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1. BR 58 4

(1) % £
TLAuTYE R 2.5mg [ h—1T )
T LAY U bmg [ h—1T |
7 LArTYE 0D EE2.5mg [ h—T |
TALAurYEODEESmg [ h—1 |

2 * 4%
AMLODIPINE TABLETS 2.5mg “TOWA”
AMLODIPINE TABLETS 5mg “TOWA”
AMLODIPINE OD TABLETS 2.5mg “TOWA”
AMLODIPINE OD TABLETS 5mg “TOWA”
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BC17T 49 H 22 B SEAEFAEFRH 0922001 H5)ICE-S<)

2. — &4
(1) #0 cAGES )
T Au TR U (JAN)

(2) *# & @EER)
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) RTL
-dipine : B /LU AFEHUER
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43 1 Co0HasCIN205 + CeHeOsS
& : 567.05

. AEZ 4 (B iE)
3-Ethyl 5-methyl (425)-2- [(2-aminoethoxy)methyl] -4-(2-chlorophenyl) -6-methyl-1,4-
dihydropyridine-3,5-dicarboxylate monobenzenesulfonate (IUPAC)
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1. YEFHEE
(1) 58 - K

HEa~HHAGBORMIEDOHMRTH S,

)&’ f& %

M. ARRSICEY SRR

oo 1g VAT OICHET 5 IR iR ME
ALK ) =) 1mL 2Lk 10mL A5 | 090
T % 7 —/1(99.5) 30mL 2L | 100mL A | RRETFIT < W
K 100mL 2L 1000mL Afili | #EFI2< W

)’ &
BB L

4) M= (FER) - R - EER
Al 5 198°CUrfiR)

(5) BERARR Y
k2 L

(6) HEMRH
AR L

(N ZhDELRHEME
FESLIE « AREhD AL 7 — VBRI 100NEFEHME A 7R S 720,
WK B (237Tnm) : #0342 [0.01mol/L Hilik - A & / — L akii¥iE(1—40000)]
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IV. 2KI|(CEEY 5I1EH

1. i
(1) FRORXH, V&K K
VN =AY VN 7?%??V 7ﬁ%§?y
4 2.5mg 5mg 95 Ve . Ve
[h—1] [h—1) ome mg
[h—1] [h—1]
FITE D X 531 T 4N a—T ¢ T 1 ZE PN R 6
% EIbS 5 . . 5
g | e RAD S| BROBRALD | gareonigay | BEAY ok
e S D RN REESE D e R B
ﬁ( * VN ERDR VEN=D8 257 LAY NS
#= B AT FAOYE 25T LRI 57 AOVE Y
N 2.5 h—1U 5 h—1 oD +—v oD +—v
Z0 N - IR (v250) 75N
ﬂ:ﬁ % 137 \\:m I ‘<L’ll=]_/-t°/)l
i = —a— — —
FEE(mm) 6.1 8.1 7.5 8.5
J& & (mm) 2.9 3.4 3.2 3.5
'H&(mg) 106 209 150 205

(2) HFE DYWL

T Aa T UbE TLAaI U | TArYEL0OD | 7TAu2YELY OD
4 2.5mg 5mg b 2.5mg 5E 5mg
[h—1T] [h—1T] [h—17] [h—1T]
i 90N 100N 64N 79N
- (9.2kg =) (10.2kg ) (6.5kg ) (8.1kg )
EER 0.07% 0.07%
Q) #FAla—FK

BARR/NA




(4) pH. ZEELL. $hE. LE. BEOERUREL pH HF
A L7

2. HEIDOHERK
(1) B#ES GEERD) DEE
TLODE V2 5ngl b—"7)
18 B 720080 _XUVE 3.4Tmg(T 2P L LT 2.6meaahad 5,
7LADE g bmgl k—7 )
18 BR 720 P _RUVEEE 6.93mg(7 2P L LT bme e AT 5,
F7LOCE> 0D &2 5mgl k—7 )
18 BE 7Y _ULEE 3.4Tmg(7 2u Ve 2 LT 2.5me4aEaha T 5,
7La2E> 0D Smgl k—7)
18 R 720 P XUV 6.93mg(7T 40P L LT bmaEahad 5,

@ & m ¥
7LAODEEE 2. 5mg/5mgl k—7 ]
i H B 0 s hn 7
A MKV ek Ca, fEdELE—R
izl F 77 ) a—)Lik Na
e E Al E Refy o iltiln—=%
TR AT 7V Uk Mg
a—7 4 7K trmAu—2A ZNT b FE AT UrY

7.LBE> 0D £ 2. 5mg/5mgl k—"J ]

fEH B B S n ¥

- D-~vr=h—Jb, H)NT JBRAKRKERY, TI7ETHL TFHAR
A N 4
IR BREEART AW, A7 7V % Mg
HRA T AT = AL T == VT T = AL E )
Fa Al - A > h—L
E FHE

Z DO 3 By
(3) £Dith

MR L
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4. HWEOEEEHTICETSREN

(1) hOEEAER

FLAOCEEE2 Smgl k—7 1D
AIETZRE - PTP A3 L7~ S iy

HERSAE - 40°C. TB%RH, 3 = v F(n=3)

FBRIE H BH AR IRE 6 & H
LA
TR s HE R /2
BRI — A [FI/AE
%) 88.6~99.3 81.9~98.7
&8 (%) 98.9~101.3 96.9~98.4
7LODE g bmgl k—7 12
AIETZRE - PTP A3 L7~ S b,
ARERSME - 40°C, 7T5%RH, 3 17 v h(n=3)
ABRIE H BRI IRE 6 & H
I
PR > E;é f:nﬁiﬁw\/@%ﬁ s
fifemd akR W E Eibs
BRI — A [l /e
%) 90.0~99.6 82.0~99.6
&%) 99.5~101.1 97.7~98.7




7LOCEOD&E2 Smgl k—719
FEETZHE - PTP ALE LAL Y S 7L I §EaLkE U 8 (WA A D)
HERSAE - 40°C. TB%RH, 3 2 v F(n=3)

AERIEE BHAAME 6 & A
WD
HER mﬁigﬁﬁ IRl
TR AR ey EE=
ol 5B BN [EK
AR Py — 1k A Il 22
FABEIEE] (FD) 22~32 18~24
B (%) 77.0~82.5 78.3~83.5
& (%) 98.4~101.4 98.0~99.3

7LODE Y 0D & Smgl k—2 9
FIEETZHE - PTP ALE LAL Y &b 7L I ALk U s (s A D)
HERSAE - 40°C. TB%RH, 3 2 v F(n=3)

AERIEE BHAAME 6 & A
b ¥
TR AR ke EE=
i i Sk SN EE=
AR Py — A Il 22
FABEIERE] (FD) 19~25 18~23
B (%) 79.0~82.9 79.1~82.8
& (%) 98.3~99.1 98.0~98.9

(2) REREFHER
7LODE VEE 2 5mgl k—7 15
ALIETHE - PTP AldE U785,
ABRSA: - 25°C. 60%RH, 3 7 v F(n=1)*

AERIEH BR AR HF 4 4
" EFEN) _
PEAR T AN T—T 4 TR RS
(%) 86.1~100.1 76.2~88.3
(%) 99.1~99.7 98.5~99.2

% HGROS =2 TEME LT —4




7 LaTE fEbSmgl k—10
AIETERE - PTP A1 L 7= #l i,
SRERSAE - 25°C. 60%RH., 3 = v F(n=1)*

ABRIA H BR B 4 4
- HEDEHBRA D O _
AR T AN aA—F 4 U TEE e

AR (%) 84.7~99.7 77.5~87.3

& (%) 98.6~99.6 97.3~98.2

¥ BEDFH n=2 TEM LT —%

B AL 2 O T2 RIIRAFABR(25°C  AHXHIEE 60%., 4 ) DFER, 7 v P B U §E 2.5mg
[h =D ROT Lu P8 bmg [ F—U | [ZIEF OMHIGIE N2 W TEILEI 4 FH

LETH DI & HER ST,

7LOPEY 0D 2 bmgl k—2 7

BEETRE  PTP 2 LAL Y A7 /L JfE0EE L7 S GEEAIA D)

HERSAE - 25°C. 60%RH, 3 = v F(n=3)

RERH H BH AR RE 34

KN RSO RPN AR SE [EK

fife iR e BR SR [Fl /e

foll R HUEAN [EK

R — 1k A Il A2

FA SRR (D) 22~32 20~27

Vs H (%) 77.0~82.5 77.1~87.7
& (%) 98.4~101.4 98.4~99.2

R a e R 2 O - R AERER(25°C . FEXHEE 60%., 3 H)DFER, 7 A0 YL OD §E
2.6mg [ b—"U ] [ Zl@FEOHGIE FICBWT 3HEMEETH D Z &N

7LATE>T 0D fEb5mgl k—79

AEEIEEE - PTP AZE LAL Y B 7L I a0 U7 8 S (L A D)

HRERSEA:E - 25°C, 60%RH. 3 = v h(n=1)

RERH H B AR IR 4 £ 6 % H
I DIRFED
HER Hi]g;m ﬁrg);f@i@ FZ
ol 7R SN [Fl /e
Ry R (FD) 18~23 18~26
Vs (%) 80.1~88.9 78.3~89.5
& 5(%) 99.5~104.2 99.4~102.9

B AR SR 2 O T RIIORAT

RBR(Q25°C, FHXHTEE 60%, 4 1F 6 [ H)DFER, 7 Lor BV
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OD # bmg [ h—U | [FlEH OHGIE FIZBWT 4 FEMLETH D Z & BRI,

() BEEREIZBTALEN
FLAODEVEE2.5mg Tk—7] 9

S A PV ah W Vi
SH RE

woe s ) sl | meaL | Bl | BerL

o5 Tem swy | EEEL | ERL | sy | merL

6051 Bk L Bk L kAL Bk L

% 1 9.2kg H—4.9kg BH(1 I H).4.9kg @ B ANK T 2288 Bd ERIEE 22 52 WEEDOELTH o 7=,
) TG A ARBESEFIANS - $2H] - B 7 A H O EEERIE TOREMERBRIEICOWTER), Ak 11 F 8
A 20 H] 2&E|(ZFHE LT,

<BE > AN ILYE

)
Efeh L ABEDBICE, 3L A EBOAY
BT BT LCRE 55 £ 57 WE b WL RE
R N
KiedY R | osfechn . s ElE LT
Bleh ) OB | PRELRE Lo ElES £ RGBT 5

[&]

b7z L GEAR TN 3%AH
EiedH v GREN) ERKT 3%LL LT, BN
ZiedH v kSN MRS AESL

(G|

b7z L RHEEZALAS 30%ATH
ZEedH v FHIE AR 30%LA 1
W 2.0kg A FEID &, Hlh « RFDEZ VTR BHWICERESLEIIRD EEXDBND,

Ukl L]
7L BUKAE P
ZeH v (B Bk fE st
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7LAODE UEESMg [ F—7] 10
ABRE S8 2B W Ve
yH =
( 400C“m§% ) 2k L Bt L I L Bt L
- 751”/?5{ m | EfEEL Js(bie L (ki b * sk L
(60 ﬁjﬁ{.hr) ZAke L ZAbe L lbis L ZAbe L

% : 10.2kg H—6.3kg H(1 % H),6.8kg HG EHANK T T 228, B\ LRI L 2 S5 WEREDOELTH - 7=,
) TG BAIREEEEAFIMS « 525 - b 7 A B O REEEIRIE TCOREERBRIEICOWTEER), ERk 11 E 8 A

20 HJ =ZFFHi L7,

< >R E
(411811

B b7 L

SMBLEDEALE . 1T A ERRDIRN

ZedH v HiEkP)

DIPREFHELREH)ELRDO D, ME L, MEE 225 200 R
DELTH Y Bk Zhiilz L T D

v (k)

TEARZEAERFE LR EE 2580 B2 L T D

[&&]

X |2/

AR TS 3%A

v HEP)

e v (Hirks)

=3
EEE T 3%LL T, BIRSER
B st

[rEE]

i L

BEEEZALAY 30% AT

EH Y

BEEEZALAY 30%LA

Uiett] ~ [eaHitE]

M 2.0kg EZ THIZ L, Flh - RUMEI VLT <RY | BHRWICERPLEICRD EE 2 NS,

7L

Bk MEA

e v (Hirks)

B st

7LAOCEDEE2 5mg I k—71 1

R P G W WM | v
( 4000*%% 0 Bl | Bl | Bemsin | Rl | Zesal
o5, T sy | ERL | EenL [Eemoar| meaL | gl
6051 Bl | Bl | Bl | sl | #sL

*1: Blvy hCEM LR

%2 : 6.5kg F—4.3kg (1 % H).5.0kg EHE EHANK FI 208 B\ EFEE 2 S22 WEREOE(LTH -7,
) TGE) BARBEERAINS © 524 - B 72 ABOMEERIE COREMRBRIEIZ OV TEH), P 11 4 8 A

20 H] #&EIZFHMh LT,
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<ZE >R E
| Gax:)|

X |2/

SO R 1T LA ERD RN

ZedH v HKER)

PR ETEEGRES)FELRBO 503, WHE L, MEL 2620 RE
DEETHY . Bzl LTW5

v (k)

TPIRZEAERE LA LS 2580, B2l L T D

[&&]

i L

EGEICT 2 3%
PEN=N

ZedH v HiEkP)

EEIK T 3%LL LT, BARMEN

EdHY Bk Bk a4
(AL ]
Elbia L WHPEZEALDS BO% AT
Y TEEEZEAL Y 30%LL |

Ukl ~ L]

T 2.0kg a2 THEZ &, FliL - RUDEZDRF <0 BHWCERRLEICRD LEALND,

X |2/

BUKAE P

v (k)

Bk a4

7LACDE D HEMg I—"7] 12

SHERIE H 418 G il i A Vs
M=l
( 400C*m§% ) ke L el | Bl | kAL b7 L
- 75?%5}1 sum | ZEAL | ERL | Ebonee | mal | EsL
e S 7 71 S Sl S
60 75 1x + hr) Z{e7e L (51 ) *2 ZAe7e ¥ | ZMkiaL 27 L

k1 Blle oy bR LR

%2 : 8.1kg H—b5.4kg H(1 5 H). 6.2kg BB @ ANMK T T 228 B EREE RO R WEREDOE(LTH -7z,

