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1) FPeF®i v REE 100mg A4 —/~T ]

RAFSRME HifH EXESIA= it A
ANk | ATk
107 (£1°C) PTP 812 | & T&b7e L

6 5 H

75%RH (== 5%RH)

NTaEE | TR L




2) brFIE NHRL20% T4 — T |

RAFIRAT i RAFIEHE GBS

HS @ | &2 T8 k7L

40°C(£10),

NS AED | AT
75%RH (= 5%RH) 65 H | NFEIED| ATE AL

NTEEEQ | ETER L

(2) BEMIRIFSM T COREMERER ©
- RIFIEHE -
Fra 2o B NEE 100mg (A4 — T |
PTP @& : PIPCR U b e =17 ¢ )V A, T wdE L7z b D &K
FlZANE %= LT,
NTEEE L ARY) = F L URIRGBICANE & Lz,
ka2 Rk 20% [A4— T |
HS E4E - TIVI LT 4 VA ThHa Lizth, BAEICANEZ Lz,
NTEEE TN ILET 4V LRERIZ A, FE USRI ANE &
L7,
- RIS 20 D EIRE -
- RAFHAM - 36 » A
- REBRIEHE - MRIR. MERREER. HERAARER (S mAEo A) | R EER GRIRLIOD
A B, E&E
- RBRAE - WA OBUE K OB T EIE - T2
) hEF¥E REE 100mg [A— T |

RAFIRAT i RAFIERE GES

PTP @3 | &£ T L
7 R .
20 X 36 5 A

Y
- NS | R2TEkR L

2) brFIE NMRL20% [A— T )

RAFIRAT i RAFIERE GBS

PTP @3t | &£ T L
7 TR .
20 W X 36 4 A

Y JiE
- NTAE | 2TEAR L




(3) #EAIMNRRE T DL EMEAER ¥
FE ¥ v REE 100mg [A— T KON Ntk 20% (A — T O
AEEORANZOWNT, LM T R L, ZEMEER (BE « MR, BEEE, B
AR, TR, MR MR, TR 21T o7
1) he % v REE100mg [FH—T

AR A il
WE 40T, 3% G - KA AR AL
W | 256°C, T5%RH. 3w A GEE - BRI ggg%ﬁ%1f®m@
e H MRS B 120 U5 1x + hr (B0 7 L
2) k| MK 20% [4—F
XS s Tl
WA | 25°C. 60%RH, 2 i GEE - B FRE7 L
F | WBASHR 60 J7 1x - hr (B g7 L

AR VBRBEOREN
BAZRPNA

. FEDEREEE MEEFEMEL) ©
[ h v RARL 20% TH— T | BeAELER B

. AR

(1) BREHHRE"
AR L B R —aRBRE A HEBRIE N RWEIZ K 5,
G Rk K
M54 50rpm
REAAE IR . HASER FEEMBERIZEDONTZ haXx v FELADN e F
v RHBRL O B (B : 30 /MO HERS T0%8L £, HkL : 60
SR OV R 85% L F)IEA T 5.

wopy | PO
(e IME~ e KA
ko B REE 100mgl A —NF ] | 30 4y B
(86. 2~98. 9%)
\ - 98. 5%
< ° \,,\ WpLe Oor - PAN
b S B RHRRL 2060 A — T 0 | 6053 | o0 0 o)

¢3Lot EHIMH



(2) REBIMIBS T3 FHEHORSEMHEY
B IEIREL DLW AR EIERBR AT A K74 > CER 1345 A 31 H [E3K5% 786
TN HE Ui & S L 7=,

ABRTiE - B R feliRiE aHEBRE S FviE) 1285,

BRI

BRI &+ 900mL

IREE - 37°C +0.5°C

F#E%E ¢ 50 [Al#E (pH1. 2. pH4. 0. pH6. 8. 7K)
AR R . (BB ERGLOEYFORIENRBR T A T A ) OHEREHEC

WAL, 2L b REE 100mg 4 —T ] Kb F B R

B 20% [A— T OBEEZEIL. 2To

FRER SR I TR YRR & [R)

G EHE ST,
) FrFE RNEE100mg [F— 7|
F IBHEZFENCBIT AR
HE SR (%) i
ARG | R . FEHERY | — RIS D E FE e
AR LA TE
(47) e (BE#1. 100mg)
pH1.2 | 15 102.1 99.3 1
pH4.0 | 15 100.9 99.4 | RERBAIN 15 SYEPH 85%LL b
50rpm < v
pH6.8 | 15 98.1 95.9 | B
7K 15 93.9 93.0 1
(n=6)
(A H AR
#513%(pH1.2)/50rpm pH4.0/50rpm
100 f /—'——'G $ 100 | ﬁ o
80 80 |
z‘; 60 ;‘g 60 :
Cers _ —O—itF T EREEI00mg [ A — T
& —o—ilrF S REE100mg (A —T ) & 5 ] (5
2 Y —o— A 554, 100me) S0t —e— A (A1, 100me)
B e
20 20
0 5 10 15 20 25 30 0 5 10 15 20 25 30
min min
#3521k (pH6.8)/50rpm 7K/50rpm
100 g ;_GE = ] 100 __9
80 80 F
gg 60 g 60 . :
—_— R 5 O he U EREEL00mg [ A —/T )
R hede S EREE100mg [ A — & s s il 1| (
st A, 0o || & 10| TR (A, 100me)
B B
20 20
0 5 10 15 20 25 30 0 5 10 15 20 25 30
min min

