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Studies on orally disintegrating tablet of diphenhydramine hydrochloride and
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[Abstract] Objective To optimize the formulation and preparation of diphenhydramine hydrochloride and caffeine orally
disintegrating tablet. Methods Melt granulation technology of steric acid and API was used to mask the unpleasant tasting of
diphenhydramine hydrochloride. The tablets were prepared by direct pressing the dry powder with CCMC-Na as disintegrating
agent. The formulation was optimized by orthogonal experiments to achieve the shortest disintegration time and the best taste
correction. Results ~ The optimized formula of orally disintegrating tablet was as follows: diphenhydramine hydrochloride 25 mg,
caffeine 60 mg, stearic acid 25 mg, aspatan 40 mg, blueberry essence 7 mg, mannitol 45 mg, MCC 210 mg, CCMC-NA 25 mg, SDS
8 mg and magnesium stearate 5 mg. Conclusion This preparation method for orally disintegrating tablet of diphenhydramine

hydrochloride and caffeine is practical and easy for quality control.

[Key words] orally disintegrating tablet; diphenhydramine hydrochloride; caffeine
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20B #3 FE HIL (A BH 3k AL 25 W % 45 ] ) ; DHG-
9626A HL HIH IR S TR (IS 2 S i i
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ZPW17 Jiedk =0 A1l (v R 30 il 25 ML BR A
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232 MCC Hlf#%%g

AbJ5 e MCC &= IK T 170 mg B, R 57 19 i
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25 HMERER

TR MR R AL | s R W L AR 4 K
(CCMC-Na) DL B3R HBE e by 4 | AR HUAR R 9 21 4
R 4R R A AR RIOCR . M RR R T, CCMC-
Na fJifftEicds, R mifdsti, FdestJrd cCMC-
Na &, 4538 L3 2. CCMC-Na iy 5.5% i} jii fit

2 CCMC-Na B=x 08 F B fRET PRA S0

(%) R (2/s)
15 76
2.5 60
35 63
45 64
5.5 57
6.5 61
7.5 74

2.6 EERLE

T RSB RR AN (SDS) AT BEAL R Mok 11, ik
AR A ) AR 1 o 388 VRl R R,
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*3 EXEHEKER

KF A(MCC/mg) B(CCMC-Na/mg) C(SDS/mg) D(BEAREREE/mg)

1 170 20 2 2
2 190 25 5 5
3 210 30 8 8

25 b, R E RN 1 R AL Ty
JpER R AR MFHLW] 25 mg, MMAER 60 mg. A i 2
25 mg, FIEIMALE 40 mg, W& AHAE 7 mg, H 2B
45 mg, MCC 210 mg, CCMC-Na 25 mg. SDS 8 mg.
MEAEMREE 5 mg, &7 T 450 mg.
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G 5 PR MO TR A% 9t i B X 1Rt 00 i el A
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3 170 30 8 8 29, 28, 30 63, 58. 55 3
4 190 20 8 31,33,32 64,58, 57 3
5 190 25 8 2 31, 30, 28 52, 54, 56 2
6 190 30 2 5 28,31, 29 63. 60, 58 4
7 210 20 8 5 34, 35,33 46,45, 47 4
8 210 25 8 34,31, 33 48, 47, 46 4
9 210 30 5 2 32,33, 35 54,50, 55 3

T fFk1 27.0 30.7 29 28.3

fififFEk2 29.7 29.7 30 29.7

k3 33.3 29.7 313 32.0
R 6.3 1 2.3 3.7

ek 210 20 8 8

k1 59.7 56 56.3 54,7

HAfik2 59.7 527 58.7 55.7

K3 493 60 53.7 58.3
R 10.3 73 5 3.7

K- 210 25 8 2
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Bt 81676.000 27
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FE a5 A (%) ik (%)
1 89.83 104.31
2 87.39 100.20
3 91.70 104.59
4 87.07 98.34
5 95.01 101.62
6 95.81 102.62
M 91.13 101.95

HIEARAE . 30 min B, B IR 5 ml, 8, Hegk
DB IR A A AV s TR e DX R, A 23 B
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L U R, A9 0 T R R RO
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B R TR LG, 9 35 0 BRI o 300 3 AR 5 R 57 5 751
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