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Preparation and evaluation of Double-layered tablets with
fast-acting and long-acting tablets containing Itopride
Hydrochloride

Su-Yeon Kim, Na-Eun Lee, Min-Seo Park, Na-Hyeon Hwang, Young-Il Kim"
Dept. of Pharmaceutics & Biotechnology, Konyang Univ.
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B 298 9)5te] EFG7I(ENERPAC, KOREA), vl &
A71(FT-1020, USA), 2 E=5471(FUJIW ARA, JAPAN),
£Z7](DS 8000, LABINDIA), UV-Vible spectrophotometer
(UV-1280, SHIMADZU)E AF&-3F31th
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AA AZE Yste] Itopride HCI(SYMED), Starch,corn(S
AMCHUN), Lactose monohydrate(SAMCHUN), Kollidon®
CL(D-BASF), Carboxymethyl Cellulose Sodium(S.P.C.GR
Reagent), Magnesium stearate(SAMCHUN), Hydroxypropy
1 methyl cellulose 2208( WHAWON)S-¢] A] k8- A3} T}
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Itopride HCl §Hi-ah= o]F4 9] & A3 242 [ 1]
¥} [F 219 Ao we) Az=s vk £ A 24 Lactose, 2
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[3% 1] Formulation of Immediate relase layer

Contents .
Formulation
(mg)
Itoprde HCl 50.0
LH 139.0
Kollidon CL 4.0
CMC Na 6.0
Mg.st 1.0
Ethanol
(L) q.s
Total 200.0

[¥ 2] Formulation of Sustained release layer

Formulation

B C D E F
(mg)
Itoprde HCI ~ 100.0 100.0 100.0 100.0 100.0 100.0
LH 1465 1415 136.5 1285 1235 1185
Starch
12.0 12.0 12.0 30.0 30.0 30.0
.corn
CMC Na 10.0 10.0 10.0 10.0 10.0 10.0
HPMC 2208  30.0 35.0 40.0 30.0 35.0 40.0
Mg.st 1.5 1.5 1.5 1.5 1.5 1.5
Ethanol
(L) a.s q.s a.s q.s a.s q.s
Total 300.0
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3 5] Hardness of Double—layered tablets for Itopride—HCI.

o]-23 A EaesE =59
1-6-3te] 258nmel| 4 = Sslt Formulation Hardness (kgf) £S.D
A 4.5%0.5
A=s 2234 (Limi B 4.07+0.115
37 7= $A(Limit of Detection)9} 7 &3 (Limit of c 61740286
Quantification) D 4.67+0.569
Itopride HCl A4 2L theo tielste] A&3kA 9} | B 47720795
opriae B = =1 Ho = F 4.33%+0.551
FIAZ T3
=0. ><
LOD=3.3%(o/s) A4 S
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[3 3] Weight variation of Double—layered tablets for Itopride—HCI 0.3 RSl
0.2
Formulation Weight Variation(g) =S.D 01
A 0.4976+0.002 o . e r - = =
B 0.4972%+0.003 conemsmmediigfed)
C 0.4976+0.002 i
D 84gigi888§ [z 1] Calibration curve of Itopride—HCl
E A4 +0.
F 0.4973+0.002 -
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[3 4] Friability of Double—layered tablets for Itopride—HCI. a0 T 1
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[23 2] Dissolution of Immediate relase layer with different ratio
of Kolldion® CL

Formulation  Tablets weight (g) Loss weight (g)  Friability (%)
A 6.45 6.418 0.50
B 6.453 6.391 0.96
C 6.455 6.421 0.53
D 6.443 6.323 1.86
E 6.406 6.161 3.82
F 6.45 6.402 0.74
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[29 4] Dissolution of Double—layered tablets

46 7Z3A(Limit of Detection)¢} %
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layered tablets for Itopride—HCI

LOD
LOQ

0.11292329
0.34219178
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