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RS NEBEBERMLE L TCHERBLZAMH L, 200643 H 8 BIZHARZES L, 2005647 H 8 H
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1. B5EA
(1) M4
7r e R SE 10mg [NIG)
7r e R SE 20mg [NIG
(2) *4
Propiverine Hydrochloride Tablets
(3) BAMOHEE
—fRA LD

2. —i4

(1) M4 (WMAE)
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SUNGH
0 HCI
Lol
) o
5. {tFA (MK XEEXE
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(3) RigtE

LR L

(4) AR (SRR, K. BER
Al 213~218C

(5) BIEEMHMEN
MUERR L

(6) REREY
AR L

(7) TOMDOERRIEE
MUERR L

2. HHRAOEMEHTIH T EREN
LR L

3. AYVRSOREREERE. EEE
(1) fesdaBRiE
1) RN AT R B I E U
ARz KIEN LT ¥ b= MUV EINZTRIC O EWRULALY MVERIE L, KO AT Lk
KEDBRANRT VT T m XY ERBEREESR O AT MLV AT 5 & & WHED AR
FMUIZR— R D & Z AR R E OV A B 5,
2) AN AT M VRE R
HAEH U O AEEAREIC L DB EZIT O KD ART MLV ERBOBRARY NI T B
VIRRBEREYESL D AT MRS D L& WE DAY FVIER O & 2 AT RO REE
DWW FRD %
3) LEBUS
A DR FIRICHEE = TV %2 N 2 iEERER 2 N2 % L &, AOEE £ L5, ZNICHHEE
Mz TV IREE THIWBRITR T2, SHIETUE=TRIKEZMAZTIRVIEE S L&, BT 5,
(2) E&IE
Wik~ 727 4—
et - SRS R
BEHE VB KEN)V UL, 1A X ANK BT NI A, K, Vo, T R=U L
IR



V. RAICEIYSIEE

1. #ik
(1) HERORH
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2. HFIOHER

(1) APRS (EERD) OFERUVFMNA

ongd

7'a e R SE 10mg TNIG

7'u e R RE 20mg TNIG

A5y

1T : 7 Y R 10mg

1EET : T E_Y R 20mg
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SRR, Bl —RA, B AT—R
Ca, A77 VMg, t 7 a2 —R,
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5. BAYTHEHEIED HHRHEY

B R L
6. HANDBEFUTICBIT2REHR"
(1) hosEzER
O7a Ry U SE 10mg INIG) e 40°C - 75%RH [l dEpRe (PTP a1k) ]
AR H mESVAN PRAFHIH
< B> T B 4G 1% H 37 A 6 % A
PR 1
<HBDRTERIRD 7 ¢ 1 2 2 WA WA WA WA
a—7 4 UTEET AT WE ARV > 3
1
ﬁmu nit%ﬁ S AL SE A AN FEA
(RKIE, . TLO) : L L e e
vttitE (%) : - - e
IN o/ . .
<455y, T5%LL L > : So 0o 1
i () " 1 99.9 99.9 99.7 98.8
. 2 100.0 99.9 99.8 99.0
<95.0~105.0% > 3 100.0 99.9 99.7 98.5
X RTREBICHTIERER (%) —  KEh

O7m Y UIERRESE 20megINIG)  IERER 40°C - 75%RH [H#&@EEEE (PTP @) ]

RERTE H =N PRTF IR
< HIKE > H5 BH AL 1% H 3% H 6 % A
PEAR 1
<HBDRTERIRD 7 4 1 2 2 SRy WA WA WA
a—7 4 U7EETACBWER N> 3
- 1
E@Em ﬁﬁ%ﬁ N AN N
/\ /\ %A\ %A\
(L. H. TLO) 2 e e ES E5
- 93.0~97.9
M (%) ; _ — 93.6~98.8
YAN o/ . .
<1574, 85%LL 1> : o1 e o8
o 1 100.1 99.9 99.7 98.5
aE (%) *
2 100.1 100.0 99.8 99.1
~ 0
<95.0~105.0% > 3 100.0 99.9 99.8 99.0

X RREICHTOIEAER (%) —  KFE




(2) EHIRG AR
AR A - 2021/10/21

O7a BRY UIEEEESE 10mgINIG) EHIfRFRE  25°C - 60%RH [Ff P Re (PTP wik) |

AR IE H 7k PRAEHAR
<HUHE > ) B A 12 » A 24 5 A 36 % A
PRI
<HGOREERKRD T 4 LA | DAOLL T A A T & WA
a—T 4 T EE>
ﬂgﬁiﬁf”” DAOIL o o o o
wHM (%) n=6
L9045, SEULLE> DAO1L | 97~102 98~100 100~102 97~104
a8 (%) *2
<95.0~105.0% > DAO11 98.1 96.9 100.9 101.9

1 : RRT #J 0.28 OFZEWE : 0.3%LL T, LI OE 2 DIEGEME : 0.2%LL T, WHREWE - 0.7T%LL T

K2 FREITHTDEAR (%)

