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ICTAB SN TAFRREE 2o TS, BRHETIE, 2008 4L 0 HIESEMLO I F OFHRAE BT Mk
ELT ¥ a—Tr—2Mife) Z%EL, HaxDO 1 FRIRMNCELMET @ EFEAERE L
THPINEFA - BT LTS,
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ALT Alanine aminotransferase
TI=UT ) N T AT 2T —E
AST Aspartate aminotransferase
TANGHRRT I ) VT AT 2 T7—F
AUC Area under the concentration—time curve
U — PR ] et R T T A
AUC (9-s) Area under the concentration—-time curve from zero to 8 hr
$ 5.0 Rg & 8 IRF[A] 3 C DR B -IRF ] Bl KR F i AR
AUC (9-24) Area under the concentration—time curve from zero to 24 hr
G- 0 IF2~ B 24 W] SE C oDl B - FRF [Tl 1 i
CK Creatine kinase
TVLTFUoxS—F
Coax Maximum blood concentration
T v I H iR S
CYP Cytochrome P450
v~ @ A P450
LDH Lactate dehydrogenase
LI i /K SR P R
PTP Press through package
RMP Risk management plan
FESAL ) R 7 PR
S. D. Standard deviation
FEYE(R
SIDS Sudden infant death syndrome
FLO R G IR BESE e
tie Elimination half-life
TH 21 R
Thax Time to maximum concentration
He e 1. H I EE ) i R P
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TURABED U AF LYY FORE 6. Tong Z 58T 5 A ~ERAGa0RERETH 5,

B IXZ R BRRIEIR D B b o, HEORABEREG IND120, BERINER LLELE 70D, KA
IXFEHEEIR O CHH ST\ 5 PL Ed SRR (R ERSGH 4/ X7 7 —~) OBENAFE & LT
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1994 4 3 HIZARZ S LIRGE A BIAE L, £ D% 2009 4 9 HICEEFS IO 7D DRIE4 LT %
RCHEICE->TND,

HADBEFHEE

(1) PLEEAHERLE A —F IR0 E2 EH T D8EAITH D,

Q) YUFATIR, THMTI )72, BRI T oA 0, TORAEZDUAF L VY ) FLERE
ZERATLHHEEY CRRERTH D,

(3) KE'E - LRGERICHED St &PA. WA - MRS, B, BEETRE. SRR, REMIX L TEWAH
RO LN TWND,

(4) HEREHNEEICTE 5,

(5) MEREMGEREZ x5 & LT RBRIC B W CRIEARBIEIT 3. 6% (2 1/56 f51) *T, WInb
IRECTHoT-, OKFREF)
SEBRIMIE B 4 51 % BRU N THENT L 725 5

(6) ERRZEWEAE LT, Yavr, TFH7 4 T7x%v—, HatERLERMAEIE (Toxic Epidermal
Necrolysis:TEN), FZJEFLEMEARAEMERE (Stevens—Johnson JEMERE) . RMEILRPEFIEYENREAE, FI
PR R 2% . SR BOEE R, AR B M, PLmEkjD | MERIERE, Wit m, m
IR W BFEEOFER. FMEMEMR ., FRRERIEN 2, BIERTZ. FFigneksass, sa, FLIT%E
SRICIEWERE (SIDS) ., FLUTMEARKFHEREIL AR, MVEMER A, QMBS B BRI, RPN PR
NESNTWD, (VL 8. BITER] DIEEMR)

U 5 0D HHF R4
FEAMLIC LD ERE~ AT T L,
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BIEMAICET 2EM. REGARAMENA S 0F
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PA TABLETS

(3) BFMDAE
Bz L

— &%

(1) & (@)
1) $UFAT IR (JAN)
2) 7T b7 I/ 7= (JAN)
3) fEKH 7 = A (JAN)
4) TaARIUAF LYY FoLERE (JAN)
AEITRDO AT L D% U FABOTFEREOIREM TH 5,

X1

K2

%3

(QRS) ~N, NP AFN—1- (107 =) F TV -10-14 V) Fao-2-4F 355 -AF L
»V @2 b FaeFrNryo—|)

(QRS) N, NP AFN—1- (107 =) F TV r-10-14 V) FaNo-2-4F 33,5 -AF L
VY (- FrFiRu Yy om— )

(2RS) N, V- AFN—-1- (10T =) F TV -10-1( V) FuaRo-2-45 3 3- (3-71)L
R¥T—-4-b R X Un) 5,5 -AFL Y 2-BE Rafxi_Xuoyz—}h)

(2) #4& (LX)
1) Salicylamide (JAN)
2) Acetaminophen (JAN)
3) Anhydrous Caffeine (JAN)
4) Promethazine Methylenedisalicylate (JAN)
ARENTRDOAF L D% ) FABOFEERIEOIREGY Th 5,

%1

*2

%3

(2RS) —-N, MDimethyl-1- (10#phenothiazin-10-y1) propan—2-ylamine 5,5 —methylenedi
(2-hydroxybenzoate)

(2RS) —N, MDimethyl-1- (10Aphenothiazin—-10-y1) propan—2-ylamine 3,5 —methylenedi
(2-hydroxybenzoate)

