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SR (00) e OLM20T-1| 92.6~96.1 92.1~95.9 90.3~95.0 90.0~93.5
gguj,r% (Sgi/f)ii OLM20T-2| 92.6~95.8 91.8~96.0 90.8~94.1 91.1~93.1
= 0 OLM20T-3| 92.2~95.0 90.6~93.4 89.8~92.6 90.3~92.7
SB (%) % n=3 OLM20T-1| 99.2~100.4 98.2~98.5 98.1~98.9 97.7~98.7
‘ii 01105 0%~ OLM20T-2| 98.6~ 99.7 98.3~98.4 98.4~99.2 97.6~98.3
: 0 OLM20T-3| 99.5~100.4 98.5~99.6 98.1~99.1 98.0~98.7
1 : RRT 0.2 ZO'RRT #J 1.6 DFEWE : 0.6%LL T, LIS Ol 2 DFEREWE : 0.2%LL .
WIEBRWE - 1.4%LLF
K2 FORRITHT D EAR (%)
RERESEHIR - 2015/8/5~2016/7/19
OFANAYF N Z 8 40mg THET R 40°C - 75%RH [FiaiEEiE (PTP %) ]
RERIE H =N PRATIAH]
<JHHE> &E5 BH AR IR 1% H 35 A 65 A
. OLM40T-1
‘l‘illj( n=3 v SsE AL e AL AN he AN
<EEOHBAY OREE> | oL o Ha Ha e Ha
e OLM40T-1
HezRikBR  n=3 . . . .

. . A A & A
Gpo ) | OLAA0T2 HE HE B HE
gih RS - OLM4OT‘1
”@E”ﬁi ;?EJC) n=3 OLMA40T-2 vy vy A Sy

: OLM40T-3

BFNE—PE (%) OLM40T-1 1.7~2.4 3.2~4.2

(& B —MERBR) OLM40T-2 1.9~3.1 — — 1.7~2.0

<15.0%LL T > OLM40T-3 1.7~4.8 1.4~3.1
i (o _ OLM40T-1| 84.8~88.2 81.7~87.0 82.2~85.6 82.5~85.3
i”oujf% (;05)0/ un;; OLM40T-2| 87.2~91.1 88.0~91.4 85.1~87.4 84.6~87.4
e 0 OLM40T-3| 87.3~89.8 86.4~89.7 84.8~86.4 84.7~86.6
SE (%) % n=3 OLM40T-1| 98.7~ 99.5 97.2~98.9 98.0~99.1 98.6~99.3
ifg) oi 105.0% > OLM40T-2| 99.0~100.3 98.2~99.6 98.3~98.7 98.8~99.5
: Lo OLM40T-3| 98.4~100.1 97.7~98.3 97.7~99.6 97.9~99.2

%1 :RRT#9 0.2 XO*RRT #J 1.6 OFEBME : 0.6%LL T, A LSOME 4 OFEFIE - 0.2%LL T,

BHERYE  1.4%LL T
X2 RRICKHTDEAE (%)




BRI : 2017/1/26~2017/7/28

OAN AP NH 2 0D fEbmg [HET)  EEE  40°C - 75%RH [FfaiEiE (PTP k) ]

HIEHH oy b FRATH R
<> H BH AR IR 1% H 35 A 65 A
o I (s o I ON e e e
<BHB~MEABDOHREEE> OLM50D1-3
et OLM50D1-1
TR BR n=3 . . . .
o OLM50D1-2 WA e Bk ke
L Mz HE R A=
(SRAN PTHRI G BE I 2 1) OLM50D1-3
N OLM50D1-1
WIEERER (HPL = . . . .
W %;DC) n=8 loLMsOD1-2| A e o o
: OLM50D1-3
AN —ME (%) n=3 OLM50D1-1 0.7~3.5 3.0~3.6
(& &Y —HERER) OLM50D1-2 1.9~2.9 — — 1.7~2.7
<15.0%LL F > OLM50D1-3 2.4~3.8 1.7~3.7
" OLM50D1-1 23~34 31~42 45~61 32~62
i / N =
Hﬂfg% gﬁggs OLM50D1-2|  22~31 31~44 40~57 42~55
- OLM50D1-3 21~31 29~44 38~58 35~65
e (0] OLM50D1-1| 90.7~95.6 87.9~94.0 87.4~94.2 82.6~93.1
ﬁ:gjg (S/E’);]&ii OLM50D1-2| 89.9~96.3 85.2~95.8 88.3~96.3 82.8~92.7
> OLM50D1-3| 86.5~94.8 89.9~94.9 89.7~94.0 83.7~92.9
S (%) %2 n=3 OLM50D1-1| 98.2~98.8 98.7~99.5 98.5~98.7 97.8~98.0
ii 02105 0% > OLM50D1-2| 99.4~99.9 99.9~100.6 99.3~100.0 98.8~99.4
: 70 OLM50D1-3| 99.0~99.7 98.1~99.6 98.5~99.0 97.8~98.1

¥1: HHBWE RRT #9 0.2 X O'RRT #J 1.6 : 0.6%LL ., ALt OfE 2 OFBWE : 0.2%LL T, REBGWE : 1.4%L0 T
X2 RORRIIKTLEEE (%)

SERFEHEWIR - 2016/1/13~2016/7/29

OANATNLHZ L OD B 10mg THIE T IEEER  40°C - 75%RH [FHi&aiEEE (PTP @) ]

RERTE H =RV PR HA R
< HiK > & BAhhHE 1% A 3% A 6 » H
Mk n=3 OLM100D-1
<HE~HEAROERIAY O | OLM100D-2 SRy SRy 1 A SRy
#he> OLM100D-3
- OLM100D-1
HezRikBR n=3 . . . .
NN OLM100D-2 pay T A A A
oo L HES 3
(ERAN AT G B E ) OLM100D-3
G RS - OLMlOOD'l
HUERER HPLO) »8 - Joimioon2| A e I i
: OLM100D-3
AN —ME (%) n=3 OLM100D-1 1.7~3.1 1.4~2.6
(& EY—MERBR) OLM100D-2 2.6~3.1 — — 2.9~3.8
<15.0%LLF > OLM100D-3 2.6~3.8 2.4~3.8
N OLM100D-1 9~21 21~46 32~49 32~60
i J N =
Hﬂfg% gﬁwn;s OLM100D-2|  10~21 20~45 27~41 29~39
- OLM100D-3 11~22 23~41 29~42 31~45
e (o) OLMI100OD-1| 92.3~96.0 92.6~96.7 92.3~95.7 84.2~91.7
iggmf (8/((;?’/0&£8> OLM100D-2| 90.2~96.2 93.7~96.9 93.2~96.9 84.6~91.8
. OLM100D-3| 90.5~97.2 93.6~97.3 91.8~94.8 84.0~91.8
2B o0 % n=3 OLMI10OD-1| 99.4~ 995 97.2~98.8 98.9~100.3 96.9~98.0
05,0~ 105.0% = OLM100D-2| 99.3~100.2 98.2~99.0 99.6~102.1 98.2~99.9
: 0% OLM100D-3| 98.8~ 99.5 97.5~99.4 99.1~100.2 97.3~98.3

%1 : RRT# 0.2 XO*RRT #J 1.6 DB WE : 0.6%LL T, LSO 2 DFEZWE : 0.2%LL T,

WIEBRWE - 1.4%LLF

X2 RORRICKHTLEEE (%)
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BRI : 2016/1/12~2016/7/29

OAN A NH 2 0D #E 20mg [HIET | AR 40°C - 75%RH Ak Ewie (PTP @) ]
AERIE SRV RAE R
<> He BH AR IR 1% H 35 A 65 A
PER n=3 OLM200D-1
< HE~E A GOFEBA Y @ |OLM200D-2 WA WA A WA
FhE> OLM200D-3
e OLM200D-1
R n=3 N N . .
e - A A HEa s
R | OLM200D2) A B Ea e
o it _ OLM200D-1
m;mi ;.?Em "3 1OLM200D-2 i i i g
: OLM200D-3
;ﬁzﬁuiﬁ M (%) n=3 OLM200D-1 2.3~2.7 2.4~3.4
(G 2&¥— MR OLM200D-2 1.9~3.4 — — 2.2~3.6
<15.0%LL F > OLM200D-3 1.9~2.5 3.1~34
o OLM200D-1 13~20 17~27 23~32 25~33
4 N =
Hﬂ%g% g&)wn;s OLM200D-2|  14~22 19~33 21~34 25~35
~ OLM200D-3 13~20 17~27 17~33 25~38
G (%) ne18 OLM200D-1| 92.6~97.4 93.3~95.7 90.6~95.0 85.6~90.2
<504 S0%LLE > OLM200D-2| 92.6~98.0 93.7~97.1 91.1~94.6 84.3~89.9
7 0 OLM200D-3| 90.8~97.7 93.4~97.4 92.1~95.6 85.7~93.3
28 (%) % n=3 OLM200D-1| 98.0~100.0 97.1~98.3 98.0~99.5 96.6~98.6
©95.0~105.0% > OLM200D-2| 99.4~100.0 98.8~99.2 99.3~99.8 97.7~99.4
: o0 OLM200D-3| 99.2~100.5 98.2~98.4 98.2~99.1 97.0~98.0
%1 :RRT#9 0.2 XO*RRT #J 1.6 OFEBME : 0.6%LL T, A LSOME 4 OFEFIE - 0.2%LL T,
WY 1.4%LLT
X2 RTREICKHTIEREE (%)
FRERESEHIR - 2016/1/12~2016/7/29
OFNAH L H 2 OD B8 40mg [HET HEER  40°C - T5%RH [Fi&m2Emae (PTP ws) ]
RERIE H =N FRATH R
<JHHE> &E5 BH AR IR 1% H 35 A 65 A
PER n=3 OLM400D-1
<HEA~E A GOERRA Y © | OLM400D-2 Sk WA WA bRy
FhE> OLM400D-3
OLM400D-1
Eﬁmu nitgj‘ﬁ n=3 N N N N
- A\ /N %A\ AN
e EwE) | Oeaaa00D2) A L B BE
n— _ OLM400D-1
ﬂgﬁ‘% ;IlP;C) =3 | OLM400D-2 A i i i
: OLM400D-3
fENIE)—ME (%) n=3 OLM400D-1 1.2~1.9 1.7~1.9
(& & —MHERER) OLM400D-2 0.7~1.9 — — 1.2~2.4
<15.0%LLF > OLM400D-3 2.9~4.1 1.2~2.6
" OLM400D-1 16~21 17~27 21~29 25~31
J o —
Hﬂ%g% gﬁmn;s OLM400D-2|  13~20 17~23 17~26 25~29
- OLM400D-3 16~22 17~25 17~27 24~29
VS (%) n=18 OLM400D-1| 95.2~99.2 94.5~97.1 91.6~94.4 84.9~93.7
<50 4. SO%LLE> OLM400D-2| 95.2~98.8 94.3~99.0 91.1~94.9 85.2~91.0
7 ? OLM400D-3| 94.4~98.4 94.2~98.5 92.2~95.2 86.2~93.6
2B (%) % n=3 OLM400D-1| 100.7~101.9 98.7~ 99.4 | 100.0~101.1 98.9~ 99.4
< 95.0~105.0% > OLM400D-2| 100.9~102.6 99.1~100.0 99.5~100.6 99.6~100.2
: 0 OLM400D-3| 99.5~100.6 98.0~ 99.8 99.6~101.4 98.4~ 99.8

%1 :RRT#9 0.2 X(*RRT #J 1.6 OFEBME : 0.6%LL T, A LISOME 42 OFEFME - 0.2%LL T,

WY 1.4%LLT

X2 RTRBRICKHTLIEEE (%)
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(2) IR OLEN

BRI : 2018/7/3~2018/10/25

OANAY VL o fEbmg [HET)]  Hadt 40C O, KA
BRI H SV PRAEHAH
<Bikg > & kLS 2 15 A 241 3
Pk n=10 OLMETIT0171 BHEAG Oy =R 03 =RE) 03 =RE) BHEEAG
<R PO HEEE> D HE D HHE DHEEE DHEEE D HE
RS ;;ﬁlf) " | omsminonT | A S S S iNe
BHME (%) n=6
a0 g0vsl Lo OLMSTI70117-1 | 95.7~97.8 | 95.3~98.2 | 96.8~99.4 | 95.8~98.3 | 95.7~97.3
=N X2 -
i (%) *? n=3
L 5010500 = OLMTIT0T1 | 98.9~99.1 | 97.8~98.7 | 97.1~97.4 | 97.7~98.4 | 96.2~96.7
(ZE1H)
S N n10 OLMSTIT0UT1 | 87~43 37~44 36~41 29~38 32~39

X1 HEYWHE RRT K 0.2 XO'RRT %9 1.6 : 0.6%LL T, ERCLISMOME %« DFREME : 0.2%LU T, #EEWHE : 1.4%LL T

X2 RARRIIKTLIEEE (%)

OANAYF NV Z b bmg [HET) Mot 25C - 75%RH [EG, BAjK]
HERTH H = LRI
<JHHE> He BH AR IR 2 i 1% H 25 H 35 A
PR n=10 OLMETL70117-1 WEHA WEHA oA =RE) o =R WEHA
<REHODOFREE> DFEEE DFEE DFEEE DFEEE DFEE
LR <(§.£L>C) D=3 OLMTIT0N T BERaY o) RS EReS bReY
wHE (%)  n=6
23045, SOULLE > OLM5TI70117-1 | 95.7~97.8 | 94.4~97.0 | 96.4~98.5 | 95.8~98.3 | 94.0~96.5
a8 (%) *2 n=3
05,0 105.0% ~ OLM5TIT0117-1 | 98.9~99.1 | 98.6~99.2 | 98.7~98.9 | 98.6~99.3 | 97.7~98.3
(ZE1H)
WE N ne10 OLMSTIT01171 | 87~43 19~24 18~23 20~26 19~23
X1 EHBWE RRT £ 0.2 XOYRRT #J 1.6 : 0.6%LL T, AFLLIANOE 2 OFERFEWE : 0.2%LL . BIEHEWE : 1.4%L0F

X2 RARRIIKTLEEE (%)

OAN AT NVE B bmg THIET ]  Wadt siE, ik (D65 IR (]9 1600Lx), ¥ —L %7 v

TTCE]
AR H 7y k KRR &
<JHHE> He L GLSS 30 5 Lx-hr 60 5 Lx-hr 120 )5 Lx-hr

Mk n=10 OLMETIT0171 WHEAE RE AL WE AL oSk
<Y ABDOFREE> D DFE D FE D FE
FOIERER (HPLO) - =8| o pemnonr gy e S e

<¥1>

wHHE (%) n=6

230 5. 80%LLL> OLMSTIT0117-1 | 95.7~97.8 95.8~98.7 96.4~97.7 95.6~98.5

R (%) *2 n=3

 05.0105.0% > OLM5TITO1I7-1 | 98.9~99.1 97.9~98.3 97.2~98.0 96.6~97.4
(1)

W (N) 1=10 OLM5T170117-1 37~43 34~41 35~41 37~43

X1 HEYWHE RRT K 0.2 XO'RRT %9 1.6 : 0.6%LL T, ERCLISMOME %« DFHREME : 0.2%LU T, #EEWHE : 1.4%LL T

X2 RARRIIKTLEEE (%)
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BRI : 2018/7/3~2018/10/25

OANAYIH U 8E10mg THET) Bt 40°C DL, KEA4R]
HERTEH =N FRAT 3R
< B> &5 BAhh 2 ¥ 1% H 2 % A 3% A
PR n=10 OLML0TI70224 HEOERE | AAOERR | AAOBERR | AAROERE | AA0ER
<HAMBOEFRAD OFEHE> ANODDFEEE | ANV DFEEE | ANV DFHEEE | A0 DFEEE | ANV DFHEEE
MRS <(.}>-I<Ii1;0) D=3 | OLMI0TI70224 ey A iy iR o)
wHME (%) n=6
<304y, 80%LLE> OLMI10T170224 | 94.4~96.1 | 94.0~96.5 | 95.6~97.3 | 92.8~95.8 | 93.1~94.8
a8 (%) *2 n=3
95,0~ 105.0% > OLMI0T170224 | 97.7~98.9 | 96.4~97.5 | 96.6~97.3 | 97.4~97.9 | 96.5~97.1
(2% Hi) OLMI0T170224 | 44~55 48~56 46~56 39~51 43~54
HE (N) n=10

¥1 - EEE RRT £ 0.2 XO'RRT # 1.6 : 0.6% LA T, RIS E x OFEZFE : 0.2%LLTF .

%2 FOTRICHT B EHE (%)

WIHEBWE  1.4%LLF

OANAYFH g 10mg THET)  MEds 25C - 75%RH [HEE, B
RERIE H =N PR HA R
<JHHE> He BH AR IRE 21 1% H 25 H 35 A
PER n=10 OLM10T170224 FEOER | AEOER | AGEOER | Qa0 | AaoBi
<HBOERRA Y OFEE> AV DHESE | AV DFEEE | ANV DFEEE | A DHFEE | A DOFEE
FEERER (HPL = . . . . .
PR <(>.<1>C) D=3 | OLMIOTI70224 TReY e e ERES e
WHIME (%)  n=6
23045, 80%LLL> OLM10T170224 | 94.4~96.1 | 94.0~97.4 | 94.7~97.3 | 96.2~98.7 | 93.1~95.7
&8 (%) *2 n=3
< 95.0~105.0% > OLM10T170224 | 97.7~98.9 | 98.1~98.3 | 98.1~98.4 | 98.4~99.2 | 97.8~98.9
(BZE&1H)
FE (N)  n=10 OLM10T170224 44~55 25~31 25~30 25~31 24~30

X1 HEYWHE RRT K 0.2 XO'RRT %9 1.6 : 0.6%LL T, AERCLISMOME %« DFHREME : 0.2%LU T, #EEWHE  1.4%LL T

X2 RARRIIKTLEEE (%)

OFNAYNE 8 10mg [HET

mEdE =i\, Bt (D65 AR (9 1600Lx), v — L %7

v 7 CHE D ]
HERTH H =N KBRS &
<M > FE BH A6 30 7 Lx-hr 60 & Lx hr 120 5 Lx-hr
PR n=10 OLMI0TL70224 A GO E#R A GO E#R [ERERPE-F ! H A D E#R
<HODEFRAY DFEEE> ANV DFEEE ANV DFEEE AN DFEEE AN DFEEE
MRS <(_}>I.<?;C) D=3 | OLMI0TI70224 iy iy BE e
wHME (%) n=6
23045, 80%LLE > OLM10T170224 | 94.4~96.1 94.9~97.0 92.2~96.8 95.1~96.0
&R (%) *2 n=3
95.0~105.0% > OLMI10T170224 | 97.7~98.9 97.4~97.8 96.9~97.5 97.0~97.5
(%) OLM10T170224 44~55 44~54 46~54 46~61
HE (N) n=10

X1 EHEYE RRT /9 0.2 XO'RRT 9 1.6 : 0.6%LL T, ARSI OME 2 OFFEIFIE : 0.2%LL T, HWEBGWE : 1.4%LT

%2 FOTRICHT B EHE (%)
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SR IR : 2018/7/3~2018/10/27

OANAFIH 5E 20mg THET] Wik 40°C DL, KEA4R]
AR H =R PRAFHIR
<HiKg > ey B A IR 2 i 1A 2 % A 3 7 A
Mk n=10 OLM2OTL703-1 HEOER | AGROER | AAOERR | AROERR | AfOERR
< BHBOERA D OFEE> A DFEE | ANV DOFEE | AV DFEEE | ADDFEEE | AV DFEE
HERR HPLOY . n= | onmorirost | s i e A o
mHE (%) n=6
23045, 80%LLE > OLM20T17031 | 90.2~94.4 | 89.8~96.1 | 93.4~94.3 | 94.1~97.5 | 87.2~94.8
G (%) *2 n=3
95.0~105.0% > OLM20T17031 | 99.4~100.8 | 98.2~99.4 | 98.4~99.2 | 97.9~98.2 | 98.5~99.0
(B51E) OLM20T1703-1 | 52~64 52~62 54~60 52~57 50~55
E (N)  n=10

1 EBEYE RRT £ 0.2 XO'RRT K 1.6 : 0.6%LLF. AL OE ~ OFEBEWE : 0.2%LL .

%2 FOTRICHT B EHE (%)

WIHEBWE  1.4%LLF

OANAYFNH 8 20mg THET)  MEdE 25C - 75%RH [HEE, B
REREH =RV
<Hitk > &5 bl 2 i 1»A 2 %A 3 »H
PR n=10 OLMOTL705-1 AEOER | BEOER | AROFE | AR | AfOBH
<HABOEIEAD OFHE> A OFEFE | A0 DOFEFE | A0 OFESE | AV OFEE | ADDOFEL
fmg?t%ﬁ;i?;@ "I oomos | A S e STy S
WHME (%) n=6
<30 4. 80%L > OLM20T1703-1 | 90.2~94.4 | 89.8~94.4 | 93.4~96.8 | 93.2~98.3 | 90.6~95.7
“E (%) *? n=3
< 95.0~105.0% > OLM20T1703-1 | 99.4~100.8 | 99.3~99.6 | 99.2~100.9 | 97.4~99.1 | 98.5~100.1
(BE1H)
BE (N) =10 OLM20T1703-1 52~64 40~43 37~42 38~44 36~44

X1 HEYWHE RRT K 0.2 XO'RRT %9 1.6 : 0.6%LL T, ERCLISAOME 2 DFHREME : 0.2%LU T, #EEWHE : 1.4%LL T

X2 RARRIIKTLEEE (%)

OFNAYNVH EE20mg THET]  Ha%E =iE, B¢ (D65 I (] 1600Lx), v —L %7
v 7 CHE D ]
RERTE B =N R &
<M > FE BHAA R 30 7 Lx-hr 60 & Lx-hr 120 & Lx-hr
MRk n=10 OLM20T17031 A DO EKR D E#R H 4 O H 4 O E
<HBOERRA Y OFEE> AV DFEhE AV DFEhE AV DFESE AV DFESE
RSB (HPLC) =81 oy pori7031 e e i SNeS
<¥1>
wHE (%) n=6
23045, 80%LLE > OLM20T17031 | 90.2~94.4 92.8~97.0 92.2~97.3 92.6~95.6
G (%) *° n=3
 05.0105.0% = OLM20T17031 | 99.4~100.8 99.0~99.7 98.2~98.8 97.8~98.8
(2B 1MH)
B (N) 1=10 OLM20T1703-1 52~64 55~62 57~65 55~65

X1 EHBEYE RRT /9 0.2 XO'RRT 9 1.6 : 0.6%LL T, ARBLUS Ol 2 OFFEIFIE : 0.2%LL T, HWEBGWE : 1.4%LT

%2 FOTRICHT A EHE (%)