BRI pH1.2= H AR 5 H BRI O 55 1R
pH6.8= H AL ) 7 ¥ H AR BRI 0D 25 2918

pH4.0=FEz « BEfE ) R o 2 ERET7%(0.05mol /L)
k= H AR R RERIK



2) hafxv e NHRL 20% [4—T |

F BHFEIT D EEME

min

HE SRV (%) ]
Bt | R S TRV LA - [F1 S P ) E FE v
(43) o (R, 20%)
pH1.2 | 15 103.4 101.6 1 SKBABLAL 15 45 [T S5 1
N = 3 MZFA > R
pH4.0 | 15 102.7 97.6 i | s PAE
50rpm | pH6.8 | 15 93.2 86.5 1
K 10 42.5 37.9 - 10 KON 45 45 R D3 BR S 0 S
45 97.1 87.6 HY SR DS AR 0D = 1 5% D HEH
(n=6)
(P H HhAR)
#1i&(pH1.2)/50rpm pH4.0/50rpm
100 f — 100 F — ]
80 80 F
&/_ 60 E\; 60
H IR T —o— N S L RAII2ON A — T )
B B
20 20 F
0 5 10 15 20 25 30 0 5 10 15 20 25 30
min min
5215 (pH6.8)/50rpm 7K/50rpm
100 f ;y 100 |
80 80 t
‘LEE 60 ;g 60
& 01 —o—irF VERAIRI20% [ A — T ) & 0 =0 [ T RAIRI20% [ A — T |
ﬁ —e— AR (KL, 20%) ﬁ —e— LK AL, 20%)
- 20 -
» Jmsmmo s ok £ 15
0 5 10 15 20 25 30 0 15 30 45 60

min

AR - pH1.2= H A R 5 v BRI O 55 1R
pH6.8= H AL J5) 77 s H A BRE 0D B 297

8. EMFMHRE
Y L7gn

9. REIFOEMRSS OHERHERIE
HE Theds e REE] KOHRF hefd e Nkl 12X 5,

SRON ATARI I B 5

_10_

pH4. 0=z - FERRF~ R L5 #71%(0.05mol /1)
K= H A SR & 7 s oK




10. BADDEIED DEEE
HiR The®o v RigE) KOHR [ hafo e Rk (2 X5,
k7o~ N5 7 40—

1. Al
A% L7g

12. [BEAT ZAETREMED H D5 ¥

o o}
o)
_ o) . N—
H3C NH> HsC™ N’ Cha

H H
H3C\O H3C\O
o)
e O
HsC HaC™
(1) (2]
I E:j
o - N—CHO
HaC™~ N !
HsC
o
o)
H3C/

(3]

13. FENDELRSR - NENERERRICHET 51ER
Briz7a L

14. ZDith
A

_11_



V. AEICETHIER

1. MEERIEHE
® HiHy
o TIMBO KA (Kb A, HilL, %k, ) O
BPEE g, 1B E SO BRI

2. AERVHE
WH . A bR e FE LT E 100mg (B24] 1 82 EHIKIA] 0.5¢) 2 1 H
3EIBHICREROFEET D,
2B, A, ERIC XD EEEET D,

3. ERFRRE
() ERERT—5/\wir—o
ZMER R L
(2) BRERZHE 01
1. BRIZHT H2HE
T HE BRI & 5 R R ER I T S R OUTNENE B Rk o S BRI
IR KE L 82. 9% (257/310) DEMREUGER IR ST,
2. BEBICHT 2R
¥ b7 XY — NMEBREZ R L U Siak T E 5 R T HIEBIC
X954 WIBRERIT 14% GHIR 19%) . 8 BiAH =R 1T 45% Gt IR 49%) . 12 A
1T 58% (KPR 56%) & N T-BHMEIA 7 3AICTH D = L BRFRO BT,
(3) ERIREEHER
EUERR L
(4) EFEHIEHER
ZHER e L
(5) HREEHIERER
1) EEALEITRERGRER
HER R L
2) LEEREABR
MU ERR L
3) RetiER
ZHER R L
4) BFE - REERIER
MU ERR L

