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HKEBAEH B e IF il 7t 4
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(2) ¥4
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(3) &/FMDHERE
—RA LY

2. —f&4
(1) M& (W&
=AY YRR (JAN)
(2) #4 (WaE)
Eperisone Hydrochloride (JAN)
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*HCI
CH,

R USREG R4S

4. BFRRUDFE
4313 C17H2sNO « HCl
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RGO RIEDOH AR TH 5,
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K, AH =V IOTEERE (100) 12T T <, =& 2 —b (99.5) 20T 0T,
(3) WiEtE
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Ale K 167°C  (4fiR)
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YR L
(6) REREY
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1. #Ifg
(1) #HRORH

T g ba—T 4 i (BEKEE)
(2) HAOHBRUHERK
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s
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TRy
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HET
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(4) HFIOWHE

(M. 6. WAIOKFEEN TR 2LEN] DHESM)

(5) £t
Y LR
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(1) ABES GEERS) OEERUHRNH
W 5E4 T Y R SE 50mg [ HIE T
1 8
ARGy TAY Y R
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coEwavFoT ) K, fatlr—X B Rrxo S rELt
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6. HADEKBEHTICETIRER"
(1) hnidaER

AEREHE H 2 2011/5/5

QxR Y UM EE 50mg THE T EzBR 40°C - 75%RH [H & maEERE (PTP £145) ]
ABpoE A 7k A7 IR
<> EE BH #h 1% A4 37 A 6% H
PEIR DT14A1 . . . .
< [ s> ExosDt A A e I
RS (RS, R, | D10 N~ - B .
ies NPAEEVE T R=—gV = [=)
SO AT G FE R E V) GTO9D1
VRHWE (%) DT14A1 84.9~95.4 89.5~95.4 90.0~95.8 86.9~93.9
<90 4y 70"/OU\J:> FT05D1 91.0~97.4 73.7~93.8 93.8~96.1 91.6~95.6
77 ? GT02D1 94.1~99.4 86.2~96.8 96.1~99.5 87.9~97.6
= (o M DT14A1 99.5 95.2 94.4 94.8
(<9§§ié3209@> FT05D1 98.4 97.1 97.0 95.6
' e GT02D1 99.2 99.8 97.7 97.4
% FRBICKHT A aEE (%)
O ~Y Y UHEEEESE 50mg THE T JIERER 40C - 75%RH [ oERE (XT7a%) ]
HBpoE H = A7 IR
<> HHE BH AR 1% A 37 A 6% H
(ERIN N s A YN VN
< B OEEREE> CC29C &) 1A 1 A 1 A
MRk (UG, TSN, N N N N
S TR 1) CcC29C W e Ha L
VRHE (%)
<904y, TO%LE> CC29C 91.5~95.2 90.8~96.5 87.7~93.1 88.0~94.7
G (%) *
<93.0~107.0% > CC29C 98.1 96.9 95.4 93.2

Ko RTRBICHTOEAE (%)




(2) IR OLEN

BRI : 2008/5/28~2008/8/26

Oxm~RY Y UM EESE 50mg [HET.) AL 40°C Y., K[UEARE]
B IE H oy b A7
< JHHE > H BHAGIE 2 i 1% H 24 H 35 A
Mk n=10 . u . " 0 G N g a2
< B A > BUO1B1 | HAOREREE | HEOEEKEE | BAORREE | AAaOREREE S
WHIME (%) n=6
<9045, 0% > BUO01B1 87.9~94.1 84.3~97.3 91.9~95.2 88.0~94.9 90.0~95.2
i (%) n=3%
<93.0~107.0% > BUO01B1 95.6~96.5 91.6~93.6 95.1~96.3 93.2~96.5 91.2~96.1
(&)
wE (N) =10 BUO01B1 62~176 56~72 51~61 49~76 47~58
X HREBICHTHIEAR (%) BARSL - K
OxY Y UMEREESE 50mg THIET.) MoEs 25°C - 75%RH [, Bijik]
BRIE H oy b A7
< JHHE > H BHAGIE 2 i 1% H 2% H 35 A
PR n=10 . R " B "
< B A > BUO1B1 | FaOREE | AGOMEREE | AAOHREE | AGQOMEREE | ARORREE
i (%) n=6
<9045, 0% > BUO01B1 87.9~94.1 89.0~93.9 82.4~95.5 91.0~96.5 86.7~94.3
ai (%) n=3%
<93.0~107.0% > BUO01B1 95.6~96.5 94.8~98.4 95.8~96.0 96.4~100.1 90.7~95.1
(&)
W (N) =10 BUO01B1 62~176 61~74 52~174 60~179 60~80
X FREBICHTIEAR (%) Bk sh - K
Ox=RY YV UERIESE 50mg [HIEET.)  MadE S8 - 1B (D65 JER. KB A4
B IE H SR TR B
< JHHE > H BHAGIE 40 )7 Lx-hr 80 75 Lx-hr 120 )5 Lx-hr
PER n=10 b | DMK E R | SR A R L | MR A R L
< B OMEARE > BU0O1B1 M D BEAEE r _ r
B (%) n=6
<90 45 T0%LI > BUO01B1 87.9~94.1 79.0~94.3 81.4~96.5 82.7~96.9
G (%) n=38*%
<93.0~107.0% > BUO01B1 95.6~96.5 88.8~93.3 93.7~99.6 93.7~96.8
(ZE1H)
B (N) n=10 BUO01B1 62~76 60~174 60~77 64~179
X FREBICHTIEAR (%) Bk sh - K
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9. BHtE
(1) B
TAY U EREESE 50mg THEET X, AASERFAMNEIRGHREE 3 HICED bhviz= Y ) VIR
BEDIRHHMICHEAS L TWD Z LRSI TWS,
GRBRIRIZ/K 900mL Z vy, /S RAEIZ XY 50rpm TRERZ1T9)