14



SR IR : 2018/7/3~2018/10/27

OANAYIH U 5E40mg THET) ik 40°C DL, KEA4R]
ABRIE H =R PRAFHIR
<HiKg > ey B A IR 2 i 1A 2 % A 3 7 A
Mk n=10 OLMAOTLT017-1 HEOER | AGROER | AAOERR | AROERR | AfOERR
< BHBOERA D OFEE> A DFEE | ANV DOFEE | AV DFEEE | ADDFEEE | AV DFEE
HIERR HPLOY =8 onworour1 | s i e A o
mHE (%) n=6
304, T5%LLE > OLM40T170117-1 | 85.2~87.7 | 83.5~85.6 | 84.5~87.1 | 84.8~86.9 | 80.9~84.3
a8 (%) *2 n=3
95.0~105.0% > OLM40T170117-1 | 97.8~99.3 | 98.3~98.9 | 97.8~98.4 | 97.2~97.9 | 97.5~97.8
(B51E) OLM40T170117-1| 76~91 79~87 77~87 81~87 78~91
E (N)  n=10

1 EBEYE RRT £ 0.2 XO'RRT K 1.6 : 0.6%LLF. AL OE ~ OFEBEWE : 0.2%LL .

%2 FOTRICHT B EHE (%)

WIHEBWE  1.4%LLF

OANAYNH o bE 40mg THET)  MEdsE 25C - 75%RH [HEE, B
EV S EAY (A 11
<JHHE> H BHAGIE 2 1% H 25 H 35 A
PR n=10 OLMAOTLIOIL AEOER | AeoE | Ao | AeoBl | BaoEik
<HBOERRA Y OFEE> AV DHESE | AV DFEEE | ANV DFEEE | A DHFEE | A DOFEE
i HPL = . . . . .
PR <(X1>C) "3 onaomironT | A o o o o
WHIME (%)  n=6
<3045, TH%LL > OLM40T170117-1 | 85.2~87.7 | 84.4~86.5 | 87.5~91.3 | 85.2~88.1 | 86.4~88.9
& (%) *2 n=3
<95.0~105.0% > OLM40T170117-1| 97.8~99.3 | 99.4~99.8 | 98.5~99.2 | 97.9~99.3 | 96.3~98.5
(2B 1MH)
W (N) n=10 OLM40T170117-1 76~91 55~66 55~61 59~65 55~62

X1 HEYWHE RRT K 0.2 XO'RRT %9 1.6 : 0.6%LL T, AERCLISMOME %« DFHREME : 0.2%LU T, #EEWHE  1.4%LL T

X2 RARRIIKTLEEE (%)

OFNAY B §E 4A0mg [HET

s =iE, G (D65 AR (9 1600Lx), v — L& 7

v ICHE D ]
RERTEH =RV FRNGS
< HiK > B BH G 30 7 Lx-hr 60 7 Lx-hr 120 5 Lx-hr
R n=10 OLMAOTLT01T-1 D EIHR & O EH 1 D 1 D EE
<HBDOERRN Y DFEEE> A DFEhE A DFEbE A DFESE A DFESE
MERR éiﬁlf) n=3 | oramoTI 017 A A A pas
WHM (%) n=6
<304y, T5%LL > OLM40T170117-1 85.2~87.7 86.5~89.8 88.3~90.0 86.6~88.8
a8 (%) *2 n=3
<95.0~105.0% > OLM40T170117-1 97.8~99.3 98.7~99.0 98.3~98.7 97.7~98.8
(& 1)
W (N) n=10 OLM40T170117-1 76~91 78~97 80~95 81~91

X1 HEHEYE RRT 9 0.2 XOVRRT #9 1.6 : 0.6%LL T, RIS OE 4 OB - 0.2%LL T, #aahx

%2 FOTRICHT A EHE (%)

15

WE  1.4%LUTF



SR IR : 2018/7/3~2018/10/12

OANAFAH L OD b bmeg [HET) WAk 40C EE. S5a]
B ook Tt
< HiK > &5 BR hA Iy 2 ¥ 1% A 2 5 H 3% A
T voseg | B B | B~ O | i~ B I e~ U P P e B
< i~ £ D FbE > Goxs | Goxs | GoxE | GoR | Go
ﬁgﬁﬁ;gf”” n=3 DV0300 o T o e e
*1>
i%j%\ (08/0())%%13:_(; DV0300 84.9~93.4 | 87.4~95.1 83.5~90.3 | 83.0~88.6 | 81.9~89.9
ik (%) ** n=3 DV0300 98.94~99.38(99.03~99.85{99.21~99.71{98.32~98.99|98.91~98.99
<95.0~105.0% > : ’ : ’ ’ : ’ : : ’
(B5H) DV0300 40~49 40~52 45~51 43~52 45~54
WE (N) n=10

1 EBEYE RRT £ 0.2 XO'RRT K 1.6 : 0.6%LLF. AL OE ~ OFEBEWE : 0.2%LL .

%2 FOTRICHT B EHE (%)

WIHEBWE  1.4%LLF

OANAYZ 0D fEbmg [HET ML 25C - 75%RH G, Bk
EV S 7y k (A 11
<JHHE> H BHAGIE 2 1% H 25 H 35 A
PR n=10 DV0300 1~ 0 11| 1~ | e~ 1 | 1~ | B e~ 1
< At ~PIE A DR HE> oD FEEE D FEEE B DFEE B DFEE oD FEEE
ﬂgﬁﬁjﬁmm "= | pvosoo o o o o o
x1>
WM (%)  n=6
<304y, 80%LL > DV0300 84.9~93.4 | 82.7~93.8 | 83.0~86.4 | 83.9~88.1 | 84.0~89.5
a8 (%) %2 n=3
<95.0~105.0% > DV0300 98.94~99.38(98.83~99.58|99.67~100.09|98.77~99.64(99.12~99.64
(2B 1MH)
W (N) n=10 DV0300 40~49 21~27 23~27 21~28 19~23

X1 HEYWHE RRT K 0.2 XO'RRT %9 1.6 : 0.6%LL T, AERCLISMOME %« DFHREME : 0.2%LU T, #EEWHE  1.4%LL T

X2 RARRIIKTLEEE (%)

OANAHILEZ L OD & bmg [HET.]  MadE SE, Bk (D65 SEi (9 1600Lx), v ¥ — 1L
Ty TEY]
BRI H =k R
< H > Fa BHAA R 30 7 Lx-hr 60 7 Lx-hr 120 /7 Lx*hr
FEIR n=10 Dvesoe | FEBEAE | AE~HEAE | Ae~#EAG | AE~MEAE
< A~ B R0 FEE > E D DH#EE DH#EE
ﬁgﬁﬁ;gf”” n=3 DV0300 o o o A
x1>
VAHPE (%)  n=6
<304, 80%LL |- > DV0300 84.9~93.4 85.6~92.0 81.4~91.6 84.8~88.6
Zh (%) *? n=3
<95.0~105.0% > DV0300 98.94~99.38 99.06~99.72 99.01~99.61 99.16~99.32
(%E1H)
B (N) n=10 DV0300 40~49 40~49 41~49 44~50

X1 EHEYE RRT /9 0.2 XO'RRT 9 1.6 : 0.6%LL T, ARELUS Ol 2 OFFEIFIE - 0.2%LL T, HWEBGWE : 1.4%LT

%2 FOTRICHT A EHE (%)
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OFA N AP LR 0D §E 10mg THET] ek 40C GEY, [EBEAR]
AR H oy k PRAEHI
<HiH% > H5 BR AA I 1% H 2 % A 3 nH
PR OLM100D-C2 SRENREA SRENREAT (SRERPEE (SREXPE
<EAOEIRA Y OFEE> AN Y DFEEE AN Y DFEsE ANY DOFEHE ANY DOFEHE
RO égg;m 23| oLM100D-C2 A i i i
A (B))  n=6
00 PR > OLM100D-C2 32~40 50~58 56~173 60~72
wHE (%) n=6
23045, 80%LLE > OLM100D-C2 | 91.2~96.9 88.3~92.6 89.1~92.3 86.7~90.5
G (%) % n=3
 95.0~105.0% > OLM100D-C2 | 98.0~98.7 97.3~97.5 97.5~98.4 97.8~98.1
(&)
I (N OLM100D-C2 | 43.2~47.7 45.4~53.4 40.0~47.5 40.7~49.7

X2 RARRIIKTLEEE (%)

A

¥1 MBS RRT £ 0.2 X O'RRT #J 1.6 : 0.6%LA T, ZERUS O« OIEFWE : 0.2%LLF. #

WS : 1.4%UTF

OA N AP H 2 0D BE 10mg HET) M@tk 25C - 75%RH YL, Bk
AR H oy k PRAEHIM
< HiHE > &5 BR AA I 1% H 2 # H 3% A
PR OLM100D-C2 SRR SRENREAT ERENREAF ERENREAF
<EAOEIRA Y OFEE> AN Y DFEsE A D DFEEE ANY DOFEEE ANY DOFEHE
RO <(§<PLC) =3 oLM100D-C2 i i i i 2
1>
e (#)  n=6
<90 FhIAP > OLM100D-C2 32~40 23~29 27~35 27~38
wHE (%)  n=6
2304y, 80%LLE> OLM100D-C2 91.2~96.9 96.8~98.4 87.1~93.3 89.0~90.3
G (%) "7 n=3
£ 95.0~105.0% > OLM100D-C2 98.0~98.7 97.1~97.6 98.6~99.3 98.4~98.7
(&)
(N OLM100D-C2 | 43.2~47.7 24.0~29.3 23.7~30.3 24.1~30.5
X1 FiWE RRT £9 0.2 XO'RRT #9 1.6 : 0.6%LL T, ZEFLLASOE & OIFWE @ 0.2%LL T, RIEZWE : 1.4%LLT
X2 RREITHTHEEE (%)
OA VAP H 2 0D BE 10mg HET) @l 25C - 60%RH, BYE [Pk
AR H S RO
<HiKg > H BAAAIF 60 J7 Lx-hr 120 77 Lx-hr
PR OLM100D-C2 SRR ERENREAF ERENREAF
<BAOEIRA Y OFEE> AN Y DFEEE ANY DOFEHE AN DOFEEE
FiEERE (HPLC) n=3 N N
s OLM100D-C2 A A
e (#) n=6
<90 FhIAP > OLM100D-C2 32~40 24~35 28~38
wHE (%) n=6
2304y, 80%LLE> OLM100D-C2 91.2~96.9 86.9~92.7 84.4~89.8
G (%) 77 n=3
< 95.0~105.0%> OLM100D-C2 98.0~98.7 97.0~98.2 98.0~98.2

X1 EHEYE RRT /9 0.2 XO'RRT 9 1.6 : 0.6%LL T, ARELUS Ol 2 OFFEIFE - 0.2%LL T, HWEBGWE : 1.4%LT

%2 FOTRICHT A EHE (%)
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OFA N AP LR 0D §E20mg [HET) el 40C LY, KB
AR H oy k PRAEHI
<HiH% > H5 BR AA I 1% H 2 % A 3 nH
PR OLM200D-C2 SRENREA SRENREAT (SRERPEE (SREXPE
<EAOEIRA Y OFEE> AN Y DFEEE AN Y DFEsE ANY DOFEHE ANY DOFEHE
RO égg;m =3 | 0LM200D-C2 A i i i
A (B))  n=6
00 PR > OLM200D-C2 25~31 28~44 33~39 35~43
wHE (%) n=6
23045, 80%LLE > OLM200D-C2 | 93.7~95.2 87.0~93.2 89.7~92.1 88.1~99.2
G (%) % n=3
 95.0~105.0% > OLM200D-C2 | 98.2~99.5 97.8~98.2 97.5~98.0 98.2~98.5
(&)
I (N OLM200D-C2 | 46.4~55.0 49.5~57.3 44.2~54.4 48.3~55.4

X2 RARRIIKTLEEE (%)

A

¥1 MBS RRT £ 0.2 X O'RRT #J 1.6 : 0.6%LA T, ZERUS O« OIEFWE : 0.2%LLF. #

WS : 1.4%UTF

OANAYLH 2 0D BE20mg [HET) @tk 25°C - 75%RH LEYE, Bk
AR H oy k PRAEHIM
< HiHE > &5 BR AA I 1% H 2 # H 3% A
PR OLM200D-C2 SRR SRR ERENREAF ERENREAF
<EAOEIRA Y OFEE> AN Y DFEsE A D DFEEE ANY DOFEEE ANY DOFEHE
RO <(§<PLC) =3 OLM200D-C2 i i i i 2
1>
e (#)  n=6
<90 FhIAP > OLM200D-C2 25~31 19~24 21~25 20~26
wHE (%)  n=6
2304y, 80%LLE> OLM200D-C2 93.7~95.2 96.3~97.6 90.0~93.2 82.4~91.1
G (%) "7 n=3
£ 95.0~105.0% > OLM200D-C2 98.2~99.5 97.6~98.5 98.4~99.3 98.6
(&)
(N OLM200D-C2 | 46.4~55.0 26.4~32.4 27.2~33.6 26.1~33.2
X1 FiWE RRT £9 0.2 XO'RRT #9 1.6 : 0.6%LL T, ZEFLLASOE & OIFWE @ 0.2%LL T, RIEZWE : 1.4%LLT
X2 RREITHTHEEE (%)
OA N AP LH 2 0D BE20mg [HET) @l 25°C - 60%RH, BYE [Pk
AR H S RO
<HiKg > H BAAAIF 60 J7 Lx-hr 120 77 Lx-hr
PR OLM200D-C2 SRR ERENREAF ERENREAF
<BAOEIRA Y OFEE> AN Y DFEEE ANY DOFEHE AN DOFEEE
FiEERE (HPLC) n=3 N N
s OLM200D-C2 A A
e (#) n=6
<90 FhIAP > OLM200D-C2 25~31 20~24 20~22
wHE (%) n=6
2304y, 80%LLE> OLM200D-C2 93.7~95.2 90.2~94.0 83.3~91.0
G (%) 77 n=3
< 95.0~105.0%> OLM200D-C2 98.2~99.5 97.8~99.0 98.1~98.7

X1 EHEYE RRT /9 0.2 XO'RRT 9 1.6 : 0.6%LL T, ARELUS Ol 2 OFFEIFE - 0.2%LL T, HWEBGWE : 1.4%LT

%2 FOTRICHT A EHE (%)
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OFA N AP LR 0D §E 40mg [HET ] ek 40°C LY, KB
AR H oy k PRAEHI
<HiH% > &5 BR AA I 1% H 2 % A 3 nH
PR OLMA400D-C2 SRENREA SRENREAT ERENREAF ERENREAF
<EAOEIRA Y OFEE> AN Y DFEEE AN Y DFEsE ANY DOFEHE ANY DOFEHE
RO égg;m 2= | oLMa00D-C2 A i i i
A (B))  n=6
00 PR > OLM400D-C2 19~22 26~29 25~33 23~30
wHE (%) n=6
23045, 80%LLE > OLM400D-C2 | 86.8~98.5 85.8~97.1 90.0~92.9 88.5~90.4
G (%) % n=3
 95.0~105.0% > OLM400D-C2 | 99.3~99.9 99.1~99.7 99.1~99.5 99.0~99.8
(&)
I (N OLM400D-C2 | 53.2~59.3 55.8~64.2 54.4~65.5 56.3~61.6

1 MBS RRT #9 0.2 X O'RRT 9 1.6 : 0.6%LL T, R LIS O« OIEZWE : 0.2%LL T, #JE
X2 RARRIIKTLEEE (%)

%

BWE - 1.4%LLF

OA N AP H 2 0D BE 40mg [HET) @l 25°C - 75%RH YL, Bk
ABRIE H =N PRAF R
<Kk > H5 BH AAIRE 1% H 2 5 H 3% H
JE27N OLMA400D-C2 [ERENQE I [ERENQEIF H D E H O E
<BHBOERA D OFEE> AV DFEE AV DFEE YNUROESH YNURES 4
RO <(§<PLC) =3 | OLM400D-C2 i i i i 2
1>
BEE: () n=6
<90 FhIAP > OLM400D-C2 19~22 22~24 21~26 20~25
wHHE (%) n=6
2304y, 80%LLE> OLM400D-C2 86.8~98.5 87.3~93.9 89.0~92.1 92.4~93.4
G (%) "7 n=3
£ 95.0~105.0% > OLM400D-C2 99.3~99.9 98.6~99.8 100.0~100.6 | 99.3~100.0
(& 1H)
B (N) OLM400D-C2 53.2~59.3 28.0~34.0 27.9~32.8 27.1~32.8
X1 FHBEWE RRT £9 0.2 XO*RRT 9 1.6 : 0.6%LA T, ARSI Ol 2 OFEFE : 0.2%LL T, MIEGWE © 1.4%LL T
X2 RARRIIKHTLEEE (%)
OA N AP H 2 0D BE 40mg [HET) @l 25C - 60%RH, YL [Pk
ABRIE H =R Fange '
<HiHE > &5 PR AAIRE 60 5 Lx-hr 120 5 Lx-hr
JE27N OLMA400D-C2 [ERENQE I H O E H O E
< BHBOERA D OFEE> AV DFEE A DFEEE A DFEEE
WiEERER (HPLC) n=3 ! N N N
s OLM400D-C2 Sk 5
BEE () n=6
<90 FhIAP > OLM400D-C2 19~22 17~23 18~21
wHHE (%) n=6
2304y, 80%LLE> OLM400D-C2 86.8~98.5 91.2~93.7 86.4~92.7
LB (o 2 -
=ik () n=3 OLM400D-C2 99.3~99.9 98.8~99.2 99.1~99.3

<95.0~105.0% >

X1 EHEYE RRT /9 0.2 XO'RRT 9 1.6 : 0.6%LL T, ARELUS Ol 2 OFFEIFE - 0.2%LL T, HWEBGWE : 1.4%LT

%2 FOTRICHT A EHE (%)
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(3) nEIROZIEN

RRIRIERK « BB &2 BRI > T

SEILT,

OFNAYNLE 4E10mg THIET]  4E] 40°C B, [UBEAR]
PRI H = PRATHIR
<HHE > &5 A AT 1 H 2 5 H 35 H
PR OLM10T-1 EREXPEA T ERENPEA SRENE H oD FEEE
HIERE JTPLO) 78| oLanor s e e e e
EHE (%)
<504, 80%LLES> OLM10T-1 92.8~102.1 93.1~99.9 93.1~95.9 95.7~99.3
& (%) *° n=3
= 95.0~105.0% > OLM10T-1 98.2~98.4 97.6~98.4 97.1~97.6 97.4~97.9
(BBl WAL (%)
(& & —PEER) OLM10T-1 8.4 — — —
<15.0%LL F >

K1 AEOEBAY FE

PUF, MEBWE ; 1A% T X3 rREIIHT256F (%)

%2 HEWE RRT #9 0.2 X O'RRT 9 1.6 ; 0.6%LL T, ZEFCLS O % DBEZEWE ; 0.2%

— : R R S

OANAFNVHE o BE 10mg THIET ]  E 25°C - 75%RH LY, BHAk]
BRI H oy b A7 31
<> R BH AR 1% A 2% A 35 A
PR OLM10T-1 EFXoES [ D FEEE EYENPES EFXRES
FUERAR (HPLC) m=3 | o voma o o e o
<%2>
VEHUME (%)
<304y, 80%LI > OLM10T-1 92.8~102.1 95.6~100.8 95.0~97.9 95.5~99.9
8 (%) *° n=3
<95.0~105.0% > OLM10T-1 98.2~98.4 98.0~98.7 97.7~98.6 98.2~98.9
(BB ) WHE—HE (%)
(G &) —VEER) OLM10T-1 8.4 — — —
<15.0%LL T >

K1 AEOEBAY FE

PUF, MEBWE ; 1L4%LL T X3 BT 256F (%)

%2 HEWE RRT #9 0.2 X O'RRT 9 1.6 ; 0.6%LL T, ZEFCLS O % DBEZEWE ; 0.2%

— : RBR R

OF WA NLE 8 10mg THET] 2% 25C - 60%RH MG &E 120 77 Lix-hr [BHAL
RERTEH =N TR B
<& > FH BHAGEE 60 /7 Lx-hr 120 7 Lx hr
PR OLM10T-1 ERENE s ERENE [ERERE
#ifEERER (HPLC) n= . . .
WL %ﬁ<;<2>0) n=3 | OLM10T 1 RS o) bReY
=M (%)
<30 4. BO%LLES OLM10T-1 92.8~102.1 94.5~96.9 96.3~99.0
“& (%) *° n=3
05 0 105.0% OLM10T-1 98.2~98.4 97.6~97.9 97.0~97.9
(BB AN (%)
(& &) —VEER) OLM10T-1 8.4 — —
<15.0%LLF >

X1 AROEIRRA Y FE

DUF., #WEGWE ; 1.4%U T X3 : BREBICHTI2E5HE (%)

2 EBE®WE RRT # 0.2 KO'RRT # 1.6 ; 0.6%LA . ZEZELIS Ol » DHEZWE ; 0.2%

20

— & ABOR F



FRIRERL -

AR A & BRI in - T

SEILT,

OFNAYNLE 4E20mg THIET]  4%El 40°C [EY., [UBEAS]
HERTE H =BV LRA7 3]
<k > HE BRAA IR 1% A 2% A 3#» A
PR OLM20T-1 EREXRE S =RENRE SRR A0 B
HIERE JTPLO) 238 Lo i i i i
WHME (%)
<304y, 80%LLE> OLM20T-1 92.1~99.9 90.5~99.6 91.5~98.0 91.4~96.8
w& (%) *° n=3
< 95.0~105.0% > OLM20T-1 99.2~100.4 97.4~99.8 96.9~98.9 97.6~98.8
(251l ®AH—M (%)
(& &) —VEEER) OLM20T-1 8.9 — — —
<15.0%LLF >

K1 AEOEBAY FE

PUF, MEBWE ; 1A% T X3 rREIIHT256F (%)

%2 HEWE RRT #9 0.2 X O'RRT 9 1.6 ; 0.6%LL T, ZEFCLS O % DBEZEWE ; 0.2%

: RERR I

OANAFNE BE20mg THIET ]  E 25°C - 75%RH [, BHAk]
HERTE H =BV LRA7 3T
< Bk > R BRAA IR 1% A 2% A 3#» A
PR OLM20T-1 EREXRE S =RENRE SRR =RENRE
R (HPLC) 0231 ) \oom i i T i
<¥2>
WHME (%)
<304y, 80%LLE> OLM20T-1 92.1~99.9 91.0~99.6 94.1~100.2 91.0~99.5
“& (%) *° n=3
=~ 95.0~105.0% > OLM20T-1 99.2~100.4 97.3~98.7 97.3~98.9 97.7~100.4
(251l ®AH—M (%)
(G &) —VEER) OLM20T-1 8.9 — — —
<15.0%LLF >

