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\ 551101
ek n=3 Q N N N N
< BEOFHA Y OFbE> gggﬂgg A A A LE
WRkB n=3 Q551101 i i \ i
s (;Iffic)“ Q551102 o A e e
Q551103
WiEERB (HPLC) n= Q551101 i i \ .
HLE %ﬁ<;<1>0) n=3 Q551102 e e ey e
: Q551103
TEIE P (%) n=3 Q551101 | 2.55~4.24 2.03~3.10 2.41~3.19 1.82~2.76
(G 2&¥— MR Q551102 2.20~3.01 1.47~3.24 1.22~1.71 1.93~4.09
<15%LLF > Q551103 |  2.64~2.79 1.73~2.38 1.60~5.14 1.83~3.42
e (b o Q551101 11~27 18~29 15~34 16~31
%%ﬁéogﬁjwi 18 Q551102 12~27 15~24 13~21 15~28
4 Q551103 12~20 15~26 17~29 16~22
" 551101 | 93.1~93.6 94.5~95.1 94.2~95.5 91.8~93.0
YR 9%, - Q
fgugr%\ ( gz)o/ Jﬁf Q551102 |  92.8~94.1 93.8~95.1 94.2~94.9 90.8~91.7
o, 80% Q551103 |  93.3~93.9 94.5~95.0 93.6~95.2 91.0~92.1
2B o0 % n=3 Q551101 | 100.34~101.32 | 99.70~100.01 | 99.15~99.89 | 97.90~98.95
5.0 105,00 = Q551102 | 99.59~100.66 | 98.79~100.03 | 99.11~99.85 | 97.82~98.07
: D% Q551103 | 100.02~100.52 | 99.03~ 99.43 | 98.78~99.42 | 97.61~97.82

X1 FHXRIPRRRREEDRY 0.2 R OY 1.6 OFEBE 0.6%LL T, Z OMOfE 4~ DREFEME 0.2%LL T HBEEWE 1.4%LL T
X2 RARRICKHTL2EEE (%)




OF AL H 2 0D $E 20mg EE]

E MR (25C - 60%RH)

(A& a2 RE (PTP k) ]

HEHEE 2y b PRI
< Bk > H5 BRAARE 12 % A 24 # A 36 % H
. 551204
PEgR n=3 Q N N N N
<HEDOEFRRA Y DFEHE> gggggg BE HE EA B
A n=3 Q551204 \ \ \ \
; (;Hffc)“ Q551205 o o A o
Q551206
WifERB: (HPLC) n=3 Q551204 . . \ i
P %ﬁ<;‘<1> ) » Q551205 e e ey e
: Q551206
RIFIE—1% (%) n=3 Q551204 | 1.56~2.35 1.02~2.31 1.42~3.19 1.54~2.61
(G B3 —VEBR) Q551205 2.37~3.30 2.41~2.81 1.64~2.87 2.45~3.28
<15%LLF > Q551206 | 1.54~3.20 2.12~2.38 2.04~2.74 1.832~2.75
e N _ Q551204 13~20 15~30 22~35 23~35
Hﬂ%r%o(;{&mg 18 Q551205 15~30 18~34 22~34 21~33
- Q551206 16~25 18~34 21~35 20~39
R (o _ Q551204 | 92.6~93.1 94.1~95.0 94.0~94.6 91.2~93.2
fgér%\ (/;3)0/ unklf Q551205| 93.4~94.2 93.9~95.3 93.9~95.0 94.3~95.1
7T ? Q551206 | 94.9~95.4 94.1~94.2 93.6~95.0 93.5~94.3
SE (%) 2 p=3 Q551204 | 98.31~99.92 99.65~100.48 | 99.69~100.01 | 99.93~100.25
< 95.0~105.0% > Q551205 | 98.50~98.94 99.92~100.44 | 99.58~100.46 | 99.59~100.15
: e Q551206 | 98.66~98.98 99.20~ 99.94 | 99.33~ 99.69 | 98.96~ 99.84

X1 FHXRIERRRREETRY 0.2 KUY 1.6 OFEBEE 0.6%LL T, Z OMOfE ~ OREEME 0.2%LL T, HBEEWHE 1.4%L0 T

X2 FREICHT BEAE (%)

OFANAYILZ 2 OD §E 20mg [EE] BHIRFERER (25°C - 60%RH)  [H&oEpiE (705 ]
e IE =B ezl
< HiHE > H5 BR G IRE 12 % H 24 7 A 36 » H
i 551207
Mgk n=3 Q o o N o
<aaoBliiay oxsE> | 2008 B Be a B
e 551207
‘E\_ﬁ‘it"’ :3 Q N N N ~
e (Hgic)n Q551208 ey ey e ey
Q551209
MRS (HPLC) n=g | 9551207 : : : :
FUERR (HPLO) Q551208 i i o i
; Q551209
BEE—PE (%) n=3 Q551207| 1.86~2.33 1.60~3.22 1.80~2.19 1.73~2.36
(5 &) — B Q551208| 2.16~3.07 2.52~4.20 1.91~3.34 2.04~3.17
<15%LLF > Q551209 | 1.92~2.66 1.56~2.85 1.24~5.46 1.80~2.22
15~24 15~25 18~30 20~30
o s _ Q551207
%%%O(gf&mi 18 Q551208 17~24 17~29 18~30 19~40
~ Q551209 15~22 17~31 19~31 21~30
e (o _ Q551207 | 92.3~93.1 94.8~95.3 92.0~93.0 94.0~94.8
fgﬁ)r,% (/gz)o/ ;ﬁf Q551208 | 92.7~93.8 93.2~94.4 94.7~95.9 94.4~94.7
S ’ Q551209 95.1~95.9 94.2~94.7 93.8~95.6 93.7~94.7
SF (%) % n=3 Q551207 | 98.02~99.31 99.84~101.37 | 98.07~98.82 99.38~100.12
5.0~ 105.0% > Q551208 | 97.78~98.59 | 99.65~100.50 | 98.26~98.83 | 99.39~100.57
. e Q551209 | 97.92~98.55 | 99.68~101.65 | 97.83~98.72 98.82~100.10

X1 FEXPEREFIFETRY 0.2 KON 1.6 OFEBRME 0.6%LL T, Z DM O~ OFEEYE 0.2%LL T, MEHEWE 1.4%L0 T

%2 FOTRICHT 5 EHE (%)

10




OF AL H 2 OD $E 40mg EE]

E MR (25C - 60%RH)

(A& a2 RE (PTP k) ]

HIEEH 7k PRAFHA
<HiKg > F B A IR 12 % A 24 % H 36 % A
\ 551301
ek n=3 Q N N N N
<aeoBiia oxsE> | B30 e e & HE
TR =3 Q551301 . . . .
e (;IE?;C)H Q551302 Sy Sy e Sy
Q551303
§HER (HPLC) n=3 Q551301 ‘ ‘ : ‘
WL %<§'<-1> ) n Q551302 e e ey e
: Q551303
B —VE (%) n=3 Q551301 | 2.16~2.74 1.95~2.32 2.04~2.63 1.27~2.70
(& B —MERER) Q551302 1.98~2.94 2.24~2.53 1.62~1.89 1.32~2.41
<15%PLF > Q551303 | 1.40~2.03 1.63~3.35 1.10~2.73 1.55~3.34
e (1) Q551301 17~27 20~32 24~34 18~32
Hﬂ%%;o(;iﬁj\mi 18 Q551302 15~22 20~34 22~36 20~32
v Q551303 19~27 18~36 23~36 19~37
e _ Q551301 | 95.1~95.3 93.6~94.1 93.8~94.9 94.0~95.2
fggr%\ (/gz)o/ ; Llf Q551302 |  94.6~94.8 93.5~94.3 94.2~95.0 94.4~95.0
o e0% Q551303 | 94.1~94.9 94.6~94.9 94.5~95.4 94.2~94.5
2B o0 % n=3 Q551301 | 100.58~101.63 | 100.57~101.12 | 99.67~ 99.77 | 99.88~100.61
5.0~ 105.0% Q551302 | 99.75~100.90 | 100.51~101.95 | 99.77~100.07 | 99.69~100.51
: D7 Q551303 | 99.45~101.40 | 100.48~101.01 | 99.56~ 99.81 | 99.80~100.43

X1 FHXRIERRRREETRY 0.2 KUY 1.6 OFEBEE 0.6%LL T, Z OMOfE ~ OREEME 0.2%LL T, HBEEWHE 1.4%L0 T

X2 RRBIKT B EAE (%)

11




SERIR : 2016/4/21~2016/8/26

OA VAP H 2 0D fEbmg [EE) @4 40°C [, [ERE]

B L TR A
<Jikg > H BHAGIE 14 H 3W A
e e |Qez1001| BB GRS Bl 0 b B 0 b
B n= . . .
ftﬁ%@?ﬁ“ ! Q521401 ey ey ey
Llviitind Q571401 it it i
YR HA 0 —
Jfoﬁi oo S sz1401 93.7 ~ 95.7 93.3 ~95.7 93.0 ~94.8
i (%) *2n=2 s
<95.0~105.0% > Q571401 99.37 ~100.18 98.45 ~ 98.93 99.88 ~100.38
ER
(&5 1) Q571401 33.5 ~ 52.5 38.56 ~ 53.0 26.0 ~ 45.0

HE (N) n=20

X1 FHXRIERRRREEDRY 0.2 KUY 1.6 OFEBE 0.6%LL T, ZOMOfE 4~ OREEME 0.2%LL T, HBHEEWHE 1.4%LL T

X2 RTRRICKT B EAE (%)

OANAYNZ 0D §E bmg [EE] AL 25°C - 75%RH [HOE, B

%3 B O F n=3

SRR A =k (R
<A > B BH hG 15 H 3#»H
<‘Z%£ﬁélké1;>:—1%§§£> Q571401 WREE 1D R EE Wik D FEEE Wik D FEbE
HUE S 0=l Q571401 e e W
FREEE n= X X X
f’ﬁ;@‘%i Q571401 TReY TReY A
NN 4 0, =
<(§OH§]§$ é(/)oo)/oﬁf> Q571401 93.7 ~ 95.7 93.4 ~ 95.5 93.1 ~ 95.0
8 (%) *2n=2 s
<95.0~105.0% > Q571401 99.37 ~100.18 99.71 ~ 99.76 99.78 ~ 99.94
%
(25 fm) Q571401 33.5 ~ 52.5 39.0 ~ 53.5 31.5 ~ 48.0

HE (N) n=20

1 FHRMRARFRERTR 0.2 L O 1.6 OFEZEWE 0.6%LL T, T OMOE 2~ OFEHEWE 0.2%LL T, WIEEWE 1.4%LL T

%2 FOTRICHT B EHE (%)

%3 BHIARF O F n=3

OA VAP NLZ 2 0D $E bmg [EE] M@ 1Bt [1000Lx, v — L (KEEH) ]

ABRIE H =S/ FgO &
< Bk > H B f iy 72 Jj Lx-hr 144 7 Lx hr
e |@om1a01 | BB GRS P 0 b P 0 Feb
m’?iﬁlﬁle Q571401 TRey TRey ey
T Q521401 o o e
jfo“uif gg’o)/o 0. | qezuon 93.7 ~ 95.7 93.6 ~ 94.6 94.8 ~ 95.5
fgié.oi/oio?olgi Q571401 | 99.37 ~100.18%3 99.31 ~ 99.63 100.19~100.20
(Z 5 1) Q5721401 33.5 ~ 52.5 36.0 ~ 56.0 30.5 ~47.5

fHEE (N) n=20

1 FHRMRARFRERTR 0.2 L O 1.6 OFEZEWE 0.6%LL T, T OMOE 2 OFEHEWE 0.2%LL T, WIEEWE 1.4%LL T

X2 RARRICKHTI2EEE (%)

