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Determination method for in vitro disintegrating time of oral disintegrating tablets of Chinese herbal drug
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[ABSTRACT] Objective: To develop methods for determining the disintegration time of oral disintegrating tablets (ODTs) of
Chinese herbal drug,and to select the evaluation method with good reproducibility, resolving power, and in vivo and in vitro
correlation. Methods: Several placebo ODTs and Chinese herbal drug ODTs were prepared. Their in vitro disintegration time was
determined by self-developed method and routine methods,and the results were compared with the oral disintegration time. The
reproducibility, resolving power, and the correlation between in vivo and in vitro of those methods were evaluated. Results:
Different determination methods obtained different disintegration results of the same tablet. Graduated cylinder and improved
disintegration apparatus both had shortcomings and their determination results were very different from that of the oral
disintegration time. Our self-developed disintegration device could better determine the disintegration ability of the ODTs, and
the result was closer to the oral disintegration time, with clear end point of disintegration and better reproducibility, resolving
power,and the in vivo and in vitro correlation compared with other methods. Conclusion: Our self-developed device is suitable to
determine in vitro disintegration time of ODTs.and may serve as a reference for quality control of ODTs.

[KEY WORDS]| Chinese herbal drugs;orally disintegrating tablets; disintegration time;analytical chemistry(TCD)

[Acad J Sec Mil Med Univ,2009,30(7) :846-849 ]

H B 3 fi# B (orally disintegrating tablets, ODTs) & — #f i Bk BB R R CCD Camera 3#:5  TabAll 327 45 R

EOEHNAT K AE I E (1 min BP9 A A 5 #7169 R 71
B AT JUAS 7 W Bl A/ B R] 58 A 24 5 B L O A Ok 1N Ak
X ODTs B I & 5T & Jre Vil A8 S Ak 57 FH 5 AR il 570 A% 35 11
SR HEAT o 24 0 700 b 7 0 L A e it L AR R R R Y
BAR 2GR, ODTs S — Bk ik 57 B, X Lo 42 42 1 4
T J AR BT R) A 77 LSRR E I P9 A 24 SR A TR 1
HA R 8 8 IS 1D 7 7 5 X 20 T ODTs /9 & ), SCiik o
SR FH 000 5 5 3 A R R T R R A AT A AY

[KFEBEE] 2009-01-15 [#£ZH#] 2009-03-02
[(EE®BA] K& MBI+, E-mail: ty1998_2000@163. com

SE LA R 2 0 R R R S Skl B 4 Ei?#
Tl v i fige Bt (D300 2 Oy 5k L 5 R A R GRS L AR X
R AT T O HE RS L AR B A R A P A A G
PEIF R F R CRLAS TP 25 T ) A A s ik s R S D i R
il F B B R AR R S,

1 ##FK %

1.1 Zhapfe i PUESTHHREY 1.2CA D 5L 4

“ @ i AE# (Corresponding author). Tel:021-81871286, E-mail ; ggss99(@126. com



ST AR P2 R PR A AR I BRI AE D ik B 5T

o 847 -

F(A) R Mg BB (C) (36 E BrAE & FD LRI
RIBNILE T (B) R IR TR B MM R B AL~ 20 A BR A
D LHEREGEE P BRAED Mok R CEE LA FD .
ZP-130 Jie % 2 R AL C R R AN 25 MU B A )DL 78X-3C
AR50 22 IO S AL C g B 25 R A 2% ) , RCZ-6C BIZ5 W)
VL A C R EE 2R AR T )

1.2 HMEE

1.2.1 HFBMEEDT 1R 30 B B FEE
TS AEAE A b MR R % A B C K KR 37°C LK
TRt 03 090, 4 DR R DB T B, D B
R LI H A R T B RR A sh D i R i 8 R
FIRNEG T IEAY R TR D A B E 8 R R A
B A A T TT UG VT B R B, O R 43 A OF 4y
v e T ST e D R W Bt okl Nl K

1 BHEMESR
Fig 1 Self-developed disintegration device for ODTs
A:Container; B:Screen mesh;C;Medium; D:ODTs; E:Rotary shaft
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Fig 3 Disintegration time of Chinese herbal drug ODTs as determined by several methods and human sensory test
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