ARG A 2021/10/21

O7a BRY UIEEESE 20mgINIG)  EHIRFRER  25°C - 60%RH [Ffc P Re (PTP wik) |

AR IE H WEVIN PRAEHAR
<HE> &5 B A 12 » A 24 % A 36 % A
PR
<HBOREERIKRDO T 4 2 | DJO12 A A A A
a—F 4 T EE>
BT o - - .
et | D102 | A LE
ﬂgﬁiﬁf”” DJO12 o o o o
WA (AR 1) (%) ~ ~
s DJO12 1.8 L4
f;%jg (ggo/ unf; DJO12 89~96 97~102 95~99 95~99
= %9
<9§ ?««(16)5 0% > DJ012 98.6 97.5 98.6 97.6

K2 FREITHTDEAR (%)

1 : RRT #J 0.28 OFZEW'E : 0.3%LL T, LI OE 2 DIEGEME : 0.2%LL T, WHREWE - 0.7%LL T




(3) MmAaLRRED L ENE
O7m R VIR SE 10mgINIG)  MEa%E  40°C [EE, KEBEA ]
=R ER TE H =R TRAF ]
< A% > e B AR 3% H
PR 1
<HADORFERKDO 7 v A 2 =Fe) SFE)
a—TF 4V TEE> 3
- 1 77.3~88.7 86.8~93.0
M (%)
2 88.0~92.8 85.4~93.0
AN o/ >
<4547, T5%LL b > 3 84.6~87.9 89.6~92.3
; o o
N . ) )
<95.0~105.0% > 5 100.0 100.2
1 7.06~ 9.28 7.44~8.80
(&) W (kef) 2 7.93~10.67 7.05~8.87
3 6.76~ 8.80 7.10~8.89
¥ BTRERICKHTIERE (%)
O7m ERY UHRRESE 10mgINIG)  Madt 25°C - 75%RH [ESE - B Ak
2R ERTE H RN P2 H]
<A > & BH IR 3% A
PRI 1
<HEDRTEERIRD 7 ¢ v L 2 =kE) i
a—F 4 T EE> 3
- 1 77.3~88.7 83.3~87.4
M (%)
2 88.0~92.8 71.2~93.9
I\ o/ >
<4577, T5%LLE> 3 84.6~87.9 77.2~89.1
; o o1
_ . ) )
<95.0~105.0% > 5 100.0 101.6
1 7.06~ 9.28 3.67~5.25
(&) wWE (kgf) 2 7.93~10.67 3.65~5.07
3 6.76~ 8.80 3.39~5.63
% FRREBICHTIEER (%)
HkkH: - K7
O7 Y R SE 10mgINIG)  #E3E  BRot& 120 /7 Lx-hr [2000Lx - 5% 2% ]
RERTE B 7k (Ul
<HIHE> & BH A 120 /5 Lx-hr
PR 1
<HEDRTEIRD 7 ¢ v L 2 =kE) =k
a—F 4 T EE> 3
- 1 77.3~88.7 81.7~91.5
M (%)
2 88.0~92.8 85.4~95.2
YAN o/
<4543, T5%LL b > 3 84.6~87.9 86.4~90.7
; o o
_ . ) )
<95.0~105.0% > 5 100.0 96.9
1 7.06~ 9.28 6.41~8.17
(&) W (kef) 2 7.93~10.67 7.05~8.83
3 6.76~ 8.80 6.71~8.21

X EREBICHTIEER (%)




O e~ UERBESE 20mgINIG) a2t 40°C [, KUER %]
ABRIE B 7 b PRAFHART
< HiIk > &5 BH A 34 H
PER 1
<HBEORTFERDO 7 4 v A 9 A =FE)
a—F 4 T EE> 3
i 1 93.4~100.9 96.4~101.1
EHEE (%)
2 94.5~100.7 97.3~102.1
LN o/
<1577, 85%HAE> 3 86.3~96.9 98.3~99.8
e | ] ! o
- . . .
<95.0~105.0% > 5 90.4 1000
1 5.45~6.92 6.16~7.84
Sl
@(W%(f;; 9 5.52~6.86 4.89~6.28
= \K8 3 5.89~7.24 6.26~8.08
X EREBICHTIEER (%)
OFm B RY UIEEEESE 20mg INIG)  #Ea1%E 25°C - T5%RH [, BRjk]
A BRIE B =N PRAFHIH
<> T BHLAHF 3% H
PR 1
<HBADORERIRD 7 4 L 2 2 H =FE)
a—TF 4V TEE> 3
et (o 1 93.4~100.9 89.1~102.8
<15‘%EH ri5(()//‘&i> 2 94.5~100.7 93.3~103.0
7 0 3 86.3~96.9 94.9~101.0
e | ] ! e
- . . .
<95.0~105.0% > 5 90.4 L1004
1 5.45~6.92 3.87~5.45
BEH
ﬁ%#%1% 9 5.52~6.86 4.24~5.41
= K8 3 5.89~7.24 4.55~5.34
X EREBICHTIEER (%)
O7 v B HEERESE 20mg INIG)  #Ea%E Bt [2000Lx, KA 48]
A BRIE B =N IR
<HiHE > & BH 4G 120 77 Lx-hr
PR 1
<HBEORTFERDO 7 4 v A 2 A =FE)
a—F 4 U TEE> 3
\ 93.4~100.9 92.7~99.2
Wi (%) ! N S
<154 SEULLES 2 94.5~100.7 92.7~97.8
: 3 86.3~96.9 88.6~96.4
R o !
- . . .
<95.0~105.0% > 5 90.4 o7 1
1 5.45~6.92 5.49~7.06
HEHE
ﬁ%#%1% 9 5.52~6.86 5.81~7.01
= K8 3 5.89~7.24 5.88~6.94