%3 : BAkRKRF D # n=3

12




BRI : 2016/4/21~2016/8/26

OANAY 5 0D §E 10mg TEE) Mo 40°C [DL, KA
BT ok A
< ik > i AT 151 3 A
e T e | QPZIS0L | BEEAT B AGORGE | WREATSAEORE | BT S AEO%E
fm%i?;zl Q521501 e e ke
g Q521501 e e e
<Y§OH_;'§$ ég:;)ﬁjf> Q571501 93.5 ~ 95.8 94.4 ~ 98.0 93.5 ~ 98.2
P — ) 3/ — .
§§ 0,\/205 OIOI/Oi Q571501 99.69 ~ 99.91%3 99.83 ~100.39 99.51 ~ 99.52
=
(5 1H) Q5Z1501 25.5 ~ 50.0 356.5 ~ 51.0 28.0 ~ 44.0

fHEE (N) n=20

1 FHRMRARFRERTR 0.2 L O 1.6 OFEZEWE 0.6%LL T, EOMOE 2~ OFEHEWE 0.2%LL T, WIEEWE 1.4%LL T

%2 FOTRICHT B EHE (%)

%3 B O F n=3

OANAYZ 2 0D fE 10mg [EE] @3 25°C - 75%RH G, Bk
R N A
<k > ey BA#hI 1% A 3 7 A
e e e | QBIIS0L | BEREATAAGORE | BREATAAGORE | BT S OEo%E
PR =1 Q571501 o IS IS
fﬂ%};ﬁgi Q571501 fEReY fEReY Ra
<g§0u”j§7‘£$ gg)(;)ﬁjf> Q571501 93.5 ~ 95.8 93.3 ~ 96.8 93.3 ~ 95.1
& (%) *2n=2 s«
<95.0~105.0% > Q571501 99.69 ~ 99.91%3 99.81 ~100.88 99.28 ~ 99.77
=
(ZZ1H) Q571501 25.5 ~ 50.0 34.0 ~ 54.0 30.0 ~ 47.0

fHEE (N) n=20

1 FHRMRARFRERTR 0.2 L O 1.6 OFEZWE 0.6%LL T, EOMOE 2~ OFEHEWE 0.2%LL T, WIEEWE 1.4%LL T

X2 RARRICKHTLEEE (%)

%3 : BAkRKRF D # n=3

OANAHNH 0D #E 10mg TEE] a2k Bt [1000Lx, v — L (KA ]
AR IE F =3 MR &
< ks > &5 PR A 72 Jj Lx-hr 144 Jj Lx-hr
e e e | QIS0 | BEREATAAGOREE | BREATAAGOREE | BT S AEo%E
WEEE=L | Qsmson i i e
S Q521501 e e it
IR J 0, =
<{350H§]§ ég’;’ M | aszis01 93.5 ~ 95.8 94.7 ~ 96.8 95.4 ~98.3
4B (9 2 = .
Zos o(fio5 OI(}/oi Q5Z1501 | 99.69 ~ 99.91%3 100.15~100.66 99.07 ~ 99.18
%
(&< Q571501 25.5 ~ 50.0 32.5 ~ 53.5 33.0 ~ 49.0

HE (N) n=20

X1 FHXRIERRRREEDR 0.2 KUY 1.6 OFEBE 0.6%LL T, ZOMOfE ~ DREFEME 0.2%LL T, HBHEEWHE 1.4%LL T

X2 RRRICKT B EAE (%)

%3 B O F n=3

13




BRI : 2016/4/20~2016/8/29

OAN AV NZ L 0D $8 20mg EE]  Eod 40°C X, [REBEALE]
B A ook =T
< Hif > o TR 15 01 30
e e | QOZI601 | BA AT S EORSE | BT DOGEORE | BT Ao
fm%i?;zl Q571601 A A A
SRRy = . . .
jﬁfi‘%‘i Q571601 A A e
<Y§OH_;'§$ gg];ﬁjf> Q571601 94.2 ~ 97.8 93.3 ~ 95.6 91.8 ~ 96.2
Pa=N 0 X9 — .
5'9%;) ofio5 OI"I/oi Q571601 96.71 ~ 98.58%3 99.88 ~100.18 98.01 ~ 98.07
=
(Z51H) Q571601 28.5 ~ 54.0 33.0 ~60.0 25.5 ~50.5

fHEE (N) n=20

1 FHRMRARFRERTR 0.2 L O 1.6 OFEZEWE 0.6%LL T, EOMOE 2~ OFEHEWE 0.2%LL T, WIEEWE 1.4%LL T

%2 FOTRICHT B EHE (%)

%3 B O F n=3

OANAYZ 2 0D fE 20mg [EE)  #a%E 25°C - 75%RH G, Bk
ABRIE H =N PRATHIR
<Hirg > & B A IR 15 H 3n A
e e e | QBEI60L | WA B OGOREE | BT B OGO | BT Lo
PR =1 Q571601 IS IS IS
HREE n= . i .
j’ﬁj{i‘%i Q571601 Ra Ra Ra
<7f0“uf gﬁ;} ﬁl‘; Q571601 94.2 ~ 97.8 90.9 ~96.2 91.3 ~ 95.2
P =) 3 — .
f‘f; 0 fi% Of}/oi Q571601 |  96.71 ~ 98.58%3 99.36 ~100.22 98.75 ~ 98.97
=
(B 5 1) Q521601 28.5 ~ 54.0 29.5 ~60.0 35.0 ~ 59.5

fHEE (N) n=20

1 FHRMRARFRERTR 0.2 L O 1.6 OFEZEWE 0.6%LL T, EOMOE 2 OFEHEWE 0.2%LL T, WIEEWE 1.4%LL T

X2 RARRICKHTL2EEE (%)

OANAYH 2 OD $E 20mg EE)  fEALEE

%3 : BAkRKF D # n=3

Bt [1000Lx, v —L (KEA)]

By e SO R i
<HH > H5 (LGl 72 )3 Lx-hr 144 75 Lx-hr
e e e, | Q1601 | BHREAT B OGOREE | BT D OGO | BT Lo
WERER=L ] gsmeon i i e
i Q571601 it it it
YR HH 0 —
<{§OH§]§$ ég);ﬁf> Q571601 94.2 ~ 97.8 92.3 ~ 97.2 92.4 ~ 96.8
y 0
4B (9 2 = .
Zos 0%’;05 ol‘}/i Q521601 |  96.71 ~ 98.58% 100.69~101.06 98.35 ~ 98.38
. . 0
%
(B 1) Q571601 28.5 ~ 54.0 36.5 ~ 56.0 40.5 ~ 51.5

HE (N) n=20

X1 FHXRIERRRREEDR 0.2 KUY 1.6 OFEBE 0.6%LL T, ZOMOfE ~ DREFEME 0.2%LL T, HBHEEWHE 1.4%LL T

X2 RRRICKT B EAE (%)

%3 B O F n=3
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BRI : 2016/4/21~2016/8/29

OFA N AP LE 2 0D B 40mg [EE]  #a%E 40°C (L, [UERE]
RERIE H = PRATIAH]
<K% > H5 BH AR IR 1% A 3#»AH
e e | QZATOL | AT S BEORSE | BT DOEORE | BT Ao
fm%i?;zl Q571701 TRey A fERay
HAEEME n= : : :
s Q571701 2 o it
gfo”ujf égi &116> Q571701 93.3 ~ 96.3 92.7 ~ 95.4 93.6 ~ 95.7
P — ) 3 — .
E‘f;) ofio5 OI(}/Oi Q571701 98.55 ~ 98.80%3 99.19 ~ 99.37 99.25 ~99.41
P
(BH5 1) Q571701 35.5 ~ 69.5 38.5 ~70.0 415 ~ 61.0

fHEE (N) n=20

1 FHRMRARFRERTR 0.2 L O 1.6 OFEZEWE 0.6%LL T, T OMOE 2 OFEHEWE 0.2%LL T, WIEEWE 1.4%LL T

%2 FOTRICHT B EHE (%)

%3 B O F n=3

OA N AP Z 2 0D fE 40mg [EE]  #E%E 25°C - 75%RH G, Bk
ABRIE H =N PRATHIR
<Hirg > & B A IR 15 H 3n A
e e e | QBEITOL | WA B OEOREE | BT D OGO | BT Lo
PR =1 Q571701 IS IS IS
HAEEME n= i . i
j’ﬁj{i‘%i Q571701 Ra Ra Ra
<7f0“uf gﬁ;} ﬁl‘; Q571701 93.3 ~ 96.3 93.3 ~ 94.9 93.0 ~ 95.3
P =) 3 — .
ffg 0 fi% Orl;i Q571701 98.55 ~ 98.80%3 99.94 ~100.30 98.38 ~ 98.95
=
(B 5 1) Q521701 35.5 ~ 69.5 39.0 ~ 69.5 41.0 ~59.5

fHEE (N) n=20

1 FHRMRARFRERTR 0.2 L O 1.6 OFEZWE 0.6%LL T, EOMOE 2~ OFEHEWE 0.2%LL T, WIEEWE 1.4%LL T

X2 RARRICKHTLEEE (%)

OANAYNH 2 OD $E 40mg EE)  fEALEE

%3 : BAkRKRF D # n=3

Bt [1000Lx, v —L (KEA)]

A SO R i
<HH > H5 (LGl 72 )3 Lx-hr 144 75 Lx-hr
e e e, | QBEITOL | BRI B OEOREE | BT D OGO | BT Lo
ML Q571701 o it it
i Q571701 it it it
IR J 0, =
<{§OH§]§$ é(/)o")/o,t)llljf> Q571701 93.3 ~ 96.3 93.7 ~ 94.8 93.2 ~94.6
4B (9 2 = .
ff;) 0%’;05 ol‘}/i Q521701 | 98.55 ~ 98.80%3 99.09 ~ 99.72 99.15 ~ 99.28
. . 0
5
(B 1) Q571701 35.5 ~ 69.5 39.0 ~ 72.5 43.5 ~ 68.5

HE (N) n=20

X1 FHXRIPRRRREETRY 0.2 KUY 1.6 OFEBE 0.6%LL T, ZOMOfE ~ DREEME 0.2%LL T, HBHEEWHE 1.4%LL T

X2 RRRICKT B EAE (%)

%3 B O F n=3
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7. RBRERVBERRORES
LR
8. FlEDEASEL (MELFNEIL)
LR
9. BHfE
(1) BHHERY
<FNAHNE L 0D EE 20mg [EE] >
BRI EIRLOEW AR ENRB T A T4 VSO HBIEIZONTOEK 2442 H 29 B HA%S
¥ 0229 55 10 )
ABRSE
HE AR WHERERE SRk
[ElEHOR ORER R : 50rpm (pH1.2, pH6.5, pH6.8, 7K). 100rpm (pH6.5)
[l7E]
« pH1.2 (50rpm) Tl FEAERLEI N OURSIE E HIZ 15 0 LAY 85% 0L EiAH L=,
- pH6.5 (50rpm) TlE, AEUERLHF] O RN 40% K Y 85% LD 2 REAIZIWT, AdhD -1
VS HH SR AT B D SR 3R = 15% D HEFHIC db - 72,
- pH6.8 (50rpm) TlE, HEUERIF] O IR HFEN 60% K% Y 85% LD 2 iAW T, AdhD
PSSR AT R O SRR R = 15% D FEFHIC b - 72,
- 7K (50rpm) TIE, EEUERIFIA 360 /312 351T 2 AU =R D 1/2 OSFEJEE R 2 m 3 R K O 360
IITIBUNT AR DB 3R AT HERLA) 00 SV R+ 9% O FEPHIZ 2 o 7z
- pH6.5 (100rpm) TiL, FEYERIAIOFEEAH D 40% K O 85% T D 2 B SIZHB W T, RO
PEJS HH R AR VR R D SR s HH R £ 15% D #IPHIZ 8 - Tz,
Lk, REOREFE ZEmERE] (AL AT v 7§ 20mg) &l L7 fE 5, KL ORBRIEIC B
T MEFEEESLOEY TR ENRR T A R4 ) OHEREICHEA LT,

16



(s H h )

FRE (% pH1.2 (50rpm) FHE (% pH6.5 (50rpm}
100 100 Py
80 0 F e _pem———m===T A
60 60
40 40
20 —— )3 412 L ODE20mg TEE) 20 —— 7 )l # )2 . ODFE20mg TEE)
, e il j_'ylbﬁmmg 0 i Z‘Jlnli j"v”)‘ﬁmmgl ;
0 5 10 15 0 15 30 60
B (510 BERA (1)
pHB6.8 (50rpm) FHE (W 7 (50rpm)
100
= e 80
N —e— LA L5 L OD§E20mg TEE]
40 == AT 2iE20mg
———————— Jay
—— )5 L 0D§E20mg TEE] ) A-=m—=—— == =
- i AT 5‘3:El20mg ) 0 ) ) ) ‘
10 20 30 0 90 180 270 360
B (510 BFRA (530

pHE.5 (100rpm)