_12_



(6) AEMER
1) ERABERE - FrERARERE (FRIAR) - RERTRERHAR (HikE

BRI
LR L
2) RREM L LTREFRONERGRIE L RBOBE
DR L

_13_



VI. E3EEBICEAIHIEE

1. EEZMNICEAEHSILEYMXIZILEYMEE
v hIXY—RNERE., 70 h—n, TV TN —, YTy

=
2. EIEBER
(1) Ve FRERGL - fE ML

1. RERBRICHT ZABRRUFHHER
Zouaa— )t N DAL TEESND T v b OERIIEVEZEREES
R LIBR M O TR 2R LTz,

2. RMBHEREIHEER
7 R TOT ALY | 0. 6N HEE K OMKT & /) — VS5 TOR2ME S KRS
(2R LEHIER &2 7R Lz,

3. BHIEMEEsE®ER
7 v N TORFEEBRIEE O/ FHIMRET T, B4 & ES R SRMED
F&E OAEHE &2 MBS O TR OMEEIE- 2R b,

4. HUEBER O
Ty FTCOARLVA, LEALEY A FAZ Y TAEY AT A
RO FEFIRE COREBR T, MEORAELZMEI L, PUBEEIE & KEREE
HEr LT,

5. BHEMU/NMEIRSEER O
FR. A X ETOERICT, HREMEEZHN S, HREOMEE RS
woE S H T,

6. BFEIEABIEFEER O
RSN B AN S, ATP L FRHXEA 2 LIk B
TRV — R A TS S D FRIC IR RSB LT DB iR C
ZOERAPESBOH N (T > M),

7. BREE#EAAS EFEE/ER O
B S N D L SFHAZ NS, X, FIRIEESC R N L AAMIC L
DL aZPERORD I L, BB Y —2 iR sE 5 (7 v M),

8. BHEANTOREI SO UEEMER O
RN GRS HEE OB D T u A X 75D ORABINSES (T v
N

(2) BHEEMFTHHREERE
MR L
(3) V& AR TR BFAE - 5 B P
BRI L

_14_



VI. EMEREICEAT HIEE

1. MPREDHT - AlEE
() aELEMGOPEE
EEERR L
(2) &= Mo iR E B ERFR 1210
Fa s B FEE100mg [A— T 3.1 W[
b & v B Rk 20% [4— T ) @ 3.5 IKffH]
(3) ERERREE CRERR SN B E 219
EMFERIEF AR

b B REE 100mg T4 — T | SAEWERAIZ | ST b v & 28 Nk 20% 14
—NT | LAEMERIRI A a A4 — N—JRIC LY 1EEIX0.5g(W T b
VB RE LT, 100mg) fEFHERLA B 11T & BRI O G Ul AR 2 R B
ZRIE L, 5D N3P ENRE X T 2 — 4 (AUC, Cpax) [ DWW CTHEFHIRNT 217 o 724

oo WA ORI R FEVED RS S iz,
1) br¥ v REEL0mg [A4—T )
EYERE/TA—S

AUCo—24 Cmax tiax
(g=hr/m) | (ug/mL) (hr)

tis
(hr)

k&% B REE 100mg
[ F— T |

16 | 6.54%£0.99 | 0.71£0.13 | 3.1%£1.2 | 5.9%£0.8

FEYERLA) (£, 100mg) | 16 | 6.39+1.05 | 0.69+0.14 | 3.3+1.3 | 5.6£1.0

(Mean=£S.D.)

(u g/mL)
0.8 |
1.
ﬁﬁ > O~ oty —
H06 —O—FEF L REEL00mg A — T |
N —o— EYERLA|(5EA], 100me)
= Mean=*+S.D., n=16
e
v
0.4
i
b
0.2
0 2 4 6 8 10 24 (hr)

e RA
migEd 0¥ E FREOER

_15_




2) FrFTE Nhi20% [A4— 7 |
EYIBIEE/ NS A—A

n AUCO—>24 Cmax tmax 131/2
(ug=hr/m) | (ug/m) (hr) (hr)

ko RHIKL 20%

— 14| 6.62*£1.02 | 0.67£0.16 | 3.5%x1.2 | 5.5%1.1
[ —T |

FEAERLK (AL, 20%) | 14 | 6.57+1.40 | 0.71+0.20 |2.9+1.3 | 5.4+0.8

(Mean=£S.D.)

(u g/mL)

0.8
1.
ﬂ% > SRR AN 0/ —
0.6 —O— b U B RHIRI20% T A — N7 |
k —— AERL A GRIRL, 20%)
H Mean=5.D., n=14
*
D4
. 0.4
i
b