(2RS) —N, MDimethyl-1- (10Aphenothiazin-10-y1) propan—2-ylamine 3—
(3—carboxy—4-hydroxybenzyl) -5, 5 —methylenedi (2-hydroxybenzoate)

Q) RTL
Salicylamide
Sal- % VU FILEEHEIKR

3. #EEXAXIITHEK
1) YUFAT IR

@ECDNHE
OH
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3) MAKHT oA
T >
ﬁLw N
CHsa
4) TrAL VU AF LYY FOLERE
[ HiC_  CHa
3 N/ 3
N
_—_-H
CH3 HO:C
N 2
CISD ’ Ry
L —dn
*1
Y @2-B FaFi RNy yxT—})
n:2, Rly R4:0H, Rz, Rg, R5:H
X2
YV (e RFrFi ARy I—|)
H:2, Rl, RgZOH, Rg, R4, R5:H
%3
HZS, Rl, R/l:H, RQ, RgZOH, R5:*H2C
SFRRUHFE

1)

2)

3)

TENTI )T

OH
e 7
HaGAH

CO:zH

Ra
Rs

QRS) ~N, VT AFN~1- (I0FT =) FTT-10-14)V) Far-2-453I 5,5 -AFL >

QRS) ~N NI ATFN~1- (107 = ) FTT-10-A V) TanRr-2-4F3I 3,5 -AF L

QRS) N, T AFN~1- (10H7 = ) F T ~-10-4A)V) FasXv-2-14F53I 3- (3-H/LR

F-4-b FaFXUN) 5,5 -AFL Y -k FaFi X yx=—1|)

HYFALTINR
42 F2 : CHNO,
Sy 1 137. 14
TYRNTI ) T2
43 T2 ¢ CsHoNO,
4y 1 151. 16
WK T A
2 1 CsHioN40,
Sy 194. 19

FaAFZ AT LU FOLERE

o F A KL ¢ CasllaoNaS; « CisHi206
$%¢2 1 C3qHaoNsSy * CysHi206
#%¢3 1 Cs5HeoNsS3 * CosHis09
4y 71 1 857.09
%2 :857.09
%3 :1291.64

OH
COH
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LEE (i) XIEKE
) HUVFALTINR
2-Hydroxybenzamide
2) TENTI )T
M (4-Hydroxyphenyl) acetamide (IUPAC)
3) MAKH T =AY
1,3, 7-Trimethyl-1/#purine-2, 6 (34 7H) —dione (IUPAC)
4) TaRABTAF LYY FOLERE
%1 : (2RS) —-N, MDimethyl-1- (10#phenothiazin—-10-yl) propan—2-ylamine 5,5 —methylenedi
(2-hydroxybenzoate)
%2 1 (2RS) —-N, MDimethyl-1- (10#phenothiazin-10-yl) propan-2-ylamine 3,5 —methylenedi
(2-hydroxybenzoate)
%3 1 (2RS) -N, MDimethyl-1- (10#phenothiazin-10-yl) propan—2-ylamine 3-
(3—carboxy—4-hydroxybenzyl) -5,5 —methylenedi (2-hydroxybenzoate)

BR%. A4, BBS.
) $YUFALTIR: 2L
2) T T )72 B4 RNIBHXE—L
3) MAH T A 2L
4) FaRrRBDUAF LYY FOUERE R L

o

LEES
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1.

MEBIL R E
(1) 5481 - MR
1) YUFATIR
FE OGS SUTRE MO R T, 12V RORIT R,
2) T NTI /)72y
HEOR i XX EDOM K TH 5.
3) MKA T =AY
FAOR R IR T, 20T < BRIZEW,
4) T AR URAF LY TR
HE~EH A DRERMEOHM R TH 5,
(2) BN
1) YUFATIR
NNZAFFRNLT I RO THEITRT <, =& /7 —1 (95) I\, mrr 7y
T UZRRBE T ROT L VTN —T UIRRRITIC K < KUTZ B a RV AZEETFIZ D,
KT U U LERIZET D,
2) T N7 /) 7=
AH ) —=NT=H = (95) IETFRT L, KIZORETIZS L, P2FALm—T I T
BT », KEE(LT MU o ARIBIZEAET 5,
3) WAKHT AV
7\ 1RV MIERTRT < K EOKEERE SUIEERE (100) ([Z00% T2, =% 2 —1b (95) X
I F LT —T T VY,
4) TaRAFDURAF L VY FOLERE
WERE (100) IZEIF0d <, =& 2 —)1 (99.5) 1T TIHEITIZ L. AXFP=FLo—F LIiTiF
EAETET RN,
(3) WiTtE
MY ER e L
4) @R (DER). BR. BES
) HUVFAT IR
AS 0 139~143°C
2) T T /)72
AS 0 169~172°C
3) WAKHT A
Al 235~238°C
4) TaRARZ AT LYY TR
Al K 211°C (5 fR)
(5) BIEEMREETE
) FUFALTIRY
pha : 8.9
2) T rT7I /) 7=V
pha : 9.5 (7 =/ — /L MKEREL)
3) WEAH T A
pha : 0.8
4) TRRAZUAF LY FOUERE Y

phka: 9.1 (7= ) FT7IUE)
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(6) HERFEM
AR L