T e e o A
e
—— )l 2 )48 7 ODdE20mg TEE)
(== st Ty Z3E20mg ;
15 45 60

30
BEfd (50

(n=12)
<ANWAYNH 0D §E 40mg [EE] >

BREIRLOEWFRENRBR T A T4 VSO HBIEICONTORK 2442 H 29 B A%

% 0229 55 10 75)

B S
HE AR WHEREBRE S Rk
[ElEHOR ORER R - 50rpm (pH1.2, pH6.5, pH6.8, /K). 100rpm (pH6.8)

[CHIE]

- pH1.2 (50rpm) Tl FEAERIFI N OURSIEE HIZ 15 AN Y 85%LL EiAH L=,

- pH6.5 (50rpm) Tli. FEEUERIKIAS 360 /3 2351) 2 FHEHERD 1/2 O R R 273 HESICE
WL AR O TR R I TAEAE R O R HER £ 12% O#IPAIC 22 o 72, 360 2B T, A
O SV A3 SR A HE R oD SIS HH 3R = 12% O HIPA I do o 7,

- pH6.8 (50rpm) TlE. HEHERIFI D FEIA RN 60% M O 85% T D 2 BESIZBUW T, Afh D
VS SR I AT R O SRR R = 15% D HEBHIC b - 72,

- 7K (50rpm) Tl FEHERAIY 360 /3451 2 EAVE D 1/2 OSBRI R A R RERIZIB VT,
R it O SRV H SR A YRR D SRR 3R = 9% D HLFHIC &b o 72, 860 43128\ T, AR O FEHIE
SRIIAEAERLF O LIPS 3R = 9% DFIPAI 72 hr o 72,

- pH6.8 (100rpm) TiE, [FFERHED 50rpm OV HEER T, 30 43 AWNICEEERA R O & H I
%) 85%LL E¥RH L7=7=%, 100rpm DFER & E M L 7=,

PUb AR DY 28 8 2 AR HERLS) (0 A T > 7 §E 40mg) & HEl U7 #55  pH1.2 X U pH6.8 (50rpm)
DFBRIEZ BN T TRFER M OEWFRIRI SRR A N7 A ) OFEEREITHES LT,
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(Vs H )

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

80 80

60 60

40 40

20 —— ) A )L 2 L ODFE40mg TEE] 20 —— )5 )42 L ODFE40mg TEE)
i == F)AT v TEE40Mg 0 (== st Ty DiEdomg :
0 5 10 15 0 90 180 270 360
BERY (50 BERA (5
EHRE (% pHBE.8 (50rpm) FHE (%) A< (50rpm)
100 ~ o) 100
80 e s 80
60 f 60
10 e 10 —e— 1)L )2 2 OD§E40mg TEE]
"’ == F)AT v 7iE40ma
20 z ——e— -3t 2 OD§E40mg TEE) M o e e e A
0 === ATy 25E40mg ) 0 - - - *
10 20 30 0 90 180 270 360
BER (5 BERA (510

(n=12)

(2) EENRLIBROERBAKOEMFHRFERR
<FNAHE 0D FE bmg [EE] >

AN AP H 2 OD §E 5mg [EE] 1%, [H &2 588 0 ERRA O AW F R RSEHERBR T A K714
(ERk 24 2 H 29 HIRAFAF 0229 45 10 5) | [ZHSE, A2V 02 2 0D 8 20mg [EE] %
FEAERIAI & U7z & & IWHEENFESE S HE S, AMFERICREEZE L AR T,

AR SR
il BARER S BEHRBRE SR
[El#E%E K OABRG © 50rpm (pH1.2. pH6.0. pH6.8. /K). 100rpm (pH6.0)

[IE]

- pH1.2 (50rpm) TiE, EMERFIKOARGITE 12 15 S7LINIC Y 85% LA R Lz, £72. f&
TR R (15 43) (28T D ARG O 4« OFEHEHIT, REOFHEHE L 15% ORI B2 5 H D
2312 fEh 1 ELLN CH25%DHEHEZ X Db DR Rh o T,

- pH6.0 (50rpm) TlE, HEHERF] O IR HFEN 40% K Y 85% LD 2 KA\ T, AbhD 1
T HSRITAEHERA O PR R = 10% DOFPHIC H o 72, F7o, BAKHERFELA (60 43) (BT DA M,
Ol 2 OEHFIT, AREEOFLEEEHFE L 15%OHAZEZ 550 12 EH 1 ELLF T, £25%D
HHZHEZ DL ONR 0o T,

- pH6.8 (50rpm) TiE, IEMERFI K OARGITE ©IZ 15 LIRS ) 85% LA L Lz, £72. #
FELEIRIE L (15 47) 1281 ARG OE % ORI, REOFEEHNE15%OHMEEZ B2 5 b O
12 fEF 1ELLT T, £26%DHiFHEEZ 5 b DB T,

- 7K (50rpm) TIE, EEHERIFIA 360 /7 12361T 2 AU =R D 1/2 OSB3R 2 R~ R K O 360
SITIBN T, AR O FEEIEE R TR HER ORISR+ 6% ORPHIC b o 7o, F 7o, HefE Loy
(360 77) (BT ARG DO 2 DEHERIT, Ao DR L 9% OFPH 28 2 2 6 D7y 12 {HH
LELLFC, £15% DA MEZ 5 b DM ol
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- pH6.0 (100rpm) ~Tid, HEHERIAID PV RIS 40% M O 85% (1T D 2 FEAIZEB W T, AR D
Pva SR I TR HERIA O S ERHER £ 10% OFPAIC B o 7o, Fiz, MEILER T (60 47) ISR 54K
i O & DU, R OFE R 15%OFPHAZE 2 2 b 028 12 ffF 1 EEL T T, £25%
DOHEIPHZEZ D ORI o7,

PLb, RS OEHZE) 2 YRS (A% 0D $E 20mg TEE)) &l L= 8., £ToR
BRI BT TE BN 58 0 BRI O AW FHRSEMRBR T A K74 ) OHEERBEITEE L
T2 e, ARSI ST,

YR 7
(Pt )
BFLE (%) pH1.2 (50rpm} EHE (%) pH6.0 (50rpm)
100 100
80 &+ 000 T o=
60 60 e
’
40 40 4
20 =—a— )| T 5 ODEESMg TEE] 20 —— 1)L A 1)L3 T OD$ESMg TEE]
o = == AAHN A 0DFENmg MEE) ’ = 8= Zbsthl-R 1 ODiE20mg TEE)
0 5 10 15 15 30 45 60
BFR (70 BFf (70
FHE (%) pHB.8 (50rpm) FHRE (%) 7 (50rpm)
100 100
80 — 80
60 T 60
= —e— )| A )5 2 OD§ESmMg TEE]
40 40 = = 7l )4 2 0D§E20mg TEE]
20 —e— 7L 44l % 2 ODESmg TEE) 20 -
0 = == A HlA 2 0DiE20mg [EE) . ‘ . . .
10 15 0 90 180 270 360
BER (70 BERE (70
FEE pH6.0 (100rpm}
100
80 - iy T
60 i
4
40 %
20 —— 7)o IR 2 0D§ESMg TEE)
) = %= AR 0D§EDmg [EE)
15 30 45 80
BFR (73

(n=12)
<A AHILHZ 2 OD #E 10mg EE] >
FNAYH L OD B 10mg TEE] 1%, [E &N 280 ERRAOEY R SRR T A R
A > CFRk 24 4E 2 A 29 HIEBHFRR 0229 45 10 5) | (25 & A0 2914 > OD $E 20mg [EE )
AAERERIFI L U7z & & IRHEEDES SHE S, EWRICES & sl Sz,
B SA
HE AR EHRBRE SRk
[rl#ng K OVGABRIE © 50rpm (pH1.2. pH6.0. pH6.8, 7K). 100rpm (pH6.0)
[lE]
- pH1.2 (50rpm) TiE, FEAERFIKOARGITE HIZ 15 553 ANI Y 85% L. F¥HI L=, $£7-, &
Fe LR R (15 43) 1B ARG OME 2 O HEIE, R OFEEEHEE15%OFHZEZ 56 O
25 12 1 ELL T T, £26%DHEFHAEZEZ 5 b DR R0 o7,
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- pH6.0 (50rpm) TiE, FEUERIFI DA 40% K O 85% LD 2 BEAIZBW T, AfhD
IR R IR O R B R L 10%OFHICH o 72, £/, RIS (60 43) 1281 DA M
OfEl 2 OE I, R OFIRHEF15%OFPHZE 2 2 b D2 12 EH LELLF T, £25%0D
HHEHZ DL ORI oT2,

- pH6.8 (50rpm) TiE, EMERFI K OARMNITE I 15 3N 85% L) FsH L7z, 72, &
FEEERIRE L (15 43) 12381 D AR Ol # OFEHFRIL, REOFEHEHFEE15%OHHEZE 25 H D
212 fEF LELL T T, £25%DHIPAEEBZ 5 H DN RN Tz,

- 7K (50rpm) Cid, FEEUERLAIA 360 4312351T 5 R 1/2 O FRIFS = & 77§ R s % OY 360
SITIBUNT A O SRV Y SR A A O SR R = 6% DFEPHIC b o 72, F 7, e LBk A
(360 43) IR F DA DE x DEEHERIT, AR OFEIEEHR 9%OHIM 2 2 5 b DA 12 {5
1TELLF T, £15%DFPHZE X 2 b DR T,

- pH6.0 (100rpm) Ti&, FEAERAIO LA EDY 40% MK Y 85%fFIL D 2 R slZ BT, AR DI
PR R I TR HERLA O IR R £ 10% DOFEIPAIC D o 72, £72, RS (60 2)) 2B 54K
i OfE & OVEHFIL, RO FEEEHFE L 15%OHM LB 2 2 b0 12 FF 1 ELLF T, £25%
DFHZBZ Db DN T,

PLE. Ao gEh 2 el (A L% 2 0D 8 20mg [EE)) & HEL7Zf5%E., 2 ToR
BRI BT TG BN B8 0 BERE O AW FRISEMNHBR T A K74 2] OHEREITEE L
S EMD, EWENICREEE E AR E T,

R y
(V& HH e )
EHE (%) pH1.2 (50rpm) FHE (%) pHB.0 [50rpm}
100 | 100 |
80 | 80
60 | 60
0 L 40 t
20 | —— L5482 OD§E10mg TEE) 20 L —— )34l L ODEE10mg TEE)
oy _ == AL 0D§E0mg [EE] 0 & (== ALt 0DiE20mg MEEL
0 10 15 0 15 30 60
BT (%) B (%)
EHRE (% pHBE.8 (50rpm) FHE (%) A< (50rpm)
100 | 100 |
80 80
60 | 60
w0 L m —— Tl 2t 2o O0FE10mg FEE]
= = Fl:At2 0DiE20mg TEE]
0 | ——e— )l A )2 2+ ODFE10mg TEE) 20 N
-t ~JOD§E r il
e = = TR 2 OD§E20mg TEE) o Ljf‘ . . .
0 10 15 0 90 180 270 360
BERA (50 BERE (5
BHE (%) pHB 0 (100rpm)
100
80 |
60
0
20 —— 1 )L 1)L3 T ODFE10mg TEE]
i = = A5 0DIE0mg TEE)
0 15 30 60
BERA (40
(n=12)
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10.

B4 AK

(1) FENDELGER - 2K, MK LCESR - EKICEYT H1FHR

ML

(2) %

W74 PTP @k NT Lk
ANATZ L ODEE 100 b [10 8210 ; PTP : #8AIA Y ] -
5mg [EE]

AN A2 0D FE - |100 §E [10 52X 10 ; PTP @ #2RAIA Y ] _
10mg EE] 500 £ [10 & x50 ; PTP : #28HIA Y ]
100 £2 [10 €< 10 ; PTP : §zAIA D ]
A AV H 0D B2 140 $2 [14 82X 10 ; PTP : §zAIA D 1|500 82 [T AF v 7R bV ; RNT 1§
20mg [EE] 500 #& [10 $£ x50 ; PTP : #28AIA 0 ] [HBAIA Y ]
700 $E [14 $2X50 ; PTP : #2/@HIA D ]
ANAGNZ L ODEE 00 6 110 4210 ; PTP : SHEHIA D ] —~

40mg EE]

(3) FHRBE

BN ANA

(4) BHROME

1.