0.2

0 2 4 6 8 24 (hr)
e 515 BE

¥ FOF S FREOER
HLSE N O AUC, Cony 5500755 A — 2 15, BEBRE ORI . i D ERIRIE -
FEI % DBRAPEIC £ > TR D TR B 5,

(4) chsts;
MR L

(5) A BHRAIRORE
NI Bt (EALOEEZ) CEYTZEE 7. HEER (2)MREELT
DER|] DESMK

(6) B GKE 2L —222) BATIZ& Y HIBL - BN B L B ER
MR L

2. EMEEBNTA—S

(1) AT
WA L

(2) AR 24
LB L

(8) AT RAFEY T4
AR L

_16_



(4) HREEEH

MU ERR L

(BY VTSR
BRI L

(6) N BHE
EUERR L

(7) MWEEEHEEE
HER R L

3. B 4R
BRI L

4. o

(1) Mmi&-fxBa P9 @@t
BRI L

(2) Mi%k-PAAEEAPT R iE 4
M EE e L

(3) it~ 1T
BRI L

(4) BER~DFBITH
ZMEE e L

(5) T DB~ DFEITHE
BRI L

5. X B

(1) REEFPLEL R O HIRR R
BRI L

(2) KRB 53 5B (CYP450 %) D7 Fi&
M EE e L

() WEEBHRDEERVZTDEE
BRI L

(4) REMDFBEHEDERJRULLE
M EE e L

(5) FEMHERBEHMDRERII/NTA—S
BRI L

6. B ot

(1) HEt SR B AR ©
PR

_17_



(2) Bt =R ©
R AR ALZ 100mg #2 O 5-85 . K9 67% 03 R I HEE S A, R HEI) O 96%LL
MAKREETH D,

(3) HEitt R E
ZMEE e L

7. FSURR—E—IZEET BIEHR
HMERR L

8. BHHIC&BREE
AR L

_18_



VI. &€ 4 (EALDIESF)ICEISHER

1. ZERRETDEH
G RBANA

2. ERRNREFOER (RAEZEZSD)
BARPAA

3. PEXIFHRICEAET HFEALDEE L ZTDERH
BEARRNA

4. BERUVHEICEET SFERLDITELZTDER
A LR

5. MEHSNEE ZOEH
R L

6. EELGEARMIELEOERARVRESE

mMER L
7. HHEEAR
(1) HRZEZEZFDER

BN
(2) HAREELFDHER

AR L
8. Bl
(1) BHEROBE

e o v FAIORGIEGNZ I 2RITEHTX. 0. 75% (91 SER] 12, 092 FEH]) (258
DO, FOFER S OILFERK(0.19%) . FHFI0.02%) . MEX - &M (0. 02%) . <2
17 (0. 02%) % DI LA FEEF LIS - IR (0. 06%) O RZJEREFENFEO b T\ 5
(BAEBIE R, Tk 5 FE THERLEORIEROE &) L)Y,

_19_



(2) EXGEIEREHIER

(M EX%EEIEA

Noavy, ZFHFI745F—ER: S avr, 774 7% —FERA
CFTZERHLDT, BEE STV, HFRE, FERAEE, TR NS0 R
ERRD ONEHEIEIHRG 2P IE L, WYRLEERTTY Z &,

2) FTREBEREE . #E : AST(GOT), ALT(GPT), AZ-P, v -GTP, LDH ® RH-%5% £ 5 Jif
MERERRESCHEN S LN Z ENH LD T, BEE2 T+, BENR
SIESA IR AL L, WERAEERITY Z L,

(3) EDHDEIER

0. 1~5%3ki 0. 1%kiH SAEA~BA
. . R AT RN
Ao & B Bsorr . M
@ B E R SER T
SHER, B, o
F O e Ep A}
HIEHEICL D DI oW TITHEE B

(4) BERBEMEREREERVERREEREE—E

AR L

(5) EKRE, AHE EEERVFHOAEFERANOREARRERE

EEE R L

(6) EMTLLF—ITHT D IR RVHARZE

10.

11.

(M EX%ZEEA
NSavs . 7HI745F—ER: S avr. 7740 7% —FERAYRZ
TZENHDHOT, BLEE5IATV, FRS, FERIREE, i B8 T2 0 B

RO ONTHEIITHRG 2 TIE L, BEURLEZTTD 2 &,

. mlmE~DRE

— R E S TR AERREEME T L TWA DT, HHETHZ L,

Ny

(1) 3E5 X OTAENR LTV 2 "fJREMED & D i NI, 1R L OB RYENGEMRMEZ Ll
L EHWEINDGRICORESTHZ L, UREYOBGIZET 522 h i
SELTWARLY, )

Q) RENBEE R IXRAEZRT SED 2L, [Ty MZBWTHITF~OBITRED 5
nTnb, ]

INREADREE

NIRRT 2 AT L TRy, (RS D720, )

_20_




12.

13.

14

15

16.

i
=

1

B
\

AR RIETS
TR L

BERS
R L

BRLEOIE

FHIZZATEE : PP WL OHANT PTP > — b D EY L TIRAS 2 L 9 #5842 =
Lo [PTP v— FORAEKICZ L D | BEWSIATRS BIEREA~IA L, I3 ek
Z L CHERRIR R B O BEERAGIHEL IR T2 Z EAREIN TN D, )

ZTOhDEE

(1) F v MHEAMETFMRER CERH &0 170 4% (1, 000mg/kg/ H) VL EA & 05 L7
L& BERTORIEROHMIZ LD EE X LD REMS S BALZ K LT
WEWIRENRD D,

(2) B FEBRTTa T 7 F U WREICHET D EHEE SN D MEE O S
ENTWNWDHOT, HREE, JLToWe EoBlss2+oicdtv, BRENRD S
NI AIIE. RIS 0@y 2L EE21TH 2 &,

