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ALP alkaline phosphatase: 7V VKA T 7 Z—F

ALT alanine aminotransferase: 77 =73 /) N7 A7 =7 —F¥ (=GPT)

AST aspa}rtate aminotransferase : 7 ANT X UET I ) N TV AT 2T
—¥ (=GOT)

AUC area under curve : WUNHIAR T mifE

BUN blood urea nitrogen : MIKJRFZEFH

CK (CPK) creatirlle kinase : 7-1/77?"‘/?%_‘{2‘ )
(creatine phosphokinase : 7 L' 7 F kR AR FFH—F)

Coax e v A R

CRP C-reactive protein:C MMEER (E)

eGFR estimated glomerular filtration rate : BEE R ER{IATEIE fi

FDA Food and Drug Administration of the United States : K[ERShE
b R

7-GTP gamma—glutamyl transpeptidase:y Z /L% I/ T U AXRTF L —E

LC/MS/MS ks u<~ 7T 7 4 —/F T LYAANRT bk b —

LDH lactate dehydrogenase : {7 b Ra 7 —¥, ILEeiKFERESE

RMP Risk Management Plan : [E3ESL Y R 7 4 B E|H

S.D. standard deviation : FEHE{RF =

s TH 2R

T Time to reach maximum concentration in plasma : fxz & M5 0y AT

Bl IRF ]
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(2) * % : Olmesartan OD Tablets
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7a] &2 LT
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(1) 1 4 (@& - AV AHLE L A REY I (JAN)
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(8) AT L (stem) : angiotensin II receptor antagonists, antihypertensive
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@ANAYLH 0D BE 20mg (=T ) 12
TRAFGAE RIFIE g PRAFHIH il
R 40°C WO - JEARA | 3N EAb7z L
indics 75%RH,25°C O - B 3WA ZEibie L
b 120 77 1x « hr | &P - [ER4s 27 L
@A N A H 0D FE 40ng =7 1] W
TRATFSo1 RAFIfE PRAF 1) il
TR 40°C Wt - [ERA | 3HA 2iea L
T 75%RH,/25°C W - B 3 A B L
it 120 5 1x « hr | &EW - QUEBERDR 27 L




. REERVBERRORER

A L0

C HFEDREELE WMEIEFEMEL)
AHNE A DAL UHEBRERAIUI T | AL v N A VRIS & b LIRS S
TICTRIFE LSS, A MRV VIERRIERAISUITE RS v A OVERRE RSN E 6
L2ENRHLOT, —wfbidlET 5 2 &,

. RHM

WHZEENC R B RIS
QAN AV ILZ 0D §E Smg [=F 1) W
@A N AYLH 0D FE 20mg =71 ) 9
(TE R EI D EMFRIR SRR AT A BT A4 > PRI 12 H 22 B EIKEFS 487 5,
AR 13 4E 5 A 31 A—HkiE EIRFFEEE 786 B Rk 184 11 A 24 At iE FHRFERE
1124004 5 K OVFRK 24 42 2 H 29 A —HBeE BEAFATE 0229 5 10 5] KO [HENELRD
& O E A O M RSB A R T4 > PRk 124E 2 A 14 A ERESE 64 5, F
AR 24 4F 2 H 29 H —HkiE SRAFA R 0229 55 10 )
REBRTYE ¢ A AR G BRIAA HERBRE (O RLE)

BN S
SEE [RlHR %L BRI BRI 1
pH1. 2 = F SR 7 i HIFABR SR 1
pH3. 0 =D 7= McIlvaine DFEE IR
IN Rk 50rpm 900mL 37+0.5C

pH6. 8 = H AHE 5 7 A HABR 5 2 ik

7K

FIV AL H 0D $E 20mg =712 | (2B L CIEakBRikiL pH6. 8 DA TH 5,
HIERENE - IWHEBRSEE N E IO T, BLFICRT () LNQ) 0 EE - T L X, &
H N A2 & HET D,

(1) T

(DEEAERLA S 15 53 LIRS 85% UL EisH 4~ 2356 -
HBRBFS 15 45 LANIC T 85% LU EFHT 270, XU 15 icHiT R B
UF O =R DR R DB R £ 10% OIS 5,

@QEEUERLFI Y 30 43 LAPNIC -5 85% LA VA L7254
BUE S N7 RBRIFF[RIIC 0\ T HERLAI 00 P =R 23 50% LA b 85% 123 L
A& x| BEHERIEI D E S 72 RIS BT B IR O 1/2 O

P HH R A TR 90 XY A R

DIEE) s R DR ERLH O S 1A 3R £ 8% DFPHIZ 5 5.

K OBUE S 7RI 3V T RAUBR A



(2) {8l = DFF =R

B #& PG IRE AR 35 1T 2 SRR A O fEl # DFEHIZRIZ DWW T, LR OWT o

FHECH AT Do

a. FEHERLA| O SEVE R 85% LA EICiET D & & REBRIUK O E AR
+H15% DHEIPFAZBZ 2 b O 12 ffF 1 ELLT T, £26%DOHIHEEZ 5
H DD,

b. FEHERIEN DO SRR RN 50% LA EIZE L 85% I L& & slBriEL|
DIELEHE L 12% OFPHAZE 2 56O 12 ffF LELLF T, £20%D
HPHEEZ DB O,

B - SRR A R T A 2> TANL ATV Z 2 0D $E bmg =712 K UFE 0D
BE20mg (=7 ) LAEYERIH] (F/L AY L% 0D §E 10mg =7 =) J VR OD 4E
40mg =71 ]) OEHZFEZ KR LT, TORR, R TORMFITE W TELZES)
DFRFEPEDOHEEE LT LWz WA Y FHIICRSE CTh 5 &l
L7z,

OA AP )LH 0D $E bmg =711 |

FRERWE pH1. 2 1281 B A IR (mean®S.D. | n=12)

100 -+ -]
% 80
60 -

f 40 - —0— F)LAYILAVODEESmgl 2701 (158)

o)

\/9 20 - --0--- LA ILAVODEE10mgl ZFA1  (15%)

0 |__| T T T T T 1

0 5 10 15 20 25 30

HEEEFE (53)

FRBRIE pH3. 0 1281 2 PR H Bh#R  (mean=S.D. . n=12)
—— FILAYIAVODEESmel Z 70 (28%)
--0--- LAY ILAVODEE10mgl Z 701 (158)

100

60 120 180 240 300 360
FRBFFE (5)