12,

PTP w4k

N7

5L

£
s

PTP: RV ab Ly 74V Ah, TAIZ=TAT 4

VAN

ton— RV FL o TFTLI7HL—]F Ty
Lo RY = F L AR

AN VARV ZF L
Fro 7 R T

ARt h S EME
mL

Z 0
AR REER L
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V. ARICEYSEE
1. PEXEHR
i I FEAE

2. EXEHRICEET IR
RE STV

3. AERUVHE

(1) BERUVAEDOHES
WHE, RACIEA LAY L A RFYILELT10~20mg # 1 A 1 EEAKET S, 2B, 1
H 5~10mg 2 b & 52546 L, A, ERIC K 0 @ T 523, 1 ARk &E 5 &1L 40mg £TL
T2,

(2) RZERUVHAEORERE - B
MG R R L

4. AiERURAEICEHET SEE
FEEIN TR

5. ERERRLIE
(1) BERT—321Rvr—o
MR L
(2) EREREEHER
MR L
(3) HERIGEREER
MR L
(4) BIEMEER
1) EHNERETRR
17.1.1 ERERFRHER
AEEME MR E 2R E LA AY L E L X RXx Y I L0 ZEEREERERZ & ek
RERCo MHEREE] 2B TREE (FREAIETED FEMHEIER) 1% 79.8% (364/456 1), MHIEAEE]
EEROVBEITEERIT 84.7% (364/430 ) THh -7,
E. 0D HERIE « FERRE OAREME S MRS A MR E L ZHEREEERBRIC L - T, A
APz ARXY INVOFHAMENHER I,
BEIEZhFAT AN A2 A RF Y INEGH% LEMTREL, 2 BRUNICHERBEEZ R L
21, 4~8 B THRRNICET D Z ENHRINTY,
H 1) TR DGESImE (-20mmHg DL E) ROYWREMIME ((10mmHg PAE) &35 E B
e (-13mmHg LA E) #7484, 25 WVIE FREERT2 Th->Th 150/90mmHg
As (7272 L. AR TIX 140/85mmHg Aii) (BT L7254
7 2) TR NGEEImE ((10mmHg DL E) ROMREMME (-5mmHg PLE) &7z 3854,
HDHVNTEHME ((TmmHg ML E) 227856
17.1.2 ERFEMHEFER
ERERE E AL D B EEREERI R L LA AP LT A RFY ILOBEERBRTO DHIE
el B eMERIT 68.0% (17/25 #]) . NHEARRE] 25 R WVEEERIT 77.3% (17/22 ) T
BT,
RIERZEBUBERE 13, BMRAERAY 10.0% (3/30 1) . ERARMRAME R A% 20.7% (6/29 ) TH Y |
W b AMRAERORIWER X, BHE (), (K/ER %R 8.83% (1/30 ) TH-72%,
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17.1.3 ENEMAEER
FIERMTIERFE 2R E LAV AP A REY ILOEKRBRTO NMHERIE 28T
FEESRIL 86.2% (25/29 f5) . THIEARRE] &5 £V BEEHRIT 92.6% (25/27 #i)) Th o7z,
RIVE BB 1, BEAER DY 6.9% (2/29 f) | ERIRIR AL 2% 21.4% (6/28 ) TH V| 3
B BV BMREAERORIMER X, IRE K OHEN 4 3.4% (1/2961) ThHho77,
17.1.4 BENERERER (REKRE)
WRE « HARE AR B EE B 2 R G, 12 » ARIA AV A L2 A RR Y I V2L L
TR R, BE LTRIER NG O, THEARRE] 2 & TR ER1E 80.7% (134/166 i) . [HEAR
RE] A& ERWVRETERIT 93.1% (134/144 ffl) Th-7-%),
17.1.5 EREMERR (RHKRE)
BRAE « FEREARREME S IE B 24T, 12 » AV A L EZ v A RF Y IVEH LT T A
FEHAD L <AX A 7 A RRFRBEEAZ PR S LIofR. 8 LICBEDRP GO, &
Ny MEGIFIOFRRIECTO PHEAREE] 28 0RERIX 85.0% (17/20 ), NHIEREE] 25 F
7R ERIE 100.0% (17/17 ) T o 7=, FIRADFHELE O MERGR] %3 LB ERIT 72.7%
(16/22 f5) . THIERRE] 23 £R2WEEFRIX 100.0% (16/16 ) Th o7,
BIVERRBUAEME X, vy T NFEEHUAIOFFRIERE C AMIER DY 4.5% (1/22 #)) . B PR AT i B 5
2 4.5% (1/22 4511) . FISRANOFHIFRERE T B MR 37.0% (10/27 #1)) | ERIRMR A E 2% 25.9%
(7127 Bl) ThoT-, Tl EMBIERORBIERIZ, B>y AEFHIOFRFIERE T H < b4 4.5%
(1/22 f5) . FURAIDEFHIERETH EV 14.8% (4/27 f5l) Th o722,
17.1.6 ENE THEER (MEBRZER)
BE « PEEAREME S MTIEZ IR, FAAFALE Y A RFY I L% 12 BE#EG L, AT
B N EREIC LD 24 RefilifE B NEBY ARG L7ofE R, A Az A RFY I3 1 A
1 FHEICBNT, MEHBO T 07 7 4 L RFT 2 &< EoRMIMmELZ LI
SEDHZ LM< 24 FRHILE LIZBEER 24 2 & 3 igRd S iz 10,
2) REMHR
M ERR L
(5) BE - WEAEHER
MUERR L
(6) AEMER
1) SEARERE (—REAKERE. HSECEABREREZ. CARBLERARE). REHFTRT 4R
—RRE. RERFTREBRAROAR
U ERR L
2) RBEHLELTERFEORNENITEREL-RHE - RBROBME
Y L7
(7) =0ttt
% LR
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VI. EHERICEAT 5EE
1. EFEZNICEAESHSILEMIILEYH
TUUF T I RRETEE (a A B2 o) oA, SN L E L)
FE  BEOH LB ORHE - HRFIL, BFOWRMN LELSZRT L &,

2. XBEFER

(1) {EREML - EFEF
FNAFNLE L ARFYINMET R RT v 7 ThHY, AENTIEEREHI TH DAV AP L& T
B, ToodT7ry v (AL 2471 (AT ZHFEERICERRIEA L T AT ORKAEZHE
FNCELE L, FERTH D AT OFKEER Z2H4 5 1,

(2) ENERMT SRR

182 P oFT UL I ZBKERER
FNAYPIE D AT ZREFEFERZ B b AT ZBEA~O BATFEEHE CHRFI LTz E 2 A,
50%FHEEE (ICsofH) 1% 1.3nM Th 7= (invitro), £7-. AN AP ILEZ ATT XL RELE v
F OFFHIIMEIZ BT, AT K 2 IO 2 30l L. 2 o MsEIZEY R % bR CTh - 72,
Ty RS XIZBWT, A APILE Y A REY IVE, ROESICEY ATICEDHRIERIEE
FrHetAIIZ B L 72 12,

18.3 EE1EA

18.31 AN AP LEZ L ARFY IVIRABRGICLY, BEESIET v b, ESiEARKBIET ~ b,
EFMET » b ONEIZBRWBEEEER 2R L2, DI EEZ 5 2 Ieio 7212,

18.3.2 AN AP L L ARFY INEEMIERRBIET v MC 24 BRKERAKRST 5 L. Mtttz
HETDHZERLSLE LZBREEREZ R L, KHMEOHIRLRBD Lo o7-, £72, 14 BFKERD
BE5%, KL TH UYL RO SRR -T2 12,

18.3.3 AV AV v mILE HRRIE T » MTEIRNI G35 & ORI IS HEI R U, B e
BEHLOWABFRO BT, MEIX TR LA, DIEICEIT R, DEEHEFER L, - T,
FNAF N A RE Y IVOREERITES I OJLRICHES BRI ME RO LD
HLOEEZLND 12,

18.3.4 AN AN Z Y A RFXY INEGEIEARBIET v M 20 BREKEROEST 5 L. MED
TR L BICRPEASE T LT 2 PR OB 23380 S, BIROBHET ROWESLED 5
7~ 12 13)

18.3.5 A /LAY Z L A RXZYINEZENEARBIET v M 8 HEIKERAKST 5L, MED
TR E & HITLDEEOME T R OLATRRHER OB 23580 S, DIRKREZMEIT 5 2 & 3R S
12)

(3) {ERZRTRFME - FFiuki
MMERR L
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VI. EMEIRRICEII HEE

1. MPREOHTR

(1) ABRELAMHLGOLPRE
MMERR L

(2) BFRSBRCTHRB S -OPRE
16.1.1 HEKE
fEREZ2 R N BVE 24 B A NV AL X A REY )L bmg, 10mg, 20mg & Y 40mg % 28 i IF B
ERRAEE L& & A AP o OMPERIREITESC)NC BA- L, &5 1.7~2.2 R # I &
W L7, Cmax X OVAUC 13 5-BISHEWEEIN L 72 19,

FNAFHE L A RF Y IVHEEROKGEEO AV AL Z o OEYEIRENT A —H

by _— Crmax Trax T AUC
(ng/mL) (hr) (hr) (ng * hr/mL)
5mg 6 152+31 1.8+0.4 8.7t1.2 892+191
10mg 6 277+46 1.7£0.5 10.2+1.8 1,5676+244
20mg 6 481+117 22104 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*+SD
16.1.2 RERE

AREEVESMIESERFZ AN AP LZ L A FXY 0 10mg (20 ) KO 20mg (19 %) % 14 H
M. 40mg (10 %)) % 7 ARIKERAKEG LZE 24, &EA DAL AV )L Z o OEYEIREZREY <
FA—=HF, WMDOELEEBY TH-o7= 19,

g — Crmax =% Tomax =4 Ty *4) AUC ¥

(ng/mL) (hr) (hr) (ng * hr/mL)
10mg * " 20 285.1 (0.253) 2.2+0.8 6.5+0.9 1,981.2 (0.234)
20mg *" 19 496.0 (0.300) 2.5+1.1 6.310.8 3,288.9 (0.254)
40mg "% 10 1,008.5 (0.267) 2.6+1.0 6.0+1.0 7,848.0 (0.301)
H1) 14 ARG, 112) 7 ARG 1 3) BT FEHE CoZsiitt OEERAE) . 11 4) FHHE
A R

TR RN BYE 27 Bl AN AT HZ Y A REY I 10mg, 20mg (X 40mg % 1 H 1181 7 H
FERAREG L MR AN AP NVE AREZRFI LI L 2 A, HEONITEFRIRBIZEL,
BHEMEIZIZEAERD N7 19,

16.1.3 £YMFHIRFHHER

FILAH)LE > OD & 20mg EE]

ZW AP H 0D §E 20mg [EE] ANV AT v V8 20mg 2, 7 0 A4 — "—JKIZL D ENEN
188 (ANAYLZ L A RFYINE LT 20mg) ERERABIEICKS Y ROUK L CHaR N
EREA#EE L CTIIEROF AL Z AREZREL., f oK YR/ XT A —% (AUC, Cmax)
{22 T 90% [ X FIEIZ THEFHIENT 21T o 7o fE 3. log (0.80) ~log (1.25) DOHEPFANTH Y |
A1) D A= 1 - B [R) B R SRR S 7z 17,

KR LORATA N AV S 0D 8 20mg [EE] OHRT, AV AT v 7 §E 20mg (37K TARH
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FWERE T A =5 OKHVKRG)