ZDith
FrlzZp L

_21_



IX. ERGREABRICEA 9 HIHE

1. EIBHER
(1) EMEEHER(TVI. EMEEBICEHTLHIER ISHR)
(2) BIRHIZF A ER
BRI L
(3) REeMREHAR
2R L
(4) ZD D EIBHRER
ZHER R L

2. HHHER

(1) HER 5 SR
EEE R L

(2) REKEEMHER
EER L

(3) EIERA FMHEHER
EEE R L

(4) ZDHthDFFREN
REER L

_22_



X. BEMFIRICETSEE

1. RAHEX5
BF c hE X B REE 100mg [F— 1T 4 L7
h e RERL 20% T4 — T &4 L7
BRESy : haxi e R EEE
% 1 1{E T 100mg AR 2 &3 2 WAL O 2008 F & &4 5 AR 5,

2. AMHRRIIERLAR
SRR - 3 45 (ZEMakBioRs RIS <) *

X T EMRER: Ao a2 W 7= BRI RAER (72 0 o IR K OV L | 3 AE[H)
OFER., FaF v REE100mg 4 — T KON b a8 Nk 20% [4—
Z 1 @ OTSE FICBW T 3EMLZETH DL Z EN/mRINT Y,

3. & - REEH
BE o mRE. RJE
MRL © fRAF, ] RA (FIERIIRR AR TRFLTRS VY, )

4. FEFEREWVWLEDEES
(MNEBRTORYHFEVEDBEAIZDONT
HMERR L
(2) ERRMFBEDORFEWNIONWT(BREZFICEEITNENBEBIESE)
VI 24Pt (A EoEES%) (BT 2HE 4. 6@H EoER] OESR
LThoLkYy : FY
() FAFIFDBERIZDONT
MR L

5. REBEHE
Briz7a L

6. %
e REE 100mg [ 4— ~F ) (PTP) 100 &£ (10 $£X10)
1,000 $£ (10 ££X<100)
(X7) 1,000 &
ko B REKL 20% [4—~Z 1 (HS) 0.5g X600 4]
(»37) 100g
lke (500g X24EN) [T T
I A= MR KRRy 7l

_23_



7. BHEOME
Fa v FEE 100mg (4 — T |
PTP Al :T)ﬁmt%w T3

X YH
NZadE R o L U RURER
feXi v M’*Eﬂﬁ 20%
HSHEE : 7LVILET7 2L A

NGANE - T LE T 0 L MBI TR Y =T LRI

8. F—m% - FME

Il

AR . 7 L — A®E 100 mg, T 7 L — A PHIRE 20%
I S

T

I FXY— R ERE. TSV VT ary BT —

7_,

9. ERREFAR
1986 4F 4 A 30 H

10. WERTARBEABRVEARES
Fa %o v REE100mg [A4— T |
RLEIREARAEH B 0 20184 1 A 256 A (RGEAEHIZL D)
&5+ 23000AMX00080000
kS B KRR 20% [ A4 — T

BUYEARGEAARAEH B - 20184 1 H 25 A (BRFEALEFIC L D)
ZHFEE- - 23000AMX00082000

(IHERFE4) b a2 @8 100mg (AL 31 4F 3 A 31 H @ HHE R T)
BUERGEARAEH H 20084 9 A 4 H (BFeALHIZK D)
SHFEE- - 22000AMX01928000

(IHERFE4) b 2 o ®Ofiks 20% (EAR 31 48 3 A 31 HPEHE R T)
TEIRFEATRAEH B - 2008 4F 9 H 10 H (IRFBAEFEIZ L 5)
=B - 22000AMX02098000

(IRARFE4) b @ (k21 4 8 A 31 HEHE MK T)
FUEIGEAREH B 19944 3 A 14 H
P&+ (06AM) 0495
(IBRFEA) h o o Ofhn Pk 21 4 8 A 31 BfaEBHIE BRI T)
FLEARTEARREH H £ 1996 45 2 H 28 H
7KEF 5+ (08AM) 0168
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11, EMEZISEEAA
oo REE 100mg [A—/~F ) : 20184 6 H 15 A
e %o v RHKL 20% (4 —/~F ] : 20184 6 H 15 A

(IHBRFE4) b %3 ®8E 100mg :

2008 4F 12 H 19 B (*FRk 31 4 3 A 31 H @ E IR T)
(IRIRFE4) b a3 o Ofk 20% -

2008 - 12 A 19 H (R 31 4 3 A 31 HiRmAE R T)

(IBIRFE4) b u %o @

19944 7 H 8 H Pk 21 458 H 31 HfRBHE IR T)
(IHERFE4) ka2 L OHkL

1996 4= 7 H 5 H (FRk 21 4 8 A 31 H ks & Wk 1)

