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I. #iZICBAd 5IEH

. FRDRERE

A 7 T a VBRI A 7 = v T a UOVEAIE R AR & A RAIC, AT
1979 I Efisn T 5, FMEEMRASHENBREERKLE LT, 170/ —AERDA 71
J—/VEE 20 OBIFE A A L, HIEH 698 5-(HFN 65 4 5 7 30 ANTHED & Mk R ORIk
ZRRGE. MEGER, AW AR SRR A R L. 1984 4 2 | 1990 4 1 HIZENZ KR
ZEF L, 1984 46 H, 1990 4= 7 HIZHE L7,

Z D%, ERERGIEO®, 2004 4 7 AIZA 71/ —)VEE 10mg KO 7 1 J —/LEE 20mg
EENENIRIEA DEFE 2T -T2, HIT, 2013 4F 12 HITA 7 = > 7' v P)VB A EESE 10mg
[h—=T ) ROSA 7 = Fad Vil aiiEsE 20mg [ h—U | & TR ENIGEL DEF E1T0,
BEICE S,

. HROAERERN - BEIFMEE

ER PR A4 1%

A% A 7= 7 v VWEARESE 10mg [ h—7 ) KO 7 = 7 a2Vl AfEESE 20mg
[h—D ] 1%, MEEZERRERE, M MR ERE S E D OV OUEEIIK LT, @Az, A
7a =/ 10mg X 1R 28E(f 7 = > 7 m U VEARE & LT 20mg), 1 7 17/ —/L§E 20mg
F1E1EES 7 = TP VifamEE s LT 20me)% 1 A 3MEABRAKRLETL 2 Licky,
HRERRD SN TV D,

REME - AFHNIA RO A S ORINE AR BRI & 72 208 4 F2 ki L Th7any,

RIER & LT, 0yE, B - M, BRI, W0, FRL R, 3. O FWV, BB, K
&% 9 EEk, 1%, AST(GOT) L5F- - ALT(GPT) LA AHESN TS, (VI 8. (3) D
DO EIVER DIE % 25
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1. R 5% 4

(1) #0 £
A7 27V VEARESE 10mg [ F—1 |
A7zl ABERE20mg T h—17 |

@ F 4
IFENPRODIL TARTRATE TABLETS 10 mg “TOWA”
IFENPRODIL TARTRATE TABLETS 20 mg “TOWA”

() BMDHE
—f4+AE+HEGEE+ Th—T
[ TERM%IEERSOERAFEIHT- > TORFEL DMAICET 2 BEFHEICHOWT] (CF
AR 1749 H 22 B FEAFRAFRE 0922001 S)IHE-S<)

2. — & &
(1) #0 CAGES )
A4 7 x> a VAR (JAN)

(2) & A@@aE
Ifenprodil Tartrate (JAN)

@) AT L
-dil ;i HEARA

3. BEARILRMERX

N /
CHs
OH

H OH

4. PFRRUSFE
2572 (C21H27NO2)2 » C4HeOs
4y 800.98




5. {24 (ddik)
(1RS,2SR)-4-[2-(4-Benzylpiperidin-1-yl)-1-hydroxypropyl] phenol hemi-(2,3 B)-tartrate
(IUPAC)

6. [ER%. 4. KBS, 5&S
W& AR, 7 2T a YL

7. CASXBES
23210-58-4
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VEFNT—T )V 10000mL LL | FEAEET R

@ ® g
MR L

4) M| (DR - e - BER
RS - 59 148°CrfiR)
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MR L
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MR L
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B - L 2
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1. i
(1) FlRORXH. S8R UK
il A4 7 =7 a UV AR GE A 7 x 7 a Vi R b
HH 10mg [ F—17 20mg [ h—1 |
FITE D X 51 T AN a—T 4 TR
U N e~ o
RN HEDT7 4 Ia—T 4 T S AT—T S
g | AR #:Tw, ®H:1IB #:Tw, ®£:1B20
TR g Tw.IB Tw.IB2o
= = ] #* = i)
M () = | (w =
#E£(mm) 6.1 7.1
JZ X (mm) 2.8 3.2
'H &(mg) 90 136
(2) EEIDWHE
5 4, A7 =7 Y VB A TR E e ARV a3t
H 10mg [ F—7 | 20mg [ h—V |
T B 6.9kg H 8.3kg H

Q) #H—F
(1) FTEOKRI, SMBLE OPEIR O IH &2 2]