X FRBISHTOEAER (%)

7. RRERVERROREN
L




8. AL NEAELL (MEBILEHEIL)

LR

9. HH

(1) WHHK
Tu Y UEEEERE 10mgINIG) X O 1 XY U EE 20mgINIG 1%, H ARG 7 =3 L%
FICED D=7 7 R AR OEHBSICES LTV D Z E BRI TV,
GRERIG IR I BRBR I ES 2 i 900mL & vy, 7S RABEIC X V|, 50rpm THREBREZ1T D)
B A

FonE FE I H IR
10mg, 20mg 20 43 85%LA I

(2) Wi
<7u R AEREESE 10mgNIG) >
B BRI S U B IR AR
V9 P 15 3 5 D SV LR B FERTATE D RS 12>V (CERK 104E 7 A 15 H ESKIEH 634 =)

ARER A
EE AARIERS  BHRBRE SRk
[R5 K OVRBRE © 50rpm (pH1.2, pH4.0. pH6.8. /K)
CHIE]
- pH1.2 (50rpm) ~Tli, FEAERIFI N OURSIEE HIZ 15 0 LAY 85% L1 EiAH L=,
- pH4.0 (50rpm) TiE, FEAERFIR OATITE HIZ 15 /3 LANIC Y 85%LL s L7,
- pH6.8 (50rpm) T, FEAERLFI N OURSIZ E HIZ 15 AN 85% L EiAH L=,
- /K (50rpm) Tk, FEAERFIO SRR 60% M N 85% UL D 2 B SIZBW T, AL O
H SR AT AE BRI O SR SR = 15% OFEFHIZ H - 72,
Pl b, REOBEHZEFEE) 2 ERERAF] (N 77 4 —5E 10) LR LR, 2 TORBRIRICBWT 1%
RIS DA LRI SRR T A KT A > OHEEMEICHES L,

(& H Hh#R)
BHE (%) pH1.2 (50rpm) EHE (%) pH4.0 (50rpm)
100 r - AN 100 A
80 r 80 |-
60 - 60
40 40
—_—— O AR AR —— O AR EHE T
20 10mg TNIG] 20 L 10mg NIGJ
- = i T2 —§E10 - =i T2 —FF10
O L! 1 1 O L! L 1 1
0 5 10 15 0 5 10 15
BEfa] (43) BEfa] (43)
BHE (%) pH6.8 (50rpm) BHE (%) 7K (50rpm)
100 + 100
Y
80 r 80 r
60 - 60
40 + 40 +
—_—— O ) IR R —— O~ L REHERE
20 10mg TNIG] 20 10mg TNIG]
- =iy 7 —§F10 - = N T3 —EE10
0 L! 1 Il 0 L! 1 1 1
0 10 15 0 10 20 30
BERE (590 BRI (590




<Twm Y CHEEEESE 20mg INIG) >
PR 31 5 v kR
(2% 2 PRk oD

=N
[al= =4

MR 1= 3 it D

=i
a[ay=§

FHEZIZOWT CEEK 1047 A 15 B [E3K3E5 634 =)
BRI

EE AARIERS  EHRBRE SRk

[Bl#R5 K OVABR G © 50rpm (pH1.2., pH4.0. pH6.8. /K)

CHIE]

- pH1.2 (50rpm) Tl FEAERIAFI N OURSIE E HIZ 15 3 LANIZ Y 85%LL EiAH L=,

- pH4.0 (50rpm) TiE, FEAERFI K OA I E HIZ 15 Sy LANIC Y 85%LL s L7,

- pH6.8 (50rpm) Tid, FEAERHFI K OA I E HIZ 15 Sy LANIC Y 85%LL s L7,
<K (50rpm) TIE. BEHERIFI R ORI E H1T 15 4 ANIC ) 85%LL BisH L 7=,

-
—

PLE, RE O HZEE) 2 R ERA] (N 77 4 —§E 20) L HER L72ER, R TORBKIZHE N T T1E
FE RIS DA AR FERER AT A R T A > ) OHEEEITES LT,
(Vs Hy )