HIE/NT A—H BEINT A —H
AUCt Cmax Tmax T1/2
(ng * hr,/mL) (ng/mL) (hr) (hr)
F A s 0D b
4460+=1050 609+ 155 2.4+0.9 7.7t1.8
20mg [EE]
FINAT v I B
4590+=1210 658+t139 2.1+10.6 7.81£2.0
20mg
(1 $2#%5-., Mean*S.D., n=20)
(ng/mL)
800

il —I- F VA4V F 2 OD$E20mgl EE |

;I-J 1885, Mean+S.D, n=20

)Y

A

F 400

)%

4

-

%zm

—e
0 6 12 24 48
B (hr)
MAEHF YR EHERE Ok D &5
IMENRE N T A — X (K72 LIS
HENRT A—H BENRTG A —H
AUCt Cmax Tmax T1/2
(ng *+ hr/mL) (ng/ mL) (hr) (hr)
AR YL E L OD BE
45301190 6371169 2.1+0.7 7.9+1.7
20mg [EE]
FIVAT v 7 §E
4870+1150 710*+=155 2.1*0.5 7.8+1.7
20mg

(188 5-, Mean*S.D., n=19)
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(ng/mL)
800

o | 4 VAL 5 ¥ ODEE20me  EE |
T3 O FNRAT v $220mg

;E' 600 f [ T 1585, Mean=SD, n=19

o400t

200

&
<
S =

6 12 24 48
e (hr)

M BE PR EEHERS K7 L)

MHEPRFEN NS AUC, Cmax FO/NT A —HF (T, HERE OBIR, RIEOEREEIEL - R 5 O R
R K> TERRDAREMEND D,

AL AH)L4S > OD £ 40mg EE]

ZWAPFH 0D §E 40mg [EE] EA VAT v V8 40mg 2, 7 a A4 — "—JKIZ LD EhEN
188 (AN AP LZ L A RXYILE LT 40mg) fEFERR A BIEIC KRS 0 KUK LGt FHL
MR A&E LTl oOF VAP 2 AREZREL., GO EYERE T A —% (AUC, Cmax)
{22V T 90% (5 X A THEGHIRNT 21T o 7o k5. log (0.80) ~log (1.25) DHEIFANTH Y |
A D AW RO R PR SRR S 7z 19),

¥OK72 LOARMIZA L A YL Z 2 OD §E 40mg [EE] OA T, A/ AT v 7 §E 40mg (3K TR

FWERE T A =5 OKHVKRG)

HENT A —H SHENRT A —H
AUCt Cmax Tmax T1/2
(ng * hr,/mL) (ng/ mL) (hr) (hr)
F AL 0D b
836011930 1140+226 2.4+0.8 8.7t1.4
40mg [EE]
AIWVRAT > 7 HE
8880+2150 1260240 22104 85t1.6
40mg

(188 5-, Mean*S.D., n=19)
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(ng/mL)
1500 1

It J;iwxﬁw&ymﬁﬂwgmm
0 T O AN ATy 7 §E40mg

;li"j 1000 1%e#%¢ 5, Mean+=S.D. n=19

<, 500

—e
0 6 12 24 48
1 i (hr)
MAEFSEYIREHERS OKd 0 e 5)
HYEHE T A —H (K2 LG
HIE/NT A—H BEINT A —H
AUCt Cmax Tmax T1/2
(ng * hr,/mL) (ng/mL) (hr) (hr)
F A% 0D B
8720+2540 1180+347 2.610.8 7.8+1.5
40mg EE]
FIAT > I BE
86402080 1200263 2.310.8 8.0t1.3
40mg
(188 5-, Mean*S.D., n=18)
(ng/mL)
1500
i —-I— FIV X4V & 0DEE40mgl EE
e O AN RAT 7 $t40mg
;i‘] 1000 ":.:1_ 1585, Mean=SD, n=18
v B
X
s
v
4 ]
504
it
J&

0 6 12 24 48
| (hr)

13 P FE AR Ok 70 L5

MAZFE NS AUC, Cmax FD/3T A —21%, PRE O, RO TRIREEL - B % O R
KL > TERRD AN D D,
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(8) shEE
MY ER e L
(4) BS - ftAROEE
(v, 7. #EEH] OESMH)

2. EMEERP/NTA—4
(1) BHFAE
AL v/
(2) BIGEEEH
MR L
(3) HEEEEH
MR L
(4) V735 VR
MR L
(5) HH”BER
R L
(6) =Dt
MR L

3. 8%H (REaL—>av) #H
(1) A&

MR L

(2) NRSA—4THER
MR L

4. R

16.2.1 BEOXE

RN B 12 B AL AL HZ L A REY )L 20mg % Z2fERE ARNEN A8 30 45 #% & 5\
IR AIEE 30 ZICHBEIR NG LIzt X, TNERDOA N AP ILH 2D Crax LN AUC IZ1F
FLAEETRL, BEOEBIIRDONRN-T219,

16.2.2 NAFATRALSEY T«

TR AN B ME 24 BZ AL AY L2 A RE Y )L 20mg & ZfERFEA AT O 3 533 AL A L
X2 16.2mg & FRNICHEEIE 5 L, A 4T XA T8 7 4 ZROTZFER, 25.6%ThH 7= 20
GMEAT—4),

5. 1
16.3.1 MFEAHKSE (RBIVRIBE)
AN AP B DIMBEEARKERIL 9% & m<, BTV TIroULvT7 7 YA MIEART 5
(in vitro) ¥, UL 77 U v OPFRRBRTU LT 7 U L OIRENEEIC BB 73 < MR E R 125
BERIFE S 2otz 2022 (AEANT —4),
(1) Ioik-KeiBE @@ tE
MR L
(2) Imi%k-fadkEaFE &
(TVIl. 6. (5) iftm) DOIHZH)
(3) Ait~oBiTiE
(IVIl. 6. (6) #flba) DOESM)
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(4) BMEA~DBITH
DR L

(5) ZOMOBBADBTH
DR L

(6) MEBMEKAE
KR L

6. fti
(1) REPLIRURBHRR

FANAYE L A RFY IVE, ROBG%, B ER, HiESOImE BN T=27 7 —8
\Z X DK iR 2 T TG O AV AL 2 AR s D, EEFIZITA L A L2 DR
BRBD B, TOMORBMIIFIEL R, B MFI 7Yy —2Z2HW, F 7 m—L4 P450 5 1-H
7FEEE (1A1&2. 2A6. 2C19, 2C8&9. 2D6. 2E1, 3A4) DOIEMIZHOWT, AN AP L Z T XD
FEREZRF L& 2 A, BRARECHEE SN MFERRE CIIWThoSFRELIFE A CIE LA
Motz, £, b MEEFMRIC T, A2 LEr XA RFYINCEDTF b7 v—L4 P450 OF
EIFRO B h o 7= 28 (in vitro),

(2) REICBEE5T 58K (CYPHE) OHFE. 5=
M ERR L

(3) MEBEGBMNROFTERVZTOEE
MUERR L

(4) REVOFHEOERRUELL., FHELE
Pl v/

7. Bt

fRERE 2R N BRI UG- AN AL Z v A RF Y )L 20mg HHEROK G L2 A, &5 Lizk

FOHBED 12.6% (240 B £ ) MIRTIC, 77.2% (312 B £ ) NEPICHE-S - 10 (44
EAT—4),

TR N B 24 BIC AN AY L A REY )L 5mg, 10mg. 20mg M Y 40mg % 225 i Hi[A]
BOfEh L- L x 25 48 BRI E CIZRFIC AL A L& 28 11.6~14.6% 4k S hu7- 29,

8. FSVARR—A—IZBHT S1EH
B R L

0. BIHIZLHRER
LR L

10. BEDERZETHHE
16.6.1 BEHEcEETHRE

PR/ RN T 8 1] & R REPR T B8 26 &2 BUE LRI 8~9 97D 3 HEIZ /01T 75t 34 BTk L,

FNAFNHE L ARFY IV 10mg & 1 H 1A 7 AMEROBESG L2 &0 7 HBOEFIREIZ
B LMIER AN AT VL D AUC ORTFEIEIT, BHREIER & & ik LT, BE, hHEELD

HEBRERERETENTN 1.6 45, 1.8f% 285 Th-o72 UEAT—F), [9.2.1 ZH]

16.6.2 HigscEERE
B R ONTR S FE RS RE R R 12 BIC AL AL 2 > A K%Y )L 10mg & Z2fE R HE (A% 1 &% 5

Lic& &, IR ER & L i L Tl A v A2 o AUC IZZENEN L1 5, LT Th o7
2 SMEANT—#), [9.3 ZH]
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16.6.3 &
feRE e (65 M LI 1) 6 BIICAL AP Z L A RxY 3L 10me % AR A4 5 U, (R Ik
i LA AP S 2D AUC OBATEEIE W L= & 2 503 & A EFTR® b ano 122,
Fio. EEEMEERE (75l ) 17Tl AL Z Y ARFY I 10mg % 1 H 18 14
AFKERARE Lo L 25, FEmlnfE i L AUC ORMTIEN 1.4 EEEEZ R LR, &
FEMEIZIZ L AR LN o720 SEAT— ),

1. ZOfth
16.8.1 F /L AP/ % OD § bmg [EE| 1%, A/ A% /L% OD & 20mg [EE] ZFEdEflH L L=
& x| IWHEE RS CHE S, EWENICRSE L Bl ST 9,
16.8.2 A /L A /L% > OD $E 10mg [EE] 1Z. A/ AP /%> OD 4 20mg [EE| ZAEueilg] L L7
L& IWHEENRS SHE S, EWENICRIS L Bl STz 9,
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VI. £t (EAELOZXESF) CEYHEE

1.

EENBLEFTOER
BEEIN TR

. ERABLEDER

2EE (ROBEICEIBELLGNI L)

2.1 AHFN ORI LEBUE OBAERE O & % B

2.2 i SUTIEIR L TW D AREMED & 5 1k (9.5 SR

23 7V AR LU IR Z R G T ORRFEE (KL, toREERKEEZIT> THRBILED =
Y= ARE LS ARRDOBEZER) [10.1 2]

(fifan)

21 KHlo D WVIIARFIRIMIC X 5 @HUEZEZ L7 BFICHER ST 5 & EELBBUEZ K27
AREMED B D

2.2 i ORI T B ARAIER 5 ORIV, BER (T > b)) THEFRHILIEOR 512
BOWTHREROF AN OIREE, A%SEOBIERER SN TWD, EIRICFE S & ILEE DS A .
ACE FHEAISCT v 4T v IR BEEETHIOMERIC LY . BERICER2EZ5| L, B)
MTHRITBEEPBIEIND Z ERRESNTND Z D, BIEEICH T 2K F2W & 15D T
A RTANTBNTH, TNUHHEA O FEHZERT oOBRERZFERT5 X Il s T s,
L7223 T, m XITEIR L WD AREME D & D ethickt L CidfEHZ2ER & LTz,
- 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
- AAREIMEFZESMEIRETA R 7 A4 AFREBES  mILEIRET A R 74 2019:156-163, 7
A 7Y A = AR
2.3 BEE LB HAEIN T 2t o 72 2 BB IR 2 k5 & L7z ALTITUDE 50 200 o [l i J&
SWTEICHEERE SN TWAT Y ZAF Ly 7w B0 EH EokE) L 0BAEE2K ) #%E
L7z,

. DREXEHRICEET SEELENERA

BIE STV

. AERURAEICEEY 53X L TOEA

BES N TV

. BEEGEFNIE L ETOER

SEELEXRNIEE

84 KAl xTZLT L UFT v MR BRI G TICEHERIFEEREER S & bivlc & oWs
WD DT, FHEREREZ R 9 570 EPEEE 01475 2 &, [11.1.5 ]

8.2 FiTAl 24 RFENIXIE - LW Z EREE LW, T VAT v v N ZFRIETAIR G- o BF I,
BRI VR L =27 VAT v R OMENERIC L D SR AR T 2k 2 3R RE A
b5,

8.3 FIEEHICESS O E WV, Sb 02X RHobNDAZ NS LT, EfEE, BB OEIRESE
R £ D B 2 B E T A BRICITERE S5 2 &,
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(fian)

8.4 ENOEKRRBRIZBNT, AAZLGIZEIVHEERREECERVWEBERAFEFRL LT
AST(GOT), ALT(GPT) XU LDH @ EHN 1 flZED TS, o7 o oF 7 v v MR
EEEHANC BT b EERFEREREN D S bz & ORENTACERICER I TnDE 2k
D, AR E LT DA IR A T 2 28 PSR ATV BRESRO b
BTG A2 P IET 272 ElO B EZITH 2 ERRELEEZ HD,