%3 : 9 3%IE (60 /7 1x * hr)

E) T(H) B AR BESEAAN S « 524 - U 72 LA O BEEIRIRAE COZEMRBRIEICSWTEER), Ek 11 £ 8 A

20 H] #&FIZFHMh LT,

<BE > YE

[shi]

7L

SMBLEDZE L Z 1T LA ERD RN

ZedH v HEkP)

bR EREGRES)FLRBO L0, WHE L, MEL 2620 RE

DEETHY . Bzl LTW5

v (k)

TPIRZEALRE LA LS 2580, B 2l L T D

[&]

bl L

kY (BkEN)

EGEILT 2 3%
GRK T A 3%LL LT, HKREN

ZeH v (B

Bk fEst

[Az]

e L

RHEEZALAS 30%ATH

ZELH Y

RE LAY 30%LA |

T 2.0kg A2 THED &, FliL - RUDEZDRF <0 BHWCERRLEICRD LEALND,
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[AnsErE] [ HTE]
i L
s v K

Bk MEA
BiRs st

4) PEEROREM
7LODEUEE 2 5mgl k—7 13
aBRS: - 25°C. 60%RH, 3 = v k

AERIEH BR AR HF 1A 3 f& H
o SEIENT-AEBD _ _
ER T 4N a—T 4 T s v
(%) 89~95 90~95 88~89
G (%) 98.8~98.9 95.3~100.0 | 95.0~96.8

NEGOLRERBROME., 720 P08 25mg [ F—U] 1%, &RECBWTELER

DR o T,

7LODE 8 bmgl

h— 19

AAEERE BT T ATy sy — L
FRERSRME - 25°C. 60%RH, #EYARTE, 1 2 v F(=3)

RERH H B AR Sy EIE % 1A 3 14 A
e #f A A Bk 7l e
R 5y ik - F [Fl /e [ /2
R (%) 84.5~92.8 92.0~98.5 89.0~100.0 85.3~99.1
& (%) 102.4 100.3 101.1 99.5
% n=1 CHEM L7k
AR BT T ATy I vy —1L
AR - 25°C. TB%RH, LR, 1 2> H(n=3)
REREH BHARIE Sy EIE% 1 & H
£, i) H /e
R (%) 84.5~92.8 92.0~98.5 87.1~99.8
& (%) 102.4 100.3 100.8

* 1 n=1 THHE L 727k
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BEERRE . T S CER LIRS I AF v Iy — 1L
AERSA: - 25°C. 60%RH. 3000lx Ot F, 1 2 v F(n=3)

ABRIEH BR AR HF SrEIE % 60 /7 Ix * hr
i F1H =FE) [FE [\ /2
PR
3 E i — H [\l /2
AR (%) * 84.5~92.8 92.0~98.5 85.7~94.9
G (%) 102.4 100.3 97.9

% @ n=1 TIHHE L7k

Sy EI% D EMERERQR5C. 60%RH, HYEIRTE, 3 H . 25°C. T5B%RH, #YLLRTF, 1A .
25°C. 60%RH. 3000Ix H#O: T, 60 /lx - ho)OFER, 720 P EEbmg [ F—U ] X1
FTNORERIAE T, 13& A EBERD 2o T2,

. ASERUVBREROREN
RN

- fFl & DEEAE KL (MEILFEMELL)
REMBNE ) — L DEEAEIE
7 LA E 4k 5mg/0D £ Smg [ b—"7 ]

mEH
TP Mg [ F—T ] ROT LAua P 0D #Ebmg [ h—7 ] LIREMBY Y —oRd
BRFCBT 2 ZEMEEHERT 2720, A2 bakliz 5 Lz,

[ Wabss

(1) HERBEE
AT UbEbmg [ =T RUO7 AuPE L OD §E bmg [ h—U | LIRIEMBIE Y —
ZRE LTEMIEZFRE L2 LU R O T TRAF L2, FlBRIEB 2SO0V T, A ER D)
O DEALDA T2 R LTz,

(2) REEH
7LODE EESME T F— )
TRAFSRME - SENHOE T, BV AT SR
RIFARRR B LT T 7 A%
7LOCEODEESmg [ ~— ]
RAFSME - |BNBOE T (600~10001x) | A%V 17 & iRiwE
AT %« 7 A% Lo BEHEY T 7 A R4

() EAERIE B
AL ICBWARDERE FERFR)
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(4) ERER A%

D M8 BRI CHERR (GGl TRk, B, I of ELE)
2) 2BV BV AR

3) H' R Rk su~v /77 0—

(5) BIERF =
PCAERR, 3 K

(6) A1 E1%%
KR 1Em=D& Lz (& FEER) O 1FE0m=3) .

(MEEEE
TLAaUE EE mg [ h—"T] 188
MRIEMBE Y — : K& L1 (BX% 15mL)

7TArYEODSESmg [ F—" ) 18
REMEE Y — : KEU 1 (BX% 15mL)
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WiER

e B
sy | IERITY e
(A—H—4) o ) .
RN ] Bl A 1B 3 B[4
HOERRA Y O 1
BRI aaomiAn 07 ¢ | 10T
i HEOBIRAY 07 1 | pha—F vy | 8
. LVha—T ¢ U EET | s DY —|z -
FarvEy | 5L b <R N ?ifﬁ% e I T
& bmg vy — - - DY —ZAAICE -
Mh—1) (HE £ #0) T
LEVEEDIZBOLT
S A CROEBETh e
i (%) HERRLA) - 101.6 99.8 100.0
PR (%) 100.0 100.2
BB WA GOE ) —Flic :ffi f@f;i;ﬁ;}‘;
ot HEAD OWEGRD | EEAORRN e -
5 < b < IR # D;i;\\ﬁu@g% “fh f FABQED | poswpgemnmzn
Py - - Tz
(BEA D B LEUHEDIZE D [RE
G (%) PRERLA] : 100.5 100.6 100.8
i (%) 100.0 100.2
4% UIN HETR fal 4
BB Ll R
R Y (y “j N -y 2 HPE L. TR
OD §& 5mg R - ‘ B MaFEh Tz
[h—1) (ﬁgﬁ‘% RV DD IO B Al A
! S (%) | ABRIUA 1005 100.3 99.9
PR (%) 100.0 99.6
BRI . .
i P —F|C
) M | B outee | LREOEYATE AL
BLFD R o
Ve RR i BE
Bvrei Faal— MEOIE
FomL— R B b\a K= L
(HEf4 1) .
! S8 (6 | RBEFK 1005 98.5 99.3
PR (%) 100.0 100.8
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7.

ptangicd

(1) MR OHABRA *
7LaPE 8 2 5mg/5mgl k—rJ 15 16)
7 hu Vb 2.5me/smgl h—T ) iE, AASRRIAMER BB 3 IICE D b T ha
VE VRV OVRHIBE b ICZN A LTV D Z EDHER STV D,

bk
BRI -
[EIHA3C
RIEVE
Bk

(HA B

H R¥a HRERIE (X RLTE)

7K 900mL

75rpm

Wk o~ 777 40—

TAur T U 2.5mgl h—" ] ; 30 M ORHEN T5%LL LD & X3 E T 5,
T LAY UEE bmgl h—U | ; 45 SSRIOEE DN T0%LL Eo L X T#EAE & T 5,
H ASE SR 7 S B3 SRS 56 3 1)

7.LOJEY 0D £ 2. 5mg/5mgl k— 117 18)
7 Am VY OD §i 2.5mg/5mgl b—U )1E, BESNIBEHBKIC N EES LTS
ZEBHERS AT D,

7 ik

PRERIE
[EIHA3C
RIEVE
Bk

: BRI HRBRIECS RVE)

7K 900mL

50rpm

Rk~ 777 14—

15 53O RN T0%LL Lo & =130l e &35,
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(2) EYEMRIFEMHER
7LODEVEE 2 5mgl k—7 119

%3 EI S DO FHIRIEMREBR T A RF 4 (B 1834E 5 H 31 H [EFEERF 786 ) (LA

Ty TARTA N, IRHABRZ1T - 72,

<BEEHE>

B & pH1.2.pH5.0. pHB.8. 7K BHH =12
B #& # - 50rpm, 100rpm =B E - SFLE
HERHEE . FLOSEUEHE25meglh— ] ZAERA - FEHI. 2.5mg
120 ors & 120 °K L&
pH1.2, 50rpm, /SKJLk pH5.0, 50rpm, /KL%
100 P e 100
= 80 < 80
% 60 g 60
SHEREIEI i UE]
@ 40 —O— ER A @ 10 —o— HERHF
i AL A1 & A
20 —o— 1ZHERH| 20 —— 1RERF|
0 . . . . . ) 0 ) . . . 1 )
0 20 40 60 80 100 120 20 40 60 80 100 120
BRI (5) BRI ERERERRE (53)
BERA(5) 0 5 | 10 | 15 | 30 | 60 | 120 BR(5) 0 5 10 | 15 | 30 | 45 | 60 | 120
SERZUA | o | 718|842 | 881 | 921|945 | 956 HERZA | 0 | 509 | 607 |67.2 | 79.7 | 884 | 93.6 | 99.9
BERE | 0 |50 |40 |37 |28 |19 |15 BERE | 0 |30 |28 |31 [ 33|24 |24 |13
EHERF | 0 | 701 | 81.3 | 851 | 90.7 | 925 | 94.9 1EHERIF | 0 | 507 | 67.0 | 76.4 | 904 | 965 |100.5 |102.7
ZHERE | 0 | 44 | 37 |51 |30 |26 |10 BERZE | 0 |30 [ 33 |29 |33 |23 |19 |17
120 120 oL 1 &
pH6.8. 50rpm. /XKLL K. 850rpm, /3K JLE
100
o = 80
B 60
K40 —O— HEREH 40 —O— HERHF
20 —— 1ZHERF| 20 —@— RERFK|
0 . . . . . ) 0 . . . . . )
0 30 60 90 120 150 180 20 40 60 80 100 120
BRI (5) BRI (5)
BFRE(5) 0 5 | 10 | 15 | 30 | 45 | 60 | 90 | 120 | 180 BFRE(5) 0 5 | 10 | 15 | 30 | 45 | 60 | 120
HERBUKI | 0 | 379 | 474 | 538 | 651 | 727 | 785 | 847 | 89.1 | 94.3 SERBUK] | 0 | 537|670 | 746 | 80.7 | 85.1 | 87.5 | 940
BERE | 0 |31 |32 |37 |43 |47 | 48 | 45 | 44 | 40 BERE | 0 | 40 | 47 | 46 | 41 | 41 | 37 | 27
HEHERE | 0 | 289 | 412 | 50.8 | 656 | 749 | 80.9 | 865 | 914 | 956 1EHEBE | 0 | 358 | 546 | 64.7 | 73.7 | 80.6 | 84.6 | 922
BERE | 0 |11 |15 |15 |20 | 18 | 1.7 | 16 | 14 | 15 BERE | 0 | 43 | 48 | 49 | 49 | 46 | 46 | 38
120 oLt 11 o
pH6.8. 100rpm. /SK )Lk
100
2 80 |
oo —o— HEBaH
el .
B 40 —o N
20
0 . . )
0 5 10 15
BRI ERERERRE (53)
B (%3) 0 5 10 | 15
SEREA | o | 915|997 [1028
FERE | 0 | 14 |14 | 10
AR 0 | 817|949 | 996
BEREE | 0 | 18 | 13 | 14
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AEREF R CRERFN DT BHEDQLEER VN LK)

ARG R R (%) A HAS M
VR L s¥2 A l 2| =
R | ey | BREORSH | BRER | g | W B e | OHE
(epm) | PGy wg | g | PE%)
AEE Y SR 0D S
pH1.2 15 88.1 85.1 3.0 B0+ | J#
15% LA
15 67.2 76.4 .
bl
pH5.0 30 79.7 90.4 51.2
45 88.4 96.5
30 65.1 65.6 .
bl
50 60 78.5 80.9
pH6.8 83.3 o
90 84.7 86.5 f2 fEEAS 45 DLk
120 89.1 91.4
15 74.6 64.7 .
bl
30 80.7 73.7
K 58.7
45 85.1 80.6
60 87.5 84.6
A5 g L) oD S
100 pH6.8 15 102.8 99.6 3.2 Vs FEo £ |
15% LA
(n=12)

EREORER XV,

wWE Lz,

BTN ERUTONT, HA BT A v O ORI SE1E HE FEc

WoT, 7L TEEE 2.5megl b—U & EERFIORHZEE)IFESTH D L L7,
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T LATE s Smgl k—7 )20
[ R R IR D LIRSV T A BT | CER 13425 A 31 B EHAEIEL 786 5)(LL
T TA RTA N, WHRBREIT- T2,