BRI pH6. 8 1281 2 R H Bh#R  (mean=S.D. . n=12)

100 - s e — A
B 80
llj:lI 60 _

;/\0 40 - —e— FILAFILAVODESMe =T (152)

~ 20 A -=O--- F)LAYILAVODEE10megl Z 701 (158)

0 LI T T 1

0 15 30 45

Z@ErERE (5)

B K BT 5 A dh#R (mean=®S.D. | n=12)

100 - —0— FILAYILAVODEESmel Z 701 (288)
--0--- ZF)LAFILAVODEE10meg =701 (15%)
s 80
=
H 60
f 40
%
— 20
0 LI T T T T T 1
0 60 120 180 240 300 360

REEFRE (5)
QAN AP ILH 0D BE 20mg =7 |

FRERWE pH6. 8 IZ831) B A IR (mean®S.D. . n=12)

100 - B ~
& 80 -
% 60 -
X 40 - —e— LAY VODER20me =7 0]
3/2 20 - -=-0--- Z)LAH LAV ODEE40mel Z 70 )
0 Ll T T 1
0 15 30 45
#EIBEFE (5)



HZEENIC I I DM

OA AV LA 0D BE 10mg [=F 1) 10

@A N AH A 0D FE A0mg =7 ) 1D

(TR EI DA FRR SRR AT A FT A4 > PRI 4E 12 H 22 B EHKEH 487 5,
A 1345 H 31 H—HdE E3RFEIRE 786 5. Pk 18 4 11 A 24 H—HitIE AR AIH
1124004 5 K Ok 24 4F 2 A 29 B —HfckiE AR 0229 25 10 5 )

BRI ARG R BRIEEHRERE (O3 Fik)

AER SR
HE B[z PRER IR BRI = 1R
pHL. 2 = A ARFEJF J7 ¥ HARBR A 1 K
pH3. 0 = ® 7= McIlvaine DOFEE K
N KLk 50rpm —— 900mL 37+0.5C
pH6. 8 = H AFE )5 5 HIARERER 2 WK
7K

HIE FEYE SRRSO L R A | AR HERIR O SEEER TR & i3 5,
TRTOFEHRBREIFIZHBNT, UTFOWTNOEEIEET D & &, W%
AL LTV D LT 5,

O HERIFID 16 53 ANIZ ) 85% UL B HT 254 ¢

FRERLAI DY 15 43 ANIZ ) 85% L E¥EH T 5,

OFFHERIF DY 15~30 4312 F-) 85%LL E¥EHIT 254 -

T HERLA O IR DY 60% & O 85% (1T & 72 D3 Y 7 2 REs 28 T, &R

i SRR 0D - P HH SR AN AR E R D S PA H R £ 15% OFEPHIC & 2 >, XU £2

FAR DI 42 DL ETH D,

OFEHERIF DS 30 43 ANIT ) 85% LA BV H LG4 -

UFOWT I NOREEITHEET 5,

a. BlE S VTR 1 d0 N TR MR 0D SRV 3R 78 50% LA 1 85% 123 L
e & EERGRINHUE SRR I 1T D SR RO 1/2 D
IR = A i Y 70 R R, R OSBLE S 7 SRR R L2 o W CRRBR LR
ERAJY R A HE R 0D SR HY SR £ 12% DOFIPHIZ 8 5

b. BUE SN 72 RUBRIFRNT 30U T AR HERUR D SRV I8 B0% I L7 &
x| EERFIDHEE SRR IS BT 5 PR E D 1/2 ORI
RA NI YG 7o, ROBUE Sz BRIV €L RBR A 0 )
T HH =R AERLA O RS AR 9% OFIFRIZ B 5,

RGBT A R T A 2o TANL A YL Z 2 0D §E 10mg =712 KOYAE 0D
BE 40mg =71 LAEHERILF] (A AT v 7 8 10mg M ONA IV A T 7 BE 40mg)
DR Z B LTz, TOME., £ TOSRMBICRW CEHZEB OO E
FEHEZ T2 L Qe WA OV IHEEENTEEL L T D LI LT,



OAN A A 0D §E 10mg =77 )
FRERIE pH1. 2 1281 B E A AR (mean®S.D. | n=12)

100
B 80 -
H
5= 60
; 40 - [/ ~ —e— FLAFILAVODFEIOMg =T 0]
(0] i
~ 20 A -—O--- FIL ATV §E10mg
0 LI T T T T T 1
0 5 10 15 20 25 30
REEERE (5)
BRI pH3. 0 12351 2 iR Bh#R  (mean=S.D. | n=12)
100
B 80 -
H
= 60
;) 40 - —e— FILAILALOD §7 10mg T=F 0]
20 - D= AL AT 4§ 10mg
0 Ll T T T T T 1
0 60 120 180 240 300 360
ZBrRER (5)
BRI pH6. 8 1235 1T 5 s H B #R (mean=S.D. | n=12)
100 1  #—O——— -~ =
& g0 -
th 60 -
m /
S/; 40 - —— LA ILAOD §210mg T= 70
= 20 --O--- FIJL ATV §E10mg
O Ll T T 1
0 15 30 45
ZBEEE ()
RERE K 2B 2 PSR (nean®S.D. | n=12)
100 - —e— LAY ILALOD §10mg =7 0]
ﬁ 80 - —--O--- L ATy 8 1Ome
= 60 ] — A
—~ 40
%
~ 20
0 Ll T T T T T 1
0 60 120 180 240 300 360

&8 EF i (53)
—17—



@A N A A 0D BE 40mg =77 )
FRERIE pH1. 2 1281 B E A AR (mean®S.D. | n=12)

100 -
B 80 -
i ]
5= 60 ,
g/; 40 - [/ —e— FILAFILAIODS40mg =T O]
=20 f e ATy some
0 LI T T T T T 1
0 5 10 15 20 25 30
BEEERE (5
FRBRIE pH3. 0 1281 2 iR H Bh#R  (mean=S.D. |, n=12)
100
80 - —— JLAILAOD §240mg (=70
60 - --O--- FILAT V7 §E40mg

() EE o

60 120 180 240 300 360
B (52)
BRI pH6. 8 1Z331T % s HdhAR (mean+S.D. | n=12)

