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IZHESE . BUS R ORBRFIEZFRE, BRI, AW a0 SEaBR 2 525 L, 1980 4 7
AR A U5, 1984 4F 8 HIZH5E L7z,

D%, EREELPTIEDT-D, 2004 4£ 7 I L 2 F v ME 30mg & IRGEL DEE LT -7,
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Fio, BV AT v MNE 60mg 1%, [HEFERELOMLELBUE R 2 5 2 & FIZOW TR 18
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ER PR A4 1%
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LT1[E30~60mg % 1 H3EMAKLETLZLIZED, AAMERREO LN TND,
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BRREWEME LT, BRBEET vy 7 GERIK., 5 oMM OAA BRI E 7
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(1) #0 £
UNFT Y AGEmEESE0me [ h—17 )
UNFT YA SE60mg [ F—T )

2 * 4%
DILTTAZEM HYDROCHLORIDE TABLETS 30 mg “TOWA”
DILTIAZEM HYDROCHLORIDE TABLETS 60 mg “TOWA”

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

2. — & &
M M @R
DILFT Y LI (JAN)

(2) & A@aE
Diltiazem Hydrochloride(JAN)

3) RT L
dil - ;i fRakEAl
-tiazem : Ca il

3. BEARILRMERX




. DFRRUDFE
43420 0 CaaH2sN204S < HCI
455 : 450.98

. b2 (d k)
(28,39-5-[2-(Dimethylamino)ethyl]-2-(4-methoxyphenyl)-4-ox0-2,3,4,5-tetrahydro-1,5-
benzothiazepin-3-yl acetate monohydrochloride(TUPAC)

. ERA. BB, BS. E5ES
B4 BT TR L

CAS%|iES
33286-22-5( )L F 7 ¥ LHaliEt)
42399-41-7(FIVF T E 1)
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(1) 8 - 5K

A ORE i SUTFE S IE OB R T, IZB W00,

()& f& ©#

)

(4)

(5)

(6)

(7

oo 1g VRN OICET D IAILE W iR M
Xz ImL A&l | D THEITRT 0
7K 1mL 2L | 10mL ARditi | FT0
AR ) =)L ImL 2Lk 10mL Kl | TR0
ZA=0=21 V70N 1mL 2L | 10mL ARdit | 90
TER=FUL 30mL P |- 100mL AKfifi | BT I W
K FETR 100mL L E 1000mL #fifi | #EFI2< W
T % 7 —/1(99.5) 100mL 2L E - 1000mL A&fifi | #ETIZ< 0
PVIF LT —TF )L 10000mL LA - E LA ERT R0

k2 M
ZEER R L

AR (DR R - RER
RS 210~215°C (57 fiR)

BB R R
AR L

SERE
AR L

Z DD E L RIEE
et

(ol 3 +115~+120° (%, 0.2g. /K. 20mL, 100mm)
pH : A 1.0g %7K 100mL (27> L 72 ® pH £ 4.3~5.3 Tb 5,
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. ARRSDEE:
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V. ®KI|ZBHd 51EH

1. & i
(1) FIRORXH., HER R TR
L4 UIIVF T ¥ LG §E UNF T Y LR EE
" 30mgl h—1 60mgl k—1
HIFE DX 5] ES
Ptk 2, 0D 35 SE (B k)
apw) | AR TwSN
2= K[ gy Tw.SN Tw291
< ® (il < ® U]
VAV
& Ol O =
#E£(mm) 8.0 8.0
J& & (mm) 4.3 3.6
'Z &(mg) 190 185
(2) HEDWE
5,4, UIVTF TV LR b UNTF TV ARG
o 30mg [ ~—17 | 60mg [ ~—17 |
T B 6.9kg H 7.7kg &
(3) #WAO—F

(1) FTEOKRI, SMBLE OPEIR O IH &2 2]