<BIEFEHE>
2 B & pH1.2.pH5.0, pH6.8. K B ® o nm12
B #% % : 50rpm. 100rpm Bl B SEA Y |15 ~
HEREF - FLADE U EESmelb—"7 ] ZEHF 5EF Smg
120 pH1.2, 50rpm, /SKILi% 120+ pH5.0, 50rpm, /SKJILE
100
= = 80
*;:{F ?—5 60 |
B | HERBAI
@ a0 —O— FER A @ a0 —O— EHEREUAI
20 —@— 1RHEHAI —o— 1REHF
20
0 L L L L L ) 0 ) . L L L )
0 20 40 60 80 100 120 0 20 40 60 80 100 120
BRI AR (5) SBRIR R EREER (53)
BERE(5) 0 3 15 | 30 | 45 | 60 | 120 BFRE(5) 0 5 | 15 | 30 | 45 | 60 | 120
HERSA | o | 528 | 79.7 | 873 [ 901 | 91.7 | 937 HERBA] | 0 | 460 | 588 | 728 [ 81.5 | 869 | 950
BERE | 0 | 91 |63 |42 |32 |27 | 24 BERE | 0 | 43 | 53 | 57 | 53 |49 | 31
1ZHERIE) | 0 | 592 | 755 | 81.6 | 84.2 | 86.8 | 920 PZHEBIE] | 0 | 448 | 616 | 752 | 83.6 | 89.3 | 96.4
BERE | 0 | 66 | 61 [ 59 |55 |59 | 42 ZBH#FE | 0 |66 | 78 | 92 | 92 | 85 | 59
120 120 oL I s
pH6.8. 50rpm. /SKILE 7K. 50rpm, /SRILE
100
= 80 =
B 60 #
H _ H .
K40 —O— FHEREUHI 40 —O— FAER A
20 —o— {ZHEBH 20 —o— 1ZHEMFH|
0 L L L L L ) 0 L L L L L )
0 40 80 120 160 200 240 0 40 80 120 160 200 240
BRI IR (5) BRI IR (9)
BFRE(5) 0 5 15 | 30 | 60 | 90 | 120 | 180 | 240 BER(5)) 0 5 15 | 30 | 60 | 90 | 120 | 240
ERBA] | 0 | 356 | 480 | 587 | 696 | 765 | 80.9 | 86.9 | 90.8 SERBUHI | o | 511 | 687 | 775 | 849 | 886 | 91.3 | 966
REMRE | 0 | 41 | 41 | 43 | 45 | 44 | 41 | 37 | 30 BERE | o |37 |38 |39 |34 302727
1ZHEEE | 0 | 286 | 420 | 553 | 68.1 | 76.9 | 81.5 | 86.9 | 908 AZHEBIE] | 0 | 407 | 60.1 | 69.0 | 76.3 | 81.2 | 84.7 | 920
BERE 0 25 | 27 | 27 | 26 | 24 | 22 | 16 | 14 BERE 0 62 | 60 | 62 | 61 | 59 | 55 | 44
120 oL 11
pH6.8. 100rpm, /XFJL ik
100 |
= 8 |
ﬁ 60 —O— SERIAI
fe 40 —o— 1B
20
0 L L )
0 5 10 15

BRI IR AR (7))

BFfE(5) 0 5 10 | 15
HERBA | o | 908 | 987 [101.0
BERE | 0 1.0 | 07 | 11
ZHERK | 0 | 869 | 980 |101.1
FERFEZE | 0 | 22 |15 | 13
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AEREHN B VRERFN D FHBHED LR VN FILE)

RER S ATV H (%) S FAE b0
BURHC | g | PRNER | BRER [ i | BHER | BAE) e | HE
apm) | P oy | mE | | 2RO
15 79.7 75.5
30 87.3 81.6 .
pH1.2 63.7 ]
45 90.1 84.2
60 91.7 86.8
15 58.8 61.6 "
e
30 72.8 75.2
pH5.0 79.0
45 81.5 83.6
60 86.9 89.3 o
50 fo fil78 45 LB
60 69.6 68.1 .
bl
120 80.9 81.5
pH6.8 94.5
180 86.9 86.9
240 90.8 90.8
30 77.5 69.0 .
bl
60 84.9 76.3
K 55.2
90 88.6 81.2
120 91.3 84.7
AR YE S5 0D S
100 pH6.8 15 101.0 101.1 —0.1 s RO £ |
15%LAN
(n=12)

FEROFER LY . BBREEZNFIICHONT, HA NI A > OVRHEE) 0 RIS H) 8 5L
wWE Lz,

o T, Toaur T EEbmgl =T & RERFI O HZEEIIFRSETH D &l L7,
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%)

BHE ()

FRHIER (%)

7LAPEL 0D £ 2 5mgl k—"7 20

%3 EI S DA FHIRISEMRBR T A RF 4 2 JCERL 1834E 5 H 31 H [EFEERE 786 ) (LA

T WA RIANRE, R T,

() FRERAN TS EEE Th D,

<BIEEH>

i ER iR . pH1.2.pH5.0, pH6.8, /K

[ % % : 50rpm. 100rpm

HEREEK . FLODELODHE25mglh—"7 ]

120 pH1.2, 50rpm. /SKIL%

20 —O— HEREFI
4 1)
20 —o— IREHF
0 L L L L L 1
0 20 40 60 80 100 120
AR IR (5)
BRA(5) 0 5 10 | 15 | 30 | 60 | 120
SERSA | o | 826 |87.7 | 887|885 |876 |872
BERE | 0o |17 |19 |05 |09 |12 |06
1ZHEEE | 0 | 701 | 81.3 | 851 | 90.7 | 925 | 94.9
BERZE | 0 | 44 | 37 | 51 |30 |26 |10
120 ..
100 pH6.8. 50rpm, /SKF)Lk
80
60
40 H —O— HEREAI
20 —O— 1RHERF|
0 L L L L L 1
0 30 60 90 120 150 180
HERR IR EREFRE (5)
B (53) 0 5 10 | 15 | 30 | 45 | 60 | 90 | 120 [ 180
HERBA | 0 | 690 | 760 | 787 |81.7 | 827 | 838 |853 | 855 | 86.9
Z%fm= | 0o |33 |15 |12 |10 |08 |07 |08 |07 |08
FZEK| | 0 | 289 | 412 508 | 656 | 749 | 80.9 | 86.5 | 91.4 | 956
RERE 0 11 |15 | 15 | 20 [ 18 | 17 | 16 | 14 | 15
120 o s
pH6.8. 100rpm, /KL%
100 |
80 F
60 F
0 —O— EREH
20 —@— 1RHERF|
0 L L 1
0 5 10 15
SHERR IR EREFRE (5)
B (53) 0 5 10 | 15
HEREA] | o | 747|787 | 809
RERE 0 12 | 09 | 1.1
HZHESE) | 0 | 817 | 949 | 996
BERE | 0 | 18 | 13 | 14

TR (%)

AR %)

120
100
80
60
40
20

120
100
80
60
40
20

wmW®H nm12
A OBk \RLE
ZERE . EH] 25mg

pH5.0, 50rpm. /KL%

—O— HBR&H|
—o— REBF|

0 20 40 60 80 100 120

BRI IREREFRE (43)

B§RE(53) 0 5 | 10 | 15 | 30 | 45 | 60 | 120

HERMA| | 0 | 790 |856 |87.1 [889 | 896 | 898 | 913

BEmE= | o |33 |10 07 |10 |08 |11 |08

AZHESIE] | 0 | 507 | 67.0 | 76.4 | 90.4 | 96.5 | 1005 |102.7

BERE | 0 |30 |33 |29 |33 |23 |19 |17
7K. 50rpm, /XKRJLi%

L —O— iEREUAI
—o— 1ZH A

0 20 40 60 80 100 120

SERRIRENEFRE (5)

BRE(5) 0 5 | 10 | 15 | 30 | 45 | 60 | 120
HERWA| | o | 768 | 831|838 |864 876 |885 |904
BERE | 0 | 24 | 13 [ 16 | 14 | 16 | 1.1 | 11
HEHESIK] | 0 | 358 | 546 | 647 | 73.7 | 80.6 | 84.6 | 922
BERE | 0 | 43 | 48 | 49 | 49 | 46 | 46 | 38
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HERAF R CRERFN DT BHEDLLER (N LK)

AR 2R SR R (%) St A0
e . A= A=
FUHEAC | gy | PRIGOSRE | BABR | e | WSS OBAR g, | HIE
(rpm) | PRI | ) wE | wE | OE%) -
15 73 LANIZ
¥ 85%LL R
H4 250, X .
pH1.2 15 88.7 85.1 3.6 5 7 50 0 ]
- EJ AR 0
+15%LLH
15 87.1 76.4
pH5.0 30 88.9 90.4 56.3 3]
45 89.6 96.5
50 30 81.7 65.6
He.8 60 83.8 80.9 . -
P 90 85.3 86.5 Sl pEn |
120 85.5 91.4
15 83.8 64.7
30 86.4 73.7 .
7K 45.7 bl
45 87.6 80.6
60 88.5 84.6
15 73 LANIZ
¥ 85%LL Fi
_ H4 250, X .
100 | pH6.8 15 80.9 99.6 18.7 V5 7 ) 0 ESTi
- EJ AR 0
+15%LLH
(n=12)

FREOBR LD, ORI ONT, HA RT A > OB O [R5 O] & HIE
A Lotz 7P 0D 8 2.5mgl b—U | & EEHERIFI O H 28X R TR,

2B, B MIBT 2EMFAFEEMEABROR R, 70 OD §E 2.56mgl b —U |I3HEHER
Al & DEWZRFEEPHER STV D,
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7LATEY 0D dmgl k— 22

%3 EI S DO FHIRIEMRBR T A RF 4 JCERL 183455 H 31 H [EFEERE 786 ) (LA

T HA RIA N, TR AT 7.

() FRHERAN TS EEE T D,

<BIEFHE>
it B& & pH1.2, pH5.0, pH6.8. K
[B] & # : 50rpm. 100rpm
HERRA| . 7LRIDELODEHESmglh—"]
120 KL
pH1.2, 50rpm, /SFJL3%
100
. — 8
= 80
ﬁ 60
HERRH
@ 40 —O— ERIUAI
20 —@— 1REHAI
0 L L L L L )
0 20 40 60 80 100 120
BRI BB (5)
BFRA(5) 0 3 | 15| 30 | 45 | 60 | 120
HERMA | o |812 |87.9 |884 881|881 883
BERE | 0o |47 | 10 |07 | 14 | 10 | 06
AZHEBIE] | 0 | 592 | 755 | 81.6 | 84.2 | 86.8 | 920
BERE | 0 |66 | 61 [ 59 |55 |59 | 42
120 ore
100 pH6.8. 50rpm, /\FJL %
S 80
# 60
H .
40 —O— FHEREA|
20 —@— 1RELF
0 L L L L L )
0 40 80 120 160 200 240
SBRIRER AR (53)
BERA(5) 0 5 15 | 30 | 60 | 90 | 120 | 180 | 240
SHEREA | 0 | 698 | 796 | 834 | 852 | 86.4 | 865 | 87.5 | 88.1
RERE 0 23 |07 | 10 |07 |07 |07 |07 |13
1EHEBIE | 0 | 286 | 420 | 553 | 68.1 | 76.9 | 81.5 | 86.9 | 90.8
ZHRE | 0 | 25 | 27 | 27 | 26 | 24 | 22 | 16 | 14
120 L &
pH6.8, 100rpm, /K )Lk
100
< 80 [
*;*g 60 —o— BB
a0 —e— i
20
0 L L )
0 5 10 15

BRI ER AR (5)

BFRE(53) 0 5 10 | 15
HERMA | o | 738|785 | 809
BERE | 0 15 | 1.6 | 09
ZHERK | 0 | 869 | 980 |101.1
ZERFEE | 0 | 22 |15 | 13

TR (%)

B (%)

120

120

B A% o n=12
il 3 A WS- -
FERA - 5EH Smg

[ pH5.0, 50rpm, /\FJL§k

8

—O— EEREAI
—@— 1RHERF
0 20 40 60 80 100 120
BRI EREE R (53)
BRI (53) 0 5 15 | 30 | 45 | 60 | 120
HERMA| | 0 | 802 (875|894 [902 907 |915
BERE | 0 1.8 | 08 | 07 |07 |09 |07
AZHESIK] | 0 | 448 | 616 | 752 | 83.6 | 89.3 | 96.4
BERE | 0 | 66 | 78 | 92 | 92 | 85 | 59
K. 50rpm, /XFILiE

40
20

—o— HEBuH
—o— fmEnH

0 40 80 120 160 200 240
BRI R AR (5)

BER(5) 0 5 | 15| 30 | 60 | 90 | 120 | 240
HEREE] | 0 | 734|797 | 820 | 849 | 859 | 86.8 | 889
BERE | 0 | 24 | 20 |15 |18 | 14 | 12 | 09
AZHEMIE] | 0 | 407 | 60.1 | 69.0 | 76.3 | 81.2 | 84.7 | 920
BERE | 0 |62 |60 | 62 |61 |59 |55 | 44
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AEREF R CRERFN DT BHEDQLEER VN LK)

B SRA EIER R (%) S e
NS %2 H%‘I\io) NRI==
EUESC | oy | PREUWSRE | BABR | gmie ) R RAE ) g ) I
(pm) | TP () | duE | OE%)
15 87.9 75.5
30 88.4 81.6 .
pH1.2 56.4 i
45 88.1 84.2
60 88.1 86.8
15 87.5 61.6
30 89.4 75.2 .
pH5.0 40.9 AN
45 90.2 83.6
60 90.7 89.3 o
50 fo s 45 UL I
60 85.2 68.1
120 86.5 81.5 .
pH6.8 52.1 1
180 87.5 86.9
240 88.1 90.8
30 82.0 69.0
60 84.9 76.3 .
7K 54.1 1
90 85.9 81.2
120 86.8 84.7
15 73 LANIZ
¥ 85%LL R
_ Hd 250, X .
100 pH6.8 15 80.9 101.1 20.2 1 8 0 i
LR RO
+15%LLH
(n=12)

FROFERIY, —HORBREMHFITHONT, TA KT A > OFEHZEE) O [R) M O] E HE 25
B Lo l=l20, 7P ey OD §E bmgl b—7 | L EHERIF| DY H 280X RS T,

B, b MR AW FNRFEMERBRORE, 7L OD §E bmgl b —U |I3AEHER

il & DAY FRIFEEEPIHER STV D,

- EMPRISRERE

BEARRNA

- BFDOFEMAS OERARE

F7LODEEE 2. 5mg/bmgl b—"7

AR 7 aa o8 Ry OVERESE ] OfeRaRERIC X

%
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10.

11.

12.

13.

14.