40 B Il _Jlj
20 W I
(V.
0

100 - _& _______ -
B so 1/ o
ti 60 -
ﬁ
9% 40 - —— AJLAILAOD §240mg =70
T2 - ==-O-=- A JLAT VY §40me
0 Ll T T 1
0 15 30 45
ZEEER (5)
B K BT 2 F A AR (mean=®S.D. | n=12)
100 -
- —e— LAY LA OD §240mg T=F00)
2B 80 A
H 60 ==0-=- FILATYY §E40mg
—~ 40 H
%
Z 20 HOF—-1F-—--"--- A ==n
0 Ll T T T T T 1
0 60 120 180 240 300 360

8 EF ] (53)
—18—



10. &% - 9%
(1) FEALELERSE - B NEVEHKRLRSE - DEICHAT LHER
Y LR
(2) 2%

22. A%

(FILAHILA 2 ODEESMg T=70))
100 &£ [10 £ (PTP) X 10]
(FILAH)LA 20D EE 10mg T=TO))
100 £ [10 & (PTP) X 10]
100 g [, X7 ]

500 &£ [10 && (PTP) X50]
(AILAHI)ILAZ 0D EE20mg T=F0O))
100 & [10 & (PTP) X 10]

500 #£ [10 #£ (PTP) X50]

500 2 [, 37 ]

(FILAHILB 20D EE40mg T=70O])
100 #& [10 £ (PTP) X 10]

500 &£ [10 & (PTP) X50]

(3) FPlREE
YL
(4) RBEOME
PTP 1%
PTP : AUk =V T TAI =T A
TAIra— T I=gLA, Ry FL v
VAL
Rew: T A
Fyro7TUF

1. Rzt s h S EMEE
Y LR

12. ZDfh
B 855 ik~ O A MR 1
(1) 4= 2 BhEE A 53 5k PROUD 12 X 2 7y 8 ikBr
40mg FEDFEETIC OV THEDN B F S 8ANCHI T AN 1 SER DR, Zofth
RERBBITR SR 0oTz,



(2) 4> B BERI 45 AIH% Xana—2040FEU 12 & 5 4y Al ikER
FEA O RIBITZAHE L IZHOWNT = DRFIRGRICZ D R O, B T S84
ZUVMERIN R O N, 2O OREE, REANI DA TEIC Yy NERETLIONRE
F LUV,



AEICEYT 5EE

. PHEEXRIELHNER

4. #hee - R
= I fiE

. MEEXRIEIMRICEAET BFE
BRE I TR

. BERUVAE
(1) AERUVHAEDREDR

6. A% - A=E

BE. RANZIFA VAT LE Y A RFYILELTI0~20mg % 1 B 1 BEOESGT
%o 2%, 1 Hb5~10mg O G2 L, Fln, SERICK D EEHEET 22, 1 H
RGBT 40mg ETET 5,

(2) AERUAROREREE - B
U LR L

. RERUVAZEICEET 53FE
BRE STV RN

. ERPRAHE

(1) BRERT—2/Xvor—o
U ER R L

(2) BRPREEFER
M ER L

(3) RERGERHR
M ERR L

(4) HREEAIERER
1) AR

17.1.1 ERNERKRHER

AREMEE M EREEZ R E LAV ALy A REFY IO ZEHERE
BRI S DERRBCO THERE] 2 G0RESR (FROKE /L)
12 79. 8% (364/456 f5) . PHIERAE] 2 & % RVEERIT 84. 7% (364/430 1)
Th-oT,




2)

BB, OO HEYE - HESEO ARG MEERE A XIR L L —HEERIR

RERC LT, AAABALEY A RXY IAOHRERHR S 190,

BEENRITA N AL HZ Y A REY IAEEH LEBCTRE L, 2 AFLN

CHBRBEIEAZ R LTt 4~8 MM CHRARICET 5 2 AR S LT,

A1) R GREImE (-20mnHg LA E) R OMESRMImE (~10mmHg P E) % i
T 5E . PHME (-13milg BLE) &7 5E, 5\ E TR T
T - T 1560/90mmHlg Aili (7272 L, AP TlE 140/85mmHg Awii) 12
Bt L723ha

VE 2) TR - OGHEIIE  (—10mmHg BA_L) R OMEESIME (~5mmHg PA 1) %
Wie %6, &5 WVIEYME (-TmHg BL L) &2 9546

TeMHER

17.1.4 ERNERKREAR (REAKRE)
BIE « TEEAREM G M EAE B 2RI, 12 y ARA VA L2 AR
Y INVEBMERE UTRER, RE LTEREDRDPG N, HERRE] 25T
B[ E320% 80. 7% (134/166 ) . PHIEARE] 25 F 72V BEESRIL 93. 1% (134/144
Bl) TdHolz ),
17.1.5 ENEMERR (REAKRE)
BE - HEEREARREME & M ERE B 2RI, 12 p AMA AV AL Z L A RF
Y INEINT T AFEFHIS LT A T YA RRFREEEAZ O S Lz
FER, L LEBEDRMNMG DN, ATy MEFFIGFRRE O NHEAR
RE) A TREERIT85.0% (17/20 #]) . NHEERGE] & £ VLRI
100. 0% (17/17 ) T o7z, FIRAGEARIETO DHERGE] 23 RER
1X72.7% (16/22 f) . THIEARRE] Z & £ RWEELE=RIL 100. 0% (16/16 #i) T
ol
RIVERZEBUBEEE X, v o 0 SEEHUAIOF FERE C B M RER S 4. 5% (1/22
Bil) . BRI A Y 4.5% (1722 1) . FISRAIOF B FERE C B AR A3
37.0% (10/27 #) . BEIEMAMERE M 25.9% (7/27 ) Tho7-, ERHM
FIEROBIERIE, v 0 LFEHHIERFERECTILH < B2 4.5% (1/22 f) |
FIRFNIOEHPRIERECTO 0 14.8% (4/27 ) THo7= 2,
17.1.6 ENE DIERR (MEBANZEE)
BRAE - FPEREARENE R MR 2 X BRI, ANV AP LEYy ARV IVE 12
45 L, BHETE FILEREIC L 5 24 BRIME B NEB 2 ME LR, 7
NAYFNE L A RRY VT A LERGIZENT, EHBEO 2 7 7 A
B ERIFTZ L, EREMMEZBEIK TS 2 L 7p< 24 FERHE
LELTBEER 274 2 E R ER Sn 2,




(5) BFE - WERIHER

(6)

(7)

17.1.2 ENEMERR

BHSREREE AL O MIMTEERE XS L LieA VAP L Z Yy A RE Y VoK
KRBT DHERRE] 28 TeEERIT68.0% (17/25 ). THIEARRE] 2 & F20
BEESRIL 77.3% (17/22 ) Th o7z,