(1) ZDHDFE 4 RHEE
MR 7= A2 1 1.0g 2K 100mL ([Z¥E LT-#ED pH 1% 5. 5~6.5 T 5,

BN DERREFEHETICEITHAREMN
TRRARIUAF LUV FAEBRITHIC L - THEAT S,
WTHILORS & S, K, pHL. 2. pH4. 0 KT pH6. 8 [ZHBW\ T, 37°C. 6 RrfIZZETH D P

BSOS E. BED
fifesR kiR
) YUFALTIFR
(1) BAG (K : $6)
2) 7BV R b~ A EFE)
(3) SR PTHAR SE E IE v
2) TBENTI ) T2
IROMBIN A7 S AIERE (BAED U o AEERITE)
3) Mkbh T A2
(1) # > =2 O ERG
(2) LTy RS GERW - dhE, 1] 7 =7 RIETHE T CRERA, AKBRLT Y U AE
o)
(3) BESL (FAHEET MU U LAKOKERLT N Y 7 A K C)
4) THRAZUAF LUV FOLEERE
(1) AN PTHIRSE FE I E VA
(2) RABUX A~ bVRESE (Bl Y ¥ NEERIE)
A
1) YUYUFAT IR
TR 22 E 15
2) TRERNTI )T
SRS TR IR B T VA
3) MKH T =AY
EALZEM R (R . 7V ZAZ AL F Ly FikiK)
1) TaRFIURAF L UY Y TR
EBALAEWEE B T s Ly =7 ) e 7 U RZ AL F Ly FRIK)
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1.

(M

iz

Flftz DX A
HE

(2) EFDHNERUMER

3)

4)

(5)

2.
() ARG CEMRS) DEES K TFHMHA

= HEa~ME AR
LG/
HI F#HbE
®0=
HIFK EA%:9. 0mm  JEZ 5. Omm  FE R 266mg
sl = — K ZE22
#Ala—k
R5E44 v—x 1 Bl A EE
AR 7E22
(x| fmeta e R
# =8 v—x A A EE
Gy =k 7822,/ ¥ —x A
(PTP) ex: R
= =8 PA  TABLETS
V—F | A S eSS ST~ ROV LT~ —2 /GS1 2— K
SR D Y%

U . SEYE 50N BAE
BEFARR . AR - EEFRERBRECLVERT D L &, ZRAORBRICEA

Z it
PAPANA

KF DA

LY E L ¢ 265mg
M E E  16%LL R

o

T,

Y IVFNLT IR 135mg
oy« Gy HE 77 /)72 75mg
(1 &%) HE ®AKkD 7oA 35mg
TaAB AT LYY FOLEERE 6. Tomg
I ABEATIY, B Fexi 7o 1:°/1<12/1/D—7\\ raABLAa—AF R
T, BN ATT YUY TRV T A

(2) BREFORE

)

AR

RE
A L7
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3. BAMBRREROMMREUVRE
AL LR

4. A
PPN

5. BAY HAKIDH DI
M R L

6. RADZEFHTICETIREN

(1) EfREMRER?
FIEERE  PTP @2 (RVH{LE =7 4 VAR ONT A =T L) Liztk, 7TAIEROEKICHIE
L. I AR D)
B - 25+1°C/60 + 5%RH

ERIA H BHBAEE | 14 2 4 34 4 4 5 4
PR (A~ A GO FEE) JEASN | HESIN | BUREPN | BUESPN | IASEY | RSN
HYFLT IR (TO%LA_E) | ISP | HESN | BIEEPN | BIESIN | SN | HLESN
——" TN 7y (8%LALE) | HRAEN | RSN | BRI | JRARN | BRI | JREEN
KT A (85%LA E) | HIAEPY | HIRSIN | BUIEEPN | BUEPY | HIASH | BN

S ey I AP T =y
Kot (80%2L ) HAEN | HURSIN | BUREIN | BUESIN | RSN | BN
e N 100. 2~ [100. 1~ 99. 6~ | 99. 6~ |100. 1~ | 98. 7~
FIFATIR B (93~107) 100.6 | 100.8 | 101.6 | 100.0 | 100.6 | 100.1
- < N 99.8~ | 99.8~ | 99.3~ | 99. 4~ |100.0~ | 98. 6~
- TENT R 7= (W) (93~107) 100.1 | 100.2 | 101.1 | 100.0 | 100.4 | 100.6
o N 99.4~ | 99.9~ | 99.5~ | 98.9~ |100. 1~ | 98. 6~
MADZ = A () (93~107) 100.1 | 101.3 | 100.6 | 99.7 | 101.0 | 100.6
TUaARDUAF LU UH Y FL| 95,7~ | 99. 4~ | 99.5~ | 97.8~ | 98.5~ | 99. 2~
Bt (%)  (93~107) 100.1 | 100.2 | 101.2 | 98.1 100.1 | 100.3

12y kn=3 32wk



V. RFICEY HIEE

2) EagRETOREERR"