8.2 TR T M- BRI O I L 0 MEDIR FRRO bNDNR, B@FIIL = —T o4 T
VU R ORIEERSEC X 0 BRI IEDSHERF S D, AR A TN ER LG aicix, 2o
RABHEREDME@ &3, MK T O BE 2R K Tl O &= 2 8 = 3 ATREEN H 5, £72. ARB
XY PHYS A EClmEZ 2> hr—L LTV BEIL, PHRIEICR G2 IE L BE L L,
JRERE ARF O M2 S Lo & OGN H 2 29, BEEANITHTY A £ CIRAT 20850 TH
D, FINAT 24 FERNIAKN OG- 2T EREEF LN EB 2 b5,

8.3 AAlOK %, BEERIZESS THFEWV], [560F ] ERbbbhbsZ bbb ([11.2.
M) . @PTE¥. BB E O T ERE SR OB EE AR A 0 O B 2 B E T D BRICITEE S
Thob,

6. HEDEREAIIBEICHTIIRE
(1) AHHE - BIEESEOHIBHE

9.1 SHHE - IEEFOHLEE

9.1.1 MAEESHIREEOH S BEXIIAECTERREEOHIEE

B B2 B0 SR S DA ERE EHITET 5 2 &, Bl REORD R BRI AT
DIETIZ L 0 2HICBEHEZ B ST BEZRND D,

9.1.2 BAHY Y LMmMIEDSHE

R L2 G20 E il SN2 582 RE, EHITRETAZ &, @AV UV AMIEZEEIE LB
ENRDH D,

T, BHREREE, 20 b — VR EORERFEICE D MiED U U AMERE L 720 LT WVEE T,
mEH Y U MEICERT D &,

9.1.3 RNEEEDHSBHE

WEDRENKMEA 2R L, WELE(LIEI2BZNNH 5,

9.1.4 BELREERZPOBRE

KHEN DG ZA L, WMETIHAIHRAIIT) 2, OS2 AR T2EZ 782
nnd s, [11.1.4 28]

(fian)

9.1.1 WAL BEIRIEZE D & 5 EEH UIRA B CEIIRIAEOH L BF I L L= =T vV FT v
VRBEIERZ B Lo A 12, Bl R OB R ERIR AT OIR T X 0 2RI B ee & Bk
ERHLBENNRDD, LER-T, ZHUHBHEICH L TR LS 280 Ll Sh 258 %
Br& AR O FITRET 5 Z ENEE LV,

912 L=V —T VAT U UREMGIT ABER ARG LI2BG, TV RAT 1 Wi i
DAY U LEFREERIZEY, SV U AMELEEIEL2BENNH DL, LEEDB->T, @A v
A MIED BFIT L TIIRE ST 2 e 0 LB SN 5358 2 E . ARFIOM IR 5 2 &2
EELW, SHIC, BHEEREE, 20 b — L REORERFEEICLYMED U U AMEREL 720 R0
TWVWERETIE, B Y UAMENERTI2BZNANS D70, MiGH U 7 MEOHEIIZRHCER
DB TH D,
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9.1.3 MMEEDH 5 BE T, WEOEEIZE VMM EDIR FE25 2 L, ZAUTEE D NS
BARAEIR (D FEV, FHEK, BROEKTE) 2E(LSE2B8TNNH 52 & L0, MnEREED
b 2BEIIL, RREEEICRGT2LERH D,

9.1.4 EiELBIFET OBE TIE, KRKEORDFIZIY L= iHERTTHE L TV DHd, L=
=T UVFT UV RBEEAIC LD B MER T EREZTRERAH D, ZO LD RBEEITARA
G T L5, BRHENOHGE L, HMET 2558 I0TBFEOREZ BB LR bR
WATHO BN DD EEZHID,

(2) BREEESRE

9.2 BEHREERBSE
9.21 EELEMEREE (WKE/LT7F=E3.0mg/dL LLE) OHZEH

INDORFEERIRE LT AR O 22 MF 2 MR RBILFER L V7w, BERE 2 Bk
SHLBENAND D, [16.6.1 ]
9.2.2 MEEHDPDEE

BKHEPOEGEZHG L, HETIHEIIHRAICITY) 28, —mEORMRIER FE2EZ3k%
b s, [11.1.4 ]

(fiA)

9.2.1 BRITEIMIEDFAE, HERFICERICBEE L TR Y, AREME M X 2 B LIE R 28R
BITPES MlLEZR ., mIEESEE IO TEE#REEZ ) BE OGN E <, E1-BHEED
KTFEEmETHE Az bnb, FMETERM L= BrRERE = A K EERBRIC BV T, B
K O FEER RS RERE E B T AR 2 B 5 L2 & &0 AUC 13, B EREICH_XZNZEN 1.6
EROK 1.8 <, EEBHEREREICBOTHR 28 EEMETHY . BHAEDK TITHEWN
AUC 2342 Z L mme sz 29 ([16.6.1 1), BE - 5T OB RRERE 2 1 5 &+
SEBE T, ZEMEIIIREO RN ERHER SN TV AR MEZ L7 F =23 3.0mg/dL
U bEoEEZRIRE LA, BEMICOWTOMBNIIT-> TORY, Z0 X ) R EE R EEE
EEZAT 5 EE CIEBEENELTLEENRH Y | HEEZWO T/ SEEICEG T2 0EN
&b,

9.2.2 MEKEHTH DOEF TIX, KKEOWVFEIZID L= iGN TTHEL T D), L=y —T
AT U U RBEEANC LY AR T ERE I TRENR S D, DX D REBEICAKE RS
THGEIE. RHEPOHG L, HET2H5EIITRFORELZ +3ICBIE L 2N R AT D
VERDHDLEZZ LD,

(3) HHEEERE

9.3 HireEETHE
B SO O RERE E B (Child-Pugh A 27 1 5~9) TANLAY/LZ L OmiEhjE
ERERTHZENREESNATNS, [16.6.2 ]

(fif)

9.3 SETHEM L TR EEEEYERBRKERIZI W T, BE KO % E T E RS
(Child-Pugh /3 A 27 : 5~9) [Z81F 5 AUC [IMFHEREIEF# & lE_ZN L1 1.1 KUK 1.7
EHINT 2 2 LR STV D 29 ([16.6.2 ), IFEEREMRE B 20 RICHDIME, Laltts
B LT3 BRI T - TOZR WA, IFRREIE S BE CIIAERRRBRNEL 2D et b E A b0
L2 EMDHIEEICRGTOMEND D,
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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
TS ST B 290 300,
ARNOBHITN S, RNBEROGELE L EE L CABIRGOLEM 2 EEICRH L, 1B EOAR
PEERRMEE BRI LB SN DGO EEGTHZ L, £z, HEDLERGEITITIROEE
HIFICRETHZ L, (95 B3]
(1) AFBEGPAANCEIR L TV WD 2R TH L, AAFIEGF L, IRL T RN &%
EWIRICHER T 5 2 &, BGPITMERS I L2581, BEbickG2HIbd52 &,
(2) WOFHIZONWT, AEIFEGHRLGRFICETICHAT L2 &, Eiz, #H5P LIS U
5Tk,
IR TICARI R LA, B - ARG B R RIET VA RS L2 L,
AEIRDSVHEIB L7 3B DL A AT, NS EICHRT D 2 &,
IR A G S5 E IR, HMEICHRT S 2 L,

(5) b

9.5 ITiE

B0 SATIEAR U C WD ATREMED & B 2 MEIZ TR G- L7\ 2 &, G- FUTEEIR I L 72358121,
EHIZEGERIETD 2 L,

PRI R ORI T AT v DB ERETHI LT T v R L E R %
HEINT-BFECTHEAKBMIE, B - FrAEROET, HiAaROKME, TR, &0 Y v AMiE, 5
BEORRAR KL OEARDEC K 5 & HER S 42 DA O ffE, SEEEI OB, fi O 25N
bobi L DHRERH D, (2.2, 9.4.1 ZH]

(fign)

9.5 Mk XITIEIR L TV D ATREMED H D & ME) 13 AR & L TERME LT\ 5, IEiRPH AT
KN T O FAT o N BFEERETRICT v AT v AR R EA & 5 S T | i
JEOBEIZEBNTIRIE - BrAEROHETCERRES N TNDL LD, MOREEPLETH D,

(6) RELiw
9.6 RELIB
RILLRWZ EBREE LW, BER (7 v ) © bmg/kg/H T T ~DOBITRRD SN TN D,
g EER (7 v NEES R ORI A& S) © 200mg/kg/ A THARIZE &LE L2 M5 LT LW
(READ A 8mglkg/ A T HA NI AEIGINNH] S OVER L DIIEDFED 5TV D,
(figin)
9.6 ANt FAITHICBATT 200ENIAHATH L3, BER (T v F) THIHF~OBITHR
HoENTEY, BEEENPOHALTOR~DOEENRE SN O, KA OLME~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 [ENTIE, RHAEMKEN,

A, LR

U 7= B PR ERBR I S0 L TV 722y,

(8) Eln¥E

CHRSUINR AR L LT AR VB A fa R &

9.8 BiNE

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

(fiEan)

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, FMHEZET L, BEOREZBE L 2B bEEAICRETS

ZEPRETH D,

7. tHE{EH
(1) $tRAESETDER

101 SfAZE (BFALAGNC &)

(BERBEHICHERT 2%
Ho 22 L, OBFEIRE %
fToCbrBMED=a Y F B
—NARE L ARDOBE LR
<o)

[2.3 & ]

A4 E AR - HEE T4 BEFr - fEBRIAF
TUAF LT ERE FEBOEMER AT BRRERRE . || L =27 VAT U SR ILELE
TYLA BV 7 SAE KR OMRIMED Y 2 7 AR S D ATREEDR & 5,

A HE SN TWD,

[figmi 2.3 BH]
(2) FRAEEE ZDHEHE

10.2 HiAERE (BFRISEET S )

AL

ERAER - HRE Tk

&R - fabRIA 7

71 U 7 DEREFIER R A
7 == A /4 NV
M7 AT LA

F1 U 7 A
WAk V) o L5

MmygH Vo NMEN EF$ 5 L7
H5,

AHFNOT v RAT v o Z e
FIC X0 B ) 7 AEFRRVEN 2 HE 58
ToBENEH D,

fEBRIR - - BEHEREFEE D & 2 B3

I PR e 741

=R N

M ZanrAFTry NE
[11.1.4 ]

—iEPE O 2B R M ER T 2 27
BTG &5, BHENSHKEG %5
L WEET 2583 ITITH 2
&o

FIPRBEERCTIRE 22T TV 5 iR
FIT v = EENTTE L TV D
BENL L ARBINRRBZ LT,
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U F 7 ALK
) T

UFULTENEZDBETNNH
é(}

72 IR CH D, T B
VO AAFT U RRITY FULALT
YOI ERET D &bt T
Dl BADT R Y U A E
RETDHZLICIVREZIDEE X
Hivb,

T YRR LT VR

av =g

BHERERE R, B0 Y v AIE R OV
MEZEZTBENBH D, eGFR
723 60mL/min/1.73m2 A D B RE
HEOHDLEEZE~DOT IV AF L
7= VL & OPFHICOW T, 1R
WESL 2B RN D5
EEFREBETL L,

T T Y SR
A

EREREMREE . M0 Y U A IE M O

PR,

MEZEZTBENDLH D,

Vo7 U T v RILE
YER DS ETR S LD A REME DN B 5,

AT 1A BPE R IR A

BEEAER 2S5 4 2B 200 H %,

FEATa A FHERERANL, M
BIRIEH AT T 0 A2 7 F
PYUCOEMBEFEMRICED, K
Fl O EAEH 2898 <& 2 Araetk
BdH D,

BB LS ELIBENL D D,

TRAR TS5V DA RREE
HAizky, BiRENMETT 572
HEEZHRND,

(i)