7.LAIEL 0D g 2. 5mg/5mgl k—"J ]
HiE [7aa v X vt OVENRESE ] OmMeRRBRIC X 2

HENPOEMHDTDEE
7LD E 82 dmg/dmgl k— )

HE 70 _RUNERERE] OEEECLD
7LaTE 0D 2. 5mg/5mgl k—J ]

HR 17 L8 P8 RO VERE AN ARERE ] DOERIEIZL D

Pl
A% L7gn

BAT 2 ARAED 5 IHM
LRz L

ERNDELGRS - MENRRGERICEHT H1FR
A% L7

Z Dt
AR
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. ¥hEE -

V. AEICEEY HIEHR

MR
L ESE, BRCVIE

(XheE - ZIRIZEHET SERALDEE]
ARENINRFEHDHARTH 5720 BERIGKZ LT 5 RN LEPEIZITD R BFRFTE 72

Uy,

. Ri&-H=E

o ) I ESE

WHE, RACIET 2P e LT2.6~5mea 1 B 1 ERAOKEET 5,

7B JERITIS CHEEHEET 208, IR AT0RGAEICIE 1 B 1A 10 ngE THETHZ &N
TX 5,

- eME

WH., RANET AP L Chmnegx 1 H 1 RROEST 5,

7pB. JERIZIE U a5,

INRA~DEE

o ) I ESE

WA, 6L Eo/NRIZIE, TAarYr s LT 2.5mgx 1 H1ERROBEET 5,
@k\ﬁw\%E\f% X0 EEHEET 5,

(A% - AEICEAET 2HEALDFE]
1) 6mULEDO/NE~OTREIZELTIE, 1 Homea B2 &,
(722 D8 [h—7]]
2) AFNTOFENTHREET 203,

AR SR S D Z &3z eh | MEHR 3K TER

AT Z &

(N EovER ) OHEZM)

3. ERPRALIR

(1) BRERT—2/1\vr—2

)

(4)

DR L

(2) ERERZNR

AR L

ﬁ

AR

GEREE
ZE e L

%K

BRAHER
AR L
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(5) REEAYAER

1)

2)

3)

4)

(6) 8

1)

mAE BIL AT AR RIGHER
B L

HBERER
A L

RO
B L

B - HEAHR
AR L

R

FRABERE - FEFEABERE AT - RiEIRFTERERRAR (HRERERKEER)
(%) 29

FOMSE SRS T, TEEGL ORISR % O A &K OB O F i o LB 285

(GPSP) ) K O F = 3K i o0 8565 R 56 1% i 5 5 0 it TR B 9D A4 KT A 220

THZHIY , 7242 0D # 2.5mg/0OD & 5mgl h—7 | K TNT L v P 8 2.5mg/§iE

5mgl b — 7 | O ENE I B9 2 68 A A (R 310 X 5 B ERY 722304 & 5206 L7z,

ZOFEF, 2251 BIOFTIEZEZUNE L, K - BERERRER] M ORI 514 B2 D 720 iE]

Z RNz 2220 Bl A MR GIER] & U, 22 MR GUE B 7)> & A R MR BRME B

ZeBRV N2 2067 1 2 A3 S PEREA S SAERT & LTz,

AT c REgSRIC LD T e ARy T THRE
A IR ;2008 4 10 H~2010 4 10 H
U 22 ] c 12
A ARG - 2000 41
FEGIRERL ZCARMERIRERAES] « « ¢ 0 o e e e e e e e 2220 i
T AP B (AR 2B oz - - - - - 570 5
[ N oY ) I R R R ST RN SR 1650 17 J
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ATIWERFAT SAERY =« 0 o v oo e e e e e 2067 1
T A e RIE (k) S oY 2 ] - - + 537 {3
WD TREEFIRIEZAT T2« o 0 v 0 o0 v o es 794 5
FEESE (7 2w v BRI A FR <) B OB 2 4 - - 382 f
AVER DR EIEA~OIBIMNPEGH] « « o 00 0 0 v v s 337 #i
BPRZBIRIRG] « ¢ ¢ o 0 o 0 v 0 o v e o e 17 1)
E2EES
BEEREE fiE 5135 (FERR EE%)

51 Bt 1068 ( 48.1% )
=t 1152 ( 51.9% )

i 65 i 927 ( 41.8% )
65 MLl Lt 1293 ( 582% )

FRR{E [min~max] 67 [28~100]7%

BMI 25.0 K% 1127 ( 50.8% )
250 KL E 495 ( 22.3% )
ENi: 598 ( 26.9% )

R {E [min~max] 23.4 [13.5~48.1]

BAYME |1 EXRE 224 ( 101% )
1ELLE S FXE 688 ( 31.0% )
5L E 687 ( 309% )
N 621 ( 280% )

thdfE [min~max] 3 [0~56]4F

BEXE | 7LODE UBE (fhit) NSO EEZ 570 ( 25.7% )
LE2 LIS 1650 ( 743% )

NOTREREZEABEET-H 866 ( 39.0% )
BEE(FLODCEVHEZRKRONS 405 ( 182% )
DYEZH*
CatEindE 256 ( 11.5% )
ARB 72 3.2% )
ACE [BEZE 46 21% )
FIFR3E 23 ( 1.0% )
B EETE (Sa B EHIE) 19 ( 0.9% )
FOOKEESE 9 ( 04% )
AAROBEEE~DEMEEH™ 361 ( 163% )
Cat&EinZE 20 ( 0.9% )
ARB 283 ( 12.7% )
ACE [BEE 46 21% )
FIFREE 50 2.3% )
B EME(Sa B EIE) 48 ( 2.2% )
TOMDBEE 12 ( 05% )
YN8 BRI 18 ( 08% )
% WRIFEHEE

BMI : {£#&#E 3 (Body Mass Index)
ARB : FooAToi w1l 2 BEEIZE (Angiotensin 1l Receptor Blocker)
ACE HEZE : 7oUa 723 o F B R A E 2E (Angiotensin Converting Enzyme Inhibitor)
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BEERER JiE 51 35 (FE AR EE %)
A BHE = 867 ( 39.1% )
B* 1353 (  60.9% )
MERES 164 (  7.4% )
DER 212 (. 95% )
BRAEREE 41 ( 18% )
= e Mk (FEE R &) 717 ( 32.3% )
g aerEsE 112 ( 50% )
= R B [ fiE 168 (  7.6% )
HEFR IR 301 ( 136% )
FDfth 524 ( 236% )
£ EEEOBE | & 543 ( 245% )
7™ 1677 (  755% )
g 1395 ( 62.8% )
BEHE 948 ( 42.7% )
ErE 144 ( 65% )
EHRE 705 ( 31.8% )
7 ILa—IL#I R 190 (  86% )
HAE = 714 ( 32.2% )
=] 1506 ( 67.8% )
HABEE = 1267 ( 57.1% )
7™ 953 ( 429% )
Ca 5% 40 ( 1.8% )
ARB 668 ( 30.1% )
ACE [HEZ 147 ( 6.6% )
FIRZE 198 (  89% )
B EMTE (Sa B EME) 168 (  7.6% )
FTDDEEE 44 ( 20% )
R oD % 1666 ( 75.0% )
Ed e 554 (  25.0% )
| BE5E 2.5mg 570 ( 257% )
(R 5 5mg 1598 (  72.0% )
7.5mg 6 ( 03% )
10mg 46 (  21% )
B 524 12;:8 =2 2007 ( 90.4% )
1238 < 213 ( 9.6% )

o 9 {iE [ min ~max] 119 [2~559]18

% PMRIEEEES
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@ B
MR SRAEB] 2067 B IS 1 D e 5 RSB 0 T K ONMA OHEBIZLA T L B0 T
HoT,

a) 7LATEEK () hony)Ez 4l (537 4i)
YRR A OMEITLE L TEY . W, IR L BICRFIC= br—L STV,
Fo, DIREICBW T O R GHARN D 12 % £ TRE LB RGO,

(mmHg) EHEBLIU9 % EHEEXE
R0 HS t IRTE (vs ¥ 5-BALARF)
160 - NS : HEEAL, *: p<0.05, ***: p<0.001
Shsfeifu[E SBP |
140.5

140 - 133__9 WS jass 136.3 135.8

+— 3

FEE . e g

120 -
100 -
443k &= DBP

78.8 79.4 82 779 771 77.4

80" B .'———-__.l_ o l. 8
n=400 n=537 n=243 n=462 n=452 n=439

60 T T T T T T

AN =
(E/%) Liin

A0 73.9 73.5 731 729 73.2 72.8

[ e e PP Frecanennn y S— Goorernmeranmananaan R P, 3

NS % NS NS
n=238 n=350 n=153 n=284 n=271 n—273

60 T 1 1 T | |
B 5 RAth4ERT B E5RHMNF 28% 48% 8:81% 12:8%

SBP : Systolic Blood Pressure (V&7 f1/E), DBP : Diastolic Blood Pressure (YE7RHAMLE)

ME - DEBOHR (7LODE DRE (i) HhoDUEZ 5]

32



b) #1& TRREZRARETT > =1 (794 1)
FEBRMGR O ML, DG, JER & H12 2 BB E TICABIC TR L. £ DOR®RITESNR
THZIZED | BRAFCRE LICHERB D 12 1% £ T bz,

Fio, DIEICEN TS, &EMMAED 12 1% £ TRE LI HEB 2T

4hsefn £ SBP
(mmHg) 164.0 EHEBEU95 % EHEERH
HEDHS t IRIE (vs 3 5-HALEEF)
160'J *#* . np<0.01, ¥** ; p<0.001
144.3
140.5 137.5
140 - 136.0
Hkk $h
120 A
41 £ DBP
100 - 93.7
84.3
8210 80'4 79.5
80 i Fkk — by
#kk Hkk
n— 794 n=>577 n = 666 n= 627 n==613
60 T T T T !
(B/45) | Dxadk
80 - 76.8 75.6 75.4 4.7 74.0
[ R I TP Tovivaaiaiaivi e S e PV B r o ans mamemmusynmimnn )
** EE S sk sk F k%
n = 555 n =378 n= 427 n=412 n = 3%
60 T T 1 1 ‘l r
WERMAE 288 4 8% 8 81% 12 8%

MmE - DRFOHERE (MO TRERAEZIT o4
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5mg Hi s HIE (448 ) D T 25k G & U T 56 0 $-5- B ARINE oD IS 39 . B 11 B FE 200 SR 4
P G- BARIE K OV A& G A Iy O M TR L7223, & G-PlARRFIGHE I M 140mmHg AL
BT, BEFMEOMEITIR 7oA B RBEERNRD i,

(mmHg)
220 —— rEg " 212.2
HIEDH5 t RE (BB vs 5L
NS : HFEE2L, ** : p<0.001
193.3
200
182.7
180 1
163.4
a. 154.4
o :
[75] 160 4
144.6
g l
148.8
% 1404 1294 @
< 144.3 140.9
= 133.4 134.3 135.3 .
1207 1218 BRSSO O EH(E
-1.8 -11.2 -20.1 -28.1 -34.8 -38.4 -52.4 -63.3
100 1 NS 2% g o %% sk o sk
n=19 n=41 n=111 n=143 n=74 n=33 n=14 n=13
80 T

T ] 1 ] 1 1 ]
140 &% 140~149 150~159 160~169 170—~179 180~189 190~199 200 LAL
# 5.BR b4 M E SBP (mmHg)

=5 FAta I £ A P E N R
(MO THREEABELIT>TH] : bmg B E (GrABEEGZL))




c) BER(TLODE VEHFZR) Mo DEE Z 5 (382 51)

YR AR OME, WO, SRR & ISR ea sy br—ZoR Lic, £k,

WTHEGRIAR D 12 B E TLE LB GE LN,

(mmHg)
160

148.3

144.8 e

TREiEE~ {hab s

FHERBIU95 % EFKXR
SHEDHD t RIE (vs I5-51605)
NS : HEZEL, *** : p<0.001

140 4 ; 136.2 l3i-7
e FEE 1::* $:*
120 -
100 -
#hskein = DBP
83.8
82.1 79.6 78.8
80 - L i N ; ite "
&k E ok *:ae *;*
n=2817 n=382 n=227 n=332 n=324 n=308
60 T T T T T T
i
80 73.0 735 730  73.0 74.1 72.7
i .................... § ......... i. ........ Frerenrmmernrannaes § ................... e
NS NS NS NS
n=180 n=251 n=137 n=203 n=204 n=189
60 T 1 T T T 1
EERGAOERT R5REMAE 281  48% 8B 1238%%

ME - DMEBOHERE (BER(TLODEVHFZHR)HSDOTEZHI)
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d) AABROBEEADEMESHE (337 451)
B 5 BRAATE O ME T, UEET, PR & BIC 2 BB E TICARIC TR L, TO®%ITEC)
TREZEY, BIFCRE LT-HERED 12 8% F TRO LT,
Fo, AN T Y, BERGRD 12 ik F TEE LB S DL,

N

I

(mmHe) ShskfE SBP EAEB LN 95 % EHEER
156.2 156.9 FHRDHD tIRIE (vs ' 5-FAEF)
160 - ‘ NS : FE=/2L, *: p<0.05, ***: p<0.001
B x
143.3
140 7 FEE *;* ' —*S*\!
120
413k DBP
100 A 67 9 89.2
- —3 80.9
= \5-\79;3 79.7 78.3
80 & B —3F
n=274 n=337 n=191 n=283 n=272 n=272
60 T T T T T
2
801 139 740 74T 744 731 91
[ SETEREITTIRILY § R LT ETERRRR e 3
NS NS NS *
n=151 n=218 n=119 n=178 n=155 n=164
50 T T I T I T
RERMGERT  RE5BRMAE 2B%  48% 8% 12381

ME - DA O#ER FUERORERA~DEMEZEH)




@ Z&tt
MR SER] 2220 FIIZF 1 2 BITERIZEBURDL, RIS O BIVERZEBUR DL OB
R ZRBIOBRWERAEBRIUILL T O LB TH -7,

a) ElfERARITKR
LAV SE R 2220 BIINZ I8 1T D BIWEHFEBIENZL 56 1] 79 ETH VY . BHEHFBLRIL
2.52% T olz, EREIWERIZ, BHHS D OXRE, TR, FEMED FWEOMIRREEE 16 4
(0.72%). ALP ¥4, 7 L7 F = WINEORRRAEM R 9 #100.41%). T 5. KEBED
B B OV TR S 8 141(0.36%) T db o 7o, P EERHIC L 0 B & FEM S 7= BITENIE R
4 N OBAZEMEENIRAE(LIED 2 B Ch o 72, B REORERI(AOHE | BmekEE, R4, O
3K 7 r I Rl 7 BDIEARKIE Gk IR L CHs 0 | SRR O KEBIRHIE T (B2
HBEER L) Thotz, PHEMENREELIEOREGNLHELIC & 5% 21T > 72 BH G OF
iE : BHIEE. ORISR ML RIBEIE 8 AT, 20k, P CRMTSHEIT Sh7zny, FEE
REAC, YERMOREERHET B2 5 MEERL] Thot,

BIEARTRRR (REERR2EH)