RIFSM: RERTEH BRAGIE | 2 WM | 1 %A | 215 H | 3 & H
FapN =
Mtk (A~ 3 DO FEHE) FRFEN | RSP | RSP | SRS | AT H
GBS I)
HUFALT IR (T0%LL L) | RSN | BIRE N | SN | IR IN | IS
i b T N7 7= (85%LA L) | JRAEPN | BIREIN | FRAS PN | RN | BN
. PN e (85%LL L) | HAAEIN | BIREIN | SN | BRI | BIESN
WE2C | W) S S A F T o I F
TRE jgim LR (80421 E) FRFEN | RSP | RSN | BUESIN | JRAE Y
A HUFALT IR 100.0 | 99.8 | 99.2 | 99.1 | 99.4
TR | TENTI ) T2 100.0 | 99.8 | 99.0 | 99.1 | 99.4
FRAFR | BRI T A v 100.0 | 100.1 | 99.3 | 99.2 | 99.6
%) |FaAEILAFLLUYYF
e 100.0 | 99.3 | 98.3 | 98.2 | 98.7
fEE* (N) (50N LA E) 95.7 | 106.5 | 106.5 | 110.2 | 103.4
PR (A~ A0 FEEE) RN | BURSY | BURE N | BURSIN | AR N
HUFAT IR (T0%LL L) | JRASPN | BAS N | FRAS PN | JRAE N | RSN
" T N7 7= (85%LA L) | JRASPN | BIESIN | FRAS PN | RSN | RSN
Mﬁﬁ)ﬁ*w7:4>/ (85%LA L) | JRARPN | BIAS N | FRAS PN | JRAE N | RSN
25+2°C TRRAEZRAF LYY T
o 75+ 5URH LR (80451 ) FRFEN | RSP | AN | BUESIN | JRAE AN
ST HUFALT IR 100.0 | 98.9 | 98.6 | 98.9 | 98.5
Bl ik EE | TENTI ) T2y 100.0 | 98.8 | 98.5 | 99.0 | 99.0
R (BT A 100.0 | 98.9 | 98.7 | 98.9 | 99.1
%) | TaRAEIAFL VY F
e 100.0 | 98.7 | 98.2 | 98.0 | 98.7
mEE* (N) (50N LL_E) 95.7 | 90.1 | 87.8 | 88.3 | 96.5
. 40 J5 80 f7 120 5
PRAFSRAE RERIE H EEpESS I obr | Ixenr | 1x - br
roXaiNtall b ok i te
Mtk (A~ 3 DO FEHE) AN | BN | SEEE | eEE S
(B AL | AL
HUFALT IR (TO%LL E) | BUEP | BIASH | BN | BUEN
i TENTI 7=y (85%LLLE) | BN | BN | BN | BN
Q%%)ﬁmﬁ7i47” (85%LL L) | HIFEIN | BRI | BN | BN
W 12001x TURAZD AT LYY T
ot R LR (S0%LL ) BN | BN | BN | BN
HUFALT IR 100.0 99. 4 98. 8 98.8
TR | TENTI ) T 2r 100.0 99. 4 98. 6 98. 7
FRAFHR | BN T = A v 100.0 99. 3 98. 6 98.5
() Zgé&yyf?vyyﬁU% 100.0 99. 1 97.2 96. 1
&N
mEE* (N) (50N LL_E) 95. 7 95.5 91. 1 96. 5
% BEH

REERVBBEORE N
BEALYAYA

fiuF & DEEE XL (MELFHE)
A% LR




V. RFICEY HIEE

9.

B
(1) BRERANEESHEBE=ZHIHYFILF7IF 13- 7EbF7I/ 2z TImg - EBKHAT A
0mg » TAARZSUAFLUIOH I FI)LEEE 6. Tomg §E1 DRI T HEEHE
T B VA
A AR Ry O — e alBryss - v HaR X Rk
PRERZLME I8l B2 %K% : 50rpm
A OBR R pHL. 2 (BABERBRIE D 1K)
FRBRE & : 900mL
W EE - w/EI7a~ 777 40— (UERKE : 250nm)
SR AR T oIS L

TR FHRE R R

P YFLT IR 135mg 70%LL I

TERNTI )T 75mg 85%L4
45 4y

MERT T = A 30mg 85%L4 I

TaRARZ U AF LY FoLERE 6.75mg 80%LL F

(2) REBIMICLS 4REICE TS EHES
T R L
AARSE R 7 — i alliRis - R N Ruis
RERZEME . I8l BR %K% : 50rpm
X BR Wk : pH1. 2. pH4.0, pH6.8, /K
PRERI S © 900mL
W E kK e~ T 70— (UERE : 250nm)
FEE . RHZEENIXICORTE@Y THhoTm Y,

120 - pHL.2, 50rpm 120 pH4.0, 50rpm
100  _mm i n e[0T — P a5 a0 &
i ?—ﬁ=v='v - o > -
i
w o w
s us]
E g0 F w0
! —— AT % P
40 H —=— 7Bk FI I a0 —a— 7l
B EANIA s
20 —— I TAR VAF LY YT L BE IR 20 —— PIARY UAF L U F LR IR
0 20 40 80 30 100 120 a 60 120 180 240 300 360
B (53) EHERE ()