T HHLR
TR JRE R B R
50mg 90 4y 70%L) 1

(2) ¥WEHRER

HIEEIR L DY E R SEMRR T A R4 > CERR 94 12 H 22 B [EIKES 487 5HIH)

ARER A
E ARG wHRBRE SRk
[Bl#E5 K ONABRE © 50rpm (pH1.2. pH4.0. pH6.8. /K)

CHIE]

- pH1.2 (50rpm) TiX, FEAERLA|OFIVEH D 40% K% OF 85% T D 2 BEAIZ BT, AL D)
B HH =R AR VE R O SRV HH R £ 16% D #FHIZ & - 72,

- pH4.0 (50rpm) Ti%, FEAERLEIOFIIVEHERD 40% % O 85% T D 2 REAUIZIWT, AL D)
P L =R AR VE R O SERYS TR £ 16% D &FFHIZ B - 72,

- pH6.8 (50rpm) T, FEHERIAID SRR 40% K% Y 85% LD 2 B SIZ B\ T, AR
T SR I IAE AE R O S =R = 15% D FAPHIZ 8 - T

- K (50rpm) T, FEAERIFIOFLHFRHEHEDN 40% K N 85%FFUT D 2 B IZBW T, Aibh O
HH SRR VA D S PR 2R = 15% D FEFAIC & > 7,

Ll b, RSO HZEh Z EHERE] (I A — /L8 50mg) & il LR, & CoRBRiRIcH W\ T %
FER IS DA AR R A R A > ) O¥EEECES LT,

(VA H Eh A7)
BHE (%) pH1.2 (50rpm} BHE (%) pH4.0 (50rpm)
100 | 100 |
L I - N 80 | -
60 | 60 |
40 L 40 L
o0 L —e— T~y iEREES0mg THET] || 99 | 7 —— 1 ) U EEEIRS0Mg BEL
0 - e = XT—JbiIESOmg 0 - Iﬁ -z ZT—JI/HIEDmg
0 15 30 45 0 30 60 90
BEE (4 B (530
BHE (% pH6.8 (50rpm) BHE (%) 7K (50rpm)
100 | e 2y v tzBtEsts0mg [EET A 00T
80 | = = = 373 —ILE50mg _-- 80 |
60 |
40 L
20 L —— T ) AEREIREES0mg THET )

— % = 27+ —ILEES0mg

30 45 0 30 60 90
BEfE (5) B (57)

(n=6)
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(1) FRIRELGER - BF. NEI’RKRLER - AEICEHATLHER
L7
(2) A%
100 §& [10 & X 10 ; PTP]
1000 #& [10 €% 100 ; PTP]
500 88 [T/ 348 ; RT]
(3) PHEBE
L7
(4) BROME

PTP )% IR T Y
PTP: RV =L T 4L, TIAI =L |
i X _ W R ZF LT L T7HL—hTII=T AN
vre— R ZF LT L T7HL— T I= \ .
. o RIVZFLUIFIRX—FT LA
L RVZFLrITIR—FT 4L A

1. FRRHESIHZEHME
M ER e L

12. ZDth
RE GRS TE e L




V. ARICEYSEE

1. BREXIEHER
O FREFRAIC & 2 i BRIk IE D
FERAE . SFUR IAEWRRE ., T8 B P 7%
O FRLZRAIT & 2 st
i B PR . SEPETT RERRR, SHEBAHENE . I ﬁf i
BEHRLG, BEEAME) . M ZEMEVESREE(LAE . M N R, AR IS PERE . AR I B
EF (SMON). O iFik b

2. EXEHRICEET HIE
BRE STV W

3. HERUHAE
(1)%%&0%%@%%
BERERACIE T BZEE LT38EE 3N TRZRICROK ST 5,
¥, B - BRI XV ERET S,
(2) HZRUHAERORTERE - BN
MR L

4. AERUVAERICEET IR
BRE STV

5. ERERALAE

(1) BERT—321Rvr—o
MG R R L

(2) EREREEHER
MU ERR L

(3) AERGERFERR
AR L

(4) HREERSER

1) AREREERER
MR L

2) REMHR
Pl v/

(5) BE - WEAHEER
MUERR L

(6) ARKMER

1) ERABRERE (—REMRERE. HEERRBHE. EARBLERE). RERFTERT—

—ZAHE. RERFRERABROAR
EEER L
2) BREHLLTEEFEOABTNEREL-HE - HROBE
LR
(7) Z0fth
A Lg



VI. EMERICEYHEE

1. REPHICEAESSLEMX T aMEF
i B R O

TR BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT DL &,

2. ¥BE#EHR
(1) AL - ERBF

FHICBWTHE DS VT T AR 20§32 & i, y-Edh==o—n 0 B R S,

RO REZ R T SED 2 LT, A7 =23y k0 LN EkmialE A2 845, £/,
HIM B AR A B OM& SR 0 2 9~ 2 e BRSO 2 i 9~ 2 E R0 L I S il O Ca2t v /b
HEWTC R AR TR B O PN &2/ LT, KE - i~ it R RS E21EH b5, FhEL~
JNZEBT 2EIRIER AT 5%,

(2) ENERMT SRR
M ERR L

(3) {ERZRTRFME - FFiuki
MMERR L

10



VI. EMBEICET HRE

1. mMPREOHTR
(1) ARLEDGOSRE
AR L
(2) BREBRTHRBSA-OPRE
16.1.1 EPF MR F1EHER
AW A SRR BRI B AR BR AL HE (WEFD 5545 5 H 30 H KSR 5 718 &)
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