RITERFE B IZ, BMRAERAY 10. 0% (3/30 1)) | BEARMRAMEEEH 23 20. 7% (6/29
) THHL, RBOLATZAMTIERORMIEH X, BHE (&), K&K O3 %
3.3% (1/30f3) ToH o7,

17.1.3 ERNEMERR

FEEMTREERE 2R RE LA AT LZ L A RX Y I LKA TD N
EARHRE ] Z a8 TR ERIT 86.2% (25/29 ), THIERKE] Z& £ 2 WVBERIX
92.6% (25/27f5]) ToH -7z,

BIVER BB X, BIEIERAS 6. 9% (2/29 B1) . BEAMRAEE 2’ 21. 4% (6/28
) ThHH. B O BMEIEROBIERIL, IR OHEN A 3. 4% (1/29 Fi)
ThoTo?,

SAEREE A
1) EARERE (—RERAKGEHAE, FECARERE, ERRELERHAR), SER

RRT —FN—RHE, RERTRERABROANR

R L

2) RRBEHLLTERFEOABXIEER LI-HAE - HBROBE
MBI L

Z Dtk

HMER L L



EMEE(CEHT SRR

. EESPYCEEHHILEYMRITILEYEE
T UV FT v MR

EE

CBEOH DB DORIEE - HIRFIL, BHOBEFIRLEZRT L 2L,

. REER

(1)

(2)

{ERBRALL - 1ERBEFF

18.1 fEFAKHF

FNAG B ARXYINVEFT BRIy 7 THY, AERNTEERHE TH 5
FNAYP L AEBEIN, T T (AIL) 2471 (AT) ZEIRIC
BIRUMERA L C AL OREEZBAEMNICIHE L, FERTH D AL OFEBLER & ]
T5 9,

B & FAT T D HERAE

18.2 7o oA T oL I 2BHERER
FIWAPF N E D AT, ZREEETUER &2 & N AT, 28R~ PI-AT A BRE Tt
L7zl Z A, 50%HERE (IC,fE) 1X1.3nM Th o7z (in vitro), F1=. A/ A
PAZ ATTHFROENLE Y FORHMAE TN T, AL K 2 IGHE RO 2 #i]
L. ZOMHERITEDREZL LR CThH -T2, 7 v BROS XIZBWT, A
AP B s AREY VL, RAESICEY ALIC K2 FJERG % Fr el
L7z,

18.3 MEE1EFA

18.3.1 AN AHLEZ ARFY IVEIRAKGIZED, BEESOLET v b, &iE
BARFIET » b, IEWIIET > b ONEICFRWEEEEN 2R LS, D%
270729,

18.3.2 A/ AV Z Yy A RFY I)VEGMERRIIET >~ MO 24 B RER D&
3oL, MEEZECDZ LR LELEREERZR L, KHEOBIRGRD 5
Niginole, Fio, 14 BREIBER DR G%, KEL T U AT & NITERD b7z
272

18.3.3 AN AV N2 & @mIERRIIET v MIFIRNE ST 5 LA g #H)8
B L B ERELOBD 2GR0 Hivlo, MEIX TR L7228, DAEIc 2 iz e <,
OB R Lz, 18- T, AR PN E o OBEERITES IS OLRIC LS
<R MEEMOBIICE b0 EZLND 9,

18.3.4 A A2 X RFY I VAEIMERREET v M 20 BEER O &
35 L, MEOTREE & GICRPEAYRIEL T LT I CHREEDRED D3RO 5
A, BRI ERET R OYGE HFR O H LTz - 20,




18.3.5 AV AHLZ L AREY INEGEMEARBIET v M 8 HERER D &RE
THE MEDFEEL & BITOEREDOER F L OOHMEEDOD2FED b, LI
RZEMHT 2 Z &R STz 2,

(3) {EFRIRER - iR
MU EER L



VI. EVEEEICEET 5IEE

B

il
X

FEEOHE

(1) ARELEDLGORRE
MMERR L

(2) BRRHEBRCHASIN-IFEE

op

‘f

16.1 MARE
16.1.1 B[RS

el AN BVE 24 BllCA NV AL Z Y A RE Y I 5mg, 10mg, 20mg % Y 40mg
ZZEMERFEEIR O Lz & & AV A oo E LN B L
Bl 1. 7~2. 2 BRI I mICiE LT, Cop LOVAUC (T BEH-ZITHEV I L7 2,
FNAYILE L R RR Y IVHERE OGO AV AL H v DOIRYENEE T A — X

16.1.2 RiERSE

= w Cmax Tmax t1/2 AUC
BeHE | FlIEK
(ng/mL) (hr) (hr) (ng * hr/mL)

5mg 6 152+31 1.8+£0.4 8.7x1.2 892+191

10mg 6 277146 1.7%0.5 10.2+1.8 1,576 +244
20mg 6 481117 2.2740.4 11.0£3.8 2,903+915
40mg 6 1, 006+152 1.7£0.5 10.6+4.7 5,807=X1, 142

mean +SD

AEEMESMEEREICA LAY LZ L A RFY 30 10mg (20 #) O 20mg (19
fBl) % 14 B, 40mg (10 f5]) % 7 HEIREROES LA, EHBOF /LA
PV & DEMBHEEFH) R T A —H %, RO EBY Thoiz 230,

sl Cmax ) Tmalx t1/2 AUC 3)
Bh& %R
(ng/mL) (hr) (hr) (ng * hr/mL)
10mg #V 20 285.1 (0.253) 2.2%£0.8 | 6.5%£0.9 1,981.2 (0.234)
20mg &V 19 496.0 (0.300) 2.5%+1.11] 6.3%£0.8 3,288.9 (0.254)
40mg £ 10 1, 008.5 (0.267) 2.6t£1.0 | 6.0£1.0 7,848.0 (0.301)

1) 14 HRE#E
HE2) 7 HRE#S
T 3) S EHE Gt B #ats OREE(R 22)

mean = SD




fEFE 72 AN B 27T Bl AN A2 A RE Y )L 10mg, 20mg KON 40mg % 1 H
1A 7 HIKERO®RG Lz X OmER ANV AV Z RBEZRGFTLIZE Z A,
HLIZEFIREBICE L., EEMEIXITZEAERO Lo 7230,