K1 AEOEBAY FE

%2 HEWE RRT #9 0.2 X O'RRT 9 1.6 ; 0.6%LL T, ZEFCLS O % DBEZEWE ; 0.2%

PAIF., #WEEWE ; 1A% T %3 HREICHTI2EEHE (%) — : RBcREM
OFNAGNVHE o 5E20mg THET.]  2E 25C - 60%RH Y= 120 5 Lx-hr [BHAK]
KBRIE B =R AR B
<& > FH BHAGEE 60 /7 Lx-hr 120 7 Lx hr
PR OLM20T-1 EREXPE S EREXPE S SRENPE 7
WifEEER (HPL = . . .
WL %i ;@>C) n=3 | OLM20T 1 Ry Ry SRy
wHE (%)
<304y, 80%LLES> OLM20T-1 92.1~99.9 92.1~96.3 92.5~98.3
& (%) *° n=3
= 95.0~105.0% > OLM20T-1 99.2~100.4 98.9~99.5 97.5~98.8
(BEE) AL —E (%)
(& B —MERBR) OLM20T-1 8.9 — —
<15.0%LL T >

X1 AROEIRRA Y FE

DUF., #WEGWE ; 1.4%U T X3 : BREBICHTI2E5HE (%)

2 EBE®WE RRT # 0.2 KO'RRT # 1.6 ; 0.6%LA . ZEZELIS Ol » DHEZWE ; 0.2%
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RRIRIERK « BB &2 BRI In > T

SEILT,

OFNAYNLE AE40mg THIET]  4El 40°C B, [UBEARE]
PRI H = PRATHIR
<HHE > &5 A AT 1 H 2 5 H 35 H
PR OLM40T-1 EREXPEA T ERENPEA SRENE H oD FEEE
WA JTPLO) 38| oLaor 1 e e e e
i (%)
<504, 80%LLES> OLMA40T-1 85.0~96.3 88.9~91.1 88.2~95.8 88.6~98.2
w& (%) *° n=3
= 95.0~105.0% > OLMA40T-1 98.7~99.5 97.5~98.9 96.4~100.4 97.7~98.7
(BBl WAL (%)
(& & —PEER) OLM40T-1 8.8 — — —
<15.0%LL F >

K1 AEOEBAY FE

PUF, MEBWE ; 1A% T X3 rREIIHT256F (%)

%2 HEWE RRT #9 0.2 X O'RRT 9 1.6 ; 0.6%LL T, ZFLUS O 2 DXEZWE ; 0.2%
— : ROk E e

OANAFNVHE o BE40mg THIET ]  E 25°C - 75%RH LY, BHAk]
BRI H oy b A7 31
<> R BH AR 1% A 2% A 35 A
PR OLM40T-1 EFXoES [ D FEEE EYENPES EFXRES
FUEEAR (HPLC) m=3 | o Agom1 o o e o
<%2>
VEHUME (%)
<304y, 80%LI > OLM40T-1 85.0~96.3 87.0~96.0 87.0~97.7 89.4~96.4
8 (%) *° n=3
<95.0~105.0% > OLM40T-1 98.7~99.5 98.2~100.1 97.5~100.1 97.8~98.9
(BB ) WHE—HE (%)
(G &) —VEER) OLM40T-1 8.8 — — —
<15.0%LL T >

K1 AEOEBAY FE

PUF, MEBWE ; 1L4%LL T X3 BT 256F (%)

%2 HEWE RRT #9 0.2 X O'RRT 9 1.6 ; 0.6%LL T, ZFLUS O 2 D¥EZWE ; 0.2%
— : Rk FE e

OANAYNH U 8E40mg THET] 5% 25C - 60%RH IR & 120 77 Lx-hr [BE%]
KBRIE B oy k (i
< HE > FH BHAARE 60 77 Lx-hr 120 & Lx-hr
PR OLM40T-1 M0 FEEE M0 FEEE M0 FEEE
Wi (HPLC) n=3 . . .
P % ;:<'2> ) n OLMA40T-1 ey Ry e
wHE (%)
<504, 80%LLE> OLM40T-1 85.0~96.3 88.1~91.4 89.2~95.3
& (%) *° n=3
= 95.0~105.0% > OLM40T-1 98.7~99.5 97.7~100.7 96.5~99.6
(BEH) RFE—E (%)
(& &) —VEER) OLM40T-1 8.8 — —
<15.0%LL T >

X1 AROEIRRA Y FE

DIF, WEZEWE ; 1.4%UT X3 : FRBICHTTI35HE (%) —:

2 HBE®WE RRT # 0.2 KORRT # 1.6 ; 0.6%LA . ZEFELIANOE » DIEZWE ; 0.2%
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KARVERR « sBREA &2 BRI - THEI LT,
ARG A - 2016/8/29

PAN: 4

OANAYZ 2 0D BE10mg THIET) 2% 40°C [EYL, KBRH
PRI H =y PRAEHIM
<Kk > &5 bR halRE 1% H 2 7 H 3#x A
PR OLM100D-C2 SREXPE SREXPE SREXPE EREXPE
WIRRE JIPLO) 2= \oanoon-c2| ity i i e
e (B)
<00 B> OLM100D-C2 19~22 31~36 30~40 30~40
EHYE (%)
“307. 8o%pl > |OLM100D-C2|  92.4~95.3 87.2~95.3 90.6~94.9 89.1~95.6
w& (%) *° n=3
= 95.0~105.0% > OLM100D-C2| 98.0~98.7 96.9~97.3 96.6~97.8 96.5~97.1
(ZEBE) WAL (%)
(& &¥)—MERER) OLM100D-C2 8.6 — — —
<15.0%LLF >

X1 AR~ AGAOEIRRA D OFREE %2

BHE 5 0.2% LA . MEBWE ; 1L4%U T X3 : XRBIHT2EAE (%)

—  ARBRR SN

CHEWE RRT #9 0.2 XO'RRT K 1.6 ; 0.6%LA T, ZEFCLASA O 2 0¥

OANAHNZ 0D §E10mg THET) %] 25°C - T5%RH O, BAjd
BRI H =RV LRAF I
<k > *H5 LGS 1% A 2 % H 3% A
PR OLM100D-C2| HfaDFiE EE=XPE S 7 EE=NPE R 7 SRR 7
PR HPLO) 38 oioonce| i i i i
AAsEbE (7))
<00 BN > OLM100D-C2 19~22 12~15 13~16 15~23
i (%)
<504, 80%LLES> OLM100D-C2| 92.4~95.3 94.8~99.2 83.9~90.6 82.1~90.9
a8 (%) *° n=3
= 95.0~105.0% > OLM100D-C2| 98.0~98.7 98.3~99.0 97.1~97.7 97.4~98.5
(BEH) WA (%)
o EY)—HERER) OLM100D-C2 8.6 — — —
<15.0%LLF >

K1 HE~EAAOERRA D OFREE X2

BE ; 0.2%LL T, MIEBWE ; 1L.4%LL T %3 FREBICATIEAER (%)

— B ENE

D JEBE RRT #9 0.2 X OYRRT 9 1.6 ; 0.6%LL T, ZEFCLUISNOfE %« DFH

OANAYNVE L OD i 10mg AT % 25°C - 60%RH Bt A 120 /5 Lx-hr [P
AR H B b R
<k > &E5 L GLSS 60 5 Lx-hr 120 5 Lx-hr
PR OLM100D-C2 SRENPE S D FEE F e D FEE
#iEERBR (HPLC) n=3 . . .
i %ﬁ<§:<,2> ) 0=3 ) OLM100D-C2 A e o
e (7))
wEHYE (%)
<30 . 80%Ll > |OLM100D-C2 92.4~95.3 87.0~95.3 83.9~93.9
i (%) *° n=3
< 95.0~105.0% > OLM100D-C2 98.0~98.7 97.3~97.4 97.6~98.5
(B35l WA (%)
(5 Bt — M) OLM100D-C2 8.6 — —
<15.0%LL T >

K1 HE~EAAOERRA D OFREE X2

FE ; 0.2%LL T, MRIEBWE ; 1.4%LL T X3 RARRIIKTL2EHE (%) —:

23
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CJEBWE RRT #9 0.2 X OYRRT ) 1.6 ; 0.6%LL T, ZEFCUSN O %« D¥H




KARVERR « sBREA &2 BRI - THEI LT,
ARG A - 2016/8/29

OANAYZ 2 OD $E20mg THIET) 2% 40°C [EYL, KBAH
PRI H =y PRAEHIM
<Kk > &5 bR halRE 1% H 2 7 H 3#x A
PR OLM200D-C2 SREXPE SREXPE SREXPE EREXPE
WIS JIPLO) 278 \oLmzooD-c2| ity i i e
e (B)
<00 B> OLM200D-C2 14~16 20~26 19~27 21~26
EHYE (%)
“307. 8o%ul > |OLM200D-C2|  92.9~96.0 85.5~96.9 89.8~93.6 89.2~95.0
& (%) *° n=3
= 95.0~105.0% > OLM200D-C2| 98.2~99.5 97.8~98.5 97.4~98.8 97.1~97.6
(ZEBE) WAL (%)
(& &%) — B OLM200D-C2 6.0 — — —
<15.0%LL T >

X1 AR~ AGAOEIRRA D OFREE %2

BHE 5 0.2% LA . MEBWE ; 1L4%U T X3 : XRBIHT2EAE (%)

—  ARBRR SN

CHEWE RRT #9 0.2 XO'RRT K 1.6 ; 0.6%LA T, ZEFCLASA O 2 0¥

OANAHNZ L OD §E20mg THET) 5%l 25°C - T5%RH [HOL, BAjd
B H 2y k AT
<Kk > ety B AAIRF 14 H 25 A 31 A
PR OLM200D-C2| HfDHKEE SRERPES SRERPES (EREXPE 7
ﬂgﬁﬁi ;?;;C) =3 | oLM200D-C2 A i A i A i
AREEME (FD)
<90 FHIL > OLM200D-C2 14~16 13~16 13~19 13~16
W (%)
504, 80wpl L~ |OLM200D-C2|  92.9~96.0 96.3~99.3 91.4~94.5 88.4~92.9
G (%) %7 n=3
= 95.0~105.0% > OLM200D-C2| 98.2~99.5 97.5~99.0 97.1~98.6 98.6~99.1
(ZEH) WAL~ (%)
(& B —1aR) OLM200D-C2 6.0 — — —
<15.0%LLF >

K1 AE~E A AOEIRA Y OFE

¥2 : HEWE RRT # 0.2 XORRT 1.6 ;
BE ; 0.2%LL T, RIEBWE ; 1.4%LL T X3 BRBIZHTIEER (%) —:

AR AR S

0.6%LL T, LSOl ~ DFFE

OANAYILH 2 OD B 20mg THETL) 4yEl 25°C - 60%RH  BRGEE 120 5 Lx-hr [BEkL
HERTE H =V FabRSE &
<& > FH BHAA R 60 7 Lx-hr 120 5 Lx-hr
PR OLM200D-C2 EREXRE A D FEE A D FHEEE
Wi (HPLC) n=3 . . .
P % ;@> ) D=3 51 M200D-C2 i Ry SRy
AAEEME (7))
<00 BN > OLM200D-C2 14~16 10~13 12~15
=M (%)
Z50 4y, 80%LI I > OLM200D-C2 92.9~96.0 91.2~94.6 90.2~94.2
w& (%) *° n=3
= 95.0~105.0% > OLM200D-C2 98.2~99.5 98.3~98.9 98.1~98.9
(BEE) AL —E (%)
(& E¥— MR OLM200D-C2 6.0 — —
<15.0%LL F >

X1 AR~ AAOEIRRA D OFREE %2

BHE 5 0.2% LA . MEBRWE ; 4% T X3 : XRBIHT2EAE (%)
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CHEEWE RRT #9 0.2 XO'RRT K 1.6 ; 0.6%LA T, ZEFCLAS O 2 ¥




KARVERR « sBREA &2 BRI - THEI LT,
ARG A - 2016/8/29

OANAYZ 2 0D $E40mg THIET ) 2% 40°C [EYL, KBAH
PRI H =y PRAEHIM
<Kk > &5 bR halRE 1% H 2 7 H 3#x A
PR OLM400D-C2 SREXPE SREXPE SREXPE EREXPE
WIERE JTPLO) 278 \oLmaoon-c2| ity i i e
e (B)
<00 P > OLM400D-C2 8~14 17~22 14~21 18~24
EHYE (%)
“307. 80%wl > |OLM400D-C2|  94.6~96.1 93.1~97.8 91.7~95.8 90.7~93.4
& (%) *° n=3
= 95.0~105.0% > OLM400D-C2|  99.3~99.9 98.1~99.3 98.1~99.1 98.2~98.8
(ZEBE) WAL (%)
(& &%) — B OLM400D-C2 4.1 — — —
<15.0%LL T >

X1 AR~ AGAOEIRRA D OFREE %2

BHE 5 0.2% LA . MEBWE ; 1L4%U T X3 : XRBIHT2EAE (%)

—  ARBRR SN

CHEWE RRT #9 0.2 XO'RRT K 1.6 ; 0.6%LA T, ZEFCLASA O 2 0¥

OANAHNZ L 0D §E40mg THET) %] 25°C - T5%RH O, BAjd
AR H SN TRAEHH]
<HifE > &5 B AAIRF 15 A 2 % A 3 nH
PR OLM400D-C2| HfOH#EHE H D SR EE SRERPES H D HEEE
PR HPLO) 38 oaaoon-c2| i i i o
BAgEE (7))
<00 BN > OLM400D-C2 8~14 13~16 13~16 12~17
wEHYE (%)
504, 80%pl L~ |OLM400D-C2|  94.6~96.1 87.3~94.1 90.4~94.9 90.4~93.9
& (%) *° n=3
= 95.0~105.0% > OLM400D-C2|  99.3~99.9 98.7~99.8 98.2~98.9 99.2~99.6
(B35l WHE—E (%)
(& &%) — B OLM400D-C2 4.1 — — —
<15.0%LL F >

K1 HE~EAAOERRA D OFREE X2

BE ; 0.2%LL T, MIEBWE ; 1L.4%LL T %3 FREBICATIEAER (%)

— B ENE

D JEBE RRT #9 0.2 X OYRRT 9 1.6 ; 0.6%LL T, ZEFCLUISNOfE %« DFH

OFNAY )5 0D §E 40mg TAET] 4%l 25°C - 60%RH Bt & 120 /5 Lx-hr [BAJK]
HERTE H =V KBRS &
< JHHE > Fige BHAGEE 60 77 Lx*hr 120 77 Lx-hr
PR OLM400D-C2 D HEEE ERENE ERENE
flifE kB (HPL = . . .
WL %i §:<-2>C) "=3 | OLM400D-C2 RS o) bEReY
HREENE (FD)
<90 LI > OLM400D-C2 8~14 6~10 8~12
M (%)
“50 2y, 8% L > OLM400D-C2 94.6~96.1 84.7~96.6 91.9~97.0
Gl (%) 77 n=3
= 95.0~105.0% > OLM400D-C2 99.3~99.9 98.2~99.0 99.0~99.8
(BB ) WK (%)
(& &%) —MRBR) OLM400D-C2 4.1 — —
<15.0%LLF >

K1 HE~EAAOERRA D OFREE X2

B ; 0.2%LL T, MRIEBWE ; 1.4%LL T X3 RARRIIKTL2EEE (%) —:
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D JEBE RRT #9 0.2 X OYRRT 9 1.6 ; 0.6%LL T, ZEFCLUISNOfE %« DFH




7. BARNERUVEBRRORESE
RN

8. fFlE NEELEL (MEIEFHNEIL)
LR

9. Bt
(1) WHHRE
A APV B EE Bmg/10mg/20me/40mg [HET ] (X, BARKBFERLEFITED =41 A
sy ARV INGEOERHHKICESG L TWD Z ERERISN TN D,
GRERIE I BB AR 2 ¥ 900mL & FH vy, /X RVIEIZ K Y | 50rpm THRERAZ1T9,)
WS

FoRE FHLE PRF ] R
5mg 30 47 80%LA I
10mg 30 47 80%LA I
20mg 30 47 80%LA I
40mg 30 47 75%LL I

(2) ISR 2
<ANAYZ GE 10mg THET] >
BIEIS O EMFIREMERBR T A KT A U EO—HSEIEIZ O T Rk 24 42 H 29 B 3RARAE
%% 0229 %5 10 7)

eSS
1LE  AARKEKF WHERE SR E
[ElEHOR OB R - 50rpm (pH1.2, pH6.0, pH6.8, 7K). 100rpm (pH6.0)

[R5 5]

« pH1.2 (50rpm) Tl FEAERIFI N OURSIEE HIZ 15 0 LAY 85% 0L EiAH L=,

- pH6.0 (50rpm) T, FEHERIAID IR 40% K% Y 85% I D 2 B SIZ B\ T, AR
R SR AR E R DSBS R £ 15% D HEPHIC & > T2,

- pH6.8 (50rpm) T, FEAERIEI N OURSIE E HIZ 15 3 LANIZ Y 85%LL EiAH L=,

- K (50rpm) TiE, FEHERIAIN 360 /7B D FHIRHEFRD 1/2 O H R 2 3 1S & O 360
INTIBUNT, AR D 141 SR AT VERLA) D S4B R £ 12% DFEFHIZ & > 72,

- pH6.0 (100rpm) TiE, FEHERIF| O FHEPR D 40% K% O 85% I D 2 BESIZ BV T, ARiLDF
Pays SR AT VR R D SRS 2R £ 15% D FEFHIC & - T2,

Pk, KO 2B 22 ERE] (A AT v 7 5E 10mg) &R LR, 2 ToORBRIKRIZHS W T
(%58 = 3 5t D A P R PERRER T A R T A ) OHIEIEEIES LT,

26



(Vs H h )

SEBE () pH1.2 (50rpm) EHRE (W) pHB.0 (50rpm)
100
o .
60
40
20 —e— LA L2 10mg TBET 20 —— A LA AR 10mg TBET
" === T T DEElmg . 5 === T4 T v DEE10mg .
0 5 10 15 0 45 90 135 180
BER (590 BR (7
EBE (%) pHB.8 (50rpm) B (%) 7K (50rpm)
100 100
80 o T 80
50 AT 60 _ " =
4 === --- - - -,
40 /' 40
20 7 e LAY LR 10mg [BEL 20 —e— LA LA 10mg [BEL
0 == FIATy 5‘%'E|1Umg ) 0 == FIAT ’Jﬁmmgl )
10 15 0 90 180 270 360
BFR (730 R (w0
BHE (%) pH6.0 (100rpm;
100
80
60
40
20 —— LA LA LEE10mg THELY
3 == ATy 7$E1Umq ‘
0 45 90 135 180
BFfE (70
(n=12)

<FNAPNE EE 20mg THIET] >
BIEISL O EMZIREMERBR T A RT A U EO—HSEIEIZOWT Rk 2442 H 29 B 3RAERE
% 0229 5 10 )

RBR S
g BARIERT  WHRERE Rk
[al#n%E K OFABRIE © 50rpm (pH1.2. pH6.5. pH6.8. 7K). 100rpm (pH6.5)

(5 5]

- pH1.2 (50rpm) TiE, EHEREIL OAR ML E HIZ 15 LN 85%LL BV L7z,

- pH6.5 (50rpm) T, FEHERIAID LIRS 40% K% Y 85% LD 2 B SIZ BT, AL
TR SR AR A DS PR R £ 15% D HEPHIZ & > T,

- pH6.8 (50rpm) T, FEHERIAID IR 60% K% Y 85% LD 2 B SIZ T, AR
TR IRV O SEEER MR 15% D FEHIZ b o 7o,

- 7K (50rpm) TiL, FEHERIFIN 360 532 361T 2 IR D 1/2 O SRR =R 2 73R i L OY 360
INTIUNT, AR D R4 R AT VE R 0D S5 HH 2R + 9% D #IPHIZ 8 o 72,

- pH6.5 (100rpm) TiL, FEAERIAIOFEAEH D 40% K O 85% T D 2 B SIZHB W T, RO
PEIs Y SR  IAE R R D S AR R £ 15% O FEFHIC & o 72,

PAb A OW B 2 R ERH) (v AT > 7 20mg) & HiR L7, 2 CToRBKIZ W T 1%
FEE IS DA AR BT A R T A ) OHEIEEITES LT,

27



(VA HH At )

FEE (W pH1.2 (50rpm) FEE (W pHB.5 (50rpm}
REE T meaeey 100
80 80
60 60
40 40
20 —e— A LR A 20mg THETL 20 —e— )AL EE20mg THET
. == F)A Ty DE20mg 5 == FIbAT v 7§E20mg
0 5 10 15 0 15 30 60
BER () B (9D
EHE (%) pHB.8 (50rpm) HHE (%) 7 (50rpm)
100 100
—— )L A I 2 8E20mg THEL]
80 = 80 - = F)A T o 7EE20mg
60 60
40 40
20 —e— LA LR EE20mg THEL 20
o == FL ATy DEE20mg o . . . ‘
0 10 20 30 0 90 180 270 360
B (5 BFR (50
FhE (% pHB 5 (100rpm)
100
50
60
40
20 —— LA T IR EE20mg TEET
% = 4= T AT PFE20mg
15 30 45
BRI (590

(n=12)

<ANAYZ GEA0mg THET] >
BIEIS O EMZIREMERBR T A RT A U EO—HSEIEIZ O T Rk 24 42 H 29 B 3RAERRE
7% 0229 %5 10 7)

Y eSS
L8 AR WHERE S RE
[FlEHOR ORER TR - 50rpm (pH1.2, pH6.5, pH6.8, 7K). 100rpm (pH6.5)

[ 4]

« pH1.2 (50rpm) ~Ti, FEAERIEI N OURSIEE HIZ 15 0 AN Y 85% 0L EiAH L=,

- pH6.5 (50rpm) T, FEHERIAID IR 40% K% Y 85% D 2 B SIZ T, AR
R SR AR E R DSBS R £ 15% D HFHIC & > T2,

- pH6.8 (50rpm) Tik, HEUERIA| D FEVAHZRA 60% K% Y 85%FTIT D 2 Wi s 2B T, Afh D)
R SR AR E R DSBS R £ 15% D HEPHIC & > T,

- /K (50rpm) Tl FEERLAIZY 360 /723 1T 2 FHEHIZRO 1/2 O R R 2 731 U OY 360
SITIRNT AR AL O SR TR AE R O S s 2R £ 9% DO FiHIC & - 72,

- pH6.5 (100rpm) TiE, FEUERIAIOFEAH D 40% K O 85% T D 2 B SIZHB W T, RO
Py AR AT VE R D SRS 2R £ 15% D FEFHIZ & - T2,

PLE, KREOEHEE) 2 EERIE] (AL AT v 7 88 40mg) & L7255, & ToRBRIKICHB W T
(%3 EI SO EMFHIRI SRR T A R T4 > ) ORIEEEICES LT,
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(VA HH At )

EHE (%)
100

80
60
40
20

pH1.2 (50rpm)

== FLAT ’Jﬁfl[lmg

Y e A A LR EEAOmg TEET

BHE (%)