EHEE (%) pH1.2 (50rpm) EHE (%) pH4.0 (50rpm}
100 r 100 }
80 r 80 |
60 r 60 |
40 r 40
—_— O IR EREE —— O R EE T
20 20mg TNIG] 20 20mg TNIG]
- = iy T —§F20 - = i T3 —§520
0 L‘ 1 1 0 L! | 1
0 10 15 0 10 15

B (53)

B (43)

BHE (%)

pH6.8 (50rpm)

BhE (%) 7l (50rpm)

100 r 100 ¢
80 r 80 r
60 r 60 r
40 —e— O iBEEE R 40 —— O L IEEREEE
20 | 20mg TNIG] 20 20mg TNIG)
- = i T —£520 -y = )iy T —FF20
0 L‘ 1 1 1 0 L‘ 1 1
0 10 15 0 10 15
B (59) B (59)
10. &% - aAE

(1) FBEVIRELER - B, MANEHRLES -
% L7
(2) a%
(FREAR VIERIESE 10mg TNIG)
100 £ [10 & (PTP) x10]
(FREAR VIERIESE 20mg NIG])
100 #& [10 & (PTP) x10]
(3) PRBEE
% L0

10

AXRICET H1ER




(4) BHROME

1.

12,

PTP w4

35 % (10mg)

PTP (b= 7 4L Ah, TAI=0 L

R AR FLv
Fryv 7 KV L~

RliRE S h D RME
LR L

Z 0
LR L

11




V. ARICEYSEE

1.

2.

(1

PHEEX [IZhR
O FRUEBUTREBIZB T DR, JREEE
FRREIAIERE DL, FREEPESRIR . ALERDE, BDERIECIRTE  (vEBibt A, 1BIERTSIARIS)
O fEBIFEDEC F6 10 2 IREYHARE, SR & OUarER KA,
MEEX IR ICEIEY HIRE

5.REERITHRICEET HFEE

51 KAz DB8, 7221 L lRER 2R 5 & &b BEOIEREZ 29 5K E (R
BORRULIE . JRERRG A1, BEDERA-CRISZ RS O TEMRESIC B 28 AEMS) b5 Z LICHEL, K
MAFIC LRSS EE T2 2 &, b, LEIDSE THEMIRMRAES EET D L,

5.2 THURBEPAZERE RIBIERIESE) 260 L T LEETIE, TS T 2R aELESED
N

(i)

WTEEEE BRI IS\ CTRIB SN D23, BISERERZ T A 7 A > (A ARPERIEREF2/W) (1
HDHEIT, FRMBIC CTREOERZHERT 22 & CHEMLTIERE BT 2EEBERANTH &
MR TH D, Fio, ANCIRERIEE O TEREAZEREBEZ AT 2BE A EZHKET D & KFO
FEPAE I T & 2 BT i e B R S & 0 R PA R O R N #5232 wietE s & 5, 2 b
EEEE 2 ISR OIRE ISR A AT L RERI S A S BT, PRI RICEET 2 R
E LT,

. AERUVAE

) BERUHEED#ESR
WE. AT e Y UHERRE S L C20mg 2 1 H 1 BIBERO&E 5T 5,
i, JERICEV EEIET 203, DRSS O%AEIL, 20mg 2 1 H 2 [ THEHETE 5,

(2) AERVARDHERE - 175

(1

DR L

. AERUVAEICEET 5EE

7T.RERUVARICEEY 5EE
20mg Z 1 H 1 [\RE5THRATSTHY | o EMICREN LW EICHEEZ T 5 2 &,

(i)
AH) 40mg/ A H-CTlx, fr= U AFMICIES < LB A DD HERINEE, JRPA K OIRFREFEE 72 & Ol
EMFEHBE N EFJT 22 &5, 20mg/A THRATSTH Y . oREMICREN 2 WHEITH
BT OMEND D,

. BRER AR

) BERT—5 /8y sr—
DR L

(2) ERERZFEEHER

B R L

(3) AERGRRER

DR L

12




(4) BIEMEER
1) ENEREERR

(FTEREBXITREICEIT3HR. REE

MR EERED., MREAR. FREED. BEHtRIBRE (BB, BIYEAIIRE))

17.1.1 ENEIERER

BEPR » RGEEZ 5 & LT iR RMERE e O e R A x5 & Le 7" 7 B R EHE Mtk
BEABRICB W T, 7 e B VIEERE 20mg XX 7 AR E 1 H 1 REROEL LR, 7 r e
U YRR OO i s L REAT rTRERE I 64 51T, SR (A%hLL L) 1351.6% (33/64 f4]) THEB
PERREE S 72 (U-test, x 2-test : p<0.01) °,