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

BARRNA

2. HFIOHERK

(1) BSES (BERD) DEE
UINTFTELIERIESE 0mg [ ~—"7]
18E% BR YAF7¥atErtE 30mg 2 8HT 5,
UINTFTELIERIERE 60mg [ ~—"7]
18 B YA 7 BLEBE 60mg #EH7T 5,




)& m ¥

DILFTELIEEBRIERE 30mg [ ~—"]

i H H B w n W
HECTZ Al FLHEARFIY), L, 7R A n—RA T X AR AT )L
i & Al ~ 7 12—/ 6000
TR 2T 7 VU VR Mg

DIFTELIERIEFE 60mg [ F—7 )

s HH MW S n 17
T A FLBEARFY) . wEALIH
) Fﬁu{m%x7§wﬁix%wgﬁUﬁ%vi%vyumMWj&
v7a 1L (30)7 ) a—)u
ENN AT TV Mg, XL
(3) =i
MU EER L

. BEF. AR OSREICHT HEE

R L7




4. REDFERBTICETIREN
(1) hoEEAER

ONFTELIEERIEFE Omg [ F—" ] D

ALT5ZE AT FE,
b5,

7 8 V. 2. #HO

HERK |

(R ALTT R

MZHOWTHENE L 7= BT

BEEIZRE - PTP @l LAG Y &bt 7 /L 2 et U= B,
ARERSME 1 40°C, T5%RH, 3 17 v k(n=3)
FRERTE H B 4ARE 6 » A
PR 4,00 32 BE (IR i M) Gk
TR A EkE
RLF ) — A A /2
Fr AR A Gk
30 4374 45.7~55.5 43.3~56.4
%) | 90 43 75.1~90.0 68.5~89.4
180 /1 97.3~104.5 94.0~101.0
& 8(%) 98.1~100.2 98.3~99.5
WAETERE © T AT AT B
ARERSE 1 40C, 75%RH, 3 1 v (n=3)
FRERTE H B A 6 » A
PR [0 35 BE (I ik tE) A2
TR A Gk
LA — kAN Il 22
R R A [F/E
30 4374 45.7~55.5 44.5~56.2
WHER%) | 90 43 75.1~90.0 67.7~89.7
180 53 97.3~104.5 93.8~102.1
& (%) 98.1~100.2 98.6~100.8




DILFTELIEREIERFE60mg [ ~—7T ] 2
AEEERE - PTP A1 L v — it L 7= fl 5,
FERSAE - 40°C. TB%RH, 3 = v F(n=3)

RERTE H BHAGIE 6 » A
PR €8, S BE(ER k) [FlE
TleRB B ReY EES
) — e [Fl /e
30 31 44.90~417.80 46.34~48.31
WHEG%) | 90 77 72.46~74.13 71.11~74.24
180 43 # 95.28~98.67 98.01~99.38
& &%) 100.13~102.18 98.47~100.23

A& AR R & IO T2 NG BR (40°C, ARXHBE 75%. 6 » H)DFER., VLT 7 ¥ AtfifetEse
30mg [ h—7 ) ROV ALTF T L LEREESE 60mg [ h—" | 3@ OHSHiE FIZsW T,
FNENSHFRILETH D Z ERHEN ST,

(2) RERFHER

CILFTELERIERE 0Mg [ F—7] 3
BAEIERE - PTP 08 L v —aldt U 7= 8l
AEBRSRM  |IERTT. 3 r Y Fo=1)

ABRE H B Ah 34

PEIR {50 5 B (i PE) Il 72

i SR A Y
15 53 # 23.9~26.8 23.1~32.5
W)™ | 45 7 42.0~46.6 41.8~45.4
180 /1 79.7~85.3 76.3~84.7
(%) 99.1~100.8 99.7~100.0

* o Bllm oy b CHEM LR

FEUIRAAHBR(ERRT, 3 FOER, VLT 78 aEEEESE 30mg [ F—7 |
Vil FIZBWT SHERZETHD Z LRI,




(3) BAaREREIZHITILEN
OINFTELIERIEFE OMg [ F—"] 2

(60 77 lux * hr)