(4) pH, ZBEELL, #E. HLE. BEEOERUVRES pH 5%

YL
2. BHEIOHERK
(1) BE#hES GEERD) DEE
A7z 7aD)BEREERE 1Ong T F—"7

18 BE A 7= Fa Wil AEE 10mg #5875,
A2z 7aPIVEREEESR 20mg T b—"7 ]

18 BE A 7= 7 a Wil AEE 20mg & H T 5,




@ & m ¥
A2z 7aD)VEREEESE 10mg T F— ]

i HH W s n )
iLyieZal A, FvERa LT T

it o Al Ry o itiln—=

THIRA 277U UM Mg, V7
a—7 4 J7H | e v Aue—X <27 v d—/1 6000
B kT4 v
A2z 7aD)VEREIESR 20mg [ F—7

i HH W w hn W
R T A FLBE KR, Aiddkro—2X
{ERERal E ke roltin—=2
T I A7 7 V) VMg
a—F 4 VFHl e aAn—RA w7 ad—1 6000, ¥V, B{bFH

®) Zofh
AR L

3. BEA. HAONEIEICHT BEE
PARPAYA




4. REDFERBTICETIREN

(1) hoEEAER

A7z 7OD)EREEESE Omg TF—21 D

ALEIPRE - PTP A3 LAY =F L VAT A, RS AR 7,
ARERSME 0 40C, 75%RH, 3 1 v +(n=3)

AR IE H BR B R 6 & H
Ml HEOHEMET 4 LA _
MR a—7 4 7 v
e iR a5 wwE [F] /2
AR (43) 8.8~10.8 9.4~11.0
G &%) 99.0~101.4 99.0~100.4
BIEERE . R Y = F L BRI AN, HICAN- /5
ABRSA: - 40°C. T5%RH, 3 =~ (n=3)
A BRIE H R hA R 6 4 H
M AEDBENET 1 v L _
PEAR a—F 4 U EE RS
e iR a R wE [F] /2
AR EERER (47) 8.8~10.8 9.1~10.3
G &%) 99.0~101.4 98.8~101.2
A7z 7aDI)VBEREEESE 20mg T ~—"] 2
AHETRE - PTP A L 7= &,
KBRS - 40°C, T5%RH. 3 = v F(n=3)
aBRIE H E) iR 6 4 H
U EREN -
PR T AN T—T 4 T EE Rz
TR e R A R
AREERER (43) 18.0~19.3 18.8~19.3
(%) 97.7~100.6 97.5~100.3
AIAEIERE « R = F L I AN =R,
SRS - 40°C. T5%RH., 3 = v F(n=3)
X BRIE H BH hR 6 4 H
. 0 _
HER T 4N a—T 4 T EE Rz
e AR WA A
AREERER (47) 18.0~19.3 18.6~19.7
aE(%) 97.7~100.6 98.0~99.4

A& AR R A2 W72 IR (40°C. AHAHEE 75%. 6 S H)DFER, 4 7= > 7 u U uWla
FRIESE 10mg [ F—T ] KOS 7 = > 7 ma VW AiESE 20mg [ h—T | 3@ % O
TIZBWTENEN SHEMEETHDH Z R ST,




(2) RERFHER

A7z 7av)VBEREEE Omg T ~—2]

dLIEHe - PTP it L= 85,
%ﬁ%ﬁ*fﬁ# : 25°C, 60%RH, 2 &> h(n=1)
REREH B A RE 54 6
fife e akiiR ke [Al /e
(%) 89~101 93~102
& 5(%) 99.4~100.7 101.2~101.3
AL RE « PTP Al L 7=
ARG - 25°C. 60%RH, 1 = v (n=1)
AR H B A g 6
R IR DI» o TUD
Ptk Bt s SO
s Bt BR HE A/
B R (%) 71~100* 95~100
&8 (%) 101.9 98.7

12 $EH 10 BELL EOfE 4 OIEHEBHET HHETH D |

ﬂ:/ —Mﬁ

%ib%*ﬁﬁ : 25°C. 60%RH, 1 = K(n=1)

A L7z,

P AR Y = F LRI AR R GERAIA D)

AERIEH LGS 6
o HEDT 4 /LI -
ik 27 42 I =
TR H =R (%) 71~100* 64~101*
(%) 101.9 97.1
* 12 52 10 $ELL EOfH &« DIEHSENHET AETH Y, #E LT,
4 Jxz>70O 9)»5@5%’5&& 20mg Mb—72]1 9