7o Y R O BIWE R T RERE B 1 65 B TH Y | BIWEHFTLEIL 6.2% (4/65 f5]) ThH-o
Too EREIERIZOME 3.1% (2/65 ) TH-o7-,

S DITHRZ FFF & LI MEBEIR K ORISR A xR & LT 7 78 ¥ — NERE R &
BEREERRICBWT, 7o B U 20mg 2 1 B 1 B A&KRS U7 7R85V — MERRE
1 H 600mg % R % 3 a5 L fEa, 70 U R O 2% o8 ST AT GESEF] 1% 96 1 T
SER (AR E) 13 45.8% (44/96 #i) CTHEBMESHREESL72 (U-test, x 2-test : p<0.05) */,
7o XY R O BIWEH RHm AT RERE B 100 B TH Y . BITEHRBIZRIX 25% (25/100 fil) <
bolo, EREWEMIEZAYE 156% (15/100 f) . PERIAEE 4% (4/100 #1) . MR 3% (3/100 fi) . 81
J@ 2% (2/100 i) ThH-o7=,
GEEBEEBL <& (T 5 REER., HRRUVVLHEERELE)

17.1.2 BN I8 &R

WIEEBEE RS 26 R 7 u B Y UHEERE 20mg 2 1 B 1A &G U EEA (L EERIAT
P EGAER (B G-I - 12 @) ICB T DRI T LB ThoT, FEFHEE TH D
24 e o 7= 0 OIEBIPERIEF O R, BIREHEEE Th 5 24 Kl b 72 © OB IR B UK EIEL
DL EK T 24 Kb 7 O OFEHERAMR B OZE N EIZEA L TF e e Y UHEERE 20mg
BT 7 C ARSI LR 53880 Bz )

I AEEHER D 24 B & 72 W O PRIEBZE L &

SR ST A 25 i
R ) e e | 95% (S K
g | | Eg |
AL e " | T | Em
IR 270 11.10 2.52 -1.36 1.67 -1.56 -1.16
Tu Y tERRYE 20mg 284 11.03 2.16 -1.86 1.86 -2.07 -1.64

I AS AT RE 0D 24 IR & 72V 14 PR B U8 BRI EZE b &

SR ST A 25 i
S5 FEIK e e | i 95% (= K
3 /i-/}j ‘é‘ 3 /i-/)j ‘é‘ B
VI e | PO e T T L
7T ¥R 270 4.17 3.01 -1.99 2.59 -2.30 -1.68
Tu Ry tERRYE 20mg 284 4.33 2.92 -2.84 2.52 -3.13 -2.54
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AR O 24 KRR & 72 D O EEVE IR R EE R B2k &

B HfiE TRl R 281
B IiE B %K e BEYE | 95% (5 A X
VEIME | TEE |
i 7= i 7= TR R
7 7R 229 1.22 1.05 | -0.68 | 1.04 | -0.81 -0.54
7' BV i 20mg 231 1.61 1.84 | -1.18 | 1.64 | -1.40 -0.97

7'a B Y AR O BIWE I REE AT RERE BT 291 B TH 0 | BIEAFRBIERIT 27.5% (80/291 #1]) T
botz, TRBMERIZOE 19.6% (57/291 #1) . {HF) 6.2% (18/291 f5l) 5T ~7=,

2) REMHR
17.1.3 BENEIHEEAESR
7Y R 20mg A 1 H 1 [FEHRG- TR iR BN 2 RIc, TrEeY v
Wl 20mg & 1 H 2 [~ & Lo &R GEE I i) (51 : 12 8H) oREA.
FEAM TG 44 BBV CRIS BB O FRER T D PR BIEL, JREDIAE L OE MR R EE DX
TORERICH U CTHEERIR CARBANRD bz, BIERFEEFTRIEGIL 45 BlTH Y | FIfEH
FBLRIT 42.2% (19/45 ) Tho7-, ERBIFEAIZOVE 24.4% (11/45 ) . {E5 15.6% (7/45 i)
EThHoT,

(5) BE - WEAHEER
MU ERR L

(6) ARMER

1) SEARERE (—REAKERE. HSECEARERE. CARBLERAE). RERFTERT 4R
—RRE. RERFTREBRAROAR
MER R L

2) RBEHLELTERFEORNENITEREL-RHE - RBROBME
Y L7

(7) =0ttt
% L7

14




VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF
WhRE Al
TR BED D DB ORIEE - ZIRFIL, RFOEFIRLEZRT D &,