100
80
60
40
20

pHB.5 (50rpm}

—e— )l A 2 AE40mg THEL)
== FIbA T v JF40mg

10 15 45 90 135 180
BER () B (9D
EHE (%) pHB.8 (50rpm) HHE (%) 7 (50rpm)
100 100
80 80 —e— Il A I A AEAOmg TEETL
50 - o= 50 - = Fl T 25F40mg
~~
40 & 40
20 —o— LA L2 EE40mg THETL 20 Y ey R )
o === AL ATy DhEd0mg o . . . ‘
10 20 30 0 90 180 270 360
B (5 BFR (50
FhE (% pHB 5 (100rpm)
100
80
60
40
20 —— LA T A EEAOmg TEET]
% = 4= T AT DEEdimg
0 45 90 135 180
BRI ()

(n=12)

<ANAYNLH 0D GE40mg THET.] >
BRERHOEDFFRGENERBR T A KT A VEO—EMEIZOW TR 24 42 A 29 B HAHRA
7% 0229 25 10 5)

Y eSS
L8 AR BWHERE SR
[FlEHOR ORER R - 50rpm (pH1.2, pH6.5, pH6.8, 7K). 100rpm (pH6.5)

[R5 5]

« pH1.2 (50rpm) ~Ti, FEAERIEI N OURSIEE HIZ 15 0 AN Y 85% 0L EiAH L=,

- pH6.5 (50rpm) T, FEHERIAID LR D 60% K% Y 85% LD 2 B A2\ T, ARbhd
R SR AR E R DSBS R £ 15% D HFHIC & > T2,

- pH6.8 (50rpm) Tl FEAERIAFI N OURSIE E HIZ 15 0 AN Y 85%LL EiAH L=,

-+ K (50rpm) TiL, FEHERIFIA 360 /32 81) 2 FEHZED 1/2 ORI 2 73 R s % O 360
INTIBUNT, AR D R4 R TAT VE R 0D S5 HH R+ 9% D HPHIZ 8 - 72,

- pH6.5 (100rpm) TiE, HEHERIANL 15 43 LAINIC 85%LL EIAEH L. 15 /B i) 2 skBrflA| o 1)
T SR AR E R DSBS R £ 15% D HPHIC & - T2,

Vb KO 28 2 12 =LA (1 A7 v 7 OD §E 40mg) & ik LR R, 2 ToORBRIKRICE
WT TMRFEEEGOEY AR ERRT A N7 A ) OHELEIES LT,
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(VA HH At )

EHE (%) pH1.2 (50rpm) FFHE (% pHE.5 (50rpm)
wmw + A em==== 100

80 80 o
I'&

60 % 60

40 40

20 —e— )l A L 2 /0DE40mg TBET] 20 —e— )l A %)L 2 0D8E40mg TAET
i === F)bAT v F0DEE40mg 5 == F) AT v F0DFE40mg
10 15 0 10 20 30
BERA (593 BERE (50
EHE (%) pHB.8 (50rpm) HHE (%) 7 (50rpm)
100 100
2 o odEe===== %0 —e— LA L 2 0DEF40mg TEET)

- = )3Ty Z0DFE40mg
60

40

60
40

20 —e— )l # L2 0D8F40mg THET) 20 =y O
0 == FIATF TOD&'IEM]mg o . . . ‘
0 5 10 15 0 90 180 270 360
BERA (A BFRA (5
FhE (W pHB 5 (100rpm)
100
80 s by
A==

60
40

20 5 —eo— )l # Y2 0DEE40mg THET)

== A+ T v J0DE40mg

15

B (790

(n=12)
(3) B ENE 280 EFRA O £ 471 RS PR ER
<ANAPNE U EEBmg THET] >9
G RN DR 0 ER A O M F R SEERBR T A KT A v CER 24 45 2 H 29 H AR F 0229
%10 =)
ARG
2EE - AASERS BHEBE N RVE
[Elfis % K ORBR K : 50rpm (pH1.2, pH6.0, pH6.8, 7K). 100rpm (pH6.0)

(R3]

- pH1.2 (50rpm) TiE, REAERF K OARMITE HIT 15 LIRS 85% L B L7z, £72. &
FELERERE AL (15 43) 12T 2 ARG O 42 OEHERIT, RO RN E 1% % B2 5 H O 12 #
1 ELL R CTH26%D#IPAZE R 5 b DR Reh o7,

- pH6.0 (50rpm) TliE, FEUERIF| DO FEIEHEN 40% K O 85% LD 2 FEAIZEBW T, AfhD
R RITEERA O PR R £ 10%OHFPHICH > 7o, F72, BARHERIS (90 2)) 1281 DA,
DAE % D RIL, RO PR 1% OHFHZE 2 5 6 0% 12 i 1 HELF T, £25%0D
FHEZBEZ DO 20T,

- pH6.8 (50rpm) Tidk, EEERAIRL OARMITE HIT 156 HGLANIT Y 85% L, At Lz, £72, &
LR (15 47) 2B T 2RO~ OEHFRIL, REOFEEENE 1% 5B 25 H O 12
H 1 ELL T CH26%DHIPHZE R 5 b DR Rh o7,

- K (50rpm) T, HEHERIFIN 360 4312381 2 FHIVEH D 1/2 O FHEEE M3 % 7/ 3R R & O 360
ST T, A OSBRI ERA O SR 3R = 8% DHIFHIC b o 7o, F 7o, Bk HLikiRe R
(360 43) IZBIF DARMOME 2 DEEHHRIT, REEOFLEHFEL12% DO EZEZ 5 H DA 12 f#
HIELLT T, £20%0HIHZHZ Db DR R0 oT,
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- pH6.0 (100rpm) TiL, FEAERIF|OFIERHZRD 40% K Y 85% (11T D 2 BEAUIZIB W T, ARihDI-
B S A E LA O SR N £ 10% OFHIC S o 7o, F o, Bf& iR (60 47) 1281 D AR
i O % DU HARIT, AL OV HFEL15% OFPH A B 2 2 & 023 12 1 ELLT T, £25%0
FHZBEZ DL ORI -T2,

PLE, Ao 2R (AL A2 o8 10mg THIET)) &Lk LzREE, £ ToRER
WIZEBWT [GENER D8O ERRA OAYLERIZEVERBR T A RT74 ) OHTEEICES L
ZEMD, EMFMICRE E BRI E N,

(Vs H )
B pH1.2 (50rpm) B (0 pHE.0 (50rpm)

100
80
60

100
80
60

40
20 —e— LA YL H RS TBETL]

40
20

—— T L5 L R L gESmg THE T

0 - - H’Jbﬁ‘)‘)\/?‘/ﬁmmg |'E|E_I—_JI 0 == Z’Jb%*jib?‘jﬁmmg THEIL] :
0 5 10 15 0 30 60 90
B (5 BEAA (430
R (%) pHB.8 (50rpm) FRE (%) A (50rpm)

100 100
80
60

40

80
60
40

—e— LA LA EESmg TEET 20
== T ‘)‘JI/&“/?’EWUmg TBEIL) )

—— LA LA EESmg THET]
== FIA IR EEmg THETL

20

10 15 0 90 180 270 360
BER () BFR (50
FHE (%) pHB.0 (100rpm)
100
R I . ouyiaty P e
60
40
20 —e— Tl A I R EESmg THET)
5 == FlA ‘jlbé'e“/%'iﬂ]mg [BET) ;
0 90
BER (5
(n=12)

<ANWAYNLHZ 0D EESmg THIET.) >9
RN DR O ER A O FR R SEERBR T A KT A > CER 24 45 2 H 29 H AR F 0229
10 5)
ARG
g BARIER S BWHRERE S RE
[AlHAEL K ORBRIE : 50rpm (pH1.2, pH6.5, pH6.8, 7K). 100rpm (pH6.5)
(it ]
- pH1.2 (50rpm) Ti&, FEHERAIROARGILE HIZ 15 LINICEY) 85%LL E¥sH L7z, $£7-. &
KRR R (15 47) IS8T A ARG O 2 OFEHFIT, RO FEEHFEL15%DOHEEZEZ 5 D
212 TELLF T, £25%DFiPHEZ B Z D b DR -T2,
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- pH6.5 (50rpm) T, FEUERIAID IR RN 40% K% Y 85% L D 2 B SIZH\ T, ARl
PRI AE AN O LRI R R £ 10% OFPHICH - 7o, FTo, RAKEI S (45 77) 128 DA
DfE # DV HFRIT, RS OFEEHFRL15%OFPH L B2 2 6 03 12 fEH 1 HLLT T, £25%0D
PHEHBZ D ORI T,

- pH6.8 (50rpm) Tidk. FEMERAIL OURGITE BT 15 3 LANIC Y 85% LA BiaH Lz, £/, &
LIRS AL (16 49) 123U D ARG OME 2 OFEHHRIL, REOFLEHFEL15%OHHAZEZ 5B D
212 fE 1EELE T, £25%D#IFHAEEZ D b DNRRINoTZ,

- K (50rpm) Tid, FEYERIFIN 360 5312351F 2 FHEE D 1/2 OFHEE = 2 7~ 3R R & O 360
TR T, AR O SEEJEE H=R IREE A O SRR £ 6% DOFIPAIC b o 7o, F 7o, Bk bl R
(360 47) BT DARMOME % DI, RO FHELR 9% OHFPH A Z 5 & DA 12 fEH
1ELLTF T, £15%0O#HEZEZ 5 ORI T-,

- pH6.5 (100rpm) TliE, HEAERF|OFLEIE DK 60% M N 85% & 722 2 FFAUZIBWN T, AdhdD
SRV R AR E RS O SRR £ 10% OFEPHICH o 7o, F 7o, R Higig R (30 47) 1286155
A OE %2 DIRHERIT, RSO TFEIRH R 15%DOFMHAEZ B2 5 b OA 12 fHH 1 HLL T T, £25%
DOHFIPHE B Z D b DN > T,

PLE. RS ous s 2 sl (AL A2 0D E 40mg THET ) L LEFE,. 2To
BBV T [EENR R 50 EERA O A R SRR T A R7 A ) OHEREES
LizZ &Enn, AWFEICREE & AR ST,

(Vs Hy i)
B (%) pH1.2 (50rpm) B (0 pHE.5 (50rpm)

100
80

100
80

60 |
40 |
—e— LA )L 2 0DFEEmg TAET 20 | —e— LA %L 2 0DESmg TBETL

B0 |
40 |

20

i == )L 1L H L ODEE40mg TBET) il == AL AL ODE40mg BET
0 10 15 0 15 3 45
BERA (590 BFRA (5
FHE (%) pHB.8 (50rpm) BHE (% 7K (50rpm)
100 | 100 ¢ —— LA ) 2 0DEESMg TBETL)

80
60
40

80 r - = FJ AT R 00FE40mg THETL]
60
40

a0 L —e— LA L7 0D8F Smg TRHE L 20 L " Tl
== A IS 0D8E40mg THET) ﬂ
n Ll L i f [] L i i i L
0 10 15 0 90 180 270 360
BERA (5 BFRR (5
FHE () pHB 5 (100rpm)
100
80
60
10 t
20 L —e— A H LS 0D8E5mg TBETY
o i == A4 I 5 -0D5E40mg TBET)
0 10 20 30
BERA (59
(n=12)
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<ANAYNE L ODHE 10mg THET.] >5
RN IR D% D EE A O AW R SEERER T A BT A 2 (CFpk 24 4 2 H 29 H IRRFAI 0229
%10 =)
AR
HEE ARG WHERBE S RVE
[Al#R%E K OFABRIE : 50rpm (pH1.2. pH6.5. pH6.8. 7K). 100rpm (pH6.5)

(s 5]

- pH1.2 (50rpm) Ti, FEHERAFIL L OARMLTE HIT 15 LIRS 85%LL B L=, F7=.
FOf&ELIRIRE AL (16 43) 128 1T D ARG Ol 2 ORI, REOFEEHR L 15%OHFIFHAZHE X 5 b
DO 12 MHF 1 ELLT T, £25%DFPHEZEZ 5 DNRRD -T2,

- pH6.5 (50rpm) T, FEHERIAID IR RN 40% K% Y 85% LD 2 B SIZ T, AR
R RITE A O PR HR £ 10%OHFPHICH - 7o, 72, BRI (45 20) I28 T DA,
DAE % OEEHFRIL, R OFEEEH R 1% OHFFAZE 2 56 02 12 i 1 HLLF T, £25%D
FHHZBEZ DL ORI -T2,

- pH6.8 (50rpm) TiE, HEAEMAFIR LOAKRNITE HIC 15 LIRS Y 85%LL BIRH L7z, 72,
A ERERE AL (15 43) I8 D2 ARG O # OVEHERIL, RO EEEMNEL15%OFHAE B2 5 b
ON 12 1 EHLLT T, =26%DHPHEE D2 b ONRho T,

- 7K (50rpm) TiE, FEHERIFID 360 5312 361T 2 IR HIERD 1/2 OSBRI % 73 R i L OY 360
SBT3 TR E A O SRR £ 6% DOFIPHIC b o T, F 7o, Bl kiR
(360 43) ZHTF HARMOME A2 OFHFEIL, RO FHEEFELI%OFMEHZ 2 2 b D2 12 fH
1EHELTF T, £15%DFiHE#E A 5 b DN -o T,

- pH6.5 (100rpm) “ClE, HEHERIF| ORI 60% M N 85% L 725 2 RFsilZds T, ARfHD
SR R IAR ERLA O R £ 10% OFPAIC B o 7o, Fio, BAEER R (30 43) 1B D
AT O & ORI ERIL, RFOFHRHR E15%OFFALEZ B2 2 H O 12 fEF 1 ELL T T, =25%
DOFIPHEB 2 D b DN - T,

PL b, RO @) 2 R (AL A L% 2 0D §E 40mg THET ) LHB LR, £2To

RERIKIC BT TE B 588 0 ETRRAF O AW 2RI SRR T A R T A ) OREIEEITES
LizZ &b, EMFICFSE & RRENT,
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(VA HH At )

EHE (%) pH1.2 (50rpm) FFHE (% pHE.5 (50rpm)
100 100

80

60
40
20 —e— ) A L7 0D 10mg THE T 20

—e— A H 2008 10mg THEL)

; == F)LA YL #0D40mg TBET) : = s= Lt YL # 000G TBET)
0 5 10 15 15 3 45
BERA (50 BRA (3
EHE (%) pHB.8 (50rpm) HHE (%) 7 (50rpm)
100 100
80 80 —e— LA LA 0DEE10mg TEETL
i 2 - 4= F AT, 4 0D840mg [EET)
40
20 —e— L5t % )L 4 °,0DE 10mg THET] ”
o - ‘7.HI/;4 *JJIJQ‘_)OlDﬁ'Ednmg I'EIIZI4 . . ‘
0 ) 10 16 180 270 360
B¥RE (590 R (70
B (%) pHB.5 (100rpm)
100
80 MA==ETE oo
60
10
20 —e— )l A Y2 0DEE10mg THET)
: - 4= F I B 0D A0mg TBET
10 20 30
BFRE (70
(n=12)

<ANAYNZ L OD §E20mg [HET] >0
RN 5% O E A O AW FRR SRR T A KT A 2 (CFk 24 422 A 29 B 3ERF AT 0229
%10 )
ARG
WEE - AR WHERE SRV
[FlEHOR ONRER R - 50rpm (pH1.2, pH6.5, pH6.8, 7K). 100rpm (pH6.5)

[ 5]

- pH1.2 (50rpm) Ti, HHERAIRL JOAGRIT L HIT 15 LI 85%LL LIS Lz, iz,
RS EEHRI AT (15 57) IS T D ARG Ol 2 OFEHRIT, RiOFHEHEH15%DHHEZ B2 5 b
O 12 fET LT T, £25%DOHPAL R D b DRRA > 72,

- pH6.5 (50rpm) TiE, FEUERGH O SFIFE I 40% K O 85% LD 2 B iUZIBN T, Abh O
R I TR ERA O IR HE E10%OHFPHICH o 7o, F7o, BRI (45 43) (28T 24
DAl 2 DEEHRIT, AR OFEEHR T 15%OFMHZ B2 2 078 12 fld 1 HELT T, £25%D
FHEZBEZ DO 20T,

- pH6.8 (50rpm) Tid, FEAERHFIR LOARMITE HIT 15 LIS Y 85%LL BIRH L7z, 72,
RS ELHRI AL (15 57) ISR T D ARG Ol 2 OFHRIT, RéOFHEHR 1% OHH L B2 5 b
D12 HH 1LELLT T, £25%DHHZEZ Db DR RM T,

- /K (50rpm) Tix. f2 BAEOMEIL 61 LA ETH -7, F7-. KRS (360 4y) I8BT4 M
DA 2 OEEHRIL, R OFEHEH R LI%OHHALZEZ 2 b OM 12 1 ELL T T, £15% D
PHAZ XD H DN T2,
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- pH6.5 (100rpm) TiL, FEAERIF|OFEEEHZRIZK 60% K% X 85% & 725 2 RE 2BV T, Afmd
R TR IIAEAERLA O PR =R 10% DFAPHIC D o 7o, F7o, #EHIRE R (30 77) ITBIT HAK
i O % DU HFRIT, R OFE R 15%OFHZE 2 2 b 008 12 fld 1 EEL T T, £25%
O#EPFAZBZ D HONIRD -T2,

PL b, RO 8 2 RG] (AL A L% 2 0D §E 40mg THET ) LHB LR, £2To
RBRIRIZ IV T TE B 288 1 E T RA O AW LR RIS T A R A ) OHELEIHES
LizZ&nb, EMFNICFESE & RRENT,

(¥ H b )
FHE (%) pH1.2 (50rpm} FHE (% pHB 5 (50rpm)
100 100
80 80
60 60
40 40
a2 —e— LA ¥ )L 50D 20mg [HET] 20 —e— LA % L2 0DE20mg THETL)
n == A LA OD§E40mg THET) . = = FIA Y5 ODEAOmg [HET
0 5 10 15 0 15 30 45
BER (7 BERT (5
EBE (%) pH6.8 (50rpm) FEE (W 7 (50rpm)
100 100
80 30 —e— A 2005 20mg THEL]
=== A A2 005E40mg TBEL]
60
40
20 —e— )l A ) 2 0DFE20mg THETL]
0 == Fl-A Y 20DE40mg THET) . .
0 5 10 15 0 90 150 270 360
BER (70 BERT
EEE (%) pH6.5 (100rpm)
—— LA T2 O0DEE20mg THET]
=== FlA ‘TJ\/’S!"/OIIZJ?Elemg |'E||§_T_JI
20 30
BER ()

(n=12)
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10. B3 - A¥
(1) FRIRELGER - BF. NEI’RKRLER - AEICEHATLHER
% LR
(2) A%
(FILAYILE U 5mg THEL])
100 2 [10 #& X 10 ; PTP : & EHIA YD ]
(FILAHLE UfE10mg TEAETI )
100 &£ [10 $EX10 ; PTP : #EAIA Y ]
(FILAHLA ViR 20mg THEILD)
100 &£ [10 $EX10 ; PTP : #JEAIA Y ]
(FILAYLE Vg 40mg TEHETI )
100 2 [10 #E X 10 ; PTP : & fEHIA Y ]
(FILAH)L2 > 0D & 5mg TBHEI))
100 &£ [10 $EX10 ; PTP : #EAIA Y ]
(FILAHILE 2 ODEE10mg THETI))
100 &£ [10 $EX10 ; PTP : #JEAIA Y ]
(FILAH)JL2 > 0D §&20mg THETI))
100 2 [10 #E X 10 ; PTP : & faHIA D ]
(FILAH)JLE > 0D §& 40mg THETI])
100 &£ [10 $EX10 ; PTP : #JEAIA Y ]
(3) FPlEEE
Y LR
(4) BROME
PTP : AUk =1 - RUVEIE=U T EHET 4NV L, TIAI=TLE
Fae—: 7AI=h RV FLUBEE T 4N
HLEA  BREA T A b

1. BRRHIhERME
KB L

12. O

HERFSEBICHITE2ETHALRER

OANAHFNH 2 OD #E 10mg [HIET |
FNAY L 0D §E 10mg [HET ] (220 T, HEWBER A~ O X ISR T O 72 DI T A
B A S L7,
AEAHE H : 2016/12/8

1. GEFA#sE
4 HEERI S0k 260PROUD (75111 8U4ERT)
fEfn—4%—h+t v b

[86] EfL : 6.0mm. FEAIEA : 2.8mm

2. FERASE
W 7E 4 Lot No. PRAFSRA:
AN A% 0D s |OLM100D-B1 (1 Seeldk) (BHaRF @ a2 b L2 B
10mg HIET] OLM100D-PQ1 (5 $Eld) e 4w : a4 25°C-75%RH, 4 #EAF
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3. fERASHIDERYHE

HE | OEf | Ex | BE FERIE (%) A SR ]
" A2 =R=ER =K o AH
= b REFE | (g | (mm) | (mm) | 0 [100 B02]250 0| (9)
AR | 80.3 | 6.06 | 274 | 431 | 014 | 025 | 348
OLMIOOD'BI ™6 4w | 816 | 613 | 284 | 237 | 0.30 | 0.61 | 18.8
PHAARF | 817 | 6.06 | 2.76 | 424 | 006 | 017 | 340
OLMIOODPQl 64w | 822 | 611 | 284 | 298 | 034 | 0.60 | 268

4. BEAFE
B LB - WERRNC Uy FERE L, 18D E% 308, 5HEDHEE 30 8, HaT 2,
Ak MR L O —0dH 7z OFEAIEK

#ey MrB 1 et/ 5 s/
S PN i/ 474 i
i B P i 30 @ (=30 £8) 30 @ (=150 %8)

5. sun-ﬁwo)*uuﬁgﬁ
1 30%3T < MKRIBL TV BEAIE THElIL) LT 5,
: M) £ TOREBITENS, BETHELTXBLTWS bR boid TR &
T5, [RIF)IFREICE->T TREVWKT] & UhSWKRIT) 200 5,
[REWKR | - Efilifg 2mm DL EO XK, —H Thab Kit,
UNESWKR | - Rl 2mm A0 KHE, FEEEEET S & R DRI,

6. HEARE
— bR ER A R
N NS RSN = e Bl RiF*? RN
KEORT | SO
B AL RS g 1 88/83 0 88/ 30 &2 0 88/ 30 #E 0 $8/ 30 &2 0 88/ 30 #E
5 $E/8) 0 88/ 150 %2 0 88/ 150 &2 0 88/ 150 %2 0 88/ 150 &2
I Aw | 1 88/83 0 88/ 30 &2 0 88/ 30 #E 1 88/ 30 8¢ 0 88/ 30 #E
5 $E/8) 0 88/ 150 %2 0 88/ 150 &2 1 &8/ 150 8E 0 88/ 150 &2

MUEn RO PR TEERIOR P EERIO R ANRA LT

—UET A MO —F =t v FOREE
RAFRIE o -2 =Tty FORE
B AR MOMEIRIFEAERBD ORI T,
i 4w MOMEIRIZEAERD RN T,

1. BRBE
RAFSAT it A
(LIS 1 BES el O B BEA BN T, BINRITIERD bivkeinoTo,
I dw 1 BESE Y B BEA BB T, /NS VK 7L75\ WO BTN, FEEESBIE LT
LI bNARETH- T,
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OF N AP LA 0D §E 20mg [HET
AW AF L 0D BE 20mg [HET. ] (I22OWT, HEWEEA A~ O XHERRE O 72 O 12T Tl A
B A FE M LT,
AR H 0 2016/12/8
1. AR
4 HEEEAI 2y 0k 260PROUD (35 1L 8ERT)
ﬁﬁﬁ~ﬁ~ﬁ?yb

