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Abstract: Objective To establish and evaluate a method for determining the dissolution of Rebamipide Tablets in vitro. Methods
The paddle method was used for the dissolution test and the rotation rate was set at 50 r/min. Useing water,pH 1.2 hydrochloric acid
solution (containing sodium chloride), pH 6.0 Citrate - sodium dihydrogen phosphate buffer solution and pH 6.8 phosphate buffer
solution as dissolution media. HPLC was used for the determination of dissolution quantity. Results There was a good linear
relationship between the quality concentration of Rebamipide and peak area in the range of 5.533—221.334 pg/mL (r = 0.999 9).
Specificity, precision, accuracy, solution stability and durability were all good. Conclusion The HPLC method is simple, which

improve the specificity and accuracy of dissolution determination for rebamipide tablets, and it can be used for the quality control of the

preparation.
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1-ZEERi RN 2.44 g, Ji/K 1000 mL, BIF3) -BER
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Fig.1 HPLC chromatogram of rebamipide
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SERKW], I EIREFAE 5.533~221.334 pg/mL Z6PE
KARE
24 RN HIEER

3 S B URAEAE 4 AN R0 R VA
i R AR 4 AT L BUE R 6 (AL
£ 0.45 um) FIZREFN (PES) (fL4% 0.45 um) 1Eh
gk, AR S ELYRAEO RO i LR
(K95 HEVBAE 3 250 (4 000 r/min, 5 min), )53
250, 2. 5. 8mL JEHUELIEM, Ry FEE 10 uL i
NWAHEEAL, K, 5o E gl Gtk
WD AR AT LU



* 1262 ¢

L¥igeatz Drug Evaluation Research 35 417 S 7H#] 201847 A

45 WORAE pH6.0 A JFUR1 pH6.8 A, AP
DRI AR IS, M9S5S mL J5, VT
U e o 2O A B 2 48 << 2%, 2 W5 v s 120 o AT
Lt , Ik 18 St B B YRS RS A, i B YR
AR IEFE L 5 mL J5, %32 20 i Bt 5%
W, Ak BRIL 2 B BURIRE AT I AL B,
ZHIVEHE 5 mL; pH1.2 S JBAK A Brfy, PFh g
WIS P, FE AT SO B O A S, TEI
G, I ZAEFRAEIE 2 BB PR S 34T B O A
25 EEMHER

PER TR BURE 6 Fry 20 SRS SRR
Ui, TR 2.1.2 R AT T 45 min HUK
10 mL, yEit, MR A A i .

X SR R F] 2.1.4 TR

P FIRITIEPATERAE S 2 0] BT 6
R, R R LIRS 10 uL, 53
ENVA R, il s, ek Ea .
SR DRATIEEE M RLF, 6 RS EIREF 1
SR A 104.4%, RSD A4 0.87%.

2.6 FEEEEER

MR MR 7k, ARH M, AFRSEE AR,
AN BB . RSN S e &Y
Rz . 85 B WoRA Tk R S A, 12 4
FE i i LIRS I~ B4 102.7%, RSD 4
1.91%.

2.7 MNAEEEIE KL

XTI 7] 2.1.4 TUF

50% BRI : BT FHIRIZ) 18 mg. it
URAE T IEOBZT 11 mg, 23 5k S F00E , & 17— 200 mL
T, 0 pH6.8 MR EhZ P& &, A 30 min,
A, R BB, IE, SRR AR
W “FATHCH 3 1o

80% MR A : BV IR 18 mg. Hi [
URAE 7 EURLZ) 18 mg, 23 RS B K€ , & [7]— 200 mL
T, i pH6.8 WML Hh 4% s =, 7 30 min,
A, B BB, WIE, SRR AR
Wo “FATHCH 3 1o

100% PR A U 4RI 2 18 mg. Bt
URIE ORI 22 mg, 43 RS B K€ , & 7] — 200 mL
T, N pH6.8 WML Hh 2% piifid &, 7 30 min,
A, B RS, IEUE, MR N AR S
o “PATHECH 3 17

K EIRVER 10 ul, 20 BINE N WRAT G

T, R IR, FAMRIE TS I P i
CLRFF O 8, tFRRIScR . 85 R B oR AT
FERUF, 9 By i i IR I P34 [RIR Oy 98.5%,
RSD {H 4 0.9%.