100 r g ——" e > =

T

(R EE

——HUFATIN
—a— 787y
Erlnidy |

(R4 EE 37

—— HUFLTIN
—8— Fhl7i0y
EANT2

20 e TR UAF L UL BE IR 20
—— AL A B IR
om . . . . . ) a
0 50 120 180 240 300 360 0 850 120 180 240 300 360
B () TEHER (53
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V. RFICEY HIEE

10. B2 - 2%

(1) FENMVELEDR - A, NELI/ERLERES - BEICHT 51EHR
A= ROV

(2) %
100 &£ [10 & (PTP) X10]
1,000 &€ [10 £ (PTP) X100]

3) FREE
A LR

(4) BHROME

(RS par e
i PTP RVEE= LT 4 VA, TAI=T A
PTP G4 - - — 5 —=
Pe—aE [ PAI=2v ARV ZFLUTIR— T 4LV A

1. AR RE SN SEME
YL

12. T Ot
Y LR
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V. ARICET HIEE

. ARICET SIHE

HEEXR TR
BEE S L <IF ERGERICHE O FRoER Ot K ORI
St SPAL W - MEERUR. BRJR. BIERR. FHPR. FEEA

THEER I RICEET 5 E
FEEIN TN

RERUVRAE

(1) BERUVHEOHEDR
\WE. A IR 28%2 1 B 4REOEST 5,
ok, FEln. ERICX Y EEHEET 5,

(@ FERUAEORERM - B
M R L

AERUVEZEICEET HTE
WEINTWN
B PR AR
(1) BRT—H2/\ys5—2
MG R e L
(2) BRRRZFEIRHER
MG R R L
(3) AERIIERAER
MG R R L
(4) WREERVEAER
1) B3NSR
<higiRER (FERIAD >
TTERERMEIE L ZEEMRLEEERR COMERBGERIIRO LB THoT2, VYU TFAT

SRTEBINTTI )72 BRI T oA TURAZI U AF L DY Y FERS R (U
T, AR 13778 REHEBL THEICT SR NHRENT Y,

#* R Rk

Bl & Bk WA/
TR ] _ MK ] _ MR
TER st A R A R S &@4 R I /A R AT 42 &@*
&yt 63/73 86. 3 45/66 68. 2
A 44/48 91.7 23/44 52.3
N 58 53/64 82.8 37/57 64.9
SHH 41/45 91.1 34/47 72.3

X &G 2 RRRIC, SERDTHAR - B L 72 REG] & B RER] & LT,

BIVERZEAEEE T 3. 8% (3/80 f5)) THh o7z, BIERIZ, Bl 2.5% (2/80 ), R, 0¥ 1.3%
(% 1/80 f5i) ToH o727,
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V. ARICET HIEE

<ENEERER GEH) >
EIEGRE RE . ERER) E2WENn7 60 EFICHONWT, B—=A AL 1E 24881 H
4 [l NG LB O BRI IR DO LB TH o729 07,
OFER B el
IIEEREIC A BN D BIER O W ER (KL L) 12871 87. 2% (34/39 f51) . &5 62.5% (15/24
1) . WH - MEBEYE 80.0% (28/35 4) . M 85. 7% (18/21 ). BIHEE 75.0% (9/12 ). iR
84.6% (11/13 fl) JOFEEL87.5% (14/16 #l) ToH ~7=,

H B % % % (%) C s ok
. 66.7%
A H (39) °$-m”m
41.7%
& M (24) D'—Dsz‘s%

M -MREAAR (35) 62.9%

80.0%

5 75.2%]_[
i 1)) 85.7%
58.39/]]-——[
B oA (12) ° 75,05
A ] 69.2%]].____]
(3 84.6%

£ s (16) BT.S%D
—1187.5%

ERBIERE
Q2 MUEE
BAER O UGEE Z R A IR U 7e SR UGEE IR, B - BRIMEG] 8 414 Br < A 20 MEFHmES]
52 il 5B 19 B, 2 s 22 B BRETGE 9 B Ch b R UGELL EOMEERIL 78, 8%
(41/52 ) ThH -7,

B (%)
e = K HE 25 EEs AR 2
78. 8%
19 15 22 f 9 p1 2 51 0 1 (41/52 1)
QREIEH]

BRAMERB] 4 1] % b < 22 MR IER] 56 $1 -0 O IVE R R BB X 3. 6% (2/56 ) Toh -7z, EIE
X, IR 3.6% (2/56 f5]) Toh -7,

P31k 56 4]
RIVERFEELEIE (%) 2 %1 (3. 6%)
BIIVE ) oo FEE HRAL

@OFHE
U N OMERE 22 2 2 M B R FHIE FTRE T db o 72 52 Bl A FAEIZ BT 78.8% (41/52 f51]) 12
BHENRRED LT,

HH=ZE %)

u Pi7
iz 6> CH A HH LLfH A AR L (=45 F)
78. 8%
17 4l 24 5 9 i 2 1l (41/52 f1)

2) ReUHR
DR L
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V. ARICET HIEE