Y10z B Y1V Z 5% LISk ESN
”éf/gg%ﬁﬁ Syep) 570 14l 1650 {3l 2220 15|
RIVERRBUERIER (EBIR) 10 il (1.75%) 46 B (2.79%) 56 {5 (2.52%)
RIVE S B 11 68 1 79
RIVER OFESE FBUER] [k GEBLER)]
MHER L O R fEE 1 (0.18%) = 1 (0.05%)
PR K 1 (0.18%) - 1 (0.05%)
N = 4 (0.24%) 4 (0.18%)
BhiE - 3 (0.18%) 3 (0.14%)
LR - 1 (0.06%) 1 (0.05%)
Do PR K - 1 (0.06%) 1 (0.05%)
Bl 1 (0.18%) 3 (0.18%) 4 (0.18%)
P - 1 (0.06%) 1 (0.05%)
R - 1 (0.06%) 1 (0.05%)
M &= - 1 (0.06%) 1 (0.05%)
H i 1 (0.18%) - 1 (0.05%)
EHEHESIOR S BPTkkE 1 (0.18%) 3 (0.18%) 4 (0.18%)
KOARER - 1 (0.06%) 1 (0.05%)
FENE 1 (0.18%) 1 (0.06%) 2 (0.09%)
TN - 1 (0.06%) 1 (0.05%)
AR R P = 7 (0.42%) 7 (0.32%)
SR RE R - 7 (0.42%) 7 (0.32%)
i R AR AT = 9 (0.55%) 9 (0.41%)
IR ERER - 1 (0.06%) 1 (0.05%)
M M EREE N - 1 (0.06%) 1 (0.05%)
ALPHAIN - 2 (0.12%) 2 (0.09% )
y -GTPHIN - 1 (0.06%) 1 (0.05%)
LDH# - 1 (0.06%) 1 (0.05%)
BUNH N - 2 (0.12%) 2 (0.09%)
LTI =N - 3 (0.18%) 3 (0.14%)
oL AT a— L - 1 (0.06%) 1 (0.05%)
J BT RO - 1 (0.06%) 1 (0.05%)
M HEAE |5 - 2 (0.12%) 2 (0.09%)
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BIEARIRINR (i)

Iz B BI0ER 2 5% LISk BN
Rt L OsEEE 1 (0.18%) 3 (0.18%) 4 (0.18%)
15 777 InIE O 1 (0.18%) 1 (0.06%) 2 (0.09%)
IEHVY A - 1 (0.06%) 1 (0.05%)
7 VR P IR - 1 (0.06%) 1 (0.05%)
TR R 2 (0.35%) 14 (0.85% ) 16 (0.72%)
FEPEDFN - 4 (0.24%) 4 (0.18%)
SEHLBH A 1 (0.18%) 1 (0.06%) 2 (0.09%)
SRR - 4 (0.24%) 4 (0.18%)
SHE K - 1 (0.06%) 1 (0.05%)
FHES S H DX - 9 (0.55%) 9 (0.41%)
JrEE 1 (0.18%) - 1 (0.05%)
BRIORKREE 1 (0.18%) 2 (0.12%) 3 (0.14%)
B AR - 1 (0.06%) 1 (0.05%)
1B R 1 (0.18%) - 1 (0.05%)
B RERE O - 1 (0.06%) 1 (0.05%)
RSB LU PRk E 1 (0.18%) 7 (0.42%) 8 (0.36%)
O - 2 (0.12%) 2 (0.09% )
&R - 1 (0.06%) 1 (0.05%)
FEIR - 1 (0.06%) 1 (0.05%)
B - 1 (0.06%) 1 (0.05%)
EHMERD - 1 (0.06%) 1 (0.05%)
iz 1 (0.18%) - 1 (0.05%)
SeRR B R 2% - 1 (0.06%) 1 (0.05%)
i 5 R 3 (0.53%) 4 (0.24%) 7 (0.32%)
BN 1 (0.18%) - 1 (0.05%)
B - 2 (0.12%) 2 (0.09%)
{1 1 (0.18%) 1 (0.06%) 2 (0.09%)
N PE R 1 (0.18%) - 1 (0.05%)
PR FE I B IRAE{ i ¢ - 1 (0.06%) 1 (0.05%)

X T arVE R (L) b0 Bk 2 B
XK LOEEDS TRITE W EIEM (FRIPES R O &1 AR5 (2010 4 8 A SGT) b E)
RIE A OREIEIT, MedDRA/J ZA L | MEHENT OER 53 138 B B S Ha 3 oD B K Al




b) RGN DEIMERARERRR
AIERZEBRIC ST 24T > 72 fER . BG-BRAAE 4 B A T ORI E R b % <
P & & HICED LT,
FEE R OB ERERKR

_ Bl{EFRRTEH
RN BlfEFADFEH (SOC) -
2 EAH* | EAHT LA 2
FE R e - 1 1"
o R - 2 2
ihn G R EOK 1 1 2
28R B i e - 2 2
EEHLUR THRBEE - 4 4
ERERERE - 1 1
INEE 1 21 22
. R RE R - 4 4
4BRH oL R K - 2 2
In G i R 1 - 1
2; 8Lk [P RRE - - 1 1
4EFRHE £ HEE LIRS BIEES - 3 3
BB E U R TR Ew o - 1 1
ERERRE - 1 1
INEE 1 12 13
INEE 8] 2 33 35
RS (4 BFRF/2HM) 2(18.2%) 33 ( 48.5%) 35 (44.3% )
b2 R 1 4 5
I R - 2 2
B iR 1 - 1
4:8LlE HEEREE - 2 2
8 Bk s LU EEN 1 2
ElH LUK FTRBEE - 1 1
BREBE - 5 5
INEE (430 3 15 18
SR (8 BRB/ LI 5 (45.5%) 48 ( 70.6% ) 53 (67.1% )
DR - 1 1
I B 1 - 1
iR LT o SRR - 1
B i - 1 1
. FFAEE 3 [ i - 1 1
g AL
1 fﬁuﬂéﬁ B LU R 1 2 3
ELEESL LIRS BREE™ 1 - 1
s LU REER - 2 2
B & KU T SR e - 1 1
BREBE - 4 4
INEE [ 4 12 16
4 (12:E8%XE/£80) 9(81.8%) 60 ( 88.2% ) 69 ( 87.3% )
T R X 1 - i
I R - i 1
1 PR - 3 3
2B U R TRREE i - 1
ERERE - 4 4
MEF (480 2 8 10
R 11(1000%) [ 68(1000%) 79 ( 100.0% )

¥ T LADELSEHE (fhih) hvo OYIE A

M BEXETREMBERICRREASL, IFEEHEL, BE, TBIR BIE (3TY, Bd EHER RE-EERE,
|NEID MedDRA/J DR ERI XS H(SOC: B RET, LREE DERE BHEEE ZESIUETHRET,
LHEBEE IR ERMEE) S BENDRIER




c) BEETRERMDBEMERARENRR
A R EZ R ORIEHEBRIUIC S & S 1T > o R, B OHEDBFRE O A 5 DO RITE
MREBRICHBENRBO LN, TOMOBET ZITIIAEETRBD bRl

BEFRERMNOFARERR

HE FIR{FE BE
LEERER 151 % (RIRE) (Fisher’s p {H)
51 Bt 1068 27 ( 253% ) NS
=% 1152 29 ( 252% ) (p=1.0000)
Fig 65 i kil 927 18 ( 194% ) NS
65 BELLE 1293 38 ( 294% ) (p=0.1687)
BMI 25 i 1127 33 ( 2983% ) NS
25 bl E 495 6 ( 1.21% ) (p=0.0510)
TER 598 17 ( 284% 3| _----"~
i 575 BARA 1 FEXH 224 8 ( 357% ) NS
1 Lt 5 EXE 688 15 ( 218% ) (p=0.5035)
5FLIE 687 18 ( 262% )
TER 621 15 ( 242% )| ___- o
BENE TLOVELHE (i) hon B AFl 570 10 ( 1.75% ) NS
EE LA 1650 44 ( 279% ) (p=0.1689)
MO THREELRET -6 866 19 ( 219% )
BEE(FLOVE L HEAIFZE 405 12 ( 296% )
MeOYH 26
FaBOBREE~DEMEZESH 361 14 ( 388% )
B Z AR 18 1 ( 556% )
EHHE i 867 13 ( 150% ) *
FH 1353 43 ( 318% ) (p=0.0175)
k=== i 2056 48 ( 233% ) NS
& 164 B ( 488% ) (p=0.0631)
D ER i 2008 47 ( 234% ) NS
B 212 g ( 425% ) (p=0.1038)
EHEENE i 2179 52 (  230% ) *
& o] 41 4 ( 976% ) (p=00184)
g | BIRMIE (BEHRWE) ® 1503 38 ( 259% ) NS
& ] 717 17 ( 237% ) (p=0.8850)
Fr i REMEE i 2108 50 ( 237% ) NS
. B 112 6 ( 536% ) (p=0.0599)
M| sREmE £ 2052 50 ( 244% ) NS
& 168 6 ( 357% ) (p=0.3118)
WA i 1919 4 ( 229% ) NS
B 301 12 ( 399% ) (p=0.1096)
FMith i 1696 33 ( 1.95% ) *k
] 524 23 ( 43% ) (p=0.0036)
BEAE Eid 714 12 ( 168% ) NS
E 1506 4 ( 292% ) (p=0.0839)
1 BE5&E 2.5mg 570 18 ( 316% ) NS
(R E5F) | S5me 1598 37 ( 232% ) (p=0.5355)
7.5mg 6 0 ( 000% )
10mg 46 1T 217% )

NS: WEETEL, *:p<0.05, #*:p0.01

2) EARFHELTEEFEDNDABRNIEREE L -HBROME
A% L0




VI. E3hFER(ICEH T SIEH

1. FEZHICEESHSILEMRITILEME
1,4V Ra B U TR BT T AR

2. FEBER

(1) YEFARL - 15 R 29
PSR ARTEE LB Lo ™ AT % SO BT RS A L. SN~ B LS ™ A DFEA % Jd b
SHEDHZ LRV EIECARMIMAE O E Z itk S 5,

(2) EMWEEM SRR
BB L

(3) {ERSIBSRT - FRRSRT
BB L
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1.

(2)

)

VI. EYEiteIcBi9 518H

MmAREDOHT - AEE
(M

AR LA MR
DR L

B o I R FE s R ]
(3) BEIRARBR CHERR S 7z LR EE DI A S i

R THREIN-OPRE

EMFHEE AR

7LAODEVEE 2 5mgl k—"7 25

T An Y UEE 2.5mgl h— T | LRERERIFI A o A — =R ENRER 1 BT AR
B E LT 2.5me) @EERAD T (a=15) (HEA AR O #SE U CluE R LIRRE &
HIE L, 55N 7=RYEHE T 2 — % (AUC, Cmax)iZ- 2T 90%/=#H X WA THERH#T £
1o 1 fE R, 1og(0.80)~1og(1.25) DEPANTH ¥ | WAl D&M FSMENHER S,

(ng/mL)
9 | —o— 17 AOPE§2.5mg Th—"7) @, 2.5ng)
—o— I AEVERA (S7A. 2.5mg)
1t Mean+S.D., n=15
x
7L&
N
o
B 1
>
B
;4
0.51¢
0
0

6 12 24 36 48 72
5% DKM (hr)

42



E Y B ﬁ.‘? N A = A
HIE/NT A—H BBEINT A—H
AUC Cmax Tmax T1e
(ng*-hr/mL) (ng/mL) (hr) (hr)
7 Au Y UEE 2.5mg
[N—1T] 58.61£16.2 1.672+0.367 7.0£0.7 40.79+9.85
(BEfl, 2.5mg)
FEE US|
56.3*+17.4 1.623+0.401 7.2+0.9 39.38t7.09
(e, 2.5mg)

(Mean*+S.D., n=15)
MR IEEE 0N AUC, Cmax 50>/37 A — 4 13, HBRE ORI, (RO RIIEEL - F5i0%
DR L > TR D WREMRD 5,

7 LODE g Smgl b—7 29

T Au YU b smgl h—T ) LAEHERKIA . s n A — "B LD ERER LT Lr Y
B & LT smg) REFRMAL T 0=16) (THE & HERE O 55 L Tl AR LR 2 HE
L. o -EyEie X7 A —4(AUC, Cmax)lZ DT 90%(E M X HVEIZ THEFHENT 21T -
7oA R, 10g(0.80)~10g(1.25) DHEEFHN TH V) | Wi D AW FHIRI LD HERR S 417,

(ng/mL)
4,
—o— 17 AOVEGEbng [F—"7 (@FAl Sng)
—o— I EMERIF (SEAl. Sne)

Mean+S.D., n=16

RGO NBERE

6 12 24 36 48 72
BE5E#OERM (hr)
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b
iy

E oM OB B NS A — 4

HENT A—H BENTA—H
AUCr Cmax Tmax T
(ng*hr/mL) (ng/mL) (hr) (hr)
7 AV UEE bmg
[h—17] 93.51+32.8 2.804+0.828 6.420.6 44.98+11.23
(Al 5mg)
PR LU
:— 92.9430.0 2.741+0.635 6.40.8 42.00%= 9.47
#EHl. 5mg)

(Mean+S.D., n=16)
P ONC AUC, Cmax B 0/87 A — 2 %, R ORIN, (RIEOBREIEEL - FH%
DORBRGMNT K> TR D RN S D,

F7LOSEL D2 5mgl k—7 20

7 Ar T 0D §E 2.5mgl h—U | LAEEERFIEE)EZ ., 7 0 A — =B LY ERER
18(7 2m Y & LT 2.5mg) R A S IS BEIRE O 5 UK7e L CTIRA (m=22) L Y
KTHRAGO=12)) U TR REMRREZRE L, 55728 yHhie 7 2 —#(AUC,
Cmax)lZ 2T 90%[EHE X VA THEFHENT 21T - 725 F. 10g(0.80)~1og(1.25) D#FHIN T
B0 WAIO A F RV R STz,

1) K7 L THRA RERF LK TRA)

(ng/mL)
2.0

—o— 17 AOPE0DEE2.5mg [h—"7) (GeFEl. 2.5mg)
—e— : EHERIE] (SEAl. 2.5m2)
T Mean+S.D., n=22