28 HiX@BBRIEEHER

PRI ORI A B0 HOCAS i 4l by 3 i
CAIAIS T 5 EIREF 22 mg), K% FRE, & 200 mL
s, IEEA TSR GEHA DB K
pH 1.2 ThiR (&AL, pH6.0 MIIR-TFIR — A
WP pH6.8 WEIRZZ MWD, H A 30 min, JHA .
SERE PRA) ILUE, HUSRUEMAE A AR S

B A A R A N CE, 40T 0. 44
26.5. 31, 36+ 41 hWfA] ST E, TSI E
ME R O IS AT bR 25, 5 8EA T AE
AN ) A A AN ] ] s (R A e

S B R AR R (UK. pH6.0 /5. pH6.8
A FOLESEWAAE T ICE 41 h g ; SR (pH
1.2 S0 FEZMAE FICEATEE , WORE i B B
HEFE
29 fitAMER

i) PRS2 56 H (AE T 51 S 80R A2 /AR 4L
I, W5E &5 RAZ MRS . TS HUE LR
1, R R B Irh— A28, WA EL R 7k —
B, Ao B IR G 2B RE T SR A
A, MIE 25 5 07 VR R B S E T U,
T mZE . 45 R BoRTof s RGP AR .
R BRIV IE . FBhAH LLBI Rl (it AT,
s P e ELRARE PRIV HH P TE B S8 7 e, W HEE Y RSD
BINT 2.0%, AT7ikm HVE R GF.

210 MELHR

SR (R E 25 2015 AERRER DU H ROl
JriEPl 5 212 B AEIEA T I I e . 4y
SR AR S ORI B A, /E 326 nm [ K
A E R RE, THEARE A IE . S G
W B 2.1 P R AR, U3 CL R De ) e
MBSIMRETT ERE R IR . R 2 20 R
AN ' FE TR i R AT CE 2 I 1) 1 ) 7
Hh 2 .

45 3 PR HPLC dLIA R 45 R 55851 o e
AR, 1 10 min J5 IE S5 R EECE N, SR T
B PR B

P 2 S SR FH o RO B B0 5 1) Sy 7
H il AU7E pH6.8 BRI h It ith 2. 4521



L¥igeatz Drug Evaluation Research 35 417 S 7H#] 201847 A

* 1263 -

F1 WRAMENES

Table 1 Results of durability determination

e SRSy PR RSy .
A B 5% % RSD/%

F K (nm) 321 100.4
326 100.5 100.4 0.06

331 100.4

M CO 35 100.4
40 100.5 100.4 0.10

45 100.3

AR E 1.0 100.4
(mL/min) 1.2 100.5 100.4 0.06

14 100.4

B8 LA 95:105:1 100.7
100:100:1  100.5 100.6 0.11

105:95:1 100.7

TEIRIR 100:100:0.8  100.3
100:100:1.0  100.5 100.5 0.15

100:100:1.2  100.6

T Agilent 100.5
Agask: 100.5 100.5 0.00

YMC 100.5

F&2 HPLC EF UV ENER#URHEREVE R b
Table 2 Comparison of HPLC and UV methods for
determination of the same batch samples

WCRE I i) /mi HPLC v
S H/min
WHE/% RSD/% WHE/% RSD/%
5 17.1 55 17.6 72
10 583 2.1 58.7 3.5
15 85.5 1.8 85.2 2.6
30 100.2 1.5 100.8 2.3
45 103.8 1.2 104.2 2.1
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Fig. 2 Dissolution curves of original tablets (control) and
self made tablets
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R A E RS b, S22 5 IRE i b
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TEMAAE T, REICLT M S e 18 10 15 UG 30 T () 161 57
wWHAT AP, AR A B EE , B% HAR L,
BEHIK. pH1.2 R (5. pH6.0 HIMLIR-
IR AN . pH6.8 TEIRZEM, A AR
K H 900 mL.
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