2. RBER
(1) {EFAEREL - {EFRBF
FHBEREC BN CT T2 ) RS Y 7 AIEZ IS LS. DAY B~ OB %
ALY, 7 ha e T S 7 REEE SRIBIE OMBIER 289 10 . B OINR
IR & D BEMIAE DS HIfl SN D 2 & L0, e Y VEBIEOER BN EEmAcH 5 =
ENRBEND W, —J, ERETHD M-I FEHEEERZ, M-2135ia ) MEREHT 5,
Ta R TR EEER O ) AEHE R L, EE L CORBMEEERIC X0 BER
EEINHEA 2 R s HEE SRS Y,
(2) EWEREMITIHBRE
18.2 H{ALIB5bt O HEFRES)HNF /6
18.2.1 EMBEDIEM{ER
WEET v B RO XEANWTZS A R A B =B W TR AREREEOBINEN 2. 72, BMA X
ERAWEVANA M) =B TRAKERE &Y NCAEERE S (1 BHERE) OEnER %2R
TR, FRREOAERHEMIRD SR otn 12 715
18.2.2 HEFR:EEN D I A
FRFEZ » b RO XA\ CREE T e O FEBh AU (HEFREED) o [BIE8D 23780 Bz 12, 180
18.2.3 ERFIBIC & 2 EEBLINSKE D NI 1E A
HAEARR A BT U 7 BRI A X230 W) TR AR o B SRS & 2 BEBENGHE 71 DR TER DB D 6
- 1w,
18.3 HHEERIC X3 516
BEREFIEmICE T T 2T o U U R ) O AL ME (T b, A XEE/LEY M)
ERRBEESANLIC L DU (T v B RO X) OIS HERFICED bz 10,
(3) ARG - FFHFH
AR L

15



VI. EMBEICET HRE

1. mMPREOHTR
(1) AERLAEVWGOLPRE
MU ERR L
(2) BERERTHERESL-ODRE
16.1.1 HEIHE
fEEERR A B 7127 1 B XY R 20mg A% 1B U i O RZELIR R OMREHY 2 JIE L=,
HEEHICBIT D REIMEEZOERFMTH D 1-ATF N4V DL U7 =)L aREx Uk
it NAXT R (Fre XY AERBEO NAFY FIETHY . LLFM-1 E053,) KOV 1-AF/L-4-
ERY DL RV NAXY R (M- 1O e A ETHY . BLIF M-2 LB83,) D3RpyEhhe
NRIA=ZFLUTDOERY Tho7- 10,

Tmax Crax AUCo-~48nr Tz
(hr) (ng/mL) (ng * hr/mL) (hr)
AR 1.67+0.52 52.42+17.32 559.97+167.17 14.78+3.12%1
M-1 1.04+0.40 682.41+151.02 5540.65+1349.29 9.60+1.12
M-2 1.69+0.48 9.50+2.23 117.88+23.33 10.07+1.95%2

(n=16, mean+S.D., 7272 L*1in=15,%21n=5)

16.1.2 RERE
1A 1E7 AEMEREG UL &, REMKROMETEEIX 4 B H £ THik ES L, DI 4~7H
OEEHMHFIRIZT - E LEE R L, BEK TR 25 Rl Th o7z, EEHmTH
% M-1 O IfHE R IR AL & R OHER 278 U B 5% T 1% O340 14 Bl T - 72 17,

16.1.3 £YFHNFEEF1EHER
BIREI T OEW R EMERBR T A R4 VEDO—HBREIZSNT CERR 1345 A 81 H [E3
TR 786 5)

7u R UEEEESE 10mg INIG) ROV v e UIERRESE 20mg INIG) &8y 77 4+ —8E

10 KONy F 74 —$E 20 7 0 AF—"—{EIC IV ZNEFh 7 ] U & LT 20mg %

TR T F T ZE R R A G L Tl R L IRIRE 2 E L, GO BB T X —X
(AUC. Cmax) (Z DWW THEGHMNT 21T o 7R, WAl O AEY ER R S0 et Shiz 18,

HIE/NT A—H BEIINTG A —H
BE& AUCo~72 Cmax tmax t1e
(ng * hr/mL)| (ng/mL) (hr) (hr)
A= R I = = 20mg 2055.69 124.78 1.38 27.22
10mg NIG) (2 §8) +436.33 +11.30 +0.22 +4.56
. 3 . 20mg 2079.49 127.61 1.38 25.71
Ny 77 4 —8E 10
(2 88) +398.96 +17.19 +0.29 +4.48
A= R I = = 20mg 2136.56 115.88 1.47 26.25
20mg [NIG] (1 §8) +321.83 +18.00 +0.29 +4.60
. 3 . 20mg 1957.98 115.55 1.41 26.52
Ny 77 F—§E 20
(1%8) +290.99 +14.98 +0.27 +3.90

(Mean=S8.D.,n=16)
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(FoER VSIS 10mg TNIG))

{ng/mL)
15000
g —a— o) AEREEEE 10me TNIG
3 —— Sy T =10
2 10010 Mean+3D,, n=16
1
~E
17
i
= 5000
H
it
B
om ' : ' ' ' '
0 12 2 3 18 60 720hr)

g

fng/mL)
15000
g —— 7oA SRS 20meg [ NIG
q; —— iy T2
a 10000 Mean=SD., n=16
s
)
by
1
[
&
L
B