= =
[\ o3}

g GO NERE
e
oo

0.41 @

0 6 12 24 36 48 72
5% 0B (hr)




E Y &y 8 N 5 F — &

HE/NT A—H BENRT A—H
AUCr2 Cmax Tmax T1se
(ng-hr/mL) (ng/mL) (hr) (hr)
7 Au ey 0D #E 2.5mg
[h—D) 45.72+11.57 1.232+0.279 | 7.9+t2.8 | 36.42+5.02
(524, 2.5mg)
HE Ve A

47.81+11.52 1.425+0.284 | 6.7£1.3 | 38.80£8.72

(B&A). 2.5mg)

(Mean=*S.D., n=22)
MAE RN ONZ AUC, Cmax ZE0D /R8T A —H %, #REE ORI, (KO EI% « R0
BRI K > TR D F[REMEN B D,

2) KXTHRA

(ng/mL)

2.0 —o— P AU EODEE2.5mg [h—"7] ($EHl, 2.5ng)
—o— : EXERIA (Al 2 5mg)
T Mean+S.D., n=12

=
o
I

MRV MO > NERE

0 6 12 24 36 48 72
BERORME (b

E oY OH OB NS5 A — A

HIENT A —H BENRTA—H

AUCr Cmax Tmax Tz

(ng-hr/mL) (ng/mL) (hr) (hr)

7 AuYE Y OD $E 2.56mg
'h—U] 44.651+9.83 1.245+0.257 72+£19 [41.51+12.31
A, 2.5mg)
A

47.65%11.33 1.399+0.343 | 6.5%£0.7 | 39.25*8.65

A, 2.5mg)

(Mean+S.D., n=12)
MR EEE TN AUC, Cmax 5 0/87 A— 413, BB OB, (KIROTIELL - HEH50
KRS L > TR D AREMENH 5,
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7 LA E> 0D fEb5mgl k— )20

T LAmP L OD gE bmgl F—U | LIEERAIGE B 2, 7 o AF—N—EC LY ERER ]
FE(7 Lm U & LT bmg) EFERRAS TR HERR N E K7 L CHRA®=23) XL UK
THRAM=12)) LTl RE R 2 H7E L, 155 - E@ihig < Z 2 — 4 (AUC, Cmax)
(22T 90%(EHE X BEIC CREFHIEIT 217 o 7285 . 1og(0.80)~1og(1.25) DHEEFHNTH 1 |

WA DA = E R R FPEAHERS S T,

1) K7 L THRA GRESRF LK TIRA)

(ng/mL)
4 —o— : 7 AOPEODEESng Th—"7] @Hl. 5mg)
—e— 1AM (HEHl. Smg)
i Mean+S.D., n=23
il HT
# 3
e
7
N
[m§
o 2]
e
<
B
53
1 4
OCJ | | | ‘ ‘ ‘
0 6 12 24 36 48 72
BE®%OKE (hr)
E M o® B N F A — A
HEIRT A—H BEINT A—H
AUCr2 Cmax Tmax T1e
(ng-hr/mL) (ng/mL) (hr) (hr)
7 AuYE Y OD $E bmg
[h—D] 85.8120.7 2.460£0.575 7.0+x1.1 |37.83*+10.87
A, 5mg)
FE AE R
,-»T o 99.0%x29.7 2.9031£0.686 6.7+0.6 | 37.03%£6.60
A, 5mg)

(Mean=*S.D., n=23)

MAEF W N AUC, Cmax FED/NT A —H (&, HERE OBIR, R OTRERBIEL - FFEE O
RERSMFIC K> TR D WTREND B 5,
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2) XTHRA

(ng/mL)
44 —o— 1 7 AOPEOD#E5ng [M—"7] (G, 5me)
—o— : FEMERIA (§7Al. Sne)
. Mean+S.D., n=12
sl

MO NERE

6 12 24 36 48 72
BE5#% O/ (hr)

E Y B B N F FA = A
HENT A—H BEINT A —H
AUCr Cmax Tmax T1se
(ng-hr/mL) (ng/mL) (hr) (hr)
7 Au vy 0D # 5mg
h—=U] 84.3+17.8 2.431%+0.425 6.7+0.7 33.71+6.35
(BEH], 5mg)
BRIEA 93.8+£22.9 2.7431+0.642 7.3+1.6 33.65*5.35
(BEH], 5mg)

(Mean*S8.D., n=12)
AP N AUC, Cmax %0/35 A — 4 %, HBRE QMR Ao RIELL - W%
DR L > TRARDWREMENR D 5,

@) hEs
B RERL R L

(6) &% - HRAEOBE
LR L

(6) BEE GKE 2 L—2 3 2) BHTIZ & Y HIB L - RN E L B ER
B L
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2. BMEERINS A —4

Q)

2)

)

(4)

(5)

(6)

Q)

R 73k
R L

AR
LR L

NAFTFRASEYF 4
YR L

HEEETEH
TFLAODEEE 2 5mgl k—7 25

kel : 0.01781+0.00369hr! (f&EEK AN B+, Haftniks)

7LAODEEE bmgl k— 129

kel : 0.01643+0.00456hr ! (fEEEHR AN B, Haftnks)

7LATE> 0D 2 5mgl k—"]20
1) K7 L THlRA

kel : 0.01938+0.00269hrt (fEERL A B T-.

2) KXTHRA

kel : 0.01786+0.00452hr 1 (AR N B+,

7LATE 0D fEb5mgl k—7)20
1) K% L THlRA

kel : 0.01959+0.00492hr ! (fEERL A B T-.

2) KXTHRA

kel : 0.02119+0.00367hr 1 (@R A B+

HUFSUR
LR L

SIEHR
LR L

MEE A E
R L

A R 155

AR 185 5

A R 155

AR 15 5
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3.

® U

F PP HE AR IR AR B BR

FLASEODfESMg [ k—"] 20

TLAuaTEr 0D Smg [ F—"T] ([Z2o% RIRAKOIRAOSEM:TLL FOMGF 21T 57,
FT. APERIREI MR ARE O E LT R AL T 5 filicinT, 7AuedEr 0D
BEbmg [F—"U] Z 187 20 & LT bmife Tk L THEERNIC 3 40fE AT,
ARAETICED 7= ORENEIE R ORE T An U &G, 5 EICKHT 2RISR L kDT,
ZOFER, BRI 2 EICEEOEEEIT 100.58% TH Y . £ D 90%(E X E L 99.32~
101.85% T o 7= CHITEFEHE : 90%(EHEX D FERAY 90%LA EToh D356, DRI &
e EHE),

£7-. BEL LT, RIUHEERE 5 HIICBWT, 74022 0D #EbSmg [ F—7 ] 1 8DRIRA
RE(E3R) R ORAIRFIZ, MAER T Ar DB REZRIE LI L 24, KO L 5 s nsoh
RIRAR Mg I 7 2 a P e AT SR o7,

PLEDOFERMNS, 728 T OD §E 5mg [ F—T ] ([ZOWT, APEEENS DT 2a e 0
WILIRD NN D EE X LI,

(ng/mL) -O— : fRSHEF

fi 4 - —@— : RARHEF
1 Mean + S.D., n=56
EFI
7
I
=
>
o
g
E

0 6 12 18 24

Ef (hr)
SRR BRI F5 1) 2 A 7 1 &0 0 O FEHERS
]

(1) iE— AP EEE
BB L

(2) k- BAREEP BB
BB L

Q) Eit~0BiTHE
VI 10. 4G, PERw. RAEFE~OKEOHE 2)2 2
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5.

6

7.

() BERAOBITHE
DR L

(5) TOMOBBA~OBTHE
LR L

® o
(1) FEHIERELR U IR RS
LR L

(2) KEHICBEE9 S8R (CYP4S0 F) D57 Fig
AARORFHNTITE L U TEDIGHEESR CYP3A4 G L TWH LB DN TN D,

(3) NEBBHROERRVZOHE
MR L

() REVOFEDOERRULE
AR L

(5) SEHERBIOEER/ S 4 —5
MR L

Bt
(1) it ER R UAERS
MR L

(2) it
AR L

(3) HEthEE

LR L
k5L RK— s —IZET B1E%
MR L
| BREIC L DREE
MR L
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VI. &t (ERLOIESF) ICEHYT SEE

1. BEERBLTDEH
YL

N
3

ERRNREENER(RAEZSZEED)

[ (ROBFIZEFB/ELLEWNC L))
Vb R vl DU RIEAEMIIx UIRBUEDRBEFERED & 5 BE

3. ZEE - RICEET HSHEALDIE L ZDEH

[Zhee - HRICEET AEALDOEE]
ARANTNRFEBDBFEARTH D720 BRI 2 2 2 R LEPDIEITITNR B FF T E 72
Y,

4. RiE - REICEHEYSERALDEE L ZDER

[Ri% - AEICEET SFEARALDIEE]
D 6k EO/NERA~DOEGIZEELTIX, 1 A bmexBxen2 &,
[7amyErongE [h—17]]
2) AFNIOWENTHIEET 228, OFEKEN DRI S D Z S 1E R0, MER T K TR
BiAteZ &, (A EOEE] OHEBMR)

5. BEERSAREZDER

RERE (ROBEIZIIREICREIT S L)

1 @EICmECRWEE [SHICIEMETTo2B8EN1H D, ]

2) NTFHERERRE O H 5 B [AANT T TREI SN 572D, FFRRRERE B TI, i FiRE
P D FE L J OF . i E — IRFH] R R R (AUC) 28R Z L3 5. i (10 mg)
(CBWTRIEH OB RN E D ATRENEN H 20T, HERIITEEICREG TS L, ]

3) mimdE (T&ElwE~0&L ) OHZHR)

4) HEELBEHEERETOL L EE [ RANCEEERS O H 5 BH TIE, BEICHEVEREEN
KTI2Ze&ndDd,]

6. ERELGERMIELZDERRVRES K

EELEAMEE

1) BEMEAICES S D EVER S BDILD - LR bSO T, EIEE. HBEOEESER
Bk D M A BRET B IIC I S BB 2 L,

2)  AHLM AR R < 325 UL bIERARREDESRD D DT, AAIE G
I T DOV FER 2T 2 & X 13, AR ONC B GRS ET 57 EBE ORER B
B UARLMEIES TS L,

7. HHEER

ARFNORFNILE & U TEMAREIEES CYP3AM N E L TWnWA EEX LTV A5,
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8.

(1) BEREE L ZTDHER
A% L7

(2) fRFEELZEDER

BtREE (BRICEETSC L)

N5, BEICBIEEITO 2 L
EELHEHTSZ &,

A4 55 BRAER - FEE Tk B - fabRIA T
BEFEVER 2 A4 2 2541 HAEICEHZBEBT 2B Z N HAIENZER T 28T

N5,

CYP3A4 BHFEHA
YAV A T
UNVTFTE L
U hFenw
A NT7aFy—n
%

L) = s GV QO &
TELEOHRIZEY, 7R
DB LR A O o
BENEFLEZEOBRERD
2o

ARAFN DR A A HINPLEF &
NDAREMENEZ BN,

CYP3A4 FHE X
V770
%

AFN O M ENET I 58
TN D,

ARFN O HMEEE S 5 ATHE
PENREZBND,

TL—T TN a— R

AR OREEFER PRI D
BENRH %, FRARMZ L2
WEIITEET D Z L,

T —TTNL—=VIZEEND
%5 MAFN O & HE L AR
o i H R EE A 535 RTEE
PERE X BiLD,

VIUNRNAZF

UNAHEF L 80 mg (EANAR
AKBOmME) L OJFHIZ X
D, UNRREF D AUC D
% EH L2 DFERD D,

B

Zrmal) AR

FRHICE Y Z7a Y AAOM
HREES AL, BEEEDOZ
71 AZDORIWERBFREBS
LERENDD D, PRI
7 a U LAADMPREER2E=
Z—L, MBS TCHIrY
LAADHEZHESTDHZ L,

ARFE X7 AAL, FEL
T CYPSM IZ X W R DT
LN S P I 7 =) BV~ Y]
R LE S D ATREEN B
2 HiLDd,

Bl{ER
(1) _EfEFDOBE

ARFN I A AR AR S O R E I SE BUBE 23 W & 70 DA 2 M L TV 7,
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(2) EXRLGEIER & MEAERK

BEXLGEER (HEEFH)

(1) BUERF#. Fr&aefEE . &E  BUEATK. AST(GOT), ALT(GPT), v -GTP @ LH-%E%1F 5 i
MEREREESSHEEN H LoD 2 ENH LD T, BEE oIV, BRENREO SNT-HE
WA IR L, EWURAEEITY I &,

(2) #|EBEMBRAE. BMBREA. fU/MREAD - BEEERERAE, A MERECD ., il M 3 & 5 b
LZERHDHOT, REEITH 2 EBILE +0ITV. BEPRD ONHE IR %
kL, #UREEITH Z &

Q) BEIOvY : B=ET oy 7 (WIHER : Ik, DFWE) REobndZ EnHHDT,
FENRD LN HEICITEEEZFIE L, WU RAEEITY Z L,

(4) HERERRRARE - BEUTRMBIE N D SN D Z ENH D DT, BEE 5TV, B,
AR, CK(CPK) E&-, A ORFIA T ey FRENS b -HAaIcit. 5%
kL, @YRAELZITO Z &, Fo, BBHRAREIC X 5 2EE A RORIEITERT D
Z &,

Q) ZnthoEI{ER

Z DD EIEF
WO LD REWER RO b HEIZiE, SEIR U, BiE, &5 ILEORE R ALE 21T 9
Zk,
BN
ALT (GPT) B, AST(GOT) B, FF#érefEss, Al-P 5. LDH k&, y-GTP
i A BE, EK
p— FPIEED 30 BV, BRI . B, MERT. MR, IS .
WEXIEET e v 7 fifElk, OEAE, ke, SR, Rk
FE - (%5 - Sho&, B - BEH, IR, R, R HRES. [SoBifE,
R IR, SEASEIER
-~ OB ER ., (ERL, MEAC - MEM, Pie, R R, TR - 8K, PEE RO
. A%k, BN, Bimk. ER
- BRR R R T, A, . BAETR. APVW
WBBR - BUN E5-. 7 vy F=r k5, BER - WEBER, REMS A, R MG, R
A TERR HE A, PR, EREE
. Mmig= L A7 w—/L E5. CK(CPK) b5, mibE, BERP. IR RO
KHEE
P
% ARIMERGD, ~E 7 m e gd, AmEkEA ., BimEkEm, L8, M/
5%
BEET? . X O, SHE. JURIREBUE, ZIPALBE, Mk, MEHIE
Qe GEAIZ V) thAIEE
EH T AR, L0, Bk, B, S, WRRERE . Y. % %
Z Db BRSO PRRINEE, REREE, 2T, I U v AR et L
B, BE. SK. REEN, EEBD . BE, AR
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10.