7o LRFERRA. H U LEEA
AV U DRFFHERRAI R O U 0 DAHAAANC B L CTIEAA & ORI G- OB IT /20, SR LY

VT LETREIER SR L, MiEL Y v MEDR AT 2BThRsH 0 BikeERE

THZENEELWEEZ LMD,

R E& EE#I

FERE TR

FIRBEER G- H O BE T, KREORDEICLID L= EERTTEL TWAED, Ler—T
CET UV URBERNC LY AR ER T ERE I TRBENLH D, 0L ) RBEICAKEEET
LA, IRAENOBB L, HETASEAICITEREOREZ T SICBE LN bR 4 ITTH WLE

WoHEEZBND,
) F o LEF

AR EVF T LBHNEOPTEY | MY F U NRENEMULIZE ORERHY ., VF U LTEE

EZTBZnrdH D,

B ANETEMLIZIALT 7Y AT fillEA OKBBET VI =0 5 - Kigfb~ 7 x> v
LEEH) . TTRAEF L T RANRREF L TradEr, 77/ n—vEOMHEERRGR
BRI 0. ZHOEAE OOFRIC L D EMBEREDEIC OV T, BEMNERITISVWEEZON

77
FURXLYIRIERE
(s 2.3 =]
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FoOFT OO UEBMBEREER 3

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
KIED Y A7 M LT & ST b,

ERXT A4 FiEHE KRR 52730

ACE FRFEAIULT VAT v v MR EEEGH L IR T a4 FHEERERA & OOFHIC I
JEAEF ORETC, BHRED BN A DT & OAMESTRAHE Sh T 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 OEFE BERH)

P, DE, WAE, FOMERSEMERE L THOEDNDEZ LD D,

11.1.2 BFE (BHERH)

11.1.3 AV D LMAE (GEERH)

1114 avy BEEARH)., £ GEEAY). BEHEKX GEERP)

Rk, ErE, B RENH OO EHEITIT, EHICEURAELZITH 2 &, [9.1.4, 9.2.2, 10.2
2]

11.1.5 FrRERRE (B A1) . |E (BHEAH)

AST. ALT. v-GTP LAEDOMEEREER L HbNDZEnd 5, [8.1 ZH]

11.1.6 M/MRED B AB)

11.1.7 {EmBE (B RH)

WAk, 2R, WmiF. FoEx, BRAOKT, K ERESEENH O DG E I EE T
1EL, #URLEEITO &, FERFIREFOBETHLDLILLT U,

11.1.8 HEBHBARLE (B )

A, AR, CK k&R, MR ORI 427 0w BR 28 L+ 2R e 2 & &b
LHZERHLOT, ZOXIRGAITITELICEEEZPIEL, U RAEEITY Z L,

119 724 5F%>— (BHERH)

ORI, 2EFAR, MTIRT., FREREENERE LThobNDZERnHY, 7T 7 4 7%
—Yav I EREILIEEORELD D,

11.1.10 EEOTH (HEARH)

EMEEICLY, RERVEZESBEOTHIH LMD ENH D, EMIC LY IBHEEREN
BOLNTZEDOREND D,

11.1.11 MEMSME GEERP)

FEEN ULk, PR IRIEE, B X SRS AR O MEMEMR N S oD ZENHLDT, 2D XD
AR AR IE L, RIBREARLVE CROEEEORMEY I AEEZ(TH 2 L,

(figsn)

11.1.10 EIKEIZBWT, AN APz o EHRHF & ORERERDEE TERWEE O FH & ER
ETDATN—KEIGRBNIE SN 2720, KETMN CENGET SNz, BRIEBWTYH, RO
HEND B,
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(2) Z0iDEI{ER

10.

1.2 EDHDEIER

1~ 5% A 1% A HHJE AN
W EUE B2 ZI¥E
IIR7E3 ARIMERBORAD . ~F 27 v | B MERESE AN, i/ Mk & i
YR ~~ v 7 Uy ME R
2%
Kt R WEN, LB A, 56 (TER, BHERK, RR
2 X i
Hibss HRAE TR, MES - MR, P
AN, BHEAPRIER, 5,
20
T B A DEME, B, 12T,
b
JHF M ALT E5. AST L&, y|ALP E£&H
-GTP 5., LDH k5
WAPR %5 BUN L5 M7 vrF=> k&, |HE
PREE N GE . IRUCH R 1
Z Dt CK k5. CRP L& NV |2 EEE. %k TP, R (R, ]
7Y% U RES, miELY SIANEREE) | EASIRER,
7 EA R RS Wi, &, g9, LD
. WEEE, BE
(figsn)

1.2 7K £ CORBRELOEN - s ORIE il Tl SNZRIEM O 9 5, F72 BMRER &
O AR A IS &R L7z,

. BRRERRICKRIZTRE

BEEIN TR

BERS

BEIN TN
(%5)

[ B 5 D B IR ]

BRRENCEE /e b O & LLUFIZR T, FHIPIE AT 7 18 & ek,
ORIZZIEARRE GREMRS) B X 72556 IR (B SUIARPUE ; 56 5 B O F W UT R,
B RS L IR AAE) ; BE 72T NAELC DR S 5,

OfRIME (T2 H ;5 855l ; BYMEDODE W, RMLES D 5 B 5T 5 BH 7% 77 UTET)
O#R GRV, g8V, UIRBANZ 58 - Bikdn)

[ 4 - Ip D Al

TV AV H N DR ANE R,
RLE T — R 72 RPERR R, XEHRIETH D,

Ok ZREST 7201

FNAF N e DFBHETAATH D, EARKEGRL D (99%) O TEITIC L 2BRFITWFTE

fd:l/\o
OF=xY 7
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1.

12,

MmAEEZBET S,
OFHRIE
BB 1T — MR 22 e HERR G, SCRRIETH D,
SEEMEDIR ML A2 2 ET 5,
B &R 2B 2 LIZBOW O & 5 BEIIRHRIEICRN T & Th D,
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X, BEMERICEYTSRE

1. AR
FNAY N ODEE 5mglEE)
W FNAHNE 0D EE10mg EE] | AL 728 E R
AN AN 0D EE20mg EE) | 1) EE —EMSEOLFEIZLVERTSZ &
FVA YA 0D EE 40mgEE)
BRES | ANVAYALEL A RXRY I 2L
2. AHEME

A EME : (OD # 5mg) 30 » A (OD & 10mg.

3. AERETORE

FEIRRATF

4. BRWLEDEER

(IX. 1. ISy,

5. BERITEHM

BEMERLTA N A

<THoLBY

H

ZOMOEEETE - A

6. E—H% - A%IE

[fl—p5y « AV A7 > 27 OD § 5mg,10mg, 20mg,40mg

7. EREEEAE
R

(X, 2. AZIFSUIE AR OHESH)
(V. etk (M EoEES) (4 2HHE ] OEEMR)

8. NERFERBFABRUVRRES. RMELRBFEAR. RFEMKREAR

OD #E 20mg, OD #& 40mg) 3 4

Wk 7E4

BUER o AGEAEA H

KRB

FEAELAEIRAE A H

HrFeBASAFH A

Fo AV E
OD # b5mg [EE)

201748 H 15 H

22900AMX00759000

20174 12 A 8 H

20174 12 A 8 H

T AT E
OD #E 10mg 'EE]

20178 H 16 H

22900AMX00760000

20174 12 A 8 H

2017412 A 8 H

TV A YL H
OD $Z 20mg EE]

201748 H 15 H

22900AMX00761000

20174 12 A 8 H

20174 12 A 8 H

T AT E
OD $E 40mg EE]

201748 H 15 H

22900AMX00762000

20174 12 A 8 H

20174 12 A 8 H

9. MERIHREN, RERVAREEENFOFEABRVEDOAR

AR ANA

10.
Y L

11. BEEYM

AR

HETRR. BEKRAREABRVEZONE
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12. IRFEHARFIR (BT H1EH
ARANL, BERHAFIZEI T 2HIBRIZE D HIL TR0,

13. &@a—F
A G A | RIS = — 5 g | CE7 MESLE
R4 e ‘ MU HOT oD wmE | T
WREER I —F | (Y] =— 1) YAT AR R
% L
AN AT 2149044F8010 2149044F8045 125999502 622599901
OD #Z 5mg EE]
19 LA
ANAT IS 2149044F5011 2149044F5046 126000702 622600001
OD # 10mg TEE]
1% Lol
ATRT L 149044F6018 2149044F6042 126001402 622600101
OD #E 20mg TEE]
19 L
ANAT IS 2149044F7014 2149044F7049 126002102 622600201

OD #E 40mg [EE]

14. REHRTLOIE

ARANTZHRAIN L DR FEEILTH D,
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5) EWNEEERER (AL AT > 78 2004 4F 1 A 29 AKR, HiEE LI 2.7.3.3, 2.7.6)
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) EWNHEIFERERQ (VAT v 78 : 2004 4 1 H 29 HAGR, HIEEEHMEE 2.7.6)
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N O
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13) Bzt 21EHR (Fv AT v 782 2004 4 1 7 29 H/&KR, HiEEEHMEE 2.6.1.3)
14) HHZM fth : FEPREEZK. 2008 ; 19 (10) : 1131-1142
) KBS (A AT v 752004 41 A 29 A&, HEEEHEE 2.7.6)
) HHEd fth o FEARPEZK. 2003 5 19 (10) : 11431156
) FENEEL - AR FESEERER (OD $E 20mg)
) FENEEL - AR ESEMERER  (OD $E 40mg)
) HTZEd fth o EEARPEEZE. 2003 5 19 (11) : 1283-1295
20) NAFT_ATEVT 4 (ANAT v 78 : 200441 H 29 AKE, HiEEEHMEE 2.7.1.2)
) BAMA (A AT v 78 2004 41 A 29 AARR., HiEEEHEE 2.6.2.4)
) UNT 7 U EOMBEER (A AT w78 2004 45 1 H 29 HIKRR, HEEEMEE 2.7.6)
) R F AT v 78 2004 45 1 H 29 HKER, HEEEEMEE 2.6.2.5)
) HEHE (A AT v 7 8E 2004 45 1 H 29 AR, HFEEEMERE 2.7.6)
) von Bergmann K., et al. : J. Hypertens. 2001 ; 19 (S1) : S33-S40 (PMID : 11451213)
26) HFZEM fth : FEREEZK. 2008 ; 19 (11) : 1297-1306
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) Makani H, et al. : BMJ 2013;346:f360. doi: 10.1136 (PMID : 23358488)
32) Savage R : Drugs Aging 2005;22(3):185-200 (PMID : 15813652)
33) Gémez-Moreno G, et al. : Med Oral Patol Oral Cir Bucal 2009 Feb 1;14(2):E81-89 (PMID :
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. DD S EHE

DR L

44



XI. 3£8H
1. EL5S4ETORFRR
RIRZBIT BRIEETIZhE, ABEEOCHEIZILLTOERBY THY, HETOARIRN & I1X8RR 5,

BhRE T ZN R HIEKR O &

R I AE WE, RANIEA VAT LEZ Y A REY IE LT10~20mg% 1 H 1[H]
BOET 5, 2B, 1H5~10mgh LG 2 L, Fi, JERIck
O 3BT 50, 1H KRG EIZ40mgE TE T 5,

<Dailymed (USA), 2023 4 6 H ik >

4 S

s Daiichi Sankyo, Inc.

W44 BENICAR- olmesartan medoxomil tablet, film coated
HIE - Bk | 5mg, 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. BB ITHEBRERIEER
EiRICET SiBMER (F—X SV THE)
AFNCHB T HEH EOFEOHOFTHE EA—A T Y 7 L3RR 5,
(IVIl. 6. FsEOEFAEEHTHEEICEHTHIEE] OHEEHR)

Drug Name Category
F—ANZ VT DsFE olmesartan D
(2021 4= 4 A k)

2% BROME
A=A NZ U7 D55 (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.