EYFHE AR
BRI SRR A R T A v
OA /LAY LZ 2 0D EEbng [=F ] 19
(TE B HL 72 2 % 1 B TR O AW PR R SRR T A K7 A > - PR 24 22 A 29
H AR 0229 55 10 5))
AN AL H 0D BE Smg [=7 1) 1, AVAYAH L ODEE 10mg (=7 1) %4
YRR & L7z & & IWHEENE L, EWPMICRE L e Shz,
MV. 9. &) OHESH,
@A N AHZ 0D EE 10mg [=F | 10
(MR EIRE D EMFIIRSERBR AT A BT A2 W 94F 12 A 22 A [E3EFEE 487
. A 13 4E 5 A 31 H—HIE EHEEH I 786 B, AL 18 4F 11 A 24 H—¥E
HEEFATE 1124004 5 L OVERK 24 42 2 7 29 B —HekiE SEAFASE 0229 5 10 75))
FNVAPIE 0D §E 10mg (=7 1] LANAT v 7§ lomg DENZRLEE (v
AP Ly ARFYINNELTI0Ng) &, 2AI 2D o 24— "—{EIZ L0
KRR 55 -1 i B AIRR O % 5- L C LC/MS/MS :IZ TRyt (A 2
N ) REENE Lz, SGONTRYEHRE T A —4 (AUC_,4,. Cp) 1ZDWNT
90 %15 48 X B THRERHFIT 21T o 72 FE . 10g (0. 80) ~1og (1. 25) DHIFHN TH
V. WA O E IR D SR S ATz,

DK D5
(ng/mL)
400+
m
% 3009
j; i —e— )L AH)LY L ODER10meg T= 7O
L ‘ b= A ATy & $810me
j)f 200 Mean+SD., n=23
L
4
> ‘
2 1001
=
O T T T T T T a
0 6 12 18 24 30 36 42 48
REE (hr)



2) K7g L5

(ng/mL)
400 7

300
T —o— FJ)LAYILY ODiE10mg (=70}
‘ b= )V AT oy & §210mg

Mean+S.D., n=24

2001 |

1001

RRFE\ S F Y SN BB

o T T L] a
0 6 12 18 24 30 36 42 48
A (hr)
HIENT A—H BENT A —H
AUCO‘H}Shr Cmalx Tmax t 1/2
(ng+hr/mL) (ng/mL) (hr) (hr)
K| A AL E 0D
5 i 1,464.8+390.6| 249.4+67.0 | 2.1£0.5 | 5.2%0.9
0 B 10mg (=712 |
&
H AV ATy 78 10mg | 1,427.04373.2| 258.4£62.0 | 1.8%£0.7 | 5.0£1.1
K | A AP E 0D
7 i 1,507.7£399. 1| 232.5£61.0 | 2.5+0.6 | 5.3%£1.2
L |#E 10mg [=7"m
Ei'a
H ANV ATy 78 10mg* | 1,612.02473. 4| 255.0£72.3 | 2.3%£0.7 | 5.2%1.3

kK & IR (Mean=S.D., K& v 5 n=23, K7 LG n=24)
I AFE R EENE NS AUC, Cy,, D /8T A — 213, HBRAE ORI, R O BB -
B ORBRSIEIC L > TR DTN H D,
@A AV LA 0D BE 20mg [=F 1) 19

(TG &N 72 2 8 0 ETERA O AW FHIR SRR T A R 7 A > Rk 24 422 A 29

A KA 0229 55 10 5 1)
A AY A 0D EE20mg =7 1) 1, A/ AV /X 0DEE40ng =7 2] %
EEHERLAI L Lo b & IEHENRE L, EWFENICRSE L AR ST,
MV. 9. FEHME] OB,



@AV AYLZ 0D EE40mg [=F ) 1D
(ML FE SR DM FFIZEERBR T A KT A4 > PR 9 4F 12 H 22 B [R3RGRE 487
. PR 134E 5 A 31 H—#dE EIRFEIE 786 . Pk 18 4F 11 H 24 H —HBckiE
AT 1124004 5 K OVERL 24 45 2 H 29 A —#dkiE SARA S 0229 45 10 &)
FNAFE 0D BE A0mg (=7 1) LA NVAT v 7 BE 40mg DENEIL L #E (A v
AP ARFYINELT40mg) %, 2/ 207 o 24— —yE2 L0
FERRCN 55 71 e i B AT O B - L C LC/MS/MS 512 Tl E iR (v A 4
NE ) REZIE LTz, GONTERENRE ST A —% (AUC_ 5. Cpy) (TDUWNT
90 %15 T X HVEIC THEGHIENT 21T > 7o i A . 10g (0. 80) ~1og (1. 25) DHIFHIN T
. A FR S RS S T,
DAK®H Y 5
(ng/mL)

1200 7

1000 1

—o— LAY S ODEE40Omg =70

800 !
Z ~A- FI)VAT Y U §40me

RET ARSI =

600 1 Mean*=S.D., n=24
400
200 4
O T T T a
0 6 12 18 24 30 36 42 48
s (hr)
2) K7e L5
(ng/mL)
1200
10004 T
Im
i
;F_ 800+ —e— FJLAHILY L ODERA0Mg =7 0]
1% -D-- A ) ATy D §R40mg
f)ﬁ 600 Mean+S.D., n=24
g
4001
j%
=200
O : T T T Al
0 6 12 18 24 30 36 42 48
] (hr)



HE/NT A—H BEINT A —H
AUCO—MLShr Cmax Tmax t1/2
(ng*hr/mL) (ng/mL) (hr) (hr)
FIV A YA 0D
7K i 5,937.2+1,426.9 [868.1+196.6|2.5+0.8|6.9*1.8
& |BE40mg =71
n
&\ F 27 v 7 BE
5 5,667.4+t1,281.0|845.4+207.5{2.3+0.7|7.2%t1.7
40mg
FIV AL A 0D
7K i 6,407.0%t1,441.1|877.24+206.7(2.3+0.7|8.0%1.7
7p | BE A0mg =712 |
L
BAFNAT v 7
5 6, 000.3+1,320.8 [883.2+263.8[2.5+0.8|7.5£2.0
40mg*
kK & IR (Mean=S.D., n=24)

I TP G ONT AUC, C,,, D /85 A — 2%, #RE ORI, RIK OEL BB -
BEIH S DRRE A £ o TR D RN 5,
(3) thistg
LR L
(4) BE - HAEOLE

16.2 mRUX

16.2.1 BREDEE

RN BT 12 Bl AL AL A REY IV 20mg & 228K, (KARHI A1
I 30 2314 &0 5 W@ MR BB 30 R ICHEIR NG LIz L&, ZhEhoAd L
AP NE D C MNAUCITITITE E A EEITRL, BFEORBIZRO LN

f: 32) .