ARERTEH Ax ) = s ik 5 YE M
TRE " X (N
A7 A7 A7
40°C. 3 % 1) Ziv7e L Ziv7e L A7z L () *
B B 7 L7 L7
(25°C. T5%RH. 3 » H) A7 L Bibin L 27 L 27 L
% 72 L X (/9 ke L ke L

ko REA R 1804y, 75%LA L. 3 % H)
1) BT T(RE) B ANRPRSRFING S « 825 « 0 7B L F| O AR EE TOLEMRBRIEIC OV TEE
H)., SRk 114E 8 H 20 H OFElEAEIZ L 5,

<ZE > HARBESRA RN 2 O FFAlh AL E

i)
Efer L BB
Ll 0 (ks | RS

DILFTELIERIEFE 60mg [ F—7T ] 9

(60 77 lux * hr)

FABRTE A P45 =3 il prYantin
i1 7 7 7 7
(40C. 3 5 A) b7 L b7 L Bl L Bl L
1 i i R s i
(30°C. 75%RH. 3 » H) A7 L A7 L Bl L Bl L
% 2z L b7 L i/ L i/ L

TE) BT T A AR SE A2

H), SERK 11458 H 20 A OFHMlAHEIC L 2,

. REERVBRRROREL

Y LRV

Y LR

. fhFl & DEAEIE(MEILEFERHEL)

BRI« H 7R VHIOBEEEIRNRE TOR EMRBRIEIC OV TEE
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7. BHME
(1) AR UERERAE O
DNFT R LEEEESE 30mg [ F—U ) ROVATF T Y aEEEESE 60mg [ F—U ) X, BHA
IR HNEIRLBUEE 3 HITED DN EER U VT 7 B MRBEEOEHH I TN EhiE s
LTWDZEDERINTN S,

JE s BREHRBRIECS RUE)
BRI : /K 900mL
[Fl#A%% : 50rpm
W« SRS FTRIRO BE I E 15
UNFT ¥ L SE 30mg [ h—T
B 15 I oEHERD 10~40%,
45 3 O =R DY 30~60%.,
180 7 M DN T5% LA Lo & 13 d &35,
VNF TR LR SE 60mg [ F—17 )
B 15 I OEHERD 156~45%,
45 Zy [ O =R DY 35~65%.,
180 /M DN 80% LA Lo & X 13l E &3 %,
(B - FARSE SR 7 A E SR LB 26 3 35
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(2) BmEBIHE
DILFTELIERRIERE O [ k—2]1 9