1.

12.

13.

HE2) 10 mg~DEIZE Y EHEEICEO N EOWERDH D,
E3) BELE-BEAICIIHELTIETH D L,

4) BEREERREHEERVRRAREEREE -

BB L

(5) EKREB. GHE. EEERVFHOAEFERNORERAREERE

DR L

6) EM7 LILX—IcxT BB RVKARE

VI 2. Z2oNAEEFOMBA(FRAIZES A2 ST . VL 8. Q)FDMoOENEM] DESMR

. mfiE~OEE

SRE~NDEE

EEE TIEI—RICHEOREITH E LSRN E SN TND Z & R UERE TORNE)ERER
Tl ERE R E < PRI R < 2 2BAAEO N TWDHOT, EKHE (2.5 ng/
H) o&EG 2T 02 ERHEORELZBE LN OHEEAICKET L L,

bR, Eim. BRIBF~OERE

VIR, ER., RIGE~DOERE

1 A SUTIESR LT % /IREMED & 2 BV 5T 2 58 1013, IR Lo falRit 4
EESD LB SN D EEICOREETH T L [EWER THERRINIR G 5 & iR
IR OV R MER 5 Z L ABD BTN D 9, ]

2) WAPTOLMEA~OEEGITET 5 Z ENEE LVA, RS2 HTRET 25613, K3lakt
FEELZ L, [ MRAPABITT 2 ZLAHmESATND 2, ]

INREADERS

INREADEE
RHAKRER ., BN, FLE UL 6 Rl O Ikt 3 2 22PN LTy, (BE R
R 720

ERRRERERICRETRE
A% L7

BERS

BERE

FEAR  BEORMIMEIIRIC LD, v a v 7 250 LR T & K ERZE 32 &
N5,

BE : L - FERFRREDE = Z —Z4T\V, BEENCIEZJIE T 5, F LWIIER T80 7
Laid, WEOZ b SR OB D ESRICH T DAE AT 5, IR UGE L WAL,
PEER MR B L OHER ENCHER LN b FEAIOR G 2ZET 5, AFITEAMSESENE W
B, BITIC K DBREITHER TIEe,

T, T AU RUOVERERIFIIRH B ICIEE R 2 B L2568, T Aa U E R LR
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14.

15.

16.

HEBFID AUC X 99% 84 L, IR 2 RERI#L TUE 49% A LIz Z &b, 7 Ar P _u)L
B B i B e 5 B O WAL & U TR PRI G DA T 2o LT ST D

BARALEDOIFE
TLATSEEE 2 5mg/bmgl k—"7)

BRALEDEE

1) 2ElE : pERITEDIHEHTHZ L, HFIRIHEHT 2HEITIE, ok 30 BEW
WZEMAT2Z L,

2)  EEFIZIATEE : PP ALEDIAFNIPTP > — M B HV L CARAT 2 L o feE+ 2 = &EMP
T— FNOBBIRIZ LD | BOELA M RRIERBAEA U, BFIZIEB LA 2 L CHERRE 2R
DEELRAIHEZDIRT L Z ERHESINTND, ]

7.LAEL 0D g 2. 5mg/5mgl k—"J ]

BALDOIE
1 HEIE : pHERITEOIMEHT L2 L, HFBRSCDEZETRET 2HEICIEL, B, Xt
BETCRIFTHZ &,
2)  FERHIZATHF
(1) PTP Gl2EDIRANLPTP > — OV H L CIRAT A2 L HoFBETH 2L, [PTPV— D
A% KO BEWGLANRIERBEA~FA L, BIZIZZRLZE 2 U CRERRIAR SO EE
APHEZ R T2 Z LR E SN TW 5D, ]
@)ﬁﬁ%mp/—h#%ﬁDMLf%ﬁﬁéﬁA L IBRL SRR CRFET D L ol
THI L,
3)  BRAR : AFNTE O EICOTMER 2 EE I, RO TRAMETH S, iz, KTR
A+s2LbTE D,

ZOHDEE

ZFOHMOEE
R EBHRIZEA S TRWVWA, T A8 P R OVERIEBIFC L A EIE IO G A R0 Ik
(DEMHEMEZED) NN EDREND D,

Z 0t
RN
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1.

2.

FEHR
(1) FHFIBEER
AR L

() BIRIEERS
DR L

(3) REMFERR
AR L

(4) Z OO IR
B L

SRR
(1) BES SRR
BB L

(2) REHS B
BB L

Q) EERAFMHER
A ERR L

4) FDnEkEH
MM ER L

X. JEERIREAERICBEI HTHE
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X. EEMNEIEICET HIEH

1. BHERX5
L AL S R D
E1) EE-EMFEOLLTZICIVHENTLZ L
BROSY  BHE
B 1B T A U PN L LT 13.87Tmg LT A AT b OB T 5,

2. AMEEXIEERLAR
FLODE 82 5mg/omg T ~—"7 )
il FHHIRR © 4 FOME. 7 ~UIZER#ED
7LADEODEE2.5mg [ b—7 ]
MR « 3FVGME. 7~ LICEER)
7LOEDGESME [ h—"7]
MR © 4 FOME, 7R

3. Bk - BREEH
Byl SIRARTE

4. EFRHFEVNLEDIFES
(1) ZERTORYHFEVEDBEERICDONT
7LODEEE 2 5mg/5mgl b—" |
AE
FERWIRNTH->TH, FAERZIT R DX HONIHEHT 52 &,
7.LOPE Y 0D & 2. 5mg/5mgl k—"7]
AR
1) ERBIENTH-TH, BRERZRITR D XSHSONITHEHTHZ &,
2) 7TAIve—HE%RREKRERT CRET S L,

(2) FEFIZATEFDERIZLNMZDLNT
BERTEERLTA R A
<FvolLky : FH
ZOMOEETTEM - A
VI. 14. @A EOEEDOEEZ 2
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5

Q) FHIFDBERICONT

VII. 14. @/ FoFEoE > SR

. RREHF

Y LR

(2E:3
Win A E NEEER, K, FEERE
shmy R RERime | prewie (100 6, 1000 5,
TAﬁiE;%5mg PTP /3% | 100 §. 1000 &
7“A“i)Ff:2?f525“@ PTP 4% | 100 4. 1000 6
Tt ODSESmE | prp s | 100 42, 1000 5

'h—1]
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T ArUE U 2.5mgl h—1 |

7 Au T U bE bmgl h—U |

2008 7 H 4 H

7 AuT e 0D fE 2.5mgl h—U |

7 AT e OD & bmgl h—17 )

200847 J1 4 H

7. BROME
R4 R ME
shRyEsERime | prp i | pTP LAY TRELY, TALE
TADF‘{E‘;f“EE’mg PTP 4345 | PTP LY FaE L. T
7 Au T 0D §E 2.5mg PTP 41 PTP P N i = B il AN PN )
[h—1 vu—@EEEIAY) TS s RV =F LTI R— |k
7 Am Y OD §E 5mg PTP PTP AR Tre Ly, TIVIE
[h—T] v —EIEEIAY) TS R ZF LT I R— |
8. F—m% - R%hE
l—mor : 7 v Y U BE2.6mg/bmg, / /L N A 7 §E2.5mg/5mg, 7 A1 Y OD §E 2.5mg/5mg,
J VA7 0D #E 2.5mg/5mg
Rk . =7 2Py, =LAV, = YATEY, = Ry UE Y, vV, RV
DT Fu bty Y% Ca fEPidk
9. EREEEARAH
1989 4 3 H
10. % j'_'l: le\ﬂzﬁ E&Uﬁuru%ﬁ
s LG IR B AR A B HKRE =
T Au Y UEE 2.5mgl h—1 ) 22000AMX01010000
— 2008 £ 3 H 14 H
7 Au P EE bmgl b —U | 22000AMX01049000
7 A0 OD SE 2.5mgl h—1 | 22000AMX00940000
— — 2008 4F-3 7 14 H
7 Au e OD §E bmgl F—1 | 22000AMX00941000
1. FEEEZERSFEAH
O FEAM FEHE R AR A A k=
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12.

13.

14.

REe - HREM. R - RELEEMFEOFEABRUVETOAR

AL - HEBIMEA B : 2009 410 H 21 H
WA : LT O TR 28 L7,

IH

B

o R I AE

Wi, RAICIZT LAY LT 25~
bmg & 1 H 1\ A&KET 2,

¥, FEWRIZIS U E T 5,

i T

- PRCE

WE, A7 222 LT 5mg
z 1A 1ERA%ET 5,

¥, SERICIE Tl R 5,

« I ESE

WL, RAICIET AR E LT 2.5~
bmg # 1 H 1 AKEGT 5,

k. SERICIS CEEREET 525, SRR
153728503 1 H 1[5 10mg & THE &3
HIENTED,

- PLE
WE. RAIE 7T LAY e LT 5mg
Z1H1ERAO#%ET 5,

2B, JERIZS U EEERT 5,

ML - HEBNEA B 201246 4 22 H
WA : LUFO TRy 2800 L7,

IH

H

o 15 I AE

WE . KA T A LT 25~
5mg % 1 H 1N EET 5,

7B, ERICIE Ul BT 5 03, EREAR
+3725A12iE 1 H 1[0 10mg £ THET

| BzemTEs,
it
i
=

W, RACIZT L2 & LT bmg &
1H1ERAOEST D,
7ok, ERIZS U EHE T 5,

o 15 I AE

WE. AT LA LT 25~
Smg # 1 H 1[EIFEAKRET 5,

7pB, ERICIE Ul BT 503, ZhEAR
+3725A12iE 1 H 18] 10mg &£ THET
HIEWTED,

WE, 6 Eo/NRIZIE, T L
szmm%lalﬂﬁm&ﬁféo
7pds. HEkn, RTEE, EIRIC KV E R
Do

- BeME
WHE., RAKIZT7T 0P & LT bmg &
1 H1ERRO#&RET 5,

B ERISIE T E T 2,

BEERR. BMERRAREABRUVZORE
RZ L7

BEEHAM
PSRN
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15. BHEHMFIRERRICET S1FH

AANE, B (D D W IEFE) BRI D HIRIZED STy,

16. &EI—F
o JEAE S5 B S A e L7k
A
it HOTHS | igiesgina— Kk | @ia—k
2171022F1010 | 622309600
o - (e 4) (#4)
7 AP E U 2.6mgl h—17 ) 118561402 9171029F 1347 620007846
(&%) (&%)
2171022F2017 | 622309700
o B (e 4) (#4)
7 hmr g mgl h—T ) 118580502 2171022F2343 620007830
(&%) (&%51)
2171022F3013 | 622892200
s en " . (HE—4) (fE—44)
FARYEL OD§E2.5mgl h—7) | 118544702 o17i00oma050 | 6om00maT
(f&551) (f&E511)
2171022F4010 | 622689200
oo " (HE—4) (fE—44)
3 N & [ —
7 AP YL OD § Smgl h—17 | 118545402 o17i00ominss | 6om00mens
(f&351) (f&E51)

17. RIRBHFLDEE
AANTZIHERIN OB RIERL TH 5,
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XI.x ®
1. BIAXHE

1) FFnSESE AL (R - nEEER (B 2.5mg)

2) HFRSRA R SAE HENERE - B (BE 5mg)

3) HFNIEAEA S HENE R - IEERER(OD §2 2.5mg)

4) FFnSEAHER AL thNERE - IEERER(OD §E 5mg)

5) HFNIEARA S HENEEL - REIRAFRBR(GE 2.5mg)

6) HFNHEAHER AL ENERL  REIRRER(BE 5mg)

7) RIS AENEE . RERERER(OD §2 2.5mg)

8) MRS L tENEEL : REIRAFER(OD #£ 5mg)

9) HFHEAHER AL thNE R - kIRl BT 2 R EMRBRGE 2.5mg)
10) BFNSESL RS FNEER) ?%@ii%#ﬁﬁ BT 2R EMRRGE 5mg)

11) EFSES RS (hNER - MEERIRIEIC 1T 2 ZEMHERER(OD §E 2.5mg)
12) BANSES RS NE L - EERIRIBIZ 31T 5 ZEMERER(OD $E 5mg)
13) BRSESRR S AENERL - EI% oL ENREREE 2.5mg)

14) BORSE SRSt AENERE - I 0L EMEER(BE 5mg)

15) BORSESRR S ARl - B ERER IR (BE 2.5mg)

16) HANFE SRt AL ERE « B ERER W HBR(BE 5mg)

17) BRSSOk AN L - B RRER ; A HEBR(OD $E 2.5mg)

18) HASE RS AR - AL ERER YA HEBR(OD $E 5mg)

19) HFSESRSE R - AW T ROIR SRR R EBR(BE 2.5mg)
20) HAIBEAHER S AENERE - AR RS MR ; IEHRBRGE 5mg)
21) BANFEMER St ARG R - PR RS MERER ; W HEER(OD $E 2.5mg)
22) HFUFNSEAEA L #ENERE - AW PR ; W HEER(OD $E 5mg)
23) BN AEA St FHVERGEAT Z2FHE « B & 3%, 65 (2), 243~259 (2011)
24) FHH-LoE A AR G EDE, C-284, 2016
25) B 5E1EH : EFL IR, 59 (5), 807, 2008
26) FBEHE B3 B LI, 59(5), 787, 2008
27) HFNSEAHER AL ARNERE - BRI ERER (OD #& 5mg)
28) A BErRIEH : JSAZEEE. 1991 ; 42(2) : 167-176
29) Naito T,et al. : J Hum Lact 31(2) : 301, 2015
30) HURNEMERIN AL AENEER R REtE 0 2 E MR R
31) RIS RS FEPNER - HAEE - RN R ORE R G- T o — 7 Ot
32) BRI RS AENEE - HEVERTE B LR ERT R