2. EYRERIITA—4
(1) fBHfAE
AR L
(2) RUILEEEH
AR L



4.

(3)

(4)

(5)

(6)

(1)

(2)

IR 4R

HERETESH
fRE R Al N BRI 11 B -
e b 0D & 10mg (10mg X1 &&) 0D & 40mg (40mg X 1 &E)
K&V K7L KHD K7L
(n=23) (n=24) (n=24) (n=24)
0.1395+ 0. 1405+ 0.1059=+ 0. 0908 =
kel (/hr)
0.0292 0.0412 0.0247 0. 0226
(Mean=*S.D.)
DVTIUR
mMER L
DOBIE
YRR L
ZDith
MR L

A A %
MR L

TG A ERFHER

mMERR L

. BEH (REavL—av) @i

16.2 TRUX

16.2.2 NAATARLSEY T4
PEHER RN 24 BSA VAT LE 2 A RF Y )L 20mg & 22 HE[IRE P42 5300
AL H L 16, 2mg A ERRPIC AR S L. ekt A 47 A T U F 1 kD15
B 95 6% Thol-® FEATF—Z),

1fn % — b B8 P @ @ 4

AR L

1fn % — e 5 B P @@ 14

LR L




(3)

Fit~DFITH

MU EER L

(%)

VI 6. ¥ E D =2 A9 2 BEICHET 235 6) Film OIS,

(4) BER~NDBITHE
MERR L
(5) ZDOMDOHBEHEE~DFEITHE
M ERR L
(6) MEFELHFEAE
16.3 %
16.3.1 MEBFERAKEE (RoE@EE)
ANAFNE o DOMBERAKARII% EFEL, EXTLVTI v OUL7 7Y o4
A MZHEST A (in vitro) 75, U757 U EOPHRBRTUNLTZ 7 U DIy
BHRE IR 72 < MR R IS B A RIZ S 2o Tz GNEANT —4) 2039,
6. XH
(1) KRB RCHABHEER
16.4 38
FNAPNE L A RFY IVE, RARE®R, FINE B, TR
WCT AT F—BIC KD MAKRGREE ST &G DA A2 ATR@ S
Do MIEHIIZA N APV E o OBBRD B, EOMORBIITFIE LU,
(2) REI“EAET SER (CYPE) OHFE F5F
16. 4 13
EMFI ey —AEH, F N7 va—LP450 Sy R T AEE (1A1&2, 2A6, 2C19,
2C8%9, 2D6, 2E1, 3A4) DIEMIZONWT, ANA Y NVEZ AT K HUEREKGF L2
LA, BRHETHEE SN MBEFRE TCIIWTIoSs FEBIZE A CFHE LR
Mmolo, Fio, b MERFMIIC T, AAVATALE Y ARV INICLDLTF Y
2 — A P450 OFFE|TERO SN o 7239 (in vitro),
(3) MIEEENRDEERUVZDEE
MR L
(4) KEYOFHEOBEERVEMEL, FHELE
ZHER R L




7.

8.

10.

11.

Bt

16.5 HEttt

fREE 2B A RIS MC-F v AT VB A RF Y IV 20mg HHERRAK L LIZE A,
Pe b5 LT MBRE D 12. 6% (240 FEfIfL £ ) MIRHIC, 77.2% (312 KEfl#% £ T) 2
FEhicEt sz Y GMEAT—4),

fEEE 72 AR B 24 BlZA NV APV v A K%Y )L bmg, 10mg, 20mg KUY 40mg % 72
JERFHEIRR O G- LTz & & &5 48 FF[H & TIZIRFUTA NV A H L& 53 11.6~14.6%
PEE X7z o0,

bS5 U RKR—2—IZBET B 1EHR
AR L

. ENHICKDBER

DRI L
HEOEREHET 8%

16.6 HENEREZHIT HEE
16.6.1 BielEEEE
TEREZR R N S 8 51l & . EHSRERE B 26 B & EAEFERINC 8~9 B30 3 BEIC /T 7= Ef
BABNTH L, AN AYLE Y AREYI N 10mg A 1 H 1E7 BERERDES L
LED T HBEDOEFREBICBIT D MER AL A YL Z D AUC DRAEAEIL, BHEAE
ERFE LR LT, BE, PEEROCHEREBRERERE LALLM 1.6 5, 1.8 ff,
2.8f5Th-o7=® GMEAT—%), [9.2.1 B8]
16.6.2 FrigeclEERE
R R OV 45 BE PR RE R B AR 12 BIlIC AL AL Z v A RF¥ Y )L 10mg % 22 Rp I
ERE ARG Lo & & IFREEF#E & ek L CifiEh A v 2 2 oo AUC IZZE i
L1f%, L7f5ETho72® GEAT—%), [9.3ZH]
16.6.3 SthE
fREE 7o mitnE (65 mkLA L) 6 BlICA LAY L Z L A REY )L 10mg % Bl 0 # 5
L. fEERIEEME & AN AL E D AUC DTl Z I L7~ 2 A, 1FEAY
ZITFBD O oT 3,
Fio, mmEEEES (5L L) 1T HICA LA LZ Y A REY IV 10mg & 1
H 1\ 14 BERERAEE Lz E 24, FmlnBE i U AUC O BT EEIEA 1. 4 f5
FEfEZ R Lo, FEEITIZEAERD N7 GMEAT—4),

Z Ot
LR L



. £t (ERLDOIES) ICEJ SEAR
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2. FRARLEEDER

2. B (ROBEIZEBELLEWNI L)

2.1 RANIOF KT LiBUE OB D & 5 B

2.2 HTIE SUTAENR LT B ATREME D & 5 &b [9. 5 2R

2.3 TV AF VLU TSR ARG T ORERREE (2L, tMOBERKEZIT>TH2R
BiEO=ay ha— RN L RROEEZFRLS) [10. 1 ]

3. MEERIIZNRICEEHET HFE LT DEH
BREIN TR

4. RERUVRAEICEET HFTELTDERH
REI TN

5. EELGERMIE L TDER

8. EELERNIE

8.1 KH =BT o VFT vy IR EETAIR G T ICEE R ITHREREENH & biv
EOWENRHDH DT, FFHEEMAL FMT 570 EBLEE 7275 2 &, [11. 1.5 5]
8.2 Tl 24 FERNIIEE G- LW 2 EMRLEE Ly, 7o U4 T v v v N REiA# G-+
DEF X, HEEE OFIRIC L =0 -7 DT o3 SR OMENENC & 5 EE e i R
T 2T ATREER & D,

