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Preparation of Clozapine Oral Disintegrating Tablets

FU Wen-heng( Haikouw Longnan Pharmaceutic Science and Technology Co. s Ltd. s Haikou 570208, China)

ABSTRACT: OBJECTIVE Clozapine was used as the model drug to develop oral disintegrating tablets. METHODS The formula-
tion and preparation process of clozapine orally disintegrating tablets optimized by single factor experiment using sedimentation volume
and disintegration time as the main evaluation parameter. RESULTS Clozapine orally disintegrating tablets were prepared by lyopy-

ilization, containing the inactive ingredient: mannitol, gelatin, xanthan gum, aspartame and field-mint. The prepared tablets tasted
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fine and could disintegrate in 5s. The in vitro dissolution test indicated that 94% of clozapine dissolved in 3 minutes from the oral dis-

integrating tablets. CONCLUSION  The prepared clozapine oral disintegrating tablets disintegrated rapidly in oral cavity. The

process of preparation is feasible.
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0 JF A A0 i B BB o %) e 2> e KO T A
BURE 2, 1 W B g B Rl e, Oy ' MR 2 4R A T 5
EN2) . EECT R AR SR ORS Rl 25, H AT, [ P B R
FAM SR 3530 570, VB W87 RS oy Z0E B AR 2
W, B SR IT R T A R, R DA R s 2 ) R
PN, Y B 55 N G B AR 1) f 4

T IR 1k I Uk vk o) 4 T s A T A
fAf o, A, e EA R R AT A R R BRNA Rm AT
7K FL 5 A o R A TR, S B RN . AT ST B K
PRI LAY R Tk i 4% SUECE 1 BT AR, 160 v 08
YRR, TSk R EL o st
1 M5

AT R BN ARILHI 25D, IR Qi R 45
PR AR, BEE T KE e iHmTag D,
WS ¥ P T 23 WA e A BR 2 0 ), BT ] g 3 Y 9 1 i ok
FUAT BT D, IM — LB6O [l A4 % i M 17 - A2 L 1 i S 4
J7), UV 2450 %453 66T CREE A |l D), GLZY - 0. 5B
BT LW AR A TR 4 A PR A ), ZRS -
8G B RE LM AL CORAER ARG 2 ALART D s
2 HHEEHER
2.1 WJjil
2.1.1 CHAEHGHRGERE AR T, 5 IE
ARTE ) o i T 5 R kg W 1 300 P A ), K P e
Gy 1Y s B H SR T A8 I 0B A 305 Ot 1) U, I e kg s 4
TRAW, VR TG T B IR TG 78 T 45 44, AT i I 24
JEREINIE ELFRAR T W61 1 (0 G R 15, P 3 o T R 1 Je
BT 42 AL T LR 2508 B, 2% T PVC LR F O
0.6 mL), %15 254 b 57 AM L5 i i 3 5O 1) C O vk B
% 8em FUTZUELN—5K, P4l T K5 7= WL Py L 3 0 & Al Ak K &2
SEATINR K 2 B IR AL, WAL i i IR) ), S5 SR WL 1.
xR1 RAITEL AT X

Tab 1 The prescriptions of the moulding technics table
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1 2 3 4 5
HiEl/g 8.0 7.0 6.0 5.0 4.0
W/ g 0 1.0 2.0 3.0 4.0
HAT/g 4.2 4.2 4.2 4.2 4.2
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Tab 2 Results of effects of suspending agent
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1 2 3 4 5
H s/ g 6.0 6.0 6.0 6.0 6.0
kg 2.0 2.0 2.0 2.0 2.0
AAEF/g 4.2 4.2 4.2 4.2 4.2
R/ g 0 0.5 1.0 1.5 2.0
4lifb7K/mL 100 100 100 100 100
HWUCHEAB 034 0.77  0.94  0.95  0.98
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Tab 3 Results of dissolution rate

WOREIN () /min - ST DR R I/ % SUECE R i %

1 76 5
3 94 20
5 96 50
15 96 88
30 95 98
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Tab 4 Results of accelerated test

TCERRL R AR W HE/ % R /s S RE /%

0 3 el 91.8 4 102.3
1 BRI 91.2 5 101.5
2 R 92.4 4 101.8
3 R 92.6 6 99.7
6 W 91.5 7 100. 4
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