(5) BE - WEMNHR
AL L

(6) amefEm

1) FERARERE (—REARERE. BEERARERE. FARBELERAER). AE&ERERT—24N
—RFE. WERGREBRABORNR
B R L

2) RAZFHELTEREFEOABRIIERL-HAE - HBEOME
FPAROASA

QIR
AR L
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VI. EHREICEY HIEE

VI. ExhEE(ICEH 3 5I1EH

1. EEZMICEESHDHILEVMRITILEYE
FIFNABEARNOT =V VROMEGERMERA., W7 =A, 7=/ F TP RILEW
HE  BEEO®H 2{LEMDOREE - hRFIL, BHOBETRXESRTLHZ L,

2. EB{ER

(1) EREM - fER%F
cHVFAT IR (BVFAERR) LT NTI /)72y (T3 72/ —/V%) 1. REME %L
RL., B\ EZBAIC L TR REZ, 8RR E R+ Y Y,
s TN R T = IR T ORIBPRICIER L, Bkt & R S e EVER 27310,
s T oA TR & OISR U, AR R L VR L 0 RS RE 2T I o 1Y Y
cTORABDUNE, T2 ) FTVUROPIE AZ I VAT, B A I UZFIREEAE LTI AX 2
AER R 1 W)

(2) EFEEMITDHREEMIE

D HUFATIRET y MRS T DA RRISIE CORRTT AU VD 7.5 5.7 U FE Y
D 2 FEREEEO EREZRLE Y,

2) TR b7/ 7x220F, UK TERY 2 v 7 ICLEFHEEO LR, 9y Ty =FkEF
(EWNARFETE) LRFOERIER, £z, 4 X, ELEY MCBWTHEVERARZED T
5 16)0

3) BT =AU, RIMEE TSR R ORHEERE D TLHE A K L, R RRCIRR ZRET 5, F
7. MOMIEEZ WD L OMEBIEZ IR T 5 2 &I X 5028 5 WM AENIR %9 5 7ERIC
L OEERRRRIER 28 10, &b, SERANCH T AMBEREZA TS (ke b)),
THXEANZREBRT, YU FAT I RED T =4 OIS LY EIRIEROBEENTRD bz 9,

4) Ta A BTN b A L R (MERHER, Y7 e KT 08 30 %) 2T,

(3) {ERSIER - Y
MR L

15



.
o

VI. EMEEICET HEE

[

VI

1.

EWEREICRET HIEE

I AR E D HEFE

(1) AELAEDRRE
AR L

(2) ERERABR CHERRE SN I-MMFBRE
1) BEEEE
U FNT I REEMRNHERRHEEROKRE L YT AT I REOZEORHEWIL 1.5
~2 RE LA B PR BRI 2 . (BMEAT —4),
TR N7 X7 2 0% 10~60 43 PAPIC B L R R B IS L7t K9 8 IEff & IC i P iXiz L A e
BETER2< 25 Y WHEAT—4),
2) EYMEHNRIEFMERER
E—x Al AsE L PL LA R A, 7 0 A4 — N —{EIZ L) B — A Bl A REIE 2 §8, PL ELA PRI
lg (FUFATIR2M0mg 7 F7I /) 72> 150mg » KT 7= A2 60mg+ T HRAEZIL AF
Lo ) FOVERE 13. 5mg) HERERK A B ISR R BRI O & 5 L CA& M R AR IR 2 07E L.
BONT-HYBNEENT A — & (AUC, Cuay) WZOWTHEEHRNT 21T o 7o FE 5. WA O A9 0 [R) 2k
DR S durz 2P,
#* EMEhE T A —X

16

HE/NT A —H BEINT A —H
AUC (0—24) Cmax Tmax t1/2
(p g+ hr/mL) (ug/mL) (hr) (hr)
V—x A BAEE | 10.67£2.76* | 5.05+0.71 |0.9240.42|1.13+0. 39
Y UYFALT IR - :
PL B A FERL 10.30+£2.18" | 4.98+1.00 [0.79+0.26|1.19+0. 34
B—x A B A EE 9.38+1.59 2.21+0.36 | 0.83+0.25|2.38+0. 49
TENTI )T .
PL fic & Fehr 9.52+1.25 2.21+0.33 |0.71%0.33|2.34+0. 49
v —x A BAEE 9.74+2.32 1.89+0.34 | 0.88+0.53(3.67%1.53
WS T = A =
PL fic & Fehr 10.07+2. 81 1.94+0.26 [ 0.79+0.33|3.68*1.05
TRAZIDUAF L | E—o A BEEE | 23.76E£15.44" | 2.72+1.57°(3.92%0.51 | 4.48%1. 25
UV FVEENE | PL BRATERL 23.51+12.80" | 2.76+1.58°[3.92+0.67 |5.38+1.23
a; AUC @-g b; (ng+hr/mL) c¢; (ng/mL)
(Mean=S.D., n=12)
(pg/mL)
7
m —— E—I A EEHR
I —— PLEEEN
5 Mean £ 5D., n=12
v
F
|7
£
r
A
5
* ]
o] 3 9 12 15 18 21 24
BFf (hr)
K B0 FT I FOIMmsERERER



auly
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VI. EMBEICET HIEE

[

(ug/mL)
3
i
w 2> . P—TAEAR
‘;: —4— PLESEN
b 2 Mean £ 5.D., n=12
=
; 1.5
/
=
T 1
>
Fid
&= 05
|
0 ' T — —8
0 3 6 9 12 15 18 21 24
fd (hr)
M 7R T OMETEERS
(pg/mL)
25 1
2+ —o— I ESR
—&— PLECSEH