PRl - REZFICERL THRKRHEZ1T5 [<H- > TOSEER

AT Z 521 C

AEOHEHRICEET IR
R W
RBRAGEEVRHESL L TCOROVAR L EENTEY, S ETHRBLIN TS
HEEELLTHRRLTND,
EFUEFE D RREH ZHRET5 EToOZEFERTH Y, MLEOWHZRTHOTIERY,

B DM E £ D,

AR T 1R TR D AVTZ i R

(1) e

FILAYILE > 0D §& 5 mg TEE]

By D2 ENE R 40°C, 25°C + T5%RH &N 144 7 Lx-hr OR(ESECTHRET L2 fE 8. MERIT %
FHEOBHARTHY, MERNEGEITHENTH -7,

@ iy 40°C [ - K[ERE] RBRSEMIE - 2017/7/18~
RERTEH 7y b RTFEII
<JHHE> HE BH AAIRE 1% H 2% A 35 A
PER n=10 G722101| BEHEGOEHKR | BEAGOKEK | KEAGOHER | KEAGOHKR
Wgﬁﬁi ;?E‘C) =2 6792101 A bRy A A
o' (%) " n=3 G722101 100.73 99.04 102.41 101.33
<95.0~105.0% > : : : :
(ZEHE) WBE (%) n=1|G722101 0.06 -0.07 -0.05 -0.10

#1 : ORRTO0.2 : 0.6%LLF, @RRTL.6 : 0.6%LL T, @FDMOEZEWE : 0.2%LL T, ORIEZWE : 1.4%L T
X2 HTREICHTLHIEAER (%)

® K 25C - T5%RH [ - B

FERFEREHAR] : 2017/7/18~

RERTEH 2y b RTEIIE
<JHHE> He BH AR IRE 1% H 2% A 35 A
PER n=10 G722101| EEHEGOEKR | MEAGOKEK | KEAGOHEK | BKEAGOHER
#iERE (HPLC) n=2 o A A o A .
<¥1> G722101 A 1A A A
&8 (%) *2 n=3
< 95.0~105.0% > G722101 100.73 100.90 102.18 101.12
(&) WTE (%) n=1|G722101 0.06 0.14 0.09 0.13

%1 : ORRTO.2 : 0.6%LL T, @RRT1.6 : 0.6%LA T, @FDMOMEZME : 0.2%LL T, ORBGEME : 1.4%LL T
2 FREISHT D EAE (%)
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@ ik WESGE 144 7 Lx-hr [HOE - [ERS]  RERSEEHR - 2017/9/1~

BRTE B =RV N
<> FE BHAA R 72 77 Lx-hr 144 5 Lx-hr
Pk n=10 G722101 REABOHRE BEABOBHR BEABOBHR
fifrakE (HPLC) n=2 . . .
W %ﬁ<;:<-1> ) n G722101 FRaY RS bERey
G (%) *?2 n=3
< 95.0~105.0% > (722101 100.73 100.72 100.79
(EMH) WEE (%) n=1/G722101 0.06 0.11 -0.01

%1 : ORRTO.2 : 0.6%LA T, @RRT1.6 : 0.6%LL T, @ZDOMOBGME : 0.2%LL T, OB : 1.4%LL T
2 FREISHT D EAE (%)

ZIL AR > 0D & 10mg TEE]

W O EM % 40°C, 25°C « T5%RH KN 144 J7 Lx-hr OIRESMTHRFT L -5, MiRizae
ORTHY ., MEROEGEEITIHRENTH -7,

@ ik 40C LY - [ERA] REBREMUIME  2017/7/18~
v bk

HBRIER = PRI
<JHHE> He BH AAIRE 1% H 2% A 35 A
PR n=10 G722402 SRRV AN =RENRY A5 N SRRV AN SRRV AN
PR ;?EJC) =2 | 5722402 o A e A
@R (%) ** n=3 G722402 99.53 102.01 102.48 98.05
<95.0~105.0% > . : . :
(ZEHE) WBE (%) n=1|G722402 0.07 -0.01 -0.10 -0.04

#1 : ORRTO0.2 : 0.6%LLF, @RRTL.6 : 0.6%LL T, @FDMOEZEWE : 0.2%LL T, ORIEZWE : 1.4%L T
X2 RTREIZHTLH2EAER (%)

® ik 25°C - T5%RH [ - Bkl  ARBRFEHEHAR . 2017/7/18~

HBRIER =RV FRA7HAR
<JHHE> He BH AR IR 1% H 2% A 35 A
PRI n=10 G722402 =RENRY A5 N =RENRY A% N SRRV AN =RENRY A5 N
#iERE (HPLC) n=2 . . o A A
<¥1> G722402 HE HE A A
&8 (%) *2 n=3
< 95.0~105.0% > G722402 99.53 101.71 104.03 101.28
(&) WTE (%) n=1|G722402 0.07 0.09 0.08 0.10

%1 : ORRTO.2 : 0.6%LL T, @RRT1.6 : 0.6%LA T, @FDMOMEZME : 0.2%LL T, ORBGEME : 1.4%LL T
2 FREISHT D EAE (%)
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@ ik WEGE 144 7 Lx-hr [HOE - [ERS]  RERSEEHAR - 2017/9/1~

BRTE B 7y b N
< HE > FE BHAA R 72 77 Lx-hr 144 5 Lx-hr
MR n=10 G722402 HEDOHE ERENY PN ERENRY PN
fifrakE (HPLC) n=2 . . .
P %ﬁ<;:<1> ) n G722402 FRaY RS bERey
o (%) *? n=3
< 95.0~105.0% > G722402 99.53 101.60 100.27
(&) WEE (%) n=1|G722402 0.07 0.01 0.01

%1 : ORRTO.2 : 0.6%LA T, @RRT1.6 : 0.6%LL T, @ZDOMOBGME : 0.2%LL T, OB : 1.4%LL T
2 FREISHT D EAE (%)

ZILAHILR > 0D & 20mg TEE]

W O EM %A 40°C, 25°C « T5%RH KN 144 J7 Lx-hr OIRESMTHRFT L -5, MWiRizae
ORTHY ., MEROEGEEITIHRENTH -7,

@ ik 40C LY - [ERA] REBREMMIME  2017/7/18~
v bk

HBRIER = PRA7HAM
<JHHE> He BH AAIRE 1% H 2% A 35 A
PR n=10 G720101 SRRV AN =RENRY A5 N SRRV AN SRRV AN
PR ;?EC) "=2 | 4790101 o o o e
@R (%) ** n=3 G720101 100.14 100.79 102.57 101.05
<95.0~105.0% > . : : :
(ZEHE) WBE (%) n=1|G720101 0.07 -0.02 -0.03 -0.07

#%1 : ORRTO0.2 : 0.6%LLF, @RRTL.6 : 0.6%LL T, @FDMOEZME : 0.2%LL T, ORIEZWE : 1.4%L T
X2 RTREIZHTLH2EAER (%)

® ik 25°C - T5%RH [ - Bkl  ARBRFEHEHAR . 2017/7/18~

HBRIER 7y b PRA7HAM
<JHHE> He BH AR IRE 1% H 2% A 35 A
PRI n=10 G720101 SRRV AN =RENRY A5 N SRRV AN SRRV AN
HIERER (HPLC) n=2 e A A A A
1> G720101 Bk e A ke
&8 (%) *2 n=3
< 95.0~105.0% > G720101 100.14 97.87 100.65 102.62
(EMH) WTE (%) n=1|G720101 0.07 0.10 0.09 0.13

%1 : ORRTO.2 : 0.6%LL . @RRTL.6 : 0.6%LA T, @FDMOMEZME : 0.2%LL T, ORBGEMHE : 1.4%LL T
2 FREISHT D EAE (%)
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@ ik WESGE 144 7 Lx-hr [HOE - [ERS]  RERSEEHR - 2017/9/1~

BRTE B =RV N
<> FE BHAA R 72 77 Lx-hr 144 5 Lx-hr
Mk n=10 G720101 ERENRY PN ERENY PN ERENRY PN
figEstBR (HPLC) n=2 . . .
W %ﬁ<;:<-1> ) n G720101 FRaY RS bERey
o (%) *? n=3
< 95.0~105.0% > G720101 100.14 100.61 100.88
(&) WEE (%) n=1/G720101 0.07 0.09 -0.01

%1 : ORRTO.2 : 0.6%LA T, @RRT1.6 : 0.6%LL T, @ZDOMOBGME : 0.2%LL T, OB : 1.4%LL T
2 FREISHT D EAE (%)

ZILAHILR > 0D §E 40mg TEE]

W O EM %A 40°C, 25°C « T5%RH KN 144 J7 Lx-hr OIRESMTHRFT L -5, Mikizae
ORTHY ., MEROEGEITIHRENTH o7,

@ ik 40C Y - [RERA] REBREMUIME : 2017/7/18~
v bk

HBRIER = PRA7HAM
<JHHE> He BH AAIRE 1% H 2% A 35 A
PR n=10 G720101 SRRV AN =RENRY A5 N SRRV AN SRRV AN
PR ;?EC) "=2 | 4790101 o o o e
@R (%) ** n=3 G720101 98.84 101.06 99.38 98.90
<95.0~105.0% > . : : :
(ZEHE) WBE (%) n=1|G720101 0.04 -0.06 -0.07 -0.06

#1 : ORRTO0.2 : 0.6%LLF, @RRTL.6 : 0.6%LL T, @FDMOEZEWE : 0.2%LL T, ORIEZWE : 1.4%L T
X2 RTREIZHTLH2EAER (%)

® ik 25°C - T5%RH [ - BHfk]  ARBRFEHEHAR . 2017/7/18~

HBRIER 7y b PRA7HAM
<JHHE> He BH AR IRE 1% H 2% A 35 A
PRI n=10 G720101 SRRV AN =RENRY A5 N SRRV AN SRRV AN
HIERER (HPLC) n=2 e A A A A
1> G720101 Bk e A ke
&8 (%) *2 n=3
< 95.0~105.0% > G720101 98.84 101.40 98.24 101.04
(EMH) WTE (%) n=1|G720101 0.04 0.08 0.06 0.08

%1 : ORRTO.2 : 0.6%LL T, @RRT1.6 : 0.6%LA T, @FDMOMEZME : 0.2%LL T, ORBHENE : 1.4%LL T
2 REICHT D AR (%)
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@ ey BROE 144 75 Lx-hr [HOL - KER %]

RERFESE IR : 2017/9/1~

BRTE B =RV N
< HE > FE BHAA R 72 77 Lx-hr 144 5 Lx-hr
Mk n=10 G720101 HEDOHE ERENY PN ERENRY PN
fiEEstBR (HPLC) n=2 . . .
P %;;ﬂ>>) n G720101 FRaY RS bERey
G (%) *?2 n=3
< 95.0~105.0% > G720101 98.84 100.62 101.26
(&) WEE (%) n=1/G720101 0.04 0.01 -0.01

%1 : ORRTO0.2 : 0.6%LLF. @RRT1.6 : 0.6%LL . @F OidfEEWE -

X2 FRRICHT B AR

(%)

(2) HE - BAMRURERETF 21— JEAMHR

FILAHILE 0D &R
1) HEAE
[ AA R va e B

T4 AR —DER MR RERY, MR 1EEZT 4 AP —NIZANTER M ZREL, §
55CDIRE: 20mL 2 WEl>7-, T 4 AR —IZEEZ LT b DE%,. T4 AP —%2FT
15 EEHIE L, FEEREORNZBE LT, KBORRENRD SN WIEETR, I 5 oM AuE%.

bmg TEE]

R OBIEZITV, ARERE ORI 2B L,

FREOEBIE T R IR DSTRD G WEEIE, B 1T EEZ 50 L, b2 bR THEE < v

THRAZHEEL . FROBIEZITV, REREBORIL 28I LT,

(gt 1 7R ]

IRBIR D NS T2T 4 AR — 2R T 2 — 71Tt L.
IRPIHF ARG K 3 53D 2 Z2 /KT L, A A T DOF) 30cm D SIZEE L7z, BRI 2 EA
BRICHEDH KEZEALTF 2a—TRNEES L& T a—TWIEFDDRD b hidi@Esiic

Pﬁﬂ%fi [/ & L/f:.o

SRERFEHEWIR - 2017/7/6~2017/7/10
oy FEE  G722101

0.2%LL T, OIEZEYE : 1.4%LLF

9 2~3mLM DHETHEA L, Fa—7

2) HEBRER
R BT
ANAGNEG S ODEE | oy g1 s - 6 L7 8Fr.F o — % W38 L=,
5mg [EE]

ARBRE, THIREE BERG A RT Y7 ((BR)

51

CliE9) ) ICHELTEBLE L,




ZIL AR > 0D & 10mg TEE]

1) HBRAE

[ A R v e B ]
TAARY—DOER NERKERY, BRI 1HET 4 AP —RNIZANRTERA M ZRL,
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