8.3 BEIEAEHICESS DTV, S0 22 RbobbdZ bbb T, AEE, HENHE
DOIEERFIEIR 2 1 O B A B E T DBRCITERE S5 2 &,

6. HENERZAT HBHICHT HER
(1) AHHE - BIEEFOHLEE

9.1 BHHE - IEEFDHLEE

9.1.1 MAILBBRKEDHLEBERXIHETBEDRKEDHSEE

B LR 2GRV ST S 56 2RE . BITEET 5 2 &, B E&ORD<e
AREREAEDIR TIC L Y 2IRICEHELBLIE2B8ET01H D,




(2)

(3)

(4)

9.1.2 AV D LMIEDEE

BR LR 2BV LI SN D582 RE, AT 2L, &0 ) U AMIEL
HEIEIBZNRH D,

Fro, BHEEE, 20 P — L RROBERFFEIC LV IED Y U LMERELS 20 R
TWVWARE T, MFEY Y U AMEIDEET D Z &

9.1.3 RMEEEDHSEE
WEOREENMME A 2EERE L, WELELSEL2BZARH 5,

9.1.4 BELGREEREFDESE

KHENDEG 2L, HET DEAITRAITH 2 L, —BEOR2M A EK T
rEITBENND D, [11.1.4 ZH]

9.2.1 EELEHERE (IWEFIL7F-E3 Ong/dl UL) OHEEHE

IO OBRFERG L Lo Ao R O 2 it 2 BRI 50 L T Zeu,
Eer B b BENNH D, [16.6. 1 ZH]

9.2.2 MZREHFTDEE

KHEDEG 2L, HET DL EITRA 1T 2 L, —iBEoR2M e FIK T
AEZTBENLH D, [11.1.4 58]

9.3 FFHLaEfEEEE
RS X O RS BERE B (Child-Pugh 33 A 27 : 5~9) TAINL AV LH
COMBEFEEN FHT 52 ERHMESN TS, [16.6.2 ]

HEREERT OF

9.4 £iEReZH T 5F

9.4.1 WHIRT HA[REMD H S &M

HIRL TS Z ENMERESNT T v VAT v VBRI EA LT v T v

VH%E%F A2 L, BBIR - BrAER~0RE (R4, EE - i - BOBKRR

o E) BROOLNTHINRRE I TND 040,

Kﬁ@&ﬁ oD, NEBEOAES HEE L TR G O LB A2 EE ISR L,

1B OGN EMEE BB D RSN DG EICOREET 52 8, Fi2, &5

MBI AR DS EEICEET 52 L, [9.5 58]

(D) AR EGBARTICAER L TV e WZ L2 iR T2 2 &0 ARAIFRGH S, HELT
WRWZ &2 EMIICHER T2 2 &, BETITARESH L2SGEIid, EbIC
E R e ol v s NP




(5)

(6)

(7)

(8)

Q) RDFIHIZHONT, AFIEGFMGIHICEFICHIAT L2 &, £z, WGP HHE
WIS TR 5 Z &,
CIEIRTPICAR ZEN LG a, B - i ERICEEE RITT I A7 805 Z L,
CIEIRAVEIIR L7 ST DN D56 BN EICHR T 5 2 &,
CIERASTET 55803, HEEICHRT D Z L,

1143
9.5 1147
B0 UTHTHE L TV B A[REMED 3 A PRI I3 5 L7sn o b, BRI CAER AR L
-8Aa0E, EbicGEFIETH 2 &,
R R ORI T v oA T v v WS BEEETRI UL T v AT v v AR
PLEARZ %5 Sz B CHKiE, IBIR - FrERO LT, FrAEROKME, &R
A A ) U AME, EHEDOBRA SN OCEKIBAEIZ X D & HER S5 U o+
fi, HBEHBEIOLEE., MOEBKRAREEND b OMENDH D, [2.2, 9.4.1F
]
2213
9.6 ZELiw
BIH LW ENEE LV, BERR (7 v ) @ bmg/kg/ H THIFH~DOBITHFR
DHNTWD, BER (T > NEEY K ORAIRO#KE) O 200mg/kg/ H THAE
W TIRIR A 1 9 R T L OMRER D 23, 8mg/kg/ H CHYAE IR E I INENH] 2 OV
B b DBIED TR HIL TV D,
INRE
9.7 NR%E
INREE kb5 & U T BRI RRBR TS SE LU,
S EnE

9.8 BEhE
PHAA AT L, HEICKREGT 52 L, —RICHEDREEIIFE LI RnEshT
W5, MEEENEZD2BE00H D,




7. MHEAER

(1)

(2)

HAEZEEDEH

10.1 GFREE

(HFRLAENWI &)

AN F

FRIRIEAR - Y IE T 1E

BFr - fEpRIN 1

TUAF LT < VR

TV A
(BEPRIR BB ITEER T 5
e, o120, hofEE
B Z1T> Th BT
DAy ha—LRFELL
AROBEEIRLS,)
(2.3 1]

HEBFENERG A= | e P
= EA Y T AIMAE R OME L
JED U R 7 #NAHts ST
l/\éo

L=v-TooF TR
FHEEVEH S HEER X 40 5 Al REME
N D,

HAZEEEDEH

10.2 HtRER (BFRICEET S &)

A4

BRPRIEAR - HEIE T 1A

PFF - falRA+

71 U 0 DORFFERI R A
Avw /)77 ko
N T AT L

VDRVN F iy
HWALH Y U L5

MyFH Y 7 MED EF79 25 2
LD D,

KENDT )V RAT 71 53U
HITERIC L 0 B U o AEPEPE
MRS 28201 H 5,
fERRIRF- - B EEREREE D & 5
B

PR A —IEPEO IR IR T AL | FIPREEEAI IR 21T Ty
EAS NN AN TTBENRD D, EHAED | DREITIT L = IR T
N7 a2 FT Y| bRGEZMBL HET D5 | LTHDLIEBENEL L, KHN
N BITRAITATH T &, R LT,

[11. 1.4 /]

U T LELE| UTF U LH@mAEZ 58 | 2T TR TH 2 038,
REEY F 0 A B 5, TR DLAF AT F

U LA A DETRE Z T 5
EnbITN D72, ARAID
T U U LRt AT S
LlickviEzarEEZLN
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P SHIEE