Mean £5.D., n=12

MV AHNSBEE

0 3 6 9 12 15 18 21 24
Befesd (hr)

B MK T A O MSETRREHER

(ng/mL}
45
4 -
35 - —— E—I/EER

—— PLE&EN
T Mean £5.D., n=12

25

o8- ANENAS R nRNE- 3 - 1=

0 3 6 9 12 15 18 21 24
frsfed (hr)

X FaRABDRAF LY FOVERE O i EHES

i3 EEAE TN AUC, Coax DN T A —Z 03, PBRHE DI (RIEOTRIREIEL - HfH % OB S A
(&> TRALD RSN D D,
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VI. EWEEICEY HIEE

ONEE=
AR L

) BF - HAEOLES
AR L

2. EMEERBI/NTA—F

(1) BBAT A%
AR L

(2) IR RS
AR L

(3) HEEE L
AR L

4 2IU750RA
AL L

(6) FMEHE
A EE R L

6) Z0ft
LR L

3. B&H GREaL—Yav) @

(1) BBAT A%
AR L

(2) 185 A — S EBER
AR L

4, TR
) $YUFALTIFR
TR GARIESLCOITIT E A ERHEEN BRSNS © GEAT—4),
2) T NTI )T
ROBELHECHITHILE N ORI END Y GHEAT—4),
3) WAKHT A
MR L
<BE>
Y A
OG5 CRGICRINS D 7,
4) TaRAXDURAF L UY ) FOLERE
BRI L

5 9
(1) M i — B BE P9 @ @t
) YUVFALT IR
Pl v/
2) TERNTI )T
AXIZTE NI 7 ) 300mg/kg k&G L, 2 REfE# O/ mMEHRERIZIZEAED
M TIZIE L ThoT2 1,

18



.
o

VI. EMEEICET HEE

[

3) WAKkHT AV

<BE>

N7 xA

A XNZH 7 = A > 84mg/kg % MEFEPN B 5% 3 W] H O I i HH i & IMPNIRE D13 0. 93 ThH -7,
4) TR AR AT LU TR

<BE>

TaAKT

B1i+ 2% (w7 ),

(2) & — Ra BERA P @B 14

) YUFALTIFR
BRI L

2) TERNTI )T
BiT9 51,

3) MKA T =AY
<BE>
B 7 A
B+ o7,

4) TaRFDUAF LYY FOLEE
<HBE>
TaART
BT 5%,

Q) Et~DBITH
) YUFALTIFR
Pl v/
2) T rNTI /) 7=y
BHIHZT ' NT X ) 7 2 500mg HHEREORE L& 2 A, K 2 B clmiEhiRiE, sl
3R mE s e o T,
REFL/IAE AUC 13 0.76 Th o72, FFEL 100m]l FIZI1X 2. 91 umol DT N T X/ 7= U R B
Too ZAUTRNES LIZED 0. 1% BEL B bhe®  GMNEAT—4),
3) WAKHT = A
<HBE>
B 7 A
6 NORBlLICa—t — (100mg DI 7 = A &2 EL) ZRET T, ARKMBZEORIF N 7 =4 VIRE
128, 2ug/ml T, B 100ml (SR 1%DH 7 = A LB L2720 GEAT—H),
4) TR AR RAT LU TR
<BE>
TaART
B+ o2,

(4) BEA~OBITH
SR L

(6) oo~ DFEITHE
) YUVFALT IR

W4, HCITIZE A E OISO T 5 Y GHEAT—4),
2) TR "NTI /)72

W HLPNTIEE A E DB AT 2 Y GMEAT—#),
3) MoKA T =AY

MR L
4) TuaRAXUAF LUV FOLEEE
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VI. EWEEICEY HIEE

AR L

(6) MIEBERHAE
AR L

6. X

(1) RBIERAL R U R EE

) YUFALTIFR
W AR AZRORGES, WIOBRETIE & A EERIREEAREICARE S v, BT TR @S L) 5
EZF5 Y,

2) T rNTI /) 7=
I CEIC 77 v CEEaEG R, RS RITAE S 5, 72, —#03 CYP2EL S5 L v KRk s
N NMTEBEFN-p XX oA e RD0, RN T VE FA AGEEZZT, AV T
— B L %,

3) MKA T =AY
<BE>
BT A
CYPIA2 IZ L B A F ALK OFRLIZ L > TR S, ATF ATV F o BB WIEATIVIRREE 725
28). 29)

4) TuRAZ AT LY FOUERE
<BE>
TaALT
g CEIC TR AZ DU ZANERFRY REFAAF LT a A2 ARE a5 2, RGBT
CYP2D6 23854 % Y (in vitro),

(2) KBIcBET 58K CYPF) ONFE. FE5X
VIL 6. (1) fREIERAL K OISR | DIAS M

@) YEEBHREOFEERVZDEE
D YUV FALTIER
I C Rl gh S A =21 5 Y
2) TR T /)72
TR L
3) MWK DT A
TR L
4) TaRF I URAT L UY Y TR
TR L