12. $hEEXIIHEEM, HAERUVAEZEEFENEFOEABRUVZORNRE
BN

13. BEEHER HBIMERLAREABRUVZOARE
LN

14, BEEHM
PN

15, RENMFRERRICET HHF®
AKENTIEETTBREOED D> THERGHRIC ERARIT STV D EHRR ] (1254

L7720y,
16. £Ea1—F
HOTY JEAE G EE AL | L' MR
N ERL 2 —F | AT La—FR
ke v REE 100mg [ 4 — T || 113712511 2329015F2146 621371211
k& o v RHIRE 20% [ 4—~F || 113711809 232901501127 621371109

(IBARFE4) b %3 8 100mg @ 2329015F2138 (I == — I)
(IHARFE4) b o 2o Ok 20% @ 2329015C1119 (ULt =— )
(IHARFE4) b= %2 @8 © 2329015F2049 (N == — F)
(I[HERFE4:) b o 2o kL : 232901501046 (I H# =— R)

17. RIREALEDEE
AANTIORBGLIRE LOBRRIEEL TH 5,
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X 1. Xk

1.

5| SRR

D (W) BARAEEHSR, ERHEIS SEERE No. 6 (3 H i) pI7
(2000)

2) RIFHES TS tENER - Z2ErEaBR (1992 45)

3) KIS TS &R WS aRER (2006 4F)

4) KRIFHG T MRS R - Z2E R (1994 4)

5) RIS T3St #hNEE . B#ZeEMERER

6) KJFH AL TS ENER - BLA AR

7) RIFE T T3S AE AENEE : I HRBR (2000 4F)

8) KIFUIE S MRS (NER . WE TSI 1 2 HZ 8 o [R5 %
(2000 4F)

9) -+ HoE H AR G BfgaE (E)IFEE) ¢-296 (2009)

10)  KERWFFEPESEAIET S 0 R 2R 55 5 MR, p. 844 (1992)

11) BERF H b - Sl OB, 55 38 55, p. 276 (1987)

12) RIS TSt ANEE - AW rlR EEEER (1991 4F)

13) KRJFEHE S TR S NG R« AW R SR (1994 4F)

14) EARIEER  FRk 5 FE THERNEORWEROE o) CER T4 3 H)

15) KIS TRttt N RE - Bttt o 22 e MR (2006 4)

16) RJFER S T3S AENE R - A 8 MR (2006 47)

2. ZDMDSEH

LB L

_26_



XI.SEEH

1. ERHETORTIKE
AANTHEI TITFETR STV,
W, hro e NGNS U Ci3sh Tl ST D,
(2021 4% 6 J Ifa%0)

2. HWIZH T BERREIEIEE
AR L

_27_



XII. &

1. 3% - REXZIRICE L TBREKRHZTSICH-> TOSERER

AEOERIZET HEE  REIIIABEZZ T TORWEICET A2 ERNEEN 5,
R TIESEDNHENL L T RVWARLEENTREY, L EThitfish v ok
THONERREFEFEL LTRR LTS, EREEEEVBEKEA 2 RET2 LTtos
EBFRTHY, MTEDOFEERT DO TIIRY,

(PN - TP EE SRS O IRFEIE IR HHEBNC T 2 A R T4 UICBET 5 QA I
DWT (2D 3) | FRLH 9 H 6 AfEATEEEIR - A4 RERTEE - BRIEX R
M SEEEAS)

ORI 2
e REE 100mg [A— T | OIS OWTERIE L, ZZEMERER (IR,
ER) Z{T-7,

BRI i

25°C. 60%RH. 2 3 GEY: - B0 Bl L

N B RMIRL 20% (A — T ]
PR L

_28_



(2) HIE - BEANRUREREF1—J BB

R 5 1k
(A SR v R )
TAARYP—DERA N ERREIRY , T 4 A —NICEE (BEA 1 5EE
ToITABRL 0. 5g) Z AMTERA RV EZRL, 7 4 AL —{24) 55°C DIl 20mL
ZWNERY | FdeD#EE LT M BRKET 5, b 0RICT 4 AN —%F
T 90 FE 15 TEAEARES L, fAEE - B OIREA BT 5, 5 DRICHE L 2WES
I BT b ylEkiER, FEROBIEEZIT 5, 10 S HIAE LT e - 18E L7205
G BRE =T AV TEL T D, T 4 AN — NI AN TR OB EZ
1TV, HREE - SRB OIREE A BIE T 5,
(ot M kR )
R EERR R TG DNV IRBIR 2 . T 4 AN —IZIR WY | RET
f@&ﬂ%i@2~mu@®ﬁﬁfﬁlﬁéo?:—7@NyFL®%%%
BEL, ENFALGD S 3 550 2 ZKFEIZ L, s (EANG) % 30cm DR
SizkEy L. %1%7(%4x 8 7L vF) ot BEiEd 5,

AP

87 VL v FDOF2—7 %

AW TCRERICEEMEZBIZT 5,

1) hrF B REE100mg [F— T ]