[87] EA : 7.5mm. FEFIEA : 3.6mm
2. ERME
R 724 Lot No. PRAFERM
AN AH 0D s |OLM200D-B1 (1 SEeldk) (BHaRF © cldE b L2 B
20mg [HETI) OLM200D-PQ1 (5 SEE1ZE) NG 4w : ﬁ@% 25°C-75%RH. 4 HE{F1F

3. fERASHIDERYHE

BRE | OER | B | @E EHEE (%) AR S22 I ]
“ A2 =R=ER IEKE o AH
= b REFE | (g | (mm) | (mm) | 0 [100 B0]250 0| (9)
BIER | 159.7 | 759 | 354 | 542 | 0.12 | 026 | 292
OLM200D-Bl = e | 162.0 | 7.69 | 370 | 27.9 | 0.36 | 089 | 205
BAEEE | 159.4 | 759 | 350 | 605 | 012 | 0.24 | 335
OLM200D-PQL 5 e ™ 161.4 | 7.67 | 3.63 | 302 | 047 | 091 | 283

4. HEHE
B LB - WERRNC Uy FERE L, 18D E% 308, 5HEDHEE 30 8, HET 2,
Ay ML L O —0dH iz OFEAIEK

ey MEE 1 G 5 G208/
e PN i/ S i
P P i 30 @l (=30 £%) 30l (=150 %)

5. Blh - RITOH| AL
30%3T < BRIBL TV AEHAIE T8I L5,
K] TR ETORGITECAS, BRTHERLTXKELTOD L8O b [RIF) Lk
T5, [RF) BRECE>T TREVKRT] & UNESWKRIT 2835,
[REVKT ] Fllif 2mm L EO KB, —HTh» 5K,
UNESWKR | Bl 2mm RO KIE, EEEBET D E R DRI,

6. HEREE

B

A N Sea B RFT? PR

REoRD | ASoRD

B AL RS g 1 88/83 0 $8/ 30 &2 0 88/ 30 #E 0 #8/ 30 &2 0 88/ 30 #E

5 $E/8) 0 88/ 150 %2 0 88/ 150 &2 0 88/ 150 %2 0 88/ 150 &2

I Aw | 1 88/8 0 88/ 30 &2 0 88/ 30 #E 1 88/ 30 8¢ 0 88/ 30 #E

5 $E/8) 0 88/ 150 %2 0 88/ 150 &2 1 &8/ 150 € 0 88/ 150 &2

Rl -8R0 PRI TERIOR FERIORAPNIEA LK
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—b 7T A MO —2—J1& v FDOIKE

PRATIRAE O —2—Ht v FOIRE
PR AR BOMEITZL A ERBD NPT,
NI 4w BOMEITIZL A LBD NI,
1. BREE
PRATFRIE NS
PHAARE 1HEEK OB FEAEICRV T, FINRITIFRD bl oi,
I dw 1EESYEL RN B ST N T, /NS WRITBBED bR, EERBIELT
LR b o BETHT,

OAN A NH 2 OD i 40mg [HIET |
FAYLE 2 OD BE 40mg [HIET | IO\ T, HENEER 3 e~ DX SIRGET D72 DI Rt /AME
B A FEHE L7,
ARERRA A 2016/12/8
1. GEFAMRE
A BEER Sy 260PROUD
e —4%—Ht&v b
[131] EfE : 9.5mm, $EAIEA : 4.6mm

(5 LA RT)

2. RS

Lot No. PRAFSAE
OLM400D-B1 (1 $Emds) |BAdARE : @ SEUH L2 E%
OLM400D-PQ1 (5 $#alds) |l 4w : #a%E 25°C-75%RH. 4 B{%T7F

AR5
FovAH vz 0D &E
40mg THET

3. fERASHIDERYHE

BE | ER | Ea | @E FEHRE (%) AR
N 4. HE [IEKE: I+
= b REFARI (mg) | (mm) | (mm) (N) |100 [=]8%|250 [=]Hix (s)
EELELE 320.7 9.61 4.58 63.8 0.17 0.50 24.0
OLM400D-B1 i 4w 324.7 9.76 4.77 30.6 0.52 2.14 19.8
BRI 324.4 9.61 4.52 72.9 0.14 0.50 28.7
OLM400D-PQ1 e 4w 325.5 9.70 4.63 44.3 0.29 0.96 31.3
4 RAEHE
O HK bR - Nl hE Y FEFRE L, 18D0H8% 30 8L, 5D % 30 8, 45815,

@ OOELETRITNE S-SR HONT, Ity NOMBELY R FE - WAL &E) L, R34
LRSS BT 5,
Bty MIBERBLIO—8H71-0 ORI

»ey Mg 1 et/ 5 Gt/
e PN/ S i
% B P i 30 @ (=30 £8) 30 @l (=150 %)
e FE% P i 30 A1 (=30 $2) 30 A1 (=150 %)
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5. #lh - RITOHuFERE
EIN : 30%T < AR LTV ABAIE TEIL LHlT 5,
K] : MEin £ CoBEEIZENS, BRCHRLTIIAL TS DD b0 TR &
T5, [RIF) FREICE-T TREWRIT) & VhNEWRIT) 1280 5,
[REWRIT) . Bl 2mm DL EOKRE, —H Th2» b KIS,
NSRS | 2 R R 2mm AEO KIE, EEEBIET D L R B R,

6. HEEE

— A B B

REAIE Dy 1| sEm | Ene Zihdaki K IHRAFS
KEWXRIT INEWRIT

FE% 1 $E/18) 0 $2/ 30 %2 0 $2/ 30 82 1 88/ 30 8¢ 0 $2/ 30 82
BH AR EE% 5 b/ 0 &8/ 150 %2 0 $&/ 150 %& 2 &8/ 150 %2 0 $&/ 150 %&
TR 0 $€/ 150 8E 0 $&/ 150 %& 0 &8/ 150 %2 0 $&/ 150 %&
EE% 1 &8/ 0 $&/ 30 & 1 &8/ 30 8¢ 2 $&/ 30 $E 0 &8/ 30 %2
T dw TR 0 $&/ 30 & 0 &8/ 30 %2 3 &/ 30 §E 0 &8/ 30 %2
EE% 5 b/ 0 &8/ 150 %2 0 $&/ 150 %& 5 $8/ 150 $E 0 $&/ 150 %&
TR 0 $€/ 150 8E 0 $&/ 150 %& 2 &8/ 150 %2 0 $&/ 150 %&

Rl -8R0 PRI TERIOR FERIORAPIEA LK

—efb T A MEOr—2—J1t > N OIREE

PRATS:A %O n—4%—nh+% v hoYkhe

B Ah g MOMFITIFEAERD NIRRT,

e 4w B OMEITIEE A ERD SN2 T2,

1. #HRBE

PRAFSRAE it A
FEO 185 EKOBE SENEICBWT, INSWRIFTHRBD b n, EEHELS B

BH 4 IRE HLTEIRK DI RBRETH -T2, TED S FESTLICEBNT, FINKITIERD
Y AWAYI TN
FED 1 ESEICBNT, KEWRITEO/NIWRITHRO HiLTz, FED 18

NG 4w S, EBEROTEED 5 SEEICB VT, /INSWRIFARD b, EEEL
BELTEHICS b ERETH- T,
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V. ARICEYSEE

1. BREXIEHER

S UINEEN

2. DREXIHRICEHET HFE

(1

FEEIN TR

. BiERUVHAE
) AZERUHAEORES
WL, RACIEA LAY ILZ Y A RFY ILE LT10~20mg # 1 H 1 [RKRAOFKGT5, B, 1

H 5~10mg 75 H& 528004 L, Fln, ERICE 0 #EEEBT 528, 1 ARk 5 % 40mg £ TL

T 5,

(2) AZERUVHAEDORTERE - 1B
B R L

4. AiERURAEICEHEYT SEE
FEEIN TV

5. ERERALHE

(1) BERET—E21\vH5r—o
MR L

(2) ERERZFEEHER

AR L

(3) AERBRREER

DR L

(4) BREMELER
1) BHEREHRER

17.1.1 EBRNERRFER

REVEEMTEERTELEZXNRE LAV AL X A REY I L0 "B EREERR %2 & R
RERCoO NHIERKE] Z2ETRER (FREEE™TY FEEFIE) 1% 79.8% (364/456 5) . [ EREE)
B E IR WEBERIT 84.7% (364/430 ) TH o7,

BB, TO 9 HEYE - PEREOARREM B ERE 2R E L THERERBRIC L > T, AL

APz ARXY INVOFHAMERHER I,

BRI AN A L2 A R Y I G4 1 EBTRILL, 2 BMUNICEERBEIEZRL

7-1%., 4~8 MM TR KIZET D Z ENHER I N9,

F 1) TR IGESIE (-20mmHg DL E) ROYWREMIME ((10mmHg PAE) &35 E. F
i E (-18mmHg LA E) 2723 HA6. H2VIETRHE®® > ThoThH
150/90mmHg AKjifi (7272 L, ABEHE TiX 140/85mmHg A3) (2L L7254

7 2) TR NEEEImE ((-10mmHg DL E) ROMREMME (-5mmHg PLE) &7z 3854,

HDHWITFEHIME (-7mmHg ML E) 2484

17.1.2 ERE AR

ERERE E AL O B EEREERI R L LA AP LT A RFY ILOBEERBRTO DHIE
el ZETMERIT 68.0% (17/25 #]) . NMHERRE] & R WBEERIT 77.3% (17/22 ) T
HoT,

BIVE A BUEE 1L, BAWTEAER DY 10.0% (3/30 #) . ERARMRZAE R 2 20.7% (6/29 ) TH Y,
RO b BMAER OFRWEM L, SHE (&) . KMEROERE 3.3% (1/30 i) TH-729,
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17.1.3 ENEMAEER
FIERMAIERFE 2R E LAV AP LT A RE Y ILOEKRBRTO MHERIE 28T
B30T 86.2% (25/29 f5) . PHIEARRE] 28 70V BBIERIT 92.6% (2527 #) Th o7z,
RIVERRBUEEE X, BMREAERDS 6.9% (2/29 #1]) . FEIRIRAE R 21.4% (6/28 f5]) TH V| 78
B BV BRI O BIWEAIEL, IRG L OEN % 8.4% (1/29 ffl) TH 7= 10,
17.1.4 BENEBRERER (REKRE)
WRE « HARE AR B EE B 2 R EUT, 12 p ARIA AV A L2 A KR Y I VAL L
TR, B LRI NG Dz, THEARRE] 2 &8 TR E31% 80.7% (134/166 i) . [HIEAR
HE) Z & ERWEERIL 93.1% (134/144 %) TH o721,
2) REMHR
17.1.5 ERFEMERR (RYKRE)
BE - PAEARREME & ILEIEBE 2 X5, 12 p AA VAL Z L A RFY INET LT T A
FpiAls L <3V A 7Y A RRFRBEEA A2 DR S LR, 8 LICBEEDRMI GO,
Ny MEGIFIOERIECTO PHEARGE] 25 0RERIX 85.0% (17/20 ), NHIEREE] 25 F
PROREESRIE 100.0% (17/17 #i]) T o 7o, FURFOFHFIETO DEERRE) &5 TR ERIE 72.7%
(16/22 f511) . THIEARRE) A& F£2VEEZRIL 100.0% (16/16 ) Th o7z,
BIVERRBUAEME X, vy T DFEEHUAIOFFRIERE C AR DY 4.5% (1/22 #) . B PR i B 5
S 4.5% (1/22 1)) . FIFRAIOFHFERE T Bt RAER DY 37.0% (10/27 #) . EEIRIR AT 25 25.9%
(7127 ) Th o7z, FApEMEIEROBIERIL. B>y AEGHIDEREER T H < 6 A 4.6%
(1722 B) . FURFIGEHFERE T FU 14.8% (4/27 ) ThH o172 12,
(5) BE - WEAHEER
MUERR L
(6) AEMER
1) SEARERE (—REAKERE. HSECEARERE. CARBLERAE). RERFTERT 4R
—RRE. RERFTREBRAROAR
M ERR L
2) RBEHLELTERFEORNENITEREL-RHE - RBROBME
Y L7
(7) =0ttt
17.1.6 ERE IHKR (MWEEBRZES)
WIE « FESEAREMERE M ESE 2 RIS, A AL E Y A RFY I A 12 HEHEEG L, HHIT
BNl EREIC LD 24 REIME A NETh &2 et L7k, A xAhrsy A RFYILE 1A
1 BHEEICBNT, MEH#HBO T 17 7 A LY KFT 2 &< ERBIME 28I T
EHDHZ < 24 BT LI REIEER 2R3 2 & SRR S 4z 19),
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VI. EMEBICEYTSEE

1. FEEMNICEEHSLEMNIILEYH
TUIOFT L RIS
HE  BEEOD LAY OREE - RS, BFORMNCEELSRT DL,

2. EE#&A

(1) {ERERL - VEFBFF
FNVAFNE Y ARFYINVEITB RT v 7 ThY, AERNTIEERSD TH LAV A L2 2
B, TooAT o (A #2471 (AT ZRFISEROICER L TATORKBEEHA
AINZIHEFE L. FERTH D AT OFKEEH Z 8095 19,

(2) ENZERMITEEBEEK
182 7oA T I RBGERER
FNWAFNE D ATV BEIETUER Z & b ATy B8 ~D 1B-ATFEEAE CTRET L7 &L 2 A,
50%PHEREE (ICsofE) 1% 1.3nM ThH o7z (invitro), £7-. ANV AV INLE AT U XK OE/LE
> b OFFHMAE TN T, ATNZ XD INHEEOG 24 U, £ oMsfERIZIEMERE% bRk Th
ST Ty MRS XZBNT, ANAYALEZY A RXY I ML, RORLGIZEY ATICE D5
JE s % FEfgER L] L 72 19,
18.3 [&E{EM
1831 A/ AP X A RFY IVIRAKEICL Y BHEELET v M EMEBRBIET v b,
EFIMTEZ > b ONRIZTRODBEEEER 2R L7223, DFEIC B Z 5 2 /e o 72 19,
18.3.2 AN AY L2 ARV INEEMERBRBIET v MZ 24 BEERORGS5 & Mk
EAEULDZ LR ZELEREERAZ R L, KAEOHEIRLRBD o7, £72, 14 HHEKE
BRAKEGH, KELTHL I AT FIIRO bRhoT7c 19,
18.3.3 AV AV L Z AL RIIET » MIFIRNEG-7 5 & R A Gt LB i
BEIOWD RGO Hivlo, MBI TR L7228, DEEICE T < D s R L, - T
FNAYNE e OREFEAIT 2 ME OJLREICES BEMMEROBMNCL2b0EE X6
N5 15,
18.3.4 AN AP N2 ARXRYINEEMEBREIET v NI 20 BEMER ARG 2 &, Mm/E
DFREE & BITRPERAPEM LT VT I PR E OB 3 FE 0 H v, BIRO T RO SGE HFR
D BT 15)+ 16)0
18.3.5 AN AY N2 ARNXRYINEZEMIEEBREIET v M2 8 MEERAKRET L &, MmE
DTFREL & HITLEEOK T KOO HMMER OB 1358 Hiv, DERZIHT 52 L BRI L
7= 15,

(3) {ERZRIERFAE - FribE
MUERR L
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VI. EMBEICET HRE

1.
(1) ARLEDGOPRE

I R E DHERS

B R L

(2) BREABRTHERBShOPRE

16.1.1 BEEHE

fEREZ2 R N BVE 24 B A NV AP L HZ 2 A REY )L bmg, 10mg, 20mg & Y 40mg % 28 i IF B
MR AEE LIz & AN A2 o OMBEPREITESLC BA L, &5 1.7~2.2 R I s
\ZFEE L7z, Cmax KON AUC 138 G-EICHEWEEIN L 7= 17,

FNAYE L FZRRY IVHEREORGREO AN APV Z - DIEYERE/ ST A —XF

b o Cmax Tmax tise AUC
(ng/mL) (hr) (hr) (ng * hr/mL)
5mg 6 152+31 1.8£0.4 8.7+1.2 892191
10mg 6 277+46 1.7£0.5 10.2£1.8 1,576+t244
20mg 6 481+117 2.2+0.4 11.0+3.8 2,903+915
40mg 6 1,006+152 1.7£0.5 10.6+4.7 5,807+1,142
mean=*S.D.
16.1.2 RERE

AREEMEEIMFIERE ANV AT HZ > A REY 30 10mg (20 ) KO 20mg (19 #1) % 14 H
M. 40mg (10 %) % 7 HEIREROEE LIZE 24, B&EH DAL AV H o O3EyEie=2H) <
FA—ZIE, ROEBY ThoTz19 19,

} Cmax * Tmax tu AUC #3)
BERE | Bk "
(ng/mL) (hr) (hr) (ng * hr/mL)
10mg *" | 20 285.1 (0.253) 22408 | 6.5+0.9 1,981.2 (0.234)
20mg = | 19 496.0 (0.300) 25+1.1 | 6.3+0.8 3,288.9 (0.254)
40mg "2 10 1,008.5 (0.267) 2.6+1.0 6.0£1.0 7,848.0 (0.301)
mean*+S.D.

E1) 14 ARE, 1£2) 7 BE&EE 113) RTFHE Gzt D% EREE)

TR N BYE 2T ANV AL HZ Y A REY 2L 10mg., 20mg K (X 40mg % 1 H 1[0 7 H R
FAER ARG LI EOMERAN APV E AREZRG LIz E 2A, HRONICERIREBIZEL .,
HERMEITIF LA RO LR T2 20,

16.1.3 £YMFHIRFHHER

<FNAFNE EEBmg TAET] >

FNAYF N E bmg THET] X, TE&N R 5% 0 BRI O LY FRRSEMRBRT A N7
Ay (CER 2442 H 29 B EEFEAH 0229 10 =) ) IZHESE, A A P U8 10mg [H
ET) ZREERAIE Uiz b &, IWHEEINE L, ERFNICR% L ST,
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<FNAFNE U EE 10mg THIET] >
BIEIRSLE DA FRIRIEMRBR N A T A VSO IEIC O\ T CERk 24452 H 29 B IRAE
A3 0229 % 10 5)

FNWAFH U FE 10mg THIET. ] KAV AT v 78 10mg 2, 7 B AL —"—JEZ LV ENZE
N1 (ANAYILE Y ARFYILELT 10mg) R A BMEICHE AR Q&S L i
AN AP S AREZRE L, 5§ ONI3EYERE T A —% (AUC, Cmax) (22T 90%(5#H
X MVEC CHEEHIENT 24T - 7255 8. log (0.80) ~log (1.25) DO#EPHNTH V. WAl AW Z[F
SEMEDSRERE S A7z 2V,

YRR T A =4

HIE/NT A —H BEINT A —H
AUCo-4s Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
AV AP H L BE
2139.1+555.1 321.0+60.2 2.00%+0.68 7.261t2.15
10mg THET ]
FINAT v I EE
2116.0+523.4 321.3+63.9 2.04+0.78 7.29+2.20
10mg
(1 $2#5-. Mean=*S.D.. n=24)
(ng/mL)
400 +
—@— FIIAHIL % EI0mg [AET]
- F I ATy TEE10mg
%300 | 188455, Mean®S.D., n=24

Py
L

0 6 12 18 24 30 36 42 48
B (hr)

1 85 P R A I FE HERS

MR N AUC, Cmax 5 0/37 A — & 3, #ERE ORI OEREAH « e[ 55 O #ER
R L > TERRDAREMEND D,
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<FNAFNE EE 20mg THIET] >
BRERGLOEY FNFRSRBRAT A R T4V EO— e EIC DN T CERL 24452 H 29 B 3RAE
A3 0229 % 10 5)

ANWAFNH FE 20mg THIET ] KAV AT v 76 20mg 2, 7 B AL —/N—JEIZ L ENZE
N1 (AN AYILE Y ARFYILE LT 20mg) LA BMEICHE A BEER Q&S L i
AN AP E AREZRE L, 15067 mENE N7 A —% (AUC, Cmax) (22 T 90%{54H
XIS CRERHIEIT 21T > 7255 5. log (0.80) ~log (1.25) OHFANTH V. iAlD LW FH R
SEMEDSRERE A7z 2V,

YRR T A =4

HENT A—H BENRTG A —H
AUCo-4s8 Cmax Tmax tue
(ng * hr/mL) (ng/mL) (hr) (hr)
AV AP B B
3452.91+656.2 523.51+110.8 2.44+1.16 8.15+1.74
20mg [HIET]
FIWAT > 7 §E
3692.9+672.2 568.0t122.3 2.02+0.89 8.04*+1.55
20mg
(1 #8#%5-. Mean*+S.D., n=24)
(ng/mL)
800 -
—@— FILAHILE L $E20mg [HET]
=l I ATy TEE20mg
1 600 | 1528445, Mean®S.D., n=24
s
7 g
b A
A \
7 400
2
ot
P
200
O ﬁ T T T T T T T s ]
0 6 12 18 24 30 36 42 48
RS (hr)
1fn B S R HE RS

MR NE AUC, Cmax 5 0/37 A — &3, #ERE ORI OERERHL + 1755 O 3R
KL > TERRDAREMEND D,
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<FNAFNE EE40mg THIET] >
BIEEIRSE DA FAIRIEMRBR N A T A SO IEIC OV T CERk 24452 H 29 B 3RAE
A% 0229 % 10 =)

FWVAYILE U GE 40mg [AET] KOA N AT v 7§ 40mg %, 7 B A4 —"—kIZ L ZhZ
N1 (AN AYILE Y ARFY ILE LT 40mg) R A B ICHE A R Q&5 L i
AN AL E AREZIIE L, HF o YEIE T A —4% (AUC, Cmax) (22T 90%[E1H
X REEI CREHIENT 21T - 7255 R, log (0.80) ~log (1.25) DO#EFANTH V. WiAID LW FH[F
LMD R ST 2,

YRR T A =4

HIE/NT A —H BENRTG A —H
AUCo-4s8 Cmax Tmax tue
(ng * hr/mL) (ng/mL) (hr) (hr)
AV AP H L BE
8100.2+-1867.2 1052.9+220.1 2.13+0.61 8.02+0.94
40mg HET |
FINAT v I EE
8098.4+2002.4 1081.9£t290.3 2.11+0.83 8.261+0.93
40mg
(1 $2#5-. Mean=*S.D.. n=23)
(ng/mL)
1600 -
—@— A AHILE L §E40mg [AET]
- F IV ATy T EE40me
1200 | 148425, Mean+S.D., n=23
ch
7+

1Y

800 A

Pl ARSI

400 +

Py
aal

0 6 12 18 24 30 36 42 48
w5 (hr)