TEFZHE - PTP AldE L 7= Sl
gﬁ%ﬁ*ﬁa 1 25°C. 60%RH., 2 7 v k(n=1)

ABRIA H BH AR T 546
o HE~SEH A0 _
PEAR T4V a—TF 4 T EE Il

(%) 81~99 86~99

& &%) 99.5~102.2 100.3~101.8




AAEFZHE - PTP AldE L 7= 8,
HAERSA: - 25°C. 60%RH, 1 = (n=1)

ABRIEH BRI AR EF 6
. H o~ 3o _
2 T AN T—TF 4 T EE e

A (%) 92~100 100~101

A (%) 102.1 98.7

DIEERE : RN = F L U A 7= BRI A D)
FRERSE - 25°C, 60%RH. 1 = v h(n=1)

FABRIA H BRhA R 5 4 6 f& A
. HEa~®E A a0 _
HER T AN DTA—T 4 T HE Rz
R H =R (%) 98~103 99~102
A (%) 102.0 98.0
B EZERLE &2 W - B HICRFRBR (25°C, FHXHEEE 60%, 54F 6 i H MO 6 4F)DFER, 1 7
=7 a Y WEAEEESE 10mg [ F—T ] KOS 7 =7 m WA EEESE 20mg [ F—1T |
D

N
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RBE 418 ah R e
( 4000*%% 0 gferl | Zerl | BeaL | seaL
B Bl | el | Bl | ZerL
(25°C. 75%RH. 3 5 H) | - = =
(60 ;FX ) ZAb7e L Zb7a L Zb7a L ZAk7e L
T L (DR RN | F - 77C 0 RO <D BB 1 5

), YRk 11428 H 20 H| DFFflAE#EIC &

A 7zo70D)VEREEIEEE 20mg T ~—21 ©

A 518 ah R T
( 4005:51;5% 0 gferl | Bl | seaL | seaL
B Bl | Zeal | Bl | #aL
(25°C, T5%RH, 3 )| ~° - = =
(60 ;E{ ) Zib7e L b7 L Zbia L 27 L
T IS T RRRORAIE < JOR - 7€ L0 R <0 TR

B, Ak 11428 H 20 B OFHliFEAEIZ X

. REERVRBEOREMN
Y L

- fuFl & DB S ZL(MEIEPMEIL)
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7.

i
(1) BERRURERAE DD
A 7 x 7 u D EAEEESE 10mg [ R—1 )

LA 7 =7 a P B AEESE 20mg | ~—

U % ARG EESBR S 3 I ED b A 7 = 7 m DA TR EE DT BRI

FNEFNEE LTS Z ENfEREN TV 5,

¥k AREHEBRECS KAL)
FRERIE © 7K 900mL

[Bl#A%L © 75rpm

WEE /K~ N7 7 14—

R

A7 x 7Y EAIEESE 10mgl h—1T |
A7 x 7 a B AIEESE 20mgl F—1T |
(R - AARIRR TAMESR S EIRE 5 3 #1)

: 30 M DIEH RN 80%LL L & X 1T A &9 5,
;90 M DIEH RN T5%LL Ed & X3 A &9 5,

12



(2) mEHE

47270

DIVEREEIEE 10mg T k—7 1 9

A2z 70D VERRIERF10megF—7 1D B HRAR

47z A LERRIEEI0meF— D 110 HANFZANT. FRBFE (F25R) THESK - TRMORBREZAVTEHRBRETo 1.

4 % % A7 =7 n AR R EE1I0mg [ — 7 |
R B2 5y 4 A7y a P VEA RS
il W% GEA | B 10mg
i nl#i4%  |50rpm
iy | P EEE AL |20l
iy @ pH1.2 : AARSESR T R R B O 5 1R
% % B i @ pH4.0 : FERE - BEBE T N U U AR 7 (0.05mol/L)
{7'; A @ pH6.8 : AARIER R IR0 ) B REETIR (1-2)
@ K © B R R ROK
@ pH1.2
120
wo - oo 8 @ L]
80
5
B 60
{3,45{1 —o— B A —o— B
"~ 40 | @ EHEBIH]
20
0 & - - - - . g 0 & . . . . . ,
0 5 10 15 20 25 30 0 10 20 30 40 50 60
HERR RIS EUBRIR IR R BRI (5))
pH1.2 0% | 55 |105{15%]30%) pHA.0 | 0% | 55 [10%} 15533053 455 60%
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