BRPRIEAR - FE1E T

BFe - fabRIN T

TUARL T ViRt

BHRERE. mA U U AL
JiE X MK+ 2 # 2 3%
s & % ,eGFR 2% 60mL/
min/1. 73m? Al D B 4% RE
EOHDHEBE~DT Y AFX L
V7= VBB & OPFRIZ oW
T, TRE BT 25700 &
W S D 5B EBREEET D
Z &,

T VAT I

PR E A

BHERERR T, m U v A E
KR E % 2 32
o,

L=y-TooF TR
PSR 23 HE58 X 4 5 AT HErE
N5,

AT v A YR
iegatl

BEEMER N8 T D BT
D,

HAT v A YRR A
(. MEGREM 2 E T 57
AR T TV DOEREE
TERIC &0 | AAIOEEEER
e S RN D D,

HAT m A FPEHRE
T 71

BHkRE L S E DT
b5,

FuRE TS5V ORI
EERICE Y Bt E MK
TT57=bEEZHND,

8. BIERA

11

Bl{EF

ROBWERAR S SOND ZERHHOT, BEE ATV, RENBOONIZEEIC
TG 2T 57 EERAE AT O 2 &,

(1)

EXGEIER & MEER

1.1 EXTEER

M 53

.11 mMEFE GHEAH)
B, AR, WEH, SOEREMERE LTHobNDZLBH D, iz,
WER:, R 2D B METEREN S b D ZLnid D,

TR |




(2)

11.1.2 XL (HEARH)

11.1.3 &h YD LI (BHERH)

1M.1.4 >avy (HEEARH) ., £ HEEAH)., BREEKX (BHEARH)

W MR, BRI ARE R D O b HAICIE, BEBICEREEITO L, [9. 1.4,
9.2.2, 10.2 ]

11.1.5 FrgaefEE (AP, &EE (WERH)

AST, ALT, y-GTP FHEDOMHEERENSHLDONLDL Z DD, [8.1 5]
11.1.6 du/hRigd (B RB)

11.1.7 (B (HEERP)

Ak, ZEMERE, Wit FORA. BHHET, K8, EEEEENH by
AT G2 IR L, BURAEEITH Z L, BERIFIBFET OERETH L b,
11.1.8 1A R ARIE (JHEERH)

PR, MR, CK ES-. A R OYRT I A7 v v ER7 285 & 3 2 R0 R
FENDHHDLNDZ ENHLHDT, ZOXIBRGEITIFTELICEEAFIEL, #Y)7
WiEZ1TH 2 &,

11.1.9 774 75%— (BER)

O FERE. EHFEAR, MIERT. FFRINEESENER E LTHEDLNDLZ ENRH Y |
TF747F%Fv—vay xRl LIcoWmELH D,

11.1.10 EEOTH BEEARH)

EMgGICLY, REED 2 BEO THRG b EBHDH, ERICED
IR EZEMEENBD DN L OWENRH 5,

1111 &ML (BEEA)

FEEN, Nk, PEVRIREE, MO X AREEE AR BB AN S Db Z LD D
DT, ZOLIBRGEIITHEGZTIE L, BIEBERVE F ORG-S OwE Y] 7240
BEITH &,

Z DD EI1EA

11.2 ZDthoE1ER

1~5% At 1% i BRI
HEUE 3% T I
1 PRIMERERAD . ~F 7| BEREIEAN, . | 2 i

B E R o~ R 7| IMREED
U v Mg
Rt HEW, T HL DA TEE .

ENSEEY: R4

H O

sl
g/m/

fpm=nf
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1~5% AT 1% Al I RN E|
Mk #RAE TR, MRS - MEH,
e, DK, HEAR
B, ER. W
PTEER % DEMEN, B, 12T
0. HaE
ik ALT E5-. AST B&. - |ALP E5
GTP 5. LDH E5-
WAIR %5 BUN |5 mig 7 v7F = |z
v R IREAG
P RILTEG
Z D CK E5-. CRP E&H- | b | 25 BER, ik | FHE, B (FFFR,
V7Y% U RLEH, M KT ARNRE) ., Mk
BT A EH REE B, WA, ML %
5 5. LU, WRR R,
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. BERBREKRICRETZE
WEIN TN
BERE
BRE STV RN
BWHEEDIE

14 BRLEDIE

14.1 FEFFRHUFOIE
KHNZ A RV UHEERIERIFIUI | A X v b A D OVERIE LRSS L —Al K LS iR LT

K TICTRIFELIZGA.

WEBTHZERDHDHDOT, —alfbidElT 5 = &,
14.2 EFRIZHRFOEE
14.2.1 PTP BLZEDHEANI PTP > — b2V L CTIRHT 2 K 58T 22 &, PTP v —

NOFRERIZ LY . BOSLA A EER IR A~FA L, I3 A B 2 L CTRRIA R %0

ABELRGIHEZIR T2 L03H D,
14.2.2 AFNFXEFO Lo THEHEZIRE S E 5 ERET L 720, K2 L TRATETS

%, Flo, KTIRHTLHZEHTE D,

A RS R RIEI T B A X b A LR R
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(1) ERERERIZEDCER
BEIN TR
(2) JEERFRERERICE D < 1E#R
BE STV
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(1) EHEERR
[VI. EZIEPPHT 5HE ] OHESM
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M ERR L
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FIVAYILHE 0D BE 10mg =711 ) @ﬁ%E%HE
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VAL B 0D §E 40mg [=7F 1 | CAyE AVSE ST
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) FEE—EEOWMGZIZIVEHTLZ 8
. BxhEAE
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. AERETORE
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. RV EDEE
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SEAMEMEERAEH H - 2017 4F 12 H 8 H
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A L0
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1. BEEHM
BEARRANA

12. HREHREFIRICET 51FH
AFNE, BH (DD IFERE) BIRICET S HIRITED B TR,

13. &Ea—F
. JEAE S AN UE | R ESE a— N B L vE 7 NERALE
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(An Australian categorisation of risk of drug use in D*

pregnancy)

%% : Prescribing medicines in pregnancy database (Australian Government) <https://
www. tga. gov. au/australian — categorisation — system — prescribing — medicines —
pregnancy> (202549 H7 7 & X)

B3 O

=2 ST VT Do

D : Drugs which have caused, are suspected to have caused or may be expected to

cause, an increased incidence of human fetal malformations or irreversible
damage. These drugs may also have adverse pharmacological effects. Accompanying

texts should be consulted for further details
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