1 85 P R A I FE HERS

MR NN AUC, Cmax 5 0/37 A — &3, #ERE OFR (R OEREAH + IS5 O 3R
R L > TERRDAREMEND D,

<ANWAYNE L ODGE bmg [HET] >
A AP 0D §E bmg [AET) 1, [EEN R 280 BERRA O ALY RS0 ER T A
RTA4 L CFRk 2442 A 29 H  SEAFAR 0229 5 10 5) IS & AL AP % > OD 6 40mg
THET) ZHEERE L Uiz b &, IWHEEINS LS, EWFEMNICR% L Bl Sz 9,
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<ANWAYNE L ODHE 10mg THET] >
AV AYE L OD $E 10mg [HET ) &, [E & B 28 0 E FERA O AW S0 [R5 7 A
RTA4 2 CFk 2442 A 29 H  SEAFAR 0229 5 10 5) IS E AL AP % > OD b 40mg
THET) Z#HERERA L Lz b &, IWHEEINS LS, EWENICRA% L e Sz o),

<ANWAYNLH 0D EE20mg THET.] >
A AP H 0D BE 20mg THIE T 1%, (& &R 588 O ETERA O £ S R S PERER T A
R4 (CFRk 2442 H 29 B SEAFAI 0229 4 10 =) [ITHEDE A/ A Y14 > OD 5 40mg
TAEET) AR L Uiz s & IWHEENS L, EWFENICRY%E L Bl Shiz 6,

<A AP E L ODHE 40mg THET] >
BIEILOEYFRR SRR T A RIA L EO—HREICHOWT CER 2442 H 29 H  3EA%K
A% 0229 45 10 )

FNAYFNHE L OD HE40mg THET. ] ROA NV AT v 27 OD & 40mg %, 7 0 A4 —/N—Jk|Z &
DZENETNLEE (AN AP LHE L A RFYILE LT 40mg) A BHEICHEREERR 05

(K72 U CHRA R OVK TARA) L T4 v A2 L2 RlE L, 155 7= R EiE 7 A
— % (AUC, Cmax) (22T 90% 5 #H X VA CHEHIRIT 217 - 7245 5. log (0.80) ~log (1.25)
OEPFANTH Y | BHIOEDFHIRI DR S 7z 22,

e T A —2 Ok L&)

HIE/NT A—H BEIINT A —H
AUCo-4s Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
AR Y E L OD BE
7607.62218.5 979.0£336.6 2.54+0.99 8.67*11.43
40mg HIET |
FNAT w7 0D &
7699.911966.0 1075.3+345.0 2.381+1.19 8.67*11.06
40mg
(1 s8¢ 5. Mean*+S.D.. n=47)
(ng/mL)
1600 -
—@— AL AH L& 0D§E40mg [RET]
- AL X Ty 70DEE40ME
%1200 4 1§£#%5, Mean=S.D., n=47
h
7+
W
P
800 1
s
-~
;"?:;
3 ;
400 4
0

6 12 18 24 30 36 a2 48
R FE (hr)
I3 HE IR EEHERS Ok 7 L)
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FWERE T A =5 OKH Y &RG)

HENRT A—H BENT A —H
AUCo-48 Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
FN AP 0D BE
7263.71t2312.8 898.1+273.7 2.91%+1.13 8.74+1.70
40mg HET |
A AT w7 0D BE
7597.4+2520.5 979.6£320.8 2.3610.94 8.22+1.33
40mg
(1 8E¥% 5., Mean*=S.D.. n=22)
(ng/mL)
1600 -
—@— AL A HJL2 > 0DFE40mg [BET]
/- AL A Ty 7 0DEE40mMg
%1200 ] 188485, Mean+S.D., n=22
ch
7+
Ju
A
800 4
s
-~
;"?_;
E
400 7]
0 . , : ‘ : . . 2
6 12 18 24 30 36 42 48
B (hr)

I3 HE IR EHERS Ok D $5)

MAEFEREEI TN AUC, Cmax DT A — 2%, #ERE ORI, (RE OTRIREIEL - B 5% ORER

R K> TERRDAREMEND D,

(3) =i
MR L
(4) BS - ftAROEE
1) BEORE
16.2.1 REDEE

fEREZR R N BME 12 B AV AL 2 A REY 2 )L 20mg % 22ERE, KI5 E 30 /0% b 5
VIEIEIRIF I 30 pRICHEROR G LI X ZNENLDOA N AT L HZ D Cmax K TNAUC
WIRIEE A EEGT RS, BRFOREBITR O LN o723,

2) PrHZEOFE
(Ivit. 7. MAEAEH] OEER)

2. EMEEBNASA—5
(1) BRiFH %
SRR L
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(2) BIGEETEH
MR L
(3) HEKEEEH
MR L
(4) YUFPSUR
MR L
(5) HHMEHE
MR L

(6) Tt
MR L

3. BEM (REaL—2aY) @&
(1) fétrAE
B R L
(2) RS A—4EBHER
B R L

4. IR
16.2.2 NAFATRALFEY T«
fEREZR R N BME 24 BICA NV AY L HE L A REY )L 20mg & ZEfERF L [EIRE O % 5- 3T AL A 5
LB 16.2mg HFRIRINICHEIE G L, #axtSA 47 XA Z 8V T 4 2RO, 25.6% TH -
7229 BEAT—4),

5. 9%
(1) itk -FeiBE P& @ tE
Pl v/
(2) Imi%k-fadkEaFE &
(TVIl. 6. (5) iftm) OIHZH)
(3) Ait~oBiTiE
(IVIl. 6. (6) #flta) DOHSM)
(4) HE~ADOBITHE
Pl v/
(5) ZofioBm~DBITHE
MMERR L
(6) MBFEAKESE
16.3.1 MFEAHKSE (RBIVRIBE)
FNAPNVE L OMBEEAREEGEIL99% EEmL, BTV T I DILT 7 U oA MIEET S
(invitro) 8, INV77 U v EDOPEFHRBRTUNL T 7 U o OSEWEREIC 883 73 < MK EEE R I8
A NIFE S 7pinoT2 2020 (SAEANT —4),

6. K

(1) REBLEIRUCKBER
FNAYPH L A RRY IVIE, RORG%, ENE EE, BT AT 7 —8
\Z KD Z T IEERE DA A2 AR SIS, ERIZITA VAT L H DI
MRDH B, EOMORBMIFE LRV, & MFI 7 r Yy —A% v, F F7 m—L4 P450 75 FFE
7FEEE (1A1&2. 2A6, 2C19. 2C8&9. 2D6. 2E1. 3A4) DIEMEIZHOWT, ANV AP NLZ Al X5
FLELEEREFT L2 2 A, BRAECTHEINS METRECIIWThos TEHIEE A EHE LR
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Motz £, b MEEFMRIC T, AV AP LE ey XA RF Y INCEDT b7 v—L4 P450 O
EIIFRO 72 h o 7= 20 (in vitro),
(2) RMICEIE5T 5B F% (CYPE) OHFiE. 5=
MM ERR L
(3) PEEEMNROEERUVTOEE
Pl v/
(4) REVOFHEOERRUELL., FHELE
MM ERR L

7. Bt
R N BRI UC- AN AL Z v A RF Y )L 20mg ZHERO#HE G L& 2 A, BHE LR
THTRED 12.6% (240 FF#% £ T) MRFIC, 77.2% (312 Kt £ <) BN#EPICHEIE SN 2 (4
EANT—4),
TR N BV 24 BIC ANV AY L HZ L A RFY )0 5mg, 10mg. 20mg K& Of 40mg % 22 i i H ]
BOFE Lz L&, 5 48 BEfl £ TITRPIZA N A T2 08 11.6~14.6%HEE X 7= 29,

8. FSUARR—E—IZET HI1ER
MR L

9. BNHEICKEKRERE
(Tvil. 10. WEHG) OEZMR)

10. BEODEREFTIRE

16.6.1 BHEERESE

BEFEZR R N B 8 1 & | B RERERRE T A 26 11 & BAEERIIC 8~9 37D 3 BRIy 1T 7= Ft 34 Bl %t
LA AYLE Y ARFY IV 10mg 4w 1 H 1M 7 HRKEROEE LEEEZOTHHOER
R D AER AV A2 o AUC OBMEREIL, BB IERHE & ik LT, B&RE, &
S N OVEE PR ERRE RS TEN TN 1.6 fi5, 1.8 %, 2.8 5 TH 7230 ULEAT—%), [9.2.1
Z ]
16.6.2 FFi#REpEREE

B N OV A EE RS RE R E RS 12 Bl AV A H L Z v A RF Y )L 10mg & Z2E R [l 0 #%
B L7-& & FHREIER 2 & i L CiigEh A A2 oo AUC IZFNER 1.1 65, 1.7{5Th
o7z 30 (SNEAT—4), [9.3 ]
16.6.3 EinA

fEEE s (65 LA L) 6 BlicA N AY L H L A RXY I 10mg 2 HERE 08RG L, (@A
FeminE L AN AP E D AUC ORMESEA R LT 2 A, 1ZTEALEEITHEO N0
7= 31)0

F 7. EEELEIERE (75 U ) 1THICA LAY L Z Y A RFYIL10mg % 1 H 110 14
AXEROEE L& 2 A, IEmmERE IR L AUC ORMFEHMEA 1.4 5@z R L7223,
ZRMEIRIFEA RO N30 EAT—H),

1. Z0Oith
MR L
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VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2EE (ROBEIZFIBELEWLNI L)

2.1 AR ORI LsiUE DBIERE D & 2

2.2 I SUIIEIR L TW D AREMED & 5 1k (9.5 SR

23 7Y AF LT VREEREGTOREREEE (2L, MOBREGRZIT> THbRBMED =
e ARE LI AROBEERLS) [10.1 BHE]
(fift)

21 KAH D2 WVIEARARINIC X 2 @\BUEZE Z Lo B ICHERE T2 & HEREBUELE Z 3
AREMED B D

2.2 il ORI D AR KB 5 ORIV, B ER (F > ) TP IO 512
BWTHRELEH AR DOIREKE, ABRSIEOBIEPHERE SIVTWD, GEIRICHE O &l EE DA
ACE FHEAISCT v 4T v IR BEETHIOMERIC LY . BAERICER2Z5| XL, B)
MTHREECHBIEIND ZERMEINTWD Z 0D, @ILEREICKT 2 & FE2W & IO N
ARTAANZBNTS, ZNOHEAOMEH 28T, MOREERZMEMT 25 X0 Il shTnD,
L7223 T, fm XATEHR L WD AREMED & 2 ethloxt L Tl 22k e & Lz,

- 2003 World Health Organization (WHO) /International Society of Hypertension (ISH)
statement on management of hypertension. World Health Organization, International

Society of Hypertension Writing Group : J Hypertens 2003 ; 21 (11) : 1983-1992

- The seventh report of the Joint National Committee on Prevention, Detection, Evaluation,

and Treatment of High Blood Pressure : The JNC 7 report. : JAMA 2003 ; 289 (19) :

2560-2572
c ARG S MERETA R 74 AMNERBE S Sl ERETA R4 2019:156-163, 7
A TH A= AHR

2.3 BFEEITEEEIN T &2 o 72 2 BRI AR 2 xf g & L7z ALTITUDE 35k 32 o> Hp R S 1 J
SOTHICESMEIN TWAT Y AR Ly 7 VBBEOEH FOEE) L 02X 3% E
L7

3. MEXEIHRICEET SFTELTOER
BES N TV

4. BERUVAERICEET 3B L ZTDOER
BREIN TV AN

5. BEELEARNITELZOERA

SEELEXNIE

8.1 KAl ELT AT vy N BIREEHAIR 5 I HE RS EREND bz & oRiE
NHDHDT, FHEREMA Z I+ 572 EBIE A2 912475 2 &, [11.1.5 BR]

8.2 FIffHil 24 BERNIZIR G- LW Z ENEF LW, 7o VAT v v DA IRETAIKR G o BE 1T,

FRERE S O FAT P iC L =27 AT v SR OIHIERNS & % R A i AR T 2k 2 9T R REE AN
b5,

8.3 RRIEMFHICEASSHE WV, 560 NHLLND I ENHLDOT, mifEE, HEEOELREE
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B2 O BEMR A BT DBRICITER S ¥ 5 2 &,

(fia5)

8.1 EHNDEKRBRIZIB T, AAEHGICEI Y KRBARAGE CERVWEBRAEFFS L LT AST
(GOT), ALT (GPT) X O'LDH & EFR 1 LB H LN TWS, o7 v P4 T vy v TR
EEEHANCRB O T HERIFEREREN D S b & ORENTAHCERICER S TnDE 2k
D AR E T DA IR E 2 ST 5 78 PRI A 0TV BESRO O
BTG A2 P IS 272 ElOR A EEITH 2 ERRELEEZ HD,

8.2 TR T M P BRI D I L 0 MEDIR FRRD OND N, B@FIIL = —T oA T
Vv R OBRIEERSC X0 RERICIEDHERF S D, AFIZ RN L2SE1ICiE, 2o
RAEHEREDME@ 3, MK T OB E 2R K Tl E 0K &= 2 8 = 3 ATREER H 5, £72. ARB
XY PHS E EClEZ 2> br—L LT BEIL, PHRIEICER G2 IR L BE & L,
JRRIE AR ORI T 23R LT W & OfEDH 5 28, BEIERITZFIRYS B £ TIRAT 2003 501TH
DA, FHTET 24 FERIIAFI OB G E2ITORNWZ EBREE LN EB X BN,

8.3 KAl H#, BEERICESS THFEWV], [560F ] ERbbbhdZ bbb ([11.2.
WD) . mATE¥, B BB O T EE A OB EE AR A 1 O B A B E T 2 BRI B 2
Thb,

6. HEDEREAIIBEICHTIIRE
(1) AfHE - BIEEFOHIBHE

9.1 AHHE - IEESDHLEE

9.1.1 MAEESHIREEOH S BEXIIAETERREEOHIEE

RIFE L2 G0 E I SN D5A 2 RE . RIS 2 2 &, Bt &ORD R BRI A+
DIETIZ L 0 2HICBEHEZ B ST BEZRND D,

9.1.2 BAhY Y LMmMIEDSHE

BIRE L2 GV EH SN 256 4RE, BTS2 28, &0 U AMEZEIE LB
FNnH 5,

T, BHREREE, 20 b — VR EORERFEICE D MiED U U AMERE L 720 LT WVEE T,
MiEH ) 7 MECEET S Z L,

9.1.3 RNEEEDHSBHE

WEORENMMEA 2 EE L, WELE(LIEI2BZNNH 5,

9.1.4 BMELFEERETPOBRE

RHENSHEGZBMG L, HMETIHAEIHRAIITI 2, B0 NERT2E7RBE
nnd s, [11.1.4 28]

(fi#)

9.1.1 M{APERBEIRIEZE D & 5 EEH UIRA B CEEBIRIAEOH L BF I L L= =T vV F T v
VRREEAEZ G LTS A I, BRSO 0R ERIR AR OIR TIZ L 0 2RI B RE & b
SELBENRDHD, LEN-T, TRHERFICKH L UIRRE LS 2GR 0n C s 2546 %
B& AR O FITRET 2 Z ENEE LV,

912 L=V —T VT UV URENMGIT AREMER G LIESEE. TV RAT B 2 il &
DL AV U LETFREERIZHEY, SV U AMEAEI S BENRH DL, LEEB->T, AU Y
LMAE D BFITHR L THIIRE LR 2 G\ S SN 556 2 5RE | AFIOM AT 5 2 & 23
PELV, 612, BHEEE, 22 b — A RRORERFECLD MIED Y 7 MMEREL 720
TVWAETIHE, &PV VLAMERRBETL2BZNANH 57D, MEH U U AMEOHEBIZITFFITER
DLETHD,
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9.1.3 ML EFEEDH 2 BH TIT, WEDOREIC LY MMKECIR T 25 - Z L, ZAUTHE D S
BRASIER (DFEV, BHEK, BEROKTE) 28 b3 E28thndH5 2 L LY, Wil EEE D
bLHBEIL, AR HEIIRGTLILEND D,

9.1.4 FEHRBHRIET OBE TIE, MHBEORDFICLY L= 48R Tt#E L T oo, L=
=T VFT UV REERICE D AERMER TR TR ENNH D, T DK D IREBHITAA
ZHRGT L5, BAENGHB L, WMET 258 ITEEOREL FoICBE L) bikk
ATOMER DD LEZBND,

(2) BHREEERS

9.2 BEHRERESE
9.21 ERLGEHREREE (MEFI/L7F=UES3Omg/dLLLL) OHSEE

INDOBRFEERGE LA MR R 2N 2 i 2 AR RBRIL S L CTu7ew, BEERE 2 L
SHLBENAND D, [16.6.1 ]

9.2.2 MEEHPDEE

RHENSHEGZBMG L, METIHAEIHRAIITI 2, B0 NERT2E7RE
b s, [11.1.4 ]

(fi#sn)

9.2.1 BIHIXE ML ORI, MERFICHEBEICBIH L TR0 . AREMEE M1 & 2 B L O SERME
BITPEY MMLEZR ., MIEEEE IO TEE#REEEZ ) BE OGN E <, E1-BHEED
ETFEEmE T AZIT oD, BE - PEEOBHEEREZ D & EEEE CIoa 2k,
LEMIIIMEO RN Z EDRHER SN TWA N, MIEZ L7 F =278 3.0mg/dL LI DB %2 %5
ELTEEDM, BEMEICOVTORFHIIT TRV, ZO XK ) REERBHEREELZFTLEE
TIXBEHERENEL T 2 AR H Y | HEEZEO TR CEBEICKRGTILERD D,

9.2.2 IMKFENT T OEE TIE, RIREOWDEIZLY L= R ERTTHEL TS 72D, L=y —T
AT U U RBEANC LY AR T AR TRENAR S D, O XD REBEICAKNE RS
TLHHEAEIIE, KAELORMG L, MET25AICITERFOREL +0ICBE LR bRA 12T D
WHENDHDHEZZHID,

(3) HHEEERE

9.3 HireEETHE
B SO O RERE E B (Child-Pugh A 27 1 5~9) TANLAYLZ L OiEhjE
ERERTHZENRHESNATNS, [16.6.2 ]

(fia5)

9.3 JITHERER S BF 2RI M, LMo Bat L72iBUIAT > Ty, IFHReREE B Tk
HERELREBENELS RHLAREELEZEZOND I ENLEBEICEGTO2MLEND D,
ShE CHENE L 72 RS RE R R K B RE R BR IS o\ T, R R OV P S P T R RE P AR
(Child-Pugh 3 A 27 :5~9) IZBF 25 AUC IZMHEEEFH & bXZF N80 1.1 KO 1.7
EHINT 2 2 E AR ST 5 30, (IVIL 10. (2) AFHfEREERE ] OESM)
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(4) 4REREZRT SE

9.4 H£REREEZF T HE
9.4.1 RIS ATREMED H %K
IR L CVDZ ENERENT T v U4 T vV VERBRILER I T o4 T v v T2 FR
FoiAlEER L, BRI - FiAER~0RE (B4, HE - i - BOERAS, FECE) RO
TN ST B 33) 34,
ARNOBHITN D, NBEROGELE L EE L CABIRGOLEM 2 EEICRH L, 1B EOALR
PEDMERRYEZR BE D S SN 5B 0ARFEEGTH 2 &, £lo, BREVBUELRGEITITROEE
HIFICRETHZ L, (95 BR]
OAFNEEBARNTIR L CTORWZ L 2RI 52 &, ARG TS, HIRL Tz L2 F
HWIRICHERR T2 2 &0 BHEFITHERESH LS AIZX, BEbickbEa2hid52 &,
QRDOFEHIZHOWT, AEIE GBRMGRICEFICHIAT L2 L, o, BERHLEITSCHIAT S
Z &,
RIS ARI R LA, B - AERICREEE RIET VA RS DL L,
S AERDSVHEIB L7 R B A A I, MY EICHRT H 2 &,
IR A G S5 E IR, HSEICHRT S 2 L,

(fian)

9.4.1 IHIRVIEIR ST T DA T UV UV EMBERILER T T O F T v o MR KT HUAIE O
IR D3 fkAE S av, BBV A~DORER DN DRI WS STo 2 Lovn 88 830 ATIRT D FREMED &
DEMEITEBENPLETH D,

(5) Whm

9.5 ITiE

B0 SATIEAR U C WD ATREMED & B 2 MEIZ TR G- L7e W2 &, G- FUTEEIRHI L 72358121,
EHIZEGERIETD 2L,

IR R ORI T v AT v D BFERETHI LT T v R L E R % &
HEINT-BFECTHEAKBRMIE, B - FAEROEE, HiAaROKME, TR, &0 Y v AMiE, 598
BORRAR KL OEARDIE K 5 & HER S 42 DA O ffE, SEEEI OB, O 25N
bobih L DHERH D, (2.2, 9.4.1 ZH]

(fign)

9.5 Mk XITIEIR L TW D ATREMED H D &Mk 13 [HER ) & L TERME L T\ 5, MiRPH AT
KN T AT o N FEERETRICT v oA T v VA MARE R EA A G S T | i
JEOBEICEBNTIRIE - BAEROHECERRES N TNDL LD, MOREEPLETH D,

(6) RELiw

9.6 RELIB
RILLRWZ EBREE LW, BER (7 v ) © bmg/kg/H T T ~OBTRRD SN TN D,
R (7 v NEES RO A& S) © 200mg/kg/ A THARIZE &g 215 LT kW
(READ 25, 8mg/kg/ B T HAEVIZAREIGININHE & OV ER 3L DOBIEDFED TN D,

(fign)

9.6 AN FHLITTICBAITT 20 ENIAHTH L5, BWER (7> b)) THIT~OBITHHR
HoENTEY, BEEENPOHALTOR~DOEENRE SN O, KALTOLME~DR G 2k T
LTENEELWY
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(7) INRZF

9.7 NE%

INRE G & LT BRI SN L T 7y,

(i)
9.7 [ENTIL, EHAEMKEN,

FAER, AL

U 7= PR ERBR I 580 L TV 722y,

(8) Eln¥E

IR TN b G & LT A e e OV e & 48 1R &

9.8 BiNE

BIAG & A85F L, EMEICHERETAZ &, —RCBEORTIIGE LL AWV E SN TV, IKEE
MR HBENDD D,

(fiFan)

9.8 BAEIX TR CEYBIRRICHE L KT T ORI EE LG AT AFEERP RIS 5 A6

WD L, SHIT—KI

-
—

A TR ORI LV AMEEIE S 2N FEIE S 5 A REMEAN N DAL T

52 EMb, mEEEICH L TE, FGHEZET L, BEOREZBE L 2N bEEAICRETS

ZEPRETH D,

7. tHE{ER

(1) tREEELZDER

101 SFAZEE (BFALAGNC &)

(BERBFEICHERT 2%
Ho 2L, fOBEEIREE
fToTCbRBMmEDa R
—NVRE L ARDOBE LR
<o)

(2.3 & ]