WLAWEAIZ, 87 L FDFa—T7%

A1 B A R e

RRER | 5oLV - ML, | L 87V EE
]@ L/ﬁ—o

2) buaF e FHKL 20% [4—F |

A1 B A R e

B Sy BAPN R L7 Ta—7 @TVCT) Bl | g
w7,

_29_




2. FDOEEE R
FOFXTE FHRL20% TA—/\T 1 DEEZEILHE
I. [FL®IZ
THUEBAL ba o8 RERL 20% T4 — T 1 13 1g FiZ hr$ 2B K 200mg & &
HT5HEOMBAITH S, SE. KFORA LoOREMEEMET5EBT, idS
RN TREND 30 §hHOEF 2RO, UL FO@E» A LR E £ L7,

0. EEBAE

1. EEREREH
bE B NHIRL 20% T4 — T ) 283K E L, BAFEE L CTIIAK LRG3 T4
ENDIEAF, TbHLHUEEAZ &L E A 1R, PR - KRR M
# 5 FE, FEERARE A 7 Ml L OV O IEAl 7 % G 30 M H ABO, WBRATTo
77

2. BBEAHE -BEE
ba S NHIRL 20% T4 — T ) 0.5 (GEHE. 1 [EIFEGEICHAY) IC&EE IR O
W1 EEEEE ML, ML CRBM L%, R I7Ix— T T
MowmEEL, Bmike L,

3. RESH
25°C 3 L OV 75%RH D4t T D fa R E 1D 2o |2 EF EARAT LT~
4, BEHBRUVEERIER

BAER, 3. TBLU 14 BRRICET 25RO (L6, Ee, Wi, @R
%) ZBRTLLEbICHELZNE LT,

M. $FEELE
B R OHEL I T OMEY & Lz,

A7 (HIEZHE)
— B Z DN D
+ EALDOFER D LWV H D
+ AR HDH D

++ [ FLWEEDRHLLD

_30_



x1. [REHBRER]
BT (#3) 2% e =
2]:)‘; ?;L/j\l\;?*ﬁ AR LR i%ﬁgﬁi%) - 1._13 1._37 1._19
A A 214 MEEE | o OO RABSURE i
P — — — —
R A=k Eggig}jt(%) — 0.90 | 1.56 | 3.79
E;}:Jé/:%bi o i Eggiiit(%) = 1.;6 3i9 7.1:50 7 HER, W
TNE AL S AL — - - -
10% - E%tgb/ﬁé%) : 1.:10 1.j9 1+.9+6
Z;V77 o AR E;Ejg;;;(%) — 1ol | 122 | 133 | R, Bk
S - MR A =E a7y Egﬁ;ﬁ%t(%) = 1715 1.;9 3718
R A T T T
AR S~ 10k TAT T AR ﬁéﬁ%ﬁ%% —— T Tm L
AV ES T HE e @%ﬁrﬁ@ﬁ% e e e e BT U T
778y MRRLIO% | =06 E%ﬁg;{f:{%%) - 1._36 2._04 3._59
1700/? SO EReR E?-igﬁh(%) - 1._44 1._50 1._44
7 A8 HRLEOng | A Eggiiih(%) - 1._35 1._51 1?53 14 LR, Wi
f):[& v A Eggiiit(%) = 0;7 0.:98 0.;9
PN — — — _
Y AL 20% NIERK Eggig}jt(%) - 1.75 | 2.65 | 3.65
B4y M0y | KEARRIE e e e,
“ NS ” 75 — — —
ij’%ssz.i;ﬁfj%i NI LR Eéﬁi?ﬁ(%) — 0.50 | 0.50 4.+70 14 B, EfL
PN — — — _
TS AHRE 1% FHi2) = 28K gggig}it(%) — 1.24 | 1.27 | 0.95
FOCY A | R Y éﬁ;ﬁ(/ R R I B e
st | BoSren7y et ow Tin e me
SR bR ATy Egﬁ;ﬁ%t(%) - 1:13 2.;4 3.;1
o LS W P — — = NP”
ST =R E £j7 e E;Ejg?%t(%) — 3.91 5._82 9.+52 %ﬁf‘z’i&{ﬁ‘ e

_31_




x2 [EEHRER]

e S 2114 BEmE | o COERBSURE e
CHATUURAE | Bk B R B e e KU T
TIT = R 20% | FHIFRLE = éﬁ@@ o T o
NAVEVI0 | T AT T AR géﬁ@%%) — o 10 T o
;;—x“vy e sha Eggiiih(%) : 0._52 0._69 0._47
35 R 1% K = éﬁ;ﬂg/ o o ;13 15 Pt T,
AN TV AIRLO. 5% | B =3k Eggiiit(%) : 0.;0 0.:98 0.791
Yy AL | Y74 Eggiﬁft(%) : 1.;4 3.;2 6:39
B = U 10% | A = gﬁ;’%/ T — T o ;4 | 1A, B
11:(!)(;/1/%~/1/7’ftﬂi*ﬁ i E;ﬁi;@i’i%) = 1.*71 2.+15 ;;; TR, E—