(3% 2.5mg/5mg. OD #E 2.5mg/5mg)

33) HREMFPEIEAIRT SMERE, Vol.57, No.4, 56-59 (2008)
34) FANFESMEA S AENERE - BB a s TR ; m R PEER(OD B
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| ZOtOsEH
LR L

. EBAETORFRE
PR L

| AN E T DERER R RIS
PR L

XI. &E&H
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XI. {i& =

. HA - REXIEICER L TERERFIMT 1T 5 12 H - > TOSEIER

AEOHERICEAT 2HE « AEIIIEKREZ T TORWEEICET 2 RN EEN 5, Bk
FEERHSLL TORVARBEENTEY, S ETHREBEIN TV IR FIETHE LR
TeRiRZFFEL L THRER L TN D, EEIEFEDBRRKEN Z BT 2 ETOZBIFERTH Y,
IMTHED RS ZRTH O TR,

PR R AL ¢ TEEPRH S D IR AT BAR TR TN T 2 04 F 7 A4 V2T 2 Q&A 12O T
(2D 3) | (FHRTTE 9 A 6 BAY JEAGHEIE K « A a A RIS - BRER
AR F )

(1) ## 20

W AR
TLARVEVEE2.5mg [ h—17 ]
TLAuTE U bE bmg [ h—1 )
7TALArYEODEE2.5mg [ F—1T
7LaYEr ODEESmg [ h—1 |

B ik

O BIRERLG L

TAuYE U 2.5mg [ h—1T

TLAuTE U bE bmg [ h—1 )

ABRELAN 200 BE& & 0, BEAIIIE (7 R I L —7F 2 LM-PLUS) C 15 BT 5. (n=1)

TLArYEODSE2.5mg [ F—1T
7TLLaYEr 0D Smg [ h—1 |
ABREA 140 822 & 0, BEAIIIE (7 R I L —7F 2 LM-PLUS) C 15 BEM#ET 5. (n=1)

& RIESAE

- BNHEOL

Gl BRDAT IR R ONEE, FREEIE 600lux FHTICHA%E (3 B H % ORI TRE 120 7 lux -
hr Pl E) , BAOBOEIIZ3mm UTET 5.

R RE BB LT2 T I ATF v 7oy —L &7 v THED.

- JHESE
ZfE AT EIRE X ONREE, Y, MAOBEOEIIL3mm U TET 5.
RIERME B LT T ITARAF v 7oy — L a2 T v T TEBY, SHLICTIVIHETE).
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BRI A e OB 7 1k

-RBRIER AMEL, B R GRAER hEROEEE 100% & LTHRIT )
- BRI © SRR O PRI TR 3R 5 RS AR TE AGE E O R OB L OFRER T IEICHEL 5.

(n=3)
LIRS
B4 IR | RABRIER AL IERES 1 {4 H 1% 3 & H %
AN HEOOBMAE | AROmE | MEAGOHRE
ENEOL & (%) 104.5 96.9 95.8
T Aa U U bE (P17 %(%)) (100) (92.7) (91.7)
2.5mg [F—17 S48 HEOHmA | AaOHE EEERY P S
i & (%) 104.5 98.1 100.0
(5517 % (%)) (100) (93.9) (95.7)
AN HEOOBMAE | AROHE | BMEAGOHRE
ENEOL & (%) 102.0 98.3 98.2
VAN =RA=Z (P17 3%(%)) (100) (96.4) (96.3)
5mg [ h—17 | S48 HEOHmA | AaOHE EEERYF S
i & (%) 102.0 100.2 100.5
(5517 (%)) (100) (98.2) (98.5)
pig | PSP BEORY s sonk
S DA MR
& 5(%) 101.6 100.6 97.9
7 Aua YL 0D §E (7173 (%)) (100) (99.0) (96.4)
2.5mg [ F—1U ) S /&ﬁ;ﬁ@@ /ﬁﬁfé@ e 1 £ Ry
Sk DA MR
& 5(%) 101.6 101.8 101.8
(7173 (%)) (100) (100.2) (100.2)
| POIE | BEASY ke eonk
RPBOK: AES RES
&8 %) 102.1 99.9 99.1
7 AuYEY 0D (P17 3%(%)) (100) (97.8) (97.1)
bmg [ h—17 | S /ﬁﬁ;\ﬂé@ /ﬁﬁf@@ Y 1 5 I
e DA [N
&8 %) 102.1 101.6 102.1
(5517 (%)) (100) (99.5) (100.0)

TLAuYE U EE2.5mg [ h—1T )
T LAY U bmg [ h—1T |

PRAEIIR - 2010 429 H 8 H~20104 12 H 10 A

T

g

:12.7~26.8C
: 24~88%RH
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7Y 0D 2.5mg [ h—1U |

RAFIRT - 201149 A 20 H~20114£ 12 7 20 H
IR . 8.0~27.8C

ML 22~T7T%RH

7LAuYEr 0D Smg [ h—17 |

PRAFHIRT © 2011489 A 21 H~20114 12 A 21 H
R : 8.0~27.8C

ML 22~T7T%RH

(2) fRiE - BAMRURERSF1—JDOREBMK 3V

WU
TARVEVEE2.5mg [ h—17 ]
TLAuT U bE bmg [ h—1 )
TALArYEODEE2.5mg [ F—1T
7LaYE 0D Smg [ h—1 |

B 5k

& IR A

OF 4 AXY—DER M BERERY (T 4 AN —RNIZRA L2 AN TER h &
R,

@K FAWT 51 CICRRE L7ZIRE 6 5 WITEIRKE T 4 A% — 0254 20mL (0D
B¢ 2.56mg £7-1% OD $€ 5bmg DHFEA. £ 10mL) WWEY . v v 7 THLE, T4 2L+
—ZREIZ L7 RREC 5 rfikiE 4 5,

@F 4 ALY —%FT 90 £ 15 (FEMEL L (OD $E 2.5mg F 7213 OD §& 5mg DA, £ 30
B ETICKEEL TRV IEY) HE - BB ORI 28T 5,

@HE L TV 5 Z & D3R SN Z@ D FIE~HET, FAEER R OSAIXFE 5 /5[ ikE LD
FHNEZATV, RESER S NNZOO FIE~ETr, S HIZHREE L2 WA T ERRZ 60
gy LTI 2 R L7z B CHIEE - ORI 2R L. BLgG® O#lE~tie,

OfH % N F TR DS L L DIV TO~QDIER(EITH, REAROHEAIXHE 5
STE LD FIEEITH, Z O SRICTHRE - BB LRVWEA, RBRE2HIEd 5,

®OFT 4 A —D Xy v TERVI L, 8Fr DF o—7 (FOFAOMND 2,3 2K
L. T4 AR_UH 35 E2E S 30em OMEICE >~ b LTEL) TR S, #fdi 2~
3mL,/ ) TR A 1 L Z T,

OB E T 2 — T NIZETIHLIAATZH, & 512K 20mL (OD # 2.5mg * 721X OD $& 5mg
DA, ¥ 10mL) 2F 4 AP —THAL, Hn i

@WENZ HBEDTF 2 —TEAD, NEEOIERBIZOWT, FEE VM OA AL I T
R+ %,

@@L CGEBIKHAZ KR U, D5 0IETF 2 —THENEE 254, F2— 7% 12Fr i
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ZH L, Bz ik, O~Q0RIELIT D,

W AR - RS

ARavs7sox=y () B =a—xT7INT7 =T 407 Fa—7 (8, 12 7 L2 F(Fr)
£ & :120cm)

Baxa 18! Exacta-Med 4 —7 /7 4 A~ — (&EW]) 60mL 1 X

Baxa #Hf ®OMAA K v 7 a3y 7= HEk

TNVER Y7 — Faxs % —100

LIRS
i A
5 4 A 2
o (9 55°C)
AREEE 545 CRAE LTz
) . 8Fr F=—7  HHIAL Fa—T ZililT %
7 AP BE 2.56mg 1 M
ey (SRt 4 L HE2)
st F YRR =R OF 2 —TIChTNCRD NS
%
(B CHERGMDHER T HONMETH D)
AREENE 545 CRAE LTz
N . 8Fr Fo—7  HHIAL Fa—T ZililT %
7 hva Y B UEE bmg T
- (SRt 4 L HE2)
. T A4 AR =K ORTF 2 —TIZhT NI LND
%
(B CHERGMDHER T HNMETH D)
RS 545 CHAE L 7=
7 LAm Py 0D . 8Fr Fa—7 iR Fa—T 2@l d 5
P
2.5mg [ h—7 | (2EZHLEED)
FRAT FEAERL
FAEENE 545 CHAE L 7=
7 LAm Py 0D . 8Fr Fa—7 iR Fa—T 2@l d %
T
5mg [ h—17 | (2EZHLEED)
FRAT FEAERL

2. TOMOEEEN
HRIREK 7 7 —~ KAt ERBEGHER T R — L=

http://[www.kyosomirai-p.co.jp/medical/
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BEN S OEE TR
7LAODEEE 2 5mg/bmgl k—"7 )
D G EUWERTRE 4 B BEER 5 i (YS-TR-200FDS) 32
R T Ar YU 2.5mg/bmgl h— 7 | % Initial (BEE %) & O S1(25°C75%RH,
THED FCRFELIEH D
RER T - FRANC OV T —F —h -ty MIEIIEE EROAMBIND EBEX LN DK
FEEQ B ENCRRE LW E T o7z,
o E BHEIZK DERN - KITOHE

fi R
VPN 1 8di= b b sEnk 1 8di=v 1 5Enk
2.5mg/5mgl h— U | 2.5mg $E 5mg HE 2.5mg §E 5mg §E
Initial 0,308 0,308 0,730 2l 0,730 2l
25°C7T5%RH - 7 H 0,30 8 0,30 8 0,30 1 0,730 2l

(1 @EP%IH/L * ﬁ(&j@mu &) %j/bf\_ % ;&//\/ﬂﬁ)
IR OFHEIZE D S, 2 TORMETERN « RITZRD DRI R0 -7,

7LaTE 0D &2 5mg/oSmgl k—J]
D HILEERTRE 4B BEER 5 (YS-TR-200FDS) 3239
B K 7T Ar Ty 0D §E 2.5mg/5mgl b — U | % Initial (B EHE %) & OINE 5:1F(25°C
75%RH, 7 ) FCRAFLIZH D
RERFE - BRANZOWTCr—F — D&y MBI E LR b ARB1P15L EEZDND i
BB B EICRRE Ly aiT o7z,
o E BRI E 2% - RiIToFHE

fii R
7L 0D b 10dic v 5 hEads 1Wbdbie 1 GEadE
2.5mg/bmgl F—7 | 2.5mg & 5mg HE 2.5mg §E 5mg HE
Initial 0,30 1 0,30 1 0,30 0,30
25°C75%RH - 7 H [t 0,60 t* 0,30 1 0,30 0,30

(1 AR« KRIT O BT BERIE 4y E150)
% 2.5mg FEIX bmg FEIZLE, BEEEIMELS . 2O b ENTICE DV ARMBETEEZOND Z
EN LRI A % < BRE LT,

IEDOF YD 59, ETORMETEIN « RiTF 2RO DMK R D -T2,
2L, m—# =0ty FHERIC A THER TX 2BREDOH OFENBD b,

2) mEFEER BRI c(HP-128H) 39
B K 7AeYEY 0D 8 2.5mg/bmgl h—1 |

BR T ik



O Bk v & TOPHRER ; b& v X ITEEK% 500 $EX2 ARV B LFEE L JEHTF = v Hi2T
P & W72, Y FNTOEEAEEE Y - Pl - SERBT (O ERIINET =y I DO=T
— CHER L. SEAMEIRIR DL EERI R H 2 B AU THER L7z,
@ % TRER ; sEAl BBV O B BEH) - HEE(4 B H) « EB@BEH)D 3 i T Y ¥
L0 HBEGET) L, IR A BRI THER L,
@ gEAIERER ; BREERABREN 2 JHIFEEHC & 5 RIR(30°C., 55%)I%E L CHEAI 2 k&, 1 -
3+ 5 THFHZICHLY H U TR A2 LT, BERI 2 RF AL TTIEM L, SERI D
R A % 0 7 )
fE R
O Bk v & TOYEHRABR
7 Am e 0D §E 2.5mg/0D §E 5mgl b — U J#ANZIBW T, 1[RIE, 2EH & I8
T 7 —, SERIOBARITH HNRn Tz,



@ ¥ TR

FEH
ey E | . 1w &2 R B =PRI
. _ AR &=
X E ST N ]
[k RITEREE | MOME | KITER | Bofts
N = A S B 100 & 0 L L L HY
OD & 2.5mg W B 100 & 0 L L L HY
[h—1] TE 100 & 0 L L L HY
N = A S B 100 & 0 L L L HY
OD %& 5mg W B 100 & 0 L L L HY
[h—1] TE 100 & 0 L L L HY
@ fi g7 HE (kg) O F-H¥IE (n=3)
FEEIRRE 1 IRefH 3 5 B¢ 7 IR
T LT 0D
b 2.5mgl h—1 | 4.7 4.1 4.3 4.2 4.4
P N=EA =V 0)))
BE 5mgl h—7 | 4.8 4.1 4.3 4.6 4.7

B ZER - SEAIA BV YOO NI AEH L CHEERGEE Y - HEHIEZE - SRR (OE
PRUT) « BERIEFRIZ A DAL o 72 SEAIBEEEEAER 12 B U CIXBERI D T & ORFFE AU & Uy D F
HTHoT-,

Bt Z b O, R OGER H B0 a 0 S OHEHE T - 0l B U T2 &l L
776
7272 L. BERIB B EITH B « BB D OPERZITA v =12 THRfHE L T,

&EDSAMIZE 1T HBEEE -
N FEAHREEEEIC SV T DT Tl B AL B AT By, @I R — 7 — 0t
MASOIBRBLEL B BN, ETFOEREDRTHEDICE, B—F—hEy Ml
HTFBEGNT S 2 L AE L,




BERRFEIT
RIIERKINSH
FERFAPIEMmABII2T/EINS
BR3Ec
3¢stp)kkTr—v R e

HHEARSIXLET 1-4-4

1hR—1
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