BA ANMERRAOH

IVUN—TOF PN OREFZEAREB®ZICT > TF Ry N 7

VT 7 (T T R) #BETHRS Liz & 2 OFEXaRFIEED

N=Z T A NZxT BB LROHER % DURIR T (FHEE DO

REEIE30mg/ 73 O E THIRMNIL G 2 /87 L7 RERUCES) 2 o

30mg/ 73 TR N 8 mg/ 5 THHIRN
BT L7 BT L7
1254 i i

& 771K (N=3)
77 Ay b 777 B (N=6)

75+

50+

HUHS Xa FFIEE (

25+

00 02 04 06 1 2 3 4567 8 9101112
30mg/ 5 CHIIRNPE G- % # T L 72 1A & OFBIER (h)
18.2.4 T RFH NV OMBFRENEFEREBICEHELL (T FF:Y

N> ELTO60mgz1HLERE) HARNMERBEAL2HIC, = FF

PNV ORMEEEIREBZICT > TEFT Ry b 7LT7 7 (ET

FXR)ZBETHES Liz& ZOREXaWFEEOR—-ZF 1~

1209 2 LR OHR % LUN IR T (R O ORI IZ30mg

/S DORETEIRNIE G 2T L RESICEY)2 .

30mg/ 4 CHfIRIN 8 mg/ %5 TR N
b2 T L7 P AT LR

y {

125+
® 75K (N=4)

4 7UFEAY N TVT7 Bk (N=8)

—

= (=2

ol (=)
1 1

HUHS Xa WFIEE (%)
o
S

(S~
(2]
1

i
'
T T T T I\ T T T T T T T T T 1
00 02 04 06 1 2 3 4 5 6 7 8 9 1011 12
30mg/ 73 THIIRNE G- % 3T L 72 i 5 OFE IR (h)

PI190@C

18.3 ZDfth
TyTEFYRy b P77 EABETFERS ey —
(Tissue Factor Pathway Inhibitor, TFPI) NDO#E& %/ L7z
TFPIOMHEEH O A LY ASEF (TR FEE bo v EE
ZIUET 2FRERYH 2.

19. BYIRSCRIT BIB{L2HIFIR

—MARFE: T TR Ry b 7T 7 GRETHEELR)
Andexanet Alfa(Genetical Recombination)
TUTFEYRY N TILT7 7 RGBETHEIEZE b
T T TR I 1 55 X K 7 (FXa) Fiz (kT dp 0 (L
X FXaDL#ED 1 ~5FH K U40~139FHD 7 2
JBBICHE L HEDO185FEHD 7 3 J Bk AE T Ala
WKEBBRSINTWS. 7yTFY3xy b 7771k
Fr A Z—ANLRY —IIBMIC L DEESH
5. 7TFY Ry b PLT77IXI05HDOT I )
FRFEED 5 72 LR U254 D7 I ) BBEED 5
ZHHETHER SN Y V7B (TR K
41,000) TH %,

21, EEBRN

21.1 EEEm ) 2 7 EHEEE 2 FEO LGEYNICERT 2 2 L.

21 2ENTORBEFAPBO TRONT WS Z &h 5 BEIRTE
B—TEBDREFN RS T = WEEE NS £ TOMIL 2EN %
WNRIHERREREZERT 52 LXK 0 KA OEHBEDTE
RERZILET 2L LI KBHOREERTEMIEICET 2
Ty ZRHICNE L AR OBEEERICHECREEZ#H LS Z
Eo

22. 3%
INA 7

23. EEHL

DHEANER : 19-5148 B (202243 A28 &®.CTD
2.7.6.13)

2)NER : 16-5083 8k (20223 H28 H&:E.CTD 2.7.6.11,
2.7.6.12)

NHENER : 14-5055 8 (20223 A28 H&FR.CTD
2.7.3.2.3.3.1.1, 2.7.6.10)

NHRNER . in vitro B (2022F3H28H % .CTD
2.6.2.2.1)

SYHANER . 7Y BEBENET L - T EFH N IIKT BEH
(20224E3 A28 HA%FR.CTD 2.6.2.2.2.1)

6)HNER : 7 FIRBENET L —UN—OFHNVIIHT S
{EF (202283 H28H&F.CTD 2.6.2.2.2.1)

DHNER : 7 FFHEUET L - RFIN KT 21EH
(202243 A28 H%&R.CTD 2.6.2.2.2.1)

24. XEFERERUEVEDLEE
TARTERAIRREHE ATAANA VT r A=Y a vty —
T530-0011 RERTiIEXARIRITIZE 1S
TEL 0120-189-115
https://www.astrazeneca.co.jp

*26. BUSHRGTRES
26.1 BEHRTS
PANS DR EH

ABRAIEXCREIGET1S

x B:

OND


https://www.astrazeneca.co.jp