A4 S5 BEAEAR « HE & 1A KR - falsn
TURF LT < LR FEFFEME M ZE T, B REREE, (L= - T VAT v R AEE
AN BT AMELOMEMED U 2 7 |ARBEE SN AR RH 5,

A HE SN TV D,

(i)

10.1 VL. 2. ZEoNAE L ZOBm ) fifwl 2.3 2],

(2) FRAFE L EZDER

10.2 BEREE (BERICEET S L)

HANY

BRAER - FEE ik

P - fEbRIAF

71V 7 A ORFFHERI R A
AVR/ T R
MU T LT L%

71U LGl
HAEH Y UL

MmEL Y U LENERESTHZEN
HD,

AFNOT v RAT v G nfifE
FIC X0 ) 7 AEFRRVEN 2 HE 58
THBENRH D,

fERRIRF  BHEREREE O b 5 BH

R B 4
7at I K,
M) ZBaARATFT Y RE

[11.1.4 ]

—BHEORMRNER T A28 29
BEWrZH 5, BHENGEE %6
B, METAIHEEIFHRAIITI 2
ko

FIRBEEH CIEEZZ T TV B R
FIT v = EENTTE L TV D
HENL L  RBIMBH LT,
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TR E BRAEAR - H5 18 51k BT - BRI+

U F o LEFH VF U LAHPEHENEZ DBEN0NH|HMEFIIRATHLN, T
IREEY T 7 L Do VO LAFT O RBEITZYFULAF
YOI ERET DS E Wb T
DI, BAEDFT MY T AR A
T LiciviEz s B %
bihvd,

TUAF LT R EHREREE, MUY Y AMER MR V=2 -T U T v R IE
MEEEZTRBENN DD, eGFR|ITEHNER I D A[REMERH D,
23 60mL/min/1.73m2 s O B EE
BEEOHDHEBRE~DODT Y AF L
7 VS & OPFHIC W T, TR
BWERLDEE RV E RSN S HE

BERREBET D L,
T VAT o AR R L B RERE T . ol U U A iE O
Etal MEZEZITRBENLH D,
AT v A FIEHREURA]  |BEERNRS T 28 Th2H 5, PEAT oA FIEHRERANL, M

BRI AT AT 0 xR 75
YUV OEMBEFERICEY . R
Al DR EAE R 28095 = & 2 FTREME
BdH D,
BHERLENIELIBENLH D, [TuRAE T T Y OEKLEE
Aok, BmENS KT 57
HEEBEZLND,

(fia5)
B o LRFEFIRA. HY) o LEGEE
TV 7 BFEEHERRFN R O U 7 DAFAFNC B U CHEARA] & OB G ORBIZ A2V A, BRI XY
H VU LEFREERNER L, MiED ) v AMER ERT28ENNH 0 BHSREREBRE CIIAHCER
THIENEF LWEEZBND,
FIRBEEHR
FIPRBEEA G- OBE TIE, KREORVEICLID L=V EERTTEL TWD D, L= —T
AT UV UREERNC LD AR T AR TRBERR S D, ZO LX) RBEICAK R KT
AT, KAENSBA L, HET HEEITEEORELZ B LR SRa (T H LE
WhdHEBEZLND,
1) F o LEF]
AFIE ) FULHMAEOGFHICLY P YF U NRENEMLIZEORERHV, VFULFEHE
EZTBENLLH D,
B, AETEBLIZULT 7V, IaAXr, HilEAl OKBMET VI =0 A - KBMb~ 7 22T
LELEAD . TTRAEZTF U T IANRREF U T ATy 77 u—LEOMAEERRGR
BfER LD, ZTh o3RI L ORI X 2B O A Iz oV T, BRNERIT/ NS WEZZbN
77
FURXLYITILEEE

(TVIl. 2. ZENEEZOHEE ] OEOMEHE )



FoOFT OO UEBMBEREER Y

HEVEZRBRO A Z AT OFER., 7o OAT L MR EIETHRN & T o O AT oo A a5 L
DOIffZEL L= =T VAT v RO HEBEWFRIEIC L Y . BEREEREE . B0 U U AME RO
KILED Y A7 M LT & ST b,

FERT AL FHEH LR 2039

ACE FRFEAIULT VAT v v MR EEEGH L IR T a4 FHEERERA & OOFHIC I
JEAEF ORET0, BHREDEALN A Db & OAMESTRAHRE ST b,

8. El{EA

11.El4EH
WOBWERNH H5bd 2 ENHDHDT, BEEH0ITITV., BFNERO b HAICIT&RE % |
T 572 Y Bl 24T Z L,

(1) BEXGEHER & DRER

1.1 EXLEMEA

11.1.1 MEHEZREE AR

B, DR, WHEH, HOMERENERE L Thobs Z b5, £o, . R, EH, T
FIEZ2 o S MEERERD b d Z b 5,

1.1.2 BFE (BHERH)

1.1.3 BAVUDLME BEEARH)

1114 avy (BEARH)., kM GEEAH)., BEEKX GEERP)

M, ML, BRI REDNH O b GEITE, EHICETRAE AT 2 &, [9.1.4, 9.2.2, 10.2
2]

11.1.5 FrREREE (B A0) . B|E (BEAH)

AST. ALT, v-GTP LAZEDOMHEERER L LDONL I End D, [8.1 BH]

11.1.6 M/MRED B AET)

11.1.7 {EmBE (B RB)

W&, 22, mit, FoBEA, £PHRT, K8, EEREEEND O bhGa i35 2
IEL, WERAEEZITI 2 & BERFIBFETOEE TH L LT,

11.1.8 HEBHEARLE (FHE )

A, B, CK bR, Mh ORI 47 vy ERA2 M+ DB MARENR H & bh
LHZERHLOT, ZOXIRGAIITELICEEZPIE L, BEERAELITY 2 L,

119 7+ 274 5F% 32— (HEARH)

Z PR, BERR, MIEKT, MRERESERE LTHOobhdZeBHY, TFH7 4 7%
—Yav I EEILEEORELD D,

11.1.10 EEOTFH BEEARH)

RBHEEICLY, KEBDEZLEI BEO TRADH 5bNDZ ENH 5, AR LV IBHEERHEN
BOOLNTZ L DRENH D,

11.1.11 FMEMMSE EERP)

FEEN, MR, PR R, B X RIERE S A D BEERR A D Db A ERHLEOT, 2D kD
REAICIE R T IE L, BIBEERNLE CAIOR EEOE M IE T 2L,

(fi#sn)

11.1.10 EIKRENCIBWT, A A P& A H & ORBRERAGE TE RUVEED R ZER
ETHARATN—RIBREPHRE SN Too, KERMACENUET SN, BRSBTS, [FED
WERD D,
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(2) Z0inEI{ER

1.2 TO/OEIMER
1~ 5% A 1% A5 BB
W BUE Sz Z ¥
1k ARIMERBAR D . ~F 7 7 v | A MmEREIEM ., /R A & i,
A~ R 7 U M|
b
R AR HEWV, EHL BRSO, EER, RK
DX
THILER R TR MRS MR, PV,
AN, BRI, ER,
iEn)
e BR 2 OEHE, B, 1FTY,
e
JiFlik ALT bH. AST k&, y|ALP L&
-GTP k5. LDH k5
WAPR 2R BUN k& mig7 vrF=r k& JRIBEK
EEBYE, IRIEESTE
Z DA CK k5. CRP L&, MY |[&HEEE. %k i, R (R, R
77UtV FES, miEsY IARRE) . M A R
UL ES REE S AR, iR, 9. L
O, BREEE . BE

9. BRBREKRICRIZTRE
RE STV

10. BE®RS

BE STV

(%)

(368 B4 - IE D B PR E R ]

BRRHNC 2 b O &2 DL NIRRT, FEIPIEEAARE) 7 i & ek,

ORIZZIEARRE GREMRS) B X 72556 IR (B SUIARPUE ; 56 5 B O F 0T RM,
B Bt s U <UERBRIZnE) B 208 57) NEL L WREERH 5,

OMKIME (M3 A E ; $5EL ; EYPEDOD E N, KM XL S B 5 B ; HIT ; B 7200% 97 AXESS)
O#ElR GV, #8, SUIRBLRI 22568 - Aikda)

(3 B 5 D Pk ]

TN AP AREH OfFEANL R,

RLIE 1T — M 72 e HERR L, XFHRIE T S,

OMHERZRET D7-01C
FNAY VL DBHEII A TH D, BAMEENE (99%) O TENIZ L DBRETHIFFCE
AN

Ox=x1Y>7
MmEZ8EET 5,
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OFHRIE
BB 1T — MR 22 R G, SCRHRIETH D,
SEMEMEDIR ML 2 ZET 5,
BERE &R 2B 2 LIZBO O & 5 BEIIRHRIEICRN T & Th D,
[USP DI 27th ed. Drug Information for the Health Care Professional Volume I 2007 : 2164-2167,
ThomsonMicromedex]

1. BRALOEE

14EBRELEDERE

14.1 EFFRARFOIE

AFE A NRV UEBBERAIOI T AL v A VOVERERIAISE L ek LRIR S TS
THRAFELTSA . A ML UHERRERK ST E A X v R A VAR S NE G5 2 L0 dH
HDOT, —ebiTHET D Z &,

14.2 ERIZHFBOIE

14.2.1 PTP @30 3ANT PTP > — h B HO HUTIRAT 2 L 5 &+ 5 2 &, PTP > — hOREHK
W20 WA REREEEATIA L, B2 2 2 U CHEBRIA R % O EE 7o & 0HE 2 0F 5%
THZENDD,

(OD $ED F)

14.2.2 AANIHED FICOW CERAZZESE 5 ERET 5720, KR LTRAMETHD, £2, K
TIRATAZELTE S,

14.2.3 AFNTET-FEORETIL, K LTIRASERWI &,

12. TOMODEE

(1) BEFERAICEDSCIESR
BRE ST R

(2) JFERERARRICE D 1FHR
BEIN TN
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X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEEHE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHRR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHESH
MR L
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X, BEMERICEYTSRE

1. BERES

Al

AN ASNZ B bmgl HIET
A AP H o fE 10mgl HIEET
AN AP EZ B 20mgl HIE T
AN AP B 40mgl HIE T

FN AP E L ODEE 5mgl HIET )
FN AP NH L ODEE 10mgl HIE T )
FAY N E L ODEE20mgl HIE T |
AV AP H 2 0OD §E 40mg! HIE T |

L T
TE) VLR [ERTS 0TI L0 BT 5 2 &

GRS

FAIAYILE L A RFY I

L

2. BHEM
34

3. ARRETORE

R PR AT

4. RIEWEDEER

20. L LEDERE
(BED 22
TAI e —REZITRRERT CRET D &,
(OD $ED &)
TNAIER—=XIT T AF v 7 A MUVREHZITRKE BT TRFET 2 Z &,

5. BERITEM
BEREERLTA N A
<TvolLsy  H
ZTOMOBEFBTEM A ((XIT. 2. ZOMOBEEE) OESMH)

6. F—m5 - R%E
[f—psy « AV AT > 27 OD §E 5mg,10mg,”20mg,40mg

7. EFfSEEERB

R
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8. WERFTEARFARRUVREES. RMEXNEFEAR. WFEFBFEAR

ongd

BUEIRFEAGRAEA H

KRB

S I HEGAE A

HRIERHARAEH A

FIAPILE R
5mgl HIET |

20174 8 H 15 H

22900AMX00767000

2017412 A4 8H

2017412 4 8H

AV AP H
10mg! H[E T

20174 8 H 15 H

22900AMX00768000

2017412 H 8H

2017412 H 8H

VAPV H L EE
20mg| H & T.)

20174 8 H 15 H

22900AMX00769000

2017412 4 8H

2017412 4 8H

FN AP H R
40mgl H[E T |

20174 8 H 15 H

22900AMX00770000

2017412 H 8H

2017412 H 8H

AV AP L% 0D
#& Smgl HE T

20184 8 H 15 H

23000AMX00696000

20184 12 H 14 H

20184 12 H 14 H

A A Y% OD
$E 10mgl HEET

20174 8 H 15 H

22900AMX00748000

2017412 A4 8H

2017412 A4 8H

AN A 0D
#E 20mgl H & T )

20174 8 H 15 H

22900AMX00749000

2017412 H 8H

2017412 H 8H

VAP ILH L OD
$E 40mgl HIEE T

20174 8 H 15 H

22900AMX00750000

2017412 A4 8H

2017412 4 8H

9. MREXIHREN. RERVABREEENFOFEABRUZOAR

A Lg

10.
FARANA

1. BEETHM

LR

12,

BREREHIRIZET SH1EH

HETRR. BEKRAREABRVEZORNE

AFNZ, BEIRIEE$ 2 HIRITED G TUVuy,
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13. E#Ea—F

I 95 8 ST e | BB = — 5 g | CE7 ESHLE
e, o \ " HOT (947 &% | _ __ .
WREES T —F | (YJ3—F) VAT AR
1% LA
AVVATIT G| 51 19044F3019 | 2149044F3152 125976601 622597601
bmgl A& T
L L&
AMATIT T 91490441016 2149044F1121 125977301 622597701
10mgl H[E T
L L&
AATIT AR 149044F2012 | 21490442128 125978001 622597801
20mgl H [E 1]
1% LA
ANATIITE | 914904474015 2149044F4139 125979701 622597901
40mgl HE T )
1% (27
ANATZ 2 OD I o1 40044F8010 | 2149044F8100 126521701 622652101
FE bmglHET
1% Ll
VAT ODN g1 49044F5011 | 2149044F5097 125980301 622598001
$€ 10mgl HIE L)
1% (27
A AT 20D ) 4904476018 2149044F6093 125981001 622598101
HE 20mgl H [E T
1% L% 0D
VAT T OB 49044F7014 | 2149044F7081 125982701 622598201
$E 40mgl HIE L)

14. REHRTLOIE

ARANTZHAHRIN L OEFEEIRLTH D,
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XI.

AR

. IR

1) &R ZEMERR

2) fENEEL : EHEER (BE 10mg. $E 20mg. #E 40mg, OD #& 40mg)

3) HENEEE : AR RIS (B Smg)

4) FENERE AR (0D 8 5mg)

5) fENERE : AWFHRISEMERER (0D § 10mg)

6) FENEEL : AR R ZENEER (0D §E 20mg)

7) FENEEF . BEMSER S ESIZ I T B TE N AERBR (0D £ 10mg, OD £ 20mg, OD #& 40mg)

8) DFAMRHTOFER (AN AT v 7 8 : 2004 45 1 H 29 AR, W& EHMIEE 2.7.3.3, 2.7.6)

9) BIHEREFETE A 1F O M EELE ARG L LIS IFERER (/127 > 7§ 2004 4 1 H 29 K
. AEEERHEL 2.7.6)

10) FUE @ MLESE 2 56k % & LI SBIRRER CF/L 2 7 v 7 §E - 2004 4F 1 F 29 HIKRR, HEEEEHTE
2.7.6)

11) ERG O (AT v 7§ 2004 4E 1 H 29 AKGR, HiEEEMEE 2.7.3.5)

12) AREEMEEMEERF 2R E LI U LEGEHE A 7 A FRFRIEGT 58k (31 2
T v 7 §E 2004 4 1 A 29 HKGR, HEEEEMEZE 2.7.6)

13) BIE « PEREARRENE S M EE R 2 xS & L2 TAHRER (Fv A7 » 768 : 2004451 H 29 H

. HEEEEHEE 2.7.6)

14) HHEZENVE (AL AT v 782 2004 4F 1 H 29 /KRR, HiEEEHESE 2.5.1.3)

15) /hifdiz i =ILAFFEFTAEER. 2003 5 55 1 1-91

16) BN AIEM (AL AT v 788 1 2004 4E 1 H 29 H/ARR, HiSEEHTEE 2.6.1.3)

17) M fth : EEPEEEZK. 2003 ; 19 (10) : 1131-1142

18) HIE - PAHEAREM: & MEBE 25t 5 & L7 W Ehie & BEEER OBIROMRE (P AT v 7 §E -
2004 £ 1 H 29 HAR., WiEEEHRE 2.7.6)

19) AfEMEE MESEBE 2515 & LT~ 40mg # 5RO EREDME (/L AT v 78 : 2004 4E 1
A 29 AA&GE. HEEEEMIEEE 2.7.6)

20) MR fil: ERRESL. 2003 ; 19 (10) : 1143-1156

21) H)IISER it LS 2017 5 74 (9) : 1079-1091

22) FHPEER fh o EFEH 2017 5 74 (9) 1 1093-1103

23) HFZEM  fl: FRARESL. 2003 5 19 (11) : 1283-1295

24) NAFT_AFZEVT 4R B (AL AT w75 : 2004 4 1 A 29 HAGR, HEEEEHEE 2.7.1.2)

25) ARG (VAT v 78 2004 4 1 A 29 A&, HiEEEHEE 2.6.2.4)

26) U7y U EDOMAERN (FNAT > 78 2004 4F 1 A 29 HARE, HiEEEHEZE 2.7.6)

27) Rl (A AT 752 2004 41 7 29 HAGR, HFEEEHEE 2.6.2.5)

28) HHI\IE B AR s BEI#EE 2021 5 C1265-C1272

29) H[ARE O 5B 2 EMBREDOKET (AL AT v 7§ 2004 4F 1 H 29 HAR, HFEEEHTEE
2.7.6)

30) von Bergmann K., et al. : J. Hypertens. 2001 ; 19 (S.1) : S33-S40 (PMID : 11451213)

31) MW fh o EFIRESR 2003 ; 19 (11) : 1297-1306

32) Parving HH, et al. : N Engl J Med 2012 ; 367 (23) : 2204-2213 (PMID : 23121378)

33) PifEAM M EERIES. 2017 5 47 (10) : 1353-1355

34) FERERH  fth : BV S PERHE AR RS HERE. 2021 ; 29 1 49-54

35) Makani H, et al. : BMJ 2013 ; 346 : £360. doi : 10.1136 (PMID : 23358488)
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36) Savage R : Drugs Aging 2005 ; 22 (3) : 185-200 (PMID : 15813652)

37) Gémez-Moreno G, et al. : Med Oral Patol Oral Cir Bucal 2009 Feb 1 ; 14 (2) : E81-89 (PMID :
19179955)

38) Elliott WJ : J Clin Hypertens 2006 ; 8 (10) : 731-737 (PMID : 17028488)

39) Fogari R, et al. : J Hypertens 2002 ; 20 (5) : 1007-1014 (PMID : 12011663)

40) HENEEL : — O LRAFRF ORI A Z LR (OD £ 20mg)

. TOHDSETH

AR L

66



XI. &84

1. ELESHETORFTRE
AT 2EEUIR, HEMOCHBIZUTO LB THY | SETORBIRDL L 138D,

BRE X TSN R MIELR O &=

8 I S W RANCIZA N AL Z L ARV ILE L
T10~20mg# 1 A1ERAKEEGT 5, 7Z2¥. 105
~10mg/h b &G 2Bt L, Fln, ERIC LV #EEH
T 223, 1HRKRES &IF40mgETE T 5,

<DailyMed (USA). 2023 £ 6 J #isk >

4 X

s Daiichi Sankyo, Inc.

W44 BENICAR- olmesartan medoxomil tablet, film coated
HIE - Bk | 5bmg, 20mg, 40mg

INDICATIONS AND USAGE

Benicar is indicated for the treatment of hypertension in adults and children six years of age and
older, to lower blood pressure. Lowering blood pressure reduces the risk of fatal and nonfatal
cardiovascular events, primarily strokes and myocardial infarctions. These benefits have been seen
in controlled trials of antihypertensive drugs from a wide variety of pharmacologic classes including
the class to which this drug principally belongs. There are no controlled trials demonstrating risk
reduction with Benicar.

Control of high blood pressure should be part of comprehensive cardiovascular risk management,
including, as appropriate, lipid control, diabetes management, antithrombotic therapy, smoking
cessation, exercise, and limited sodium intake. Many patients will require more than one drug to
achieve blood pressure goals. For specific advice on goals and management, see published
guidelines, such as those of the National High Blood Pressure Education Program's Joint National
Committee on Prevention, Detection, Evaluation, and Treatment of High Blood Pressure (JNC).

Numerous antihypertensive drugs, from a variety of pharmacologic classes and with different
mechanisms of action, have been shown in randomized controlled trials to reduce cardiovascular
morbidity and mortality, and it can be concluded that it is blood pressure reduction, and not some
other pharmacologic property of the drugs, that is largely responsible for those benefits. The largest
and most consistent cardiovascular outcome benefit has been a reduction in the risk of stroke, but
reductions in myocardial infarction and cardiovascular mortality also have been seen regularly.

Elevated systolic or diastolic pressure causes increased cardiovascular risk, and the absolute risk
increase per mmHg is greater at higher blood pressures, so that even modest reductions of severe
hypertension can provide substantial benefit. Relative risk reduction from blood pressure reduction
is similar across populations with varying absolute risk, so the absolute benefit is greater in
patients who are at higher risk independent of their hypertension (for example, patients with
diabetes or hyperlipidemia), and such patients would be expected to benefit from more aggressive
treatment to a lower blood pressure goal.

Some antihypertensive drugs have smaller blood pressure effects (as monotherapy) in black
patients, and many antihypertensive drugs have additional approved indications and effects (e.g.,
on angina, heart failure, or diabetic kidney disease). These considerations may guide selection of
therapy.

It may be used alone or in combination with other antihypertensive agents.
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DOSAGE AND ADMINISTRATION

2.1 Adult Hypertension

Dosage must be individualized. The usual recommended starting dose of Benicar is 20 mg once daily
when used as monotherapy in patients who are not volume-contracted. For patients requiring
further reduction in blood pressure after 2 weeks of therapy, the dose of Benicar may be increased to
40 mg. Doses above 40 mg do not appear to have greater effect. Twice-daily dosing offers no
advantage over the same total dose given once daily.

For patients with possible depletion of intravascular volume (e.g., patients treated with diuretics,
particularly those with impaired renal function), initiate Benicar under close medical supervision
and give consideration to use of a lower starting dose.

2.2 Pediatric Hypertension (6 Years of Age and Older)

Dosage must be individualized. For children who can swallow tablets, the usual recommended
starting dose of Benicar is 10 mg once daily for patients who weigh 20 to <35 kg (44 to 77 1b), or 20
mg once daily for patients who weigh >35 kg. For patients requiring further reduction in blood
pressure after 2 weeks of therapy, the dose of Benicar may be increased to a maximum of 20 mg once
daily for patients who weigh <35 kg or 40 mg once daily for patients who weigh >35 kg.

Use of Benicar in children <1 year of age is not recommended.

For children who cannot swallow tablets, the same dose can be given using an extemporaneous
suspension as described below.

Follow the suspension preparation instructions below to administer Benicar as a suspension.