(@) REMOFEOERRUELL, FELE
KR L

1. et

) YUFALTIFR
24 WA LA IC B EIRE O 580D 90~100% 3 fR I HRIE X B 23, RE(LIROPEISRIL 5%LL N Th
%Y UMEANT—%4),

2) TR b7/ 72y
24 W LAPNIC A1 O #5050 85% 28R c e &5 @ UrEAT—4),

3) MK T =AY
<BE>
T xA
AFNEXV U TF U HDWVEATFIVRERE 2o TRPICHEES N D 20,
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VI. EMEEICET HEE

4) TaRAFDUAF LYY FOLEEE
<HE>
TaART
RPICIZEL LTTrAZ P A RXY RRgtE NS 0 GEAT—4%),

8. FSURKR—A—IZEHT B1EHR
LR L

9. BHEIZLIREE
LR L

10 BEDEEEHET HEE
MAEER e L

1. Z0ih
MAER e L
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VI 2t (FALDEES) Y HEE

VI. ££tt (ERLOIEF) ICEBIHEE

1. ZERNBLENER

[

1. 84

11 REIFOT7E R T ) 720K EERIFEENEETLI8ENMNSLOTEET LI L,

(2.8, 9.1.3, 9.1.4, 9.3.1, 9.3.2, 10.2, 11.1.7, 13.1.1 &Z#]

1.2 KFNETE NI 7225 0MOER (—RAEELZET) EoffHIcEY, 72T
R 7 2 ORMERGICE D EERHEEN BT IBEINRHDL 0D, ZNHLOHEAE D
O ZRET A2 &, [11.1.7, 13.1.2 B8]

<P >

(D) 7T ) 72 2EERHEENRESINTEY . AFNIT BN T I ) 722807
LA THDHZ LD, BENLETHD P,

Q) T T ) 7= bG8 T 58K EMHAT LI EICEY, TR N T I 720 RNilEERY
RS (VT BFL-p- RV X ) oA ) ICLANFEENRKBTHB8F101H5 2,

2. ERABLETDER

2. 22 (ROBEIZITH/E LN L)

2.1 KEIOSy, U FABREK (T AEY VE), 7= ) F7 U RMEAMILEOELEEMIC
*F Uil BUE OBEERE D & 2 B

< i >

AKENOKSTHAYVVFATIRN, TN I ) 72 BRI T2, TORAZISUAF LY
U FABE ROV Y F LT 2 RELOEEZE L TWDT ) FABEA] (TAEY V%), e i
HPUAF L VY FAMBEHUOEEZAL TCWE 7 =) FT7 V0 RIEEW. X2 0P LE
MOFEIZ X VIREUEEZ B Z LI BEICARZ HER G5 L EERBBIELZ B 2T RN H 5,

2.2 WMLMEIRIED B D HBE [(AFIFOT Y FLT7 I RIZEEEEEZ B LSS B8ENRH 5, ]
<fiign >
BV FOUBEREARIC X 5D B Hw o o, BRI 1 5 E Rk

=, HIEARZEZ RS ¥,

2.3 TAEY U R XIIZEOBEFEROH 5 BE [(AFIFOY Y F T I RET7T A U R &%
THrEENNRHDH,] [11.1.5 5]

<P >

FUFLT I RIFV Y FABFEREOTT ALY VAR FERTHENH D 9,

2.4 FMERRED BHE T IV — VBRI EAR R 5 O AR A O TR T2 H D R
FHAAITOT A Z D AF L) FOURRNEE, FERRIEO TR - Frige, SRR
TR OB TRCRREEA OV OIE R 2k Tk 2N d 5, ] [10.2 K]

<SR >

Ta A B Y PHRAERMEIER 2 A L, 2V B — VERFRER . FREA O GF IS L0 AR
TR ORIRCIRERA O E RGN OER N A D D, FIEREZRT 2B 2hnd 5 7,

2.5 FAZEBAGNEORE (AT TR 2 AF LoD Y FARBENET A2 U AEH
WEVIREN ERE L, JEREZEB(SEDLZEBH D] [9.1.5, 11.1. 11 ]

<fiign >

TuAZTrOb oA ) AL DL, IRNEDS ER UERBSELT 2800 H 5,
k. THAMEARRARE ] OBEPIRFAAZER = Y AR 2 AT 23842 I L7258 122
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VI 2t (FALDEES) Y HEE
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A : Drugs which have been taken by a large number of pregnant women and women of childbearing
age without any proven increase in the frequency of malformations or other direct or indirect
harmful effects on the fetus having been observed.

C:Drugs which, owing to their pharmacological effects, have caused or may be suspected of causing,
harmful effects on the human fetus or neonate without causing malformations. These effects
may be reversible. Accompanying texts should be consulted for further details.

%  Prescribing medicines in pregnancy database (202471722 77 & R)
<https://www. tga. gov. au/products/medicines/find-information—-about-medicine/

prescribing—medicines—pregnancy—database >
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