MALE THA K DA — A — 2 TR IR O L PR AL L TV E T,

_32_




RIS 698 7 (BEFN 65 45 H 30 H) (2453 <7KGR

(B

HIFE T RORIE 2- (1) ERAERS X Wk

XCHEFN 55 4F 6 7 30 H A6 R 12 42 3 A 31 H O HGEE LB S vz,

ARG 2 B R

ATy 6 AT A
TRIHEER D P 5 é§%g§%T e
(JEFE ) " (I EH)
A EFIIFE RO | 1 EFEII ROk O X O
FERESCOSMNENC |9 s 250F 5 68 IR
BUDHERRIL | O X O
ST O e R oo N . B
L O i
o WERALERONE | 1 O X X
FLONE UK | o ety ot L5 O X X
AT T [8 B R OB o 5 5
N BEMCET S |1 BRI RS O X x
Ert 2 LR O % X
3 IR X O O
= AvEEt, ma |1 Ak O X X
PERHE, IR |9 @ ot O X X
%ﬁ%%@%% i 0O X >
+ %Gk} 4 IS RE TR O X X
5 & AFME A X X
6 PrEE A X X
T AEREME A x X
8 MAJRME A X X
9 JRPTHIEL A X X
R HERBICRIT | 1 4 A& BT SRR O X X
DEE 2 i O x X
~ W, A, A% [ 1 WY O X X
#f, HEIZEET | o 455 O < >
DEH 3 (R O X >
4 P O X X
5 AW X O O
b ERPREER D BR B DR 3 B oD S BR S
KB 5% O X O
f

Ot ivfF, X IR, A fHlx OERLICEI VAR END

* ARIBENTERL 1144 H 8 HEEIEIEHF 481 S L W IES L7z

_33_




	表紙
	IF 利用の手引きの概要
	目 次
	Ⅰ．概要に関する項目
	１． 開発の経緯
	２． 製品の治療学的・製剤学的特性

	Ⅱ．名称に関する項目
	１． 販売名
	２． 一般名
	３． 構造式又は示性式
	４． 分子式及び分子量
	５． 化学名（命名法）
	６． 慣用名，別名，略号，記号番号
	７． CAS 登録番号

	Ⅲ．有効成分に関する項目
	１． 物理化学的性質
	２． 有効成分の各種条件下における安定性
	３． 有効成分の確認試験法
	４． 有効成分の定量法

	Ⅳ．製剤に関する項目
	１． 剤形
	２． 製剤の組成
	３． 懸濁剤，乳剤の分散性に対する注意
	４． 製剤の各種条件下における安定性
	５． 調製法及び溶解後の安定性
	６． 他剤との配合変化（物理化学的変化）
	７． 溶出性
	８． 生物学的試験法
	９． 製剤中の有効成分の確認試験法
	10．製剤中の有効成分の定量法
	11．力価
	12．混入する可能性のある夾雑物
	13．注意が必要な容器・外観が特殊な容器に関する情報
	14．その他

	Ⅴ．治療に関する項目
	１． 効能又は効果
	２． 用法及び用量
	３． 臨床成績

	Ⅵ．薬効薬理に関する項目
	１． 薬理学的に関連ある化合物又は化合物群
	２． 薬理作用

	Ⅶ．薬物動態に関する項目
	１． 血中濃度の推移・測定法
	２． 薬物速度論的パラメータ
	３． 吸 収
	４． 分 布
	５． 代 謝
	６． 排 泄
	７． トランスポーターに関する情報
	８． 透析等による除去率

	Ⅷ．安全性（使用上の注意等）に関する項目
	１． 警告内容とその理由
	２． 禁忌内容とその理由（原則禁忌を含む）
	３． 効能又は効果に関連する使用上の注意とその理由
	４． 用法及び用量に関連する使用上の注意とその理由
	５． 慎重投与内容とその理由
	６． 重要な基本的注意とその理由及び処置方法
	７． 相互作用
	８． 副作用
	９． 高齢者への投与
	10．妊婦，産婦，授乳婦等への投与
	11．小児等への投与
	12．臨床検査結果に及ぼす影響
	13．過量投与
	14．適用上の注意
	15．その他の注意
	16．その他

	Ⅸ．非臨床試験に関する項目
	１． 薬理試験
	２． 毒性試験

	Ⅹ．管理的事項に関する項目
	１． 規制区分
	２． 有効期間又は使用期限
	３． 貯法・保存条件
	４． 薬剤取扱い上の注意点
	５． 承認条件等
	６． 包装
	７． 容器の材質
	８． 同一成分・同効薬
	９． 国際誕生年月日
	10．製造販売承認年月日及び承認番号
	11．薬価基準収載年月日
	12．効能又は効果追加，用法及び用量変更追加等の年月日及びその内容
	13．再審査結果，再評価結果公表年月日及びその内容
	14．再審査期間
	15．投薬期間制限医薬品に関する情報
	16．各種コード
	17．保険給付上の注意

	ⅩⅠ．文献
	１． 引用文献
	２． その他の参考文献

	ⅩⅡ．参考資料
	１． 主な外国での発売状況
	２． 海外における臨床支援情報

	ⅩⅢ．備考
	１.調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	２.その他の関連資料

	付表