Preparation of Suspension (for 200 mL of a 2 mg/mL suspension)

Add 50 mL of Purified Water to an amber polyethylene terephthalate (PET) bottle containing
twenty Benicar 20 mg tablets and allow to stand for a minimum of 5 minutes. Shake the container
for at least 1 minute and allow the suspension to stand for at least 1 minute. Repeat 1-minute
shaking and 1-minute standing for four additional times. Add 100 mL of ORA-Sweet® and 50 mL of
ORA-Plus®1 to the suspension and shake well for at least 1 minute. The suspension should be
refrigerated at 2-8°C (36-46°F) and can be stored for up to 4 weeks. Shake the suspension well
before each use and return promptly to the refrigerator.

* ORA-Sweet® and ORA-Plus® are registered trademarks of Paddock Laboratories, Inc.

2. BUCEBITLBEKRZERR
WEIRICEE T HBIMER (A—RX S VT HE)
AR T DN LOTBEOHDER E A=A T VT 3L TR D,
( TVl 6. FrEDHE Rz AT HEBHEICHET LR OEHEMR)

Drug Name Category
F—ANZ VT DsFE olmesartan D
(2021 4% 4 ARR)

2% ROME
F—A N7 U7 D5 (An Australian categorization of risk of drug use in pregnancy)
Category D :
Drugs which have caused, are suspected to have caused or may be expected to cause, an
increased incidence of human fetal malformations or irreversible damage. These drugs may
also have adverse pharmacological effects. Accompanying texts should be consulted for
further details.
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XI. {F&E

1. BA - IREZIRICER L TERKRHIEZEITS IS

H=>THEEER

AEOHERICEHT 5

RIAIFARE &2 32 1 Tuan
R ITEENHELL TORVHARLEENTEY . HETH
EHEFELLTHRRLTND,
EREFE D RREN 2 RET 2 L TOZEERTH Y MLHFEOHEZRTH DO TIER,

=N
noE

BT o ERAEEND,

R STV DR GIE TR O N TRR

(1) ¥8

BREMORELHER

FILAYNLE VEE 5mg THET )

Wyt D2 E M %2 25°C « T5%RH ORAFRM THE L7CRER, MRIREBPE A aOmRTH Y | HlE &
OE BTN TH -7,

FRIRVERK

BRRG 2 FLEA T LT,

SKER FNE IR - 2017/7/3~2017/10/25

@ i 25°C - T5%RH [EOE, B

(e /M ~ e KAL)
ABRIE H =y b PRAFHAR
<K > &5 BH AL 2 1A 1% A 2% H 35 A
. 10 OLM5T1| HEHAM KA WEAM R AL R AL
A n=
70117-1 DOIE DA DIE DK DE
#iEEsABR (HPLC) n=3 |OLM5T1 . . . . .
) " e e e e e
<1> 70117-1
&8 (%) *2 n=3 |OLMB5TI
98.9~99.1 | 97.1~98.3 | 96.5~97.2 | 98.3~98.4 | 97.2~97.4
<95.0~105.0% > 70117-1
OLM5T1
(&) BEEZL (%) — 1.2 1.6 2.2 1.7
70117-1

%1 : OFFYWE RRT 9 0.2 X' RRT £ 1.6 : 0.6%L4 . @D OfE % OIEFWE
X2 FREISHT LEAE (%)

LUF
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FILAHILE UfE10mg THEI]
W DL ENME A 25°C « T5%RH ORIFSMFTRET LIRS, HRIEAaom R TH Y | #ME KOS

BIIHBATH T2,

FRARVERL - SRBREUA & gk TR L 7=,
SER EHEWIR : 2017/7/3~2017/10/25

@ i 25°C - T5%RH [EOE, B

(Fe/ Ml ~ e K Al)
ABRIE H =y b PRAFHAR
<> &5 B 4G 2 1A 1% A 2% H 35 A
‘ OLM10T . . \ . .
Mtk n=10 170994 HEOBm K | AAOBE | Aok K | BAOmER | Aok K
#iEEER (HPLC) n=3 |OLM10T . . . . .
) STk STk A STk WA
<¥1> 170224
a8 (%) *2 n=3 |OLM10T
97.7~98.9 | 96.8~97.2 | 96.9~97.4 | 97.8~98.7 | 97.2~98.6
<95.0~105.0%> 170224
OLM10T
(z%EfH) BEEE (%) — 1.4 1.8 2.4 2.1
170224

K1 OFBWE RRT % 0.2 X' RRT £ 1.6 : 0.6%LL T, @O O« OEEME : 0.2%LL T, OREHBWHE
X2 RTEICHTDEAR (%)

PaN

FILAHIILE Vi 20mg THETI]
Wi Oz EME % 25°C - TB%RH ORFFSRMThat L7ofE R, HIRIZAaoBm R TH Y | MEROE

BIIHRATH T2,

FRARVERK « BRI 2 ek Tt L 7=,
SKER FZhE IR - 2017/7/3~2017/10/27

@ iy 25°C - Th%RH [, BEA]

1.4%

(B /M~ F5e K AE)
HEREH bk PRAFHARE
<K > &5 BHARHF 234 1% A 2 4 H 34 H
OLM20T
Ptk n=10 17031 HEoBmE | AEOBmE | AROBE | BAaOHmEK | AOBkE
HipEaER (HPLC) n=3 |OLM20T
FUEASR (HPLO) n o o e o o
<¥1> 1703-1
a8 (%) *? n=3 |OLM20T
99.4~100.8 | 98.3~99.4 | 98.7~99.2 | 98.3~98.5 | 98.4~98.7
<95.0~105.0% > 1703-1
OLM20T
(&) BEEZL (%) — 0.9 1.2 1.1 1.1
1703-1

%1 QFEZWE RRT £ 0.2 XTO'RRT K 1.6 : 0.6%LA T, @OLS Ol 2 OFEZWE - 0.2%LL T, OMIERERME : 1.4%

ey

X2 RARRIIKTLIEEE (%)
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FILAHILE U 40mg THETI]
W DL ENME A 25°C « T5%RH ORIFSMFTRET LIRS, HRIEAaom R TH Y | #ME KOS
BIIHBENTH -7,

FRARVERL - SRBREUA & gk TR L 7=,
SER EHEWIR : 2017/7/3~2017/10/27

@ i 25°C - T5%RH [EOE, B

(M~ A )
StBIE ok (AR
< s> B BHLAHF 23 1% A 2% A 3% H
OLM40T
MR n=10 701171 HEOHE | AEOBHE | ABOBE | AEOBRE | AEOKE
o e HPLC =3 |OLM40T
PR (HPLO) n e e e e e
<X1> 170117-1

a8 (%) *2 n=3 |OLM40T
<95.0~105.0% > 170117-1
OLM40T
(&) EEEL (%) — 0.8 1.3 1.0 1.2
170117-1
%1 : OFEBZYE RRT 9 0.2 X U'RRT £ 1.6 : 0.6%LL T, @OLSOE~x OIEZFWE : 0.2%LL T, OWIEBZWE : 1.4%

IR %2 RREISHT 5% (%)

97.8~99.3 | 97.8~98.7 | 98.0~98.9 | 97.4~97.9 | 97.6~98.4

FILAHIILE 2 ODEESNg THETI]
Wi D2 EME % 25°C - TB%RH ORFFSRME et L7ofE R, HIRIZAaOBm R TH Y | MEROE
BIIHEANTH T,

FRARVERK « BRI 2 ek Tt L 7=,
BRI : 2018/7/3~2018/10/12

@ iy 25°C - T5%RH (G, BEA]

(e M~ R )
=EATE B SN PRAFHAR
<K > Hm B 1R 2 38 1% H 2% H 35 H
PEJE n=10 DV0300 | otk | AEomk | Heonk | Baowk | Baobk
AR (HPLC) 0=3 | ool e o o o o

<31>
i (%) ** n=3

<95.0~105.0% >

DV0300 [98.84~99.69(98.46~99.03|98.96~99.48/98.58~99.53/98.47~99.32

(%) EEZ (%) |DV0300 — 0.5 1.3 1.5 1.6

%1 QFEZWE RRT £ 0.2 XTO'RRT K 1.6 : 0.6%LA T, @OLS Ol 2 OFEZWE - 0.2%LL T, OMIERERME : 1.4%
U X2 FHTREICHTDDEAR (%)
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FILAHIILEZ ODEE10mg THETI]

W DL EME A 25°C « T5%RH ORIFSMFTRET LIRS, HRIEAaom R TH Y | ME L OE

BIIHBATH T2,

FRARVERL - SRBREUA & gk TR L 7=,
SER EHEI - 2017/11/6~2018/2/9

@ i 25°C - T5%RH [EOE, B

(Fe/ Ml ~ e KA)
AERIEH =N el
<> &5 BHLAHF 2 1A 1% A 2% H 35 A
Mk n=10 CV0300 | HEOmEK | HEOBEK | AAOHmEK | AEOBmE | AAOHE
HWifERE (HPLC) n=3
FUERER (HPLC) 028 | (yoono | e W Hh W W
<3%1>
&8 (%) *? n=3
CV0300 | 98.2~99.0 | 98.9~99.4 | 99.1~99.6 | 98.7~100.3 | 98.9~99.1
<95.0~105.0%>
(2EE) B2 (%) | CV0300 — 1.8 1.2 1.7 1.2

¥1 : OB WE RRT 9 0.2 KO RRT 9 1.6 : 0.6%LL T, @OLSAOE 2 OEZEWE - 0.2%LL T, OEEME

IR %2 RREISHT 5% (%)

FILAHIL% > OD §& 20mg TEET]

1.4%

W OLENE A 25°C « T5%RH ORRFRMA THRETL7ZRER, ERIIBEOHRTHY | MELKTE

BIIHRATH T2,

FRARVERK « BRI 2 ek Tt L 7=,
SKER IR - 2017/11/6~2018/2/9

@ ik 25°C - T5%RH (G, BEA]

(B /M~ F5e K AE)
AERIA H =R PRAFHARE
<K > &5 BHARHF 234 1% A 2 4 H 34 H
Ptk n=10 CV0300 | HEEOmE | HEOBEK | AAOHmE | HEOBME | AAOHE
WiEEER (HPLC) n=3
PR (HPLC) 028 | (vosno | wa e e e e
<¥1>
a8 (%) *2 n=3
CV0300 | 97.4~98.8 {100.0~100.9/100.5~101.3| 98.5~99.6 | 97.6~99.8
<95.0~105.0% >
(z%E) EEZ (%) | CV0300 — 1.7 1.4 1.6 1.5

%1 QFEZWE RRT £ 0.2 XTO'RRT K 1.6 : 0.6%LA T, @OLS Ol 2 OFEZWE - 0.2%LL T, OMIERERME : 1.4%

IR X2 REBEICKHTHEHEE (%)
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FILAYIILEZ 2 ODfE40mg THET ]
W DL EME A 25°C « T5%RH ORIFSMFTRET LIRS, HRIEAaom R TH Y | ME L OE
BIIHBENTH -7,

FRARVERL - SRBREUA & gk TR L 7=,
SKER IR - 2017/11/6~2018/2/9

@ i 25°C - T5%RH [EOE, B

(e /IME A~ KAH)
SERTA S eRea b
<> B BHLAHF 2 1A 1% A 2% A 35 A
Mok n=10 CV0300 | OB | AeoBhE | BaOmE | Afaohx | AaOBE
WifESE (HPLC) n=3
FUERER (HPLC) 028 | (yoono | e e o e e
<X1>
L8 (%) *2 n=3
CV0300 | 99.2~100.1 | 99.0~100.0 {100.7~101.6| 99.6~100.5 | 99.9~100.9
<95.0~105.0% >
(2EE) B2 (%) | CV0300 — 1.7 1.5 1.5 1.5

%1 : OFEBZYE RRT 9 0.2 X U'RRT £ 1.6 : 0.6%LL T, @OLSOE~x OIEZFWE : 0.2%LL T, OWIEBZWE : 1.4%
IYay X2 RREIIKHTIEREE (%)
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(2) HiR - BEMRUBREREF 1 —TEBHHER
FILAHILE U 5mg THEL]
1) BB&AE
[ B e v B
TAARCY—DER M EEZRERY, RIK 1 HET 4 AR —HNIZARTER R ZR L,
#) 55°COIRYS 20mL W\t 7z, T 4 AU —I23 % LT 5 plikiEg, 74 A —%
FT I EERA L, ABIREORNEZBIE LT, ROBRBRENRED bRRWEEIE, BT 5 55H
B, FEROBEAEZITV, FERRB ORI 2B LT,
FREOERIETI S 72 RSB SR IR WA, BIE LA 5aE L, B s e claE
WA ZIE U, AEROBAEEIT UV, FEIRE ORI A BIE2 LT,
(it P A ]
IRIBIED NS T2T 4 AR — 2 & F 2 — 71T L, K9 2~3mL/M O FE TIHEA LT, Fa—
TIXARNFEAIG D HH) 3 53D 2 2K L, HEARGZ Z O 30em Lo SIZEE L, BB E
FEAZICHEOFHKEEALTTa—THNEIES L&, Ta— T NIEGFYRRD LT nidm
WPEICREZR L E LT,

RERFER A : 2017/9/11
7y &S OLM5T170117-1

2) HEBRER
A R B BRI
FNAFILE LS \
T s LI AR - N L7 SFr.F = — 7 2 i LT,
THE T

AT, THIRE RERG A7y 7 (K CiE9)) L THEBLE L,
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FILAHLE UfE10mg THETL]

1) BERAE

[ AR AR

T4 ANY—DOEA NEERERY . BRI 1 HE2T 4 A —NICANRTEARA M ZRL,
) 55 COIRY; 20mL W\ WHto7e, 74 AR Y —IZHELE LT b wiliE®%, 74 AU —%
FC 15 (EERRER L, REIRE ORI A BIEE Uiz, TORRENRD DNR2WIEEIT, FIZ 5 55M
B, FEROBIEZITV, B ORI EBIZE LT,

FREOEIE T 72 BRI AR LR WGEIL, BRI 1A L, B S CHaR
WCRIRZ R L, RRROBEEZITO., BBERE ORI LT,

BUSIEL

B DO NS TeT 4 AN Y — 5 RETF o — 718 L, K 2~3mL/MOEE CHEA L, F2—
TIHARNFREAIR N S5 33D 2 KT L, HEASEZZ DK 30em LD SICHEE Lz, BBk z
FEAZRICHEBEOFHKEEALTTF 2a—THNEES X, Ta—TNIERGFYRRD b hidis
WP L & LT,

HABREM A - 2017/9/11
v hEE : OLM10T170224

2) HBRER
R R AR R

ANV AP Z L EE
5 Ay LAPNIZ HRdsE - B L7, 8Fr.F = —7 Zmim L7,
lomg THET) 5T AN Bt LT r.F %@ L7

AT, THIRE RERG A7y 7 (K CiE9)) L THEBLE L,
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FILASLE U 20mg THETL ]

1) BERAE

[ AR AR

T4 ANY—DOEA NEERERY . BRI 1 HE2T 4 A —NICANRTEARA M ZRL,
) 55 COIRY; 20mL W\ WHto7e, 74 AR Y —IZHELE LT b wiliE®%, 74 AU —%
FC 15 (EERRER L, REIRE ORI A BIEE Uiz, TORRENRD DNR2WIEEIT, FIZ 5 55M
B, FEROBIEZITV, B ORI EBIZE LT,

FREOEIE T 72 BRI AR LR WGEIL, BRI 1A L, B S CHaR
WCRIRZ R L, RRROBEEZITO., BBERE ORI LT,

BUSIEL

B DO NS TeT 4 AN Y — 5 RETF o — 718 L, K 2~3mL/MOEE CHEA L, F2—
TIHARNFREAIR N S5 33D 2 KT L, HEASEZZ DK 30em LD SICHEE Lz, BBk z
FEAZRICHEBEOFHKEEALTTF 2a—THNEES X, Ta—TNIERGFYRRD b hidis
WP L & LT,

HABREM A - 2017/9/11
v h&EE : OLM20T1703-1

2) HEBER
AR S v 5 R I AR

ANV AP Z L EE
54y LINIZ AREE - Bk L7T-, 8Fr.F = — 7 Zmil L7,
20mg [FET) 5T AN Bt LT r.F %@ L7

AT, THIRE RERG A7y 7 (K CiE9)) L THEBLE L,
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FILAH)LE U 40mg THETL ]

1) BERAE

[ AR AR

T4 ANY—DOEA NEERERY . BRI 1 HE2T 4 A —NICANRTEARA M ZRL,
) 55 COIRY; 20mL W\ WHto7e, 74 AR Y —IZHELE LT b wiliE®%, 74 AU —%
FC 15 (EERRER L, REIRE ORI A BIEE Uiz, TORRENRD DNR2WIEEIT, FIZ 5 55M
B, FEROBIEZITV, B ORI EBIZE LT,

FREOEIE T 72 BRI AR LR WGEIL, BRI 1A L, B S CHaR
WCRIRZ R L, RRROBEEZITO., BBERE ORI LT,

BUSIEL

B DO NS TeT 4 AN Y — 5 RETF o — 718 L, K 2~3mL/MOEE CHEA L, F2—
TIHARNFREAIR N S5 33D 2 KT L, HEASEZZ DK 30em LD SICHEE Lz, BBk z
FEAZRICHEBEOFHKEEALTTF 2a—THNEES X, Ta—TNIERGFYRRD b hidis
WP L & LT,

HABREM A - 2017/9/11
v h&EE : OLM40T170117-1

2) HEBER
AR S v 5 R I AR

ANV AP Z L EE
54y LINIZ AREE - Bk L7T-, 8Fr.F = — 7 Zmil L7,
40mg FAET) 5T AN Bt LT r.F %@ L7

AT, THIRE RERG A7y 7 (K CiE9)) L THEBLE L,

7



FILAYIEZ 2 ODgE5mg THETL)

1) ABRAE

[ B e v B

T4 AN —DOEA NEERERY . BRI 1 HET 4 AP —NICANRTEARA M ZRL,
#) 55°COIRYS 20mL W\ Wit 7z, T 4 A —I2# & LT 5 pliikEg, 74 A —%
FT I EERA L, FBIBREORNEZBIE Lo, RABRBENRZED bNRWSEEIE, EIZ 5 40H
B, FEROBIEZITV, B ORI EBIZE LT,

LROBIE TR 72 RBIRE R R WIGE L, R T EE 5 L, B b FHEcHER
WK ZREE L, RIRROBAEEZIT V., BRI ORI A BIEE LT,

(3 3t 1 e ]

SRR D NS T2 T 4 AR — % fREF 22— T\ L. 9 2~3mLM Ol E THEA L, Fa—
TVIERNFEA B 3 0D 2 ZKFEIZ L, HEAEZ Z O 30cm EOE SIZEE LT, BBk E
FEAZRICHEBEOFHKEEALTT 2a—TNEES X, FTa—TNIERGFYRRD b T hidis
WP L & LT,

HABRENM A : 2018/8/22
v h& 5 : DV0300

2) HEBRER
R A SRR
AL AP S OD b
T B AU - R LT SFr.F = — 7 % i L7,
5mg [HET

AT, THIRE RERG A7y 7 (K CiE9)) L THEBLE L,
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FILAYIILEZ 2 ODEE10mg THETI]

1) RBBRAE

[ AR AR

T4 ANY—DOEA NEERERY . BRI 1 HE2T 4 A —NICANRTEARA M ZRL,
# 55 COIEY: 20mL W\ It~ 7-, T 4 AXRUY—IZFEE LT 5 o E®%R, 74 A —%
FTISMHERE L, REBEREBEORNZBIE LT, RORARENZD IR WEEIE. BT 5 4
B, FEROBEAEEITV, FERREB ORI 2B LT,

FREOEIE T 72 BRI AR LR WGEIL, BRI 1A L, B S CHaR
WK Z B U, [FEROBIEZITV, BB ORI 28I Lz,

(3 308 14

B DO NS T2T 4 AR —ERETF 2 — 71T L, K 2~3mLBOMECIHEA L, Fa—
TIHARNFREAIR N S5 33D 2 KT L, HEASEZZ DK 30em LD SICHEE Lz, BBk z
FEAZRICHEBEOFHKEEALTTF 2a—THNEES X, Ta—TNIERGFYRRD b hidis
WPEICRER L E L,

AERAFEH A : 2017/11/21
7w hEE : CV0300

2) HBRER
R R AR R
FIAHILEZ L OD BE
5 Ay LAPNIZ HRdsE - B L7, 8Fr.F = —7 Zmim L7,
Lomg [AET) 5T AN Bt ) r.F %@ L7

AT, THIRE RERG A7y 7 (K CiE9)) L THEBLE L,
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FILAHIILEZ 2 ODfE20mg TBETI]

1) ABRAE

[ B e v B

T4 AN —DOEA NEERERY . BRI 1 HET 4 AP —NICANRTEARA M ZRL,
#) 55°COIRYS 20mL W\ Wit 7z, T 4 A —I2# & LT 5 pliikEg, 74 A —%
FT I EERA L, FBIBREORNEZBIE Lo, RABRBENRZED bNRWSEEIE, EIZ 5 40H
B, FEROBIEZITV, B ORI EBIZE LT,

LROBIE TR 72 RBIRE R R WIGE L, R T EE 5 L, B b FHEcHER
WK ZREE L, RIRROBAEEZIT V., BRI ORI A BIEE LT,

(3 3t 1 e ]

SRR D NS T2 T 4 AR — % fREF 22— T\ L. 9 2~3mLM Ol E THEA L, Fa—
TVIERNFEA B 3 0D 2 ZKFEIZ L, HEAEZ Z O 30cm EOE SIZEE LT, BBk E
FEAZRICHEBEOFHKEEALTT 2a—TNEES X, FTa—TNIERGFYRRD b T hidis
WP L & LT,

AERAFEH A : 2017/11/21
vy h%& %5 1 CV0300

2) HBRER
AR R R wE e R
F APz 0D e
5 4y LANIC RREE - B L7~ 8Fr.F = — 7 Z @i L7,
20mg [HET) LA JoizpE ) r.F % 3@ L7

AT, THIRE RERG A7y 7 (K CiE9)) L THEBLE L,

80



FILAHIILEZ 2 ODfE40mg THET ]

1) RBBRAE

[ AR AR

T4 ANY—DOEA NEERERY . BRI 1 HE2T 4 A —NICANRTEARA M ZRL,
# 55 COIEY: 20mL W\ It~ 7-, T 4 AXRUY—IZFEE LT 5 o E®%R, 74 A —%
FTISMHERE L, REBEREBEORNZBIE LT, RORARENZD IR WEEIE. BT 5 4
B, FEROBEAEEITV, FERREB ORI 2B LT,

FREOEIE T 72 BRI AR LR WGEIL, BRI 1A L, B S CHaR
WK Z B U, [FEROBIEZITV, BB ORI 28I Lz,

(3 308 14

B DO NS T2T 4 AR —ERETF 2 — 71T L, K 2~3mLBOMECIHEA L, Fa—
TIHARNFREAIR N S5 33D 2 KT L, HEASEZZ DK 30em LD SICHEE Lz, BBk z
FEAZRICHEBEOFHKEEALTTF 2a—THNEES X, Ta—TNIERGFYRRD b hidis
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