=

0 12 2’ % s 0 T2l
M AFEFRREEN ONE AUC, Cmax /87 2 — 2 1%, g O=RIN, (RIR OBRIE L - BRSO 5R
FIFCE o TR D REMER S 5,
(3) shEiE
M ERR L
(4) BE - SfRAEOEE
(Tvil. 7. MRAEAEH] OHEZH)

2. EMEERBNTA—4
(1) BITAZE
U ERR L
(2) WRALEETEH
MG R R L
(3) HEEETEH
M ERR L
(4) VY7353 vR
M ERR L
(5) HHBE
MER R L
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(6) Z0fth
U L

3. 8%H (REaL—>av) #H
(1) A&

B R L

(2) INSA—SEHER
B R L

4. R
B R R L

5. &%

(1) mi&-iKEIFTEEYE
MR L

(2) miE-RIEEIFEEYE
(VL. 6. (5) Fhs) DOIESR)

(3) Ait~0BiTHE
(IVIL. 6. (6) #ZLhw) DOEER)

(4) BEBE~NOBITHE
MR L

(5) ZotioB#~DRBITHE
MG R R L

(6) MFEEAKEAE
MMEE R L

6. R

(1) KREBERUVREER

ZHER R L
(2) REICEST IR (CYPE) OHFE, FH5X

T Y R S A M1 ~ORENTITE L LT CYP3A4 2595 17, [9.3.1 BH]
(3) VEFEEMNROEERUVZOEE

BB L

(4) RENOELOHRRUELL, FHELE
LR L

7. Bt

TR AN B 17 m B R 20mg & HERR ORE L2 0~48 FEfRICIIR#Hm TH D
M-1, M-2 KX 2,2-7 = =)L-5- A F)L-1,4-PAFH -3 F o EnEicHt S, oo
BHE R I ED 12~17T% Th -7- 19, [9.2.1 B ]

8. FSUARR—E—IZET HIER
MR L

9. BNHEICKEKRERE
MR L
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10.

1.

HFEDNDEREZFIHBE
HEE R L

ZDfth
EER e L
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VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2EE (ROBHIZEIBRELEWNI L)

24 M, +TER ST E ASPHZE L 53 [E B O i O UG K ONEE) ASNH] S 41, iR 2D3
BldsrBEnNAH 5, ] [11.1.3 &H]

22 B7 b=—XFH7 b=—0b5EFE iz ) AMEHICKVIERPELT L BZNRH D, ]

23 REAZAET2EE (B2 ) AAEMIC X 0 BERFFO BB 23 B < v, RSB LT 2 B2
H5,] [11.1.2 ]

2.4 PAEBARNEORE [(Jia ) AEHICE VIRIES EF L, JERPET 2811 H 5, ]
[11.1.1 ]

2.5 HWIEGHENDEORE [Hi= ) AMAERIC K VIERPELT 2820 RH 5, ]

2.6 EHERODEBOBE [HIMUESNHE S TRY, ERNELTI2B8ENNH 5, ] [11.1.9 &

e ]
(fif)
2.1 RHEFENETH L7 FR¥I— MEBEZZEI1C, KAlOH = ) AFHIC X VIR EAT 57
HEMEZ Z 8 Lk L7z,
2.2 H, XiIG7T b=—0OBbplEmE S TW R, MLEORRELT h=— (BB FEHO=
59) TIIREEN R D Z L A2BE L, HILEBRERIZOWT, SHICIEAS EFEEZMHETHZ L&
L7,

2.3, 2.4 WIEEEBEOSRE IR A2 H T HRMFEIZIEEZ S Z I, RAIOFL=2 U AEFIZ X0 FERN
BT 2 AHEE A S Litd Lo,

2.5 ARA|OEIE R B SIIE D B ITH T HBIIHA S TIE AR, L L, Jta ) AERIC L Y iR
DIKTE &L, EIEMEEZESE S Z ERHERIND,

2.6 AANIHL2 ) MEHEZFETDZ LD LDAREEMNEIES 2 ENBZ L, £y T A
EHERET DN OBE CIIRELRVWEZZ ONIRGETHLEERLEBROSD 2 EHFIC
B LG a bR LT B0 B8 E 5.2 2 e b B ETE RV E X bh b, BIE
DOBIMMEOA RO B 5 BE . HEIRICEEORAED & 5 BE T L IEF] CRER OB s
SN EnBHEE L,

3. MREXIHRICEET SR EEDER
(TV. 2. ZEESUINRICEET SR 224052 L.)

4. BERUVAERICEEYT 2IRLETOER
(Tv. 4. MEXOHBRICEETSER] 22552 L)

5. EEGEFNIE L ZDER

BEELEFMIR
IRFREIPEE, IRK. OEWDRHLDLND ZENH DD T, AFEG-HOBEITITA B HOEESE,
falR A 8 O B OBIEITIEF SR WL ) T EET L 2 &,
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6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESEOHLBE

9.1 AHHE - IEESDHLEE

9.1.1 RE#OHLBE

AT ST BRAE R 4 C IR PR IR B 28 B B L SURFR R SN 2 B2 i d 5, [11.1.2 ]
9.1.2 RNEDARE FERARNEOREZR)

PAZERRARENELIAN T H 2 U AERICE D IREDS B L, RSB T2 B8ZAH 5, [11.1.1
2]

9.1.3 FEIRNIZZTDOHREEOHSBE

HWIAGRESE N HE SN TR Y, ERNELUIFERT 2 B8ThNH 5, [11.1.9 BH]
9.1.4 N—F Y UERXIIHOEEEOHSHE

JER DAL S 2 W HERIER N S bbb BENRH 5,

9.1.5 BEUXKBADHLBE

hEEEREG I Db ABENRH 5,

9.1.6 FRIRBETEEDRE

PV AERNC X 0 BRSO R AR LB TR N B LT 2 B E N D D,

(fi#s)

9.1.2 HRZICH W T, PAZEMANRH LN TRWEE TCORNEDE/NHREI N TWDHZD, FHE
MakE 24T 5 7= O EE LT,

9.1.3 iR#ZICHBWNT, BRI, SOHEDOREENR (HISMMNAESE) A3 EAL L7 EpI 23 4, #iISMIR
MR OEREZEEN IZIHFE ST BENBH D Z bt LT,

9.1.4 HRFZICBWTN=F 2V Uk (AR, DR BBITEORITIREE, REE) &5 0ER
— 2 UEGERE OB S N 200 20 X =% 0 R GRTREE, IRERSE) AR L
Too FALRUEIR 23 O 7ER O BE T mITmima . WEEE0 ZA0FHOBENZ <. Rk
WIEEME =% Y EBERE, IAEZE - Wi (BRE0E) . FM &R EOMEL L AT 285
TOWENLL bole, MMERE (MEZE, MM H 5 VIEEDOREBE) &3 & T D MEERLY
AUFLTWVDREETIE, N—F V=X AOERK L7220 5 DL HOEFRFOZ L%, il
#F. ZEIPEA EOFRMENER > T2, FFICEESLELE Ebh b,

9.1.5 RHITEALBIOFFNI /2D, F1a ) AEHEZET 2L OFEATKHINTWD Z & EEE
L. foifi L7z,

9.1.6 AAITEALFOEFNL/2\NA, HEEHMIZHI 2 U AEHPTEER R, REAAR R R IR 4 1Y
XL AREMENHERZ S, P U MERAZAE T2 OFANCHEHINTNDZ EE2BEL, i
# L7,

(2) BHREREERAE

9.2 BiEEETRE
9.21 BEEXGZZOHRERDHZIBE
RPN L. BWER AR LT BT b 5, [16.5 ]
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(3) FitkeRERA

9.3 HiEEHE
9.3.1 FEEXZZOHRERNOHZIBE
EELTHTRESIND O, BEABRRIELLTWEZENLRH D, [16.4 ZH]

(4) 4WEREZRT HF

BEEN TV

(5) b

9.5 TR
TR SUTIEIR L CW B ATREME D & B AMEICIZ R G- LW Z E R E LU,

(6

(i)
AFN O R FABR Tk m ~ OB D e < ZEPEITHENL LTV,

) =AW

9.6 R
1B EOF IR ORARBEOAEMEL B E L AL OMKGSUT T IE 2 G2 2 &, SR (7
v b)) CTHIHA~OBITRHE STV D 22,

(7

) INRF

9.7 NE%
AN s G & U T IR ERRRBRIZ S i L TR,

(8

) EinE

9.8 BiNE
LM A EE L C10mg/H L VR 2T 57 SEEICKRG T 2 L, FFERE. BHEREME R L
TWDHZ ENEL,

7.

(1

(2

HEEH

) ptRREEZTOEA
BE I TV

) EFREE L T OESE
10.2 BiRERE (BHRICEE TS L)
FEHN E ERASER - P E 71 B - fERIA 1
iV AEREA T D IEA Ny, A, PEREEESS Pia ) AR SN D
ZERRHL D OH HobhoBENRH DL, |[BENLRH D,
Tx ) FT VL RIEH
E 7 X bR A

(fiah)
oV AEHEAT DI 28R 2K, (7= ) F T VU RER EOHICEY, sV AAEAN
SR XN A REMERH D, 26Tz U AEHOHINIIMREAICI 2D EEZ OGNS, T2,

e/ 7 I U bEERLEAL, S ) UAERZE T 252 < OFEANCIE L TSI TS, — i
I T8 7 7 X VI bR I ER T RMEEME Ch A I T a— AT I U K er b= 00 fR%
HE LT T FRAORMBEREZED L1207 FLF U URRERN RANICHENT5 L E2 605,
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(

—

. Bl{EA

1846
WORHEMZ B NS Z &85 DT, BEE+HIAT, BHASED SN TR 5% P
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