CIVFF7ELIEBIERIOMe M —7 1D B HHER
SNFTH ABBERIOmE b —T 12 D% MERHEA T, RREHE (F2R) TRES AL TRABORBBE AL TRHRBE T ok,

4 S PUNFT LR E30mg [ F—U |
PR A Bk oy 4 DT T B LR
#l B 5 A | B 30mg
- iz ¥ |50rpm
& ‘
| SREE A |7l
= ® pH1.2 : BOARIEJR 7 AR R 0 58 1K
R g g |2 PHAO : BERE - FERR S R U ¥ LR (0.05mol/L)
17; o ® pH6.8 s AR R R 0 U v RIER IR (1-2)
@ K L BARSE R TR RO
O pH1.2 © pH4.0
120 120
100 100
= 80 g 80
S M
%" or 3 e
« | = @
or —o— B 0 —o— B EA
20| e A 20 e R
0 0
0 05 1 15 2 0 1 2 3 4 5
BRI ER BN R (RS FAD) SR R IR ER B RS (BERED)
pH1.2 | 0 {025{05 | 1 {15} 2 (8 pHAO0 | 0 {025{05 1 {15 2 | 3 | 4 | 5 |@m)
B#HF | 0 283400 :554 {657 {736 B#SF | 0 (239344 {486 |59.2 1674 i79.8 {882 {938
RERA | 0 (26,1 {380 (538 |64.7 {729 HRERH] | 0 1271 (396 560 [67.0 754 (863 [92.5 {948
® pH6.8 @ /K
120 120
100
__________________________________________ s J
3 80
) #
L @ %
K
—o— Bt HA 40 —O0— Bt &H
e BB e R
20
0
0 6 12 18 24 0 1 2 3 4 5
S BRI R B B R (R D) St BR R A B B ] (B D)
pH6.8 | 0 (025i05| 1 {15 2 { 3 | 4 {5 | 6 {8 | 1012 | 24 i(B5R) 7K 0 {025/05 ) 1 {15} 2 | 3 | 4 | 5 |mm)
BHHH | 0 {16.6 (245 {358 (446 {51.8 |63.1 {72.6 |80.0 {84.9 {89.6 [91.0 {91.4 {923 BH#H®F | 0 246 {358 {505 |61.1 {69.5{81.7 [89.4 (935
BERF { 0 201 {29.3 |41.8 {505 {57.3 {66.4 {72.1 {75.7 {77.8 {80.7 {83.3 {855 {91.9 REWA | 0 1263 (383 542 (657 742864 {935 {964
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B#BF ;0 (323 {445 615 :72.9 {81.7 {94.1 | 1000{ 1022} 1020] 1016 10095 1005} 103.1 BHRF | 0 [31.0 {440 {61.7 {743 |835 {96.7 | 1019 [ 1037 { 1033 | 1049 ; 1045 | 1036 {105.0
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B#®F | 0 {266 37.5|53.1 [63.1{73.3i88.4 |{96.8 | 1005 | 1022 {1031 {1030 | 1041 | 1051 B#®F | 0 302 {426 {609 {722 [81.0 {933 [96.8 [97.7 {97.8 {97.9 99.0 {97.4 {100.1
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(2) &&EIMmHREEERRE
(3) BEIRFRBR CHERR S 7z LR EE DI A S
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(ng*hr/mL) | (ng/mL) (hr) (hr)
DIFT ¥ LIERESE
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4 R EE IR O AUC, Cmax D/ T X — 2 1k, #BRE ORIN, (RIKOBRIEEL - BERSE O
BREAFIC Lo TR D RN B D,
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60mg F—"77] 444 66196. 46 |49. 771+15.41|3.33£0.49(7. 55£2. 01
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TRHERIFH
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451. 09+148. 64 |51. 38+18. 87|3. 67+0. 65|6. 39+1. 11

(Mean+S.D.. n=12)
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UNTFT R LGRS 60mg [ h—U ) CERYERAIZ . 7 n 24— N—RIC R TR B
(VT T B LR L LT 60 me) fRHE AR A 5 1 (n=14) IC &% BEIRE 0 5 L TRz
LARHEEE 2R U 45 5 i SEIBHRE /< 5 A — & (AUC, Cmax) |22V CHERHIBAT 51T > 7o .
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o
1

T T |___|--—--O‘
6 18 20 22 24

VO T T S T B Dk = R R E
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o

0] 2 4 6 8

10 12 14 1
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¥ W ® g N 7 A = X
HIESNT A= BENRT AL
AUCz4 Cmax Tmax T
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UIVTFT ¥ LR BE
60mg [ h—"7 | 299.87+34.53 | 57.77+11.07 4.43+0.65 2.68+0.57
(FEAl. 60mg)
Y I
,}Tﬁiﬁj 295.17+43.80 | 57.25+11.19 4.29+0.83 2.80+0.44
(#E#4. 60mg)

(Mean+S.D., n=14)
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MR L

b) BE - ftREDEE
B - L 2

6) BEA(REa2L—>a V) BICKYHIBB LE-EMEAKASELEER
B - L 2
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