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The drug release and swelling characteristics of cataplasms may be evaluated using artificial sweat. In our study, these
characteristics were compared among brand name and generic cataplasms containing nonsteroidal anti-inflammatory drugs
(NSAIDs ; indomethacin (IM) (8 products), ketoprofen (KP) (7 products) and flurbiprofen (FP) (4 products)) using artificial
sweat and the apparatus described in JP 14 Dissolution Test Method 2. For cataplasms containing IM and FP, the degree of
swelling of generic products was less than that of brand name products but there was no significant difference in release
rate. On the other hand, for KP-containing cataplasms, disintegration of the base material was observed for three of the four
generic products tested, and all four had higher release rates than the brand name products. Thus, the drug release testing
method used in the present study showed that the release and swelling characteristics differed between brand name and ge-
neric cataplasms and we felt that it was a useful way of evaluating their quality.

Key words

T

78y TRIGHVHFI O H T b BRMEA S <, IR S RHEBL
TR I TWA, BIE, 65 H AY5AlARAE 2 S
NTHEHY, ZOH)BbHYFVBAFLRX Y b=V %
TG ETH, WhYLE—LD/ Sy THIL290mH,
NSAIDs (Nonsteroidal anti-inflammatory drugs) % &8 9 %
28y THENE 4 5536 H T 4. B 1 %

Thh, ‘BIEMDVEL. »

=77, BEEBEIGIORNL S, BRI SO S
NTHY, BFHIZLARBEBEOMELEDO LN D L)
otz WAANCEL Tk, Shs BROR%MEICD
W, EHHBRRPEARMA L > VT ZITBERAE
SNTwD. Lo, SHHAITIE, RS2 572

il

generic, release test, cataplasm, artificial sweat, swelling

D OIEEAD % P, e P Bz 18 # 3] O 5% 58 RS 5
D72 OOEYFERRIEERBR T A N T4 2] ARdmsh
72 00%, REEBEOHL S8 dh o> Th, LR
BIEDE AN TRV,

FHSIIEEHRIZB T, AT (artificial sweat : AS) &
FIB L7y THOBUHREBE 2 EEL, 2k D,
Xy THRIOB BRI B W THELE % > T2 % [
WET A LTI LY. AREBEE, AYEnRESE
TRHEiS 2 b DT RS, BIEVEETHY, Sv T
F O EME & B % FIRZEHMIC &, a3 R ik 1T
BOLFEIZL LM AT BRI S I DTS S,
2T, AR Z Ol EEE H\ T, NSAIDs &4
DIFEB L OHBRE Sy 7R %, BEEE RO E 2
HIWEBEHEL, #EWEHO—B & 2 A 1ERE Rt 5
ZkE L7

1 L2 R AR & A/ 1-1 ; 1-1, Keyakidai, Sakado-shi, Saitama, 350-0295 Japan



724 EEES Vol. 30, No. 11(2004)
- . 4 AR
RB7A W SBR[ 1 USPR7IZHEHL LY, TP140D ¥ Hi St BR e
1. HBRHEE BB TH Y, HNTER LTV A2E 5 (Paddle

HAMFELUENNE O NSAIDs /3y 7HI 2 FHviz, 1~
Fx 53w (IM)3A| 8 fE (S5l A, B, C, D, B%
I, O, WM, V), # b7a 7 x> (KP)#H 78G5
SRE, F, 555V, VI, VI, I, X), 7viE¥ra7x
v (FP)BLH AR (555 G, H, 1, %% HX)DA5FH9
BAK) % SFH L 72 (Table 1).

2. AIF(AS) DFRH

L MNFICEENLHmAF v BIOTEAF Y OEELREK
B R AEEHVY, ENLEHMAGHOE THEL
(Table 2). AS(3)DFA 4+ VgL pHIZ MFDOH
S e L7z, —7, AS(3)LAhE, Ca® i o i
L0y THOBMEIGE BN E LTHET S AS TH
DeT, Ca DAL DR v NT O LIRME, pH (& TR
Thb. B, Ca iBE(I) LBE% : mEq/L) % 50N
WRL7Z.
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127 58D CaBE D AS 2 AS(S) L IR Z & 12

over Disk, #1400 IF ARG H TIZE 2 FEIHYET3)
R L7z, BB E 121000 ML ROy £V &
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Ay, FA4F—% T8I L2E, vy —
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Ny LV ORIIIILS, BIE A S 3em B2 RV
ORIERDFIHH SN ET S L)1y LAz, NPV
12100 rppm C [0l iz & &, FAERBH4R0.5, 1, 2, 4, 6,
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5. EE
IM, KP B X O°FP 139 XTHPLC(E L= b : LC-
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Table 2. A LIFDHLE DB

L, BaBoRiE e LA ASG)  ASG0) AS(240)
. i NaCl 2.92 5.49 5.49
o RBIR DNy THRIOE & CaCl 0.166(3)  1.66(30) 13.28(240)
G = o 2
BRIy THOER MgSO,  0.12 0.24 0.24
KH,PO, 1.02 1.36 1.36
pH 54 45 45
HE gL ()A:Ca?DIYHEH
Table 1. FEREAI OB
S FHm ®FEM
KEE  FIRBE BHEE REE  FEBE BUHEES
A 10cmXl4cm  70mg¥ l4g I 10cmX14cm  70mg* l4g
B 10cmX14cm  70mg* 14g I 10cmXl4cm 70mg* l4g
C 10cmXl4cm  70mg* 14¢g I 10cmX l4cm  70mg* 14g
D 10cmXl4cm  70mg* l4g IV 10cmX 14cm  70mg* l4g
E 10cmX14cm  30mgH* 10g V 10cm X 14cm  30mg** 10g
F 10cm X 14cm  30mgt* 10g VI 10cmX1l4cm  30mgH* 10g
G 10cmX l4cm  40mg**  12g VI 10cmX1l4cm  30mg** 10g
H 10cmX14cm  40mgt**  12¢g VI 10cm X 14cm  30mg** 10g
I  10cmXl4cm  40mgh**  12g X 10cmX14cm  30mg** 10g
X 10cmX1l4cm  40mgt**  12g

AURAROUER, N TOTIVER, e JLETODIVEE



EEZES Vol. 30, No. 11(2004)

725

AP
) P)avo—-yryg EEimm

ATULRIR F&E5mm

7 TOUIAR EE2mm

- BEEBRATULAR EE1mm
R—LE—

INR—ILE—

Fig.1. 5=V ¥ —(fE) L/E— 5 — ()

SCL-10A, #—hA v ¥ 27 % — SIL-10Ax, 7 O
FsSw 7 CC-R5A, 719 LF—7 > CTO-10A, WE
AEYERT, A ZMEHA L7, & T L0 Inertsil C8 (4.6
X250mm, 5pm, ¥ — TV A T2 A, HE)EH

y  ATULRO—YUY [EE05mm

VW, WO #H] S IRE60C, Hil. 5 mL/min TE &=
L7, 2oftioEmsid Table 3 1277 L7z,

6. BRE
W BRI BT BE%RDB L U5y THRIOBHED
R LT tRET v,

& e
1. BHELEORE
G OPEREI & AS(S) % Table 4 (Z/R7. HH|IZ

LRI RZYD, AS(S)bFER o7z, 198K 9 8L
ST RS

AL, Ca* & FE A%30~40 mEq/L O AS T
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Table 3. HPLC D& G) (Fig. 245), #5/5 THIO BB - 72
B oy, BEEE  AEMEEME
M 45:55 265nm —* 2. KSR
KP 60:40 259nm 4-Hyg{:xmy;eensztgic acid W R ERRE R % Fig. 3, 4 B X U5 12/-7. IM, KP
FP 55:45 259nm 4-Hy<1111:%)é¥l})]cl:re1§$f acid B L UFP F‘aﬁf“éi}Zﬁ%F&ﬂf’ﬁ@ﬁktﬂ?Aﬁ(iké CERY, AS
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AVRAZL D BE FhFaoz 8| ZILIVETODz EH
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MH#® A B ¢ D 1 @I W N E F V VI W W KX G H 1 X
AS(3) 351 3.02 268 4.69 3.60 326 3.50 3.55 3.90 3.18 FEiE 3.57 3.19 HEiE HEIE  EAiE 578 574 3.43
AS(30) 225 134 140 — 125 124 1.13 134 144 113 152 142 097 — 134 162 118 — 163
AS(35) — — — — 099 093 099 099 — — — — — — — - - - =
AS(40) 126 098 111 — — — — — 105095 133 093 — — — 095 135 — 116
AS(45) — — — - - - - - 09 - - - - - - - - = =
AS(50) 102 — 101 - — — — — - - 113 - - - = - 123 — 093
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AS(70) — @ — — = = = = = - - - = = 093 - - - - -
AS(80)) - - - = = - - = - - - - - = = — 097 120 ~—
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AS(140) — — — = - - - = - - - - - - 098 - - - =
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AS(170) — — — = - - - - T - = 099 —
AS(240) — — — 100 — — — — T - - - -
AS(S)  (60) (40) (60) (240) (35) (35) (35) (35) (45) (40) (60) (40) (30) (70) (140) (40) (80) (170) (50)
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