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Preparation technology for orally disintegrating tablets of fresh antler with all
ingredients

WEI Bao-xia, DAI Jun-dong, GENG Di, JIN Meng-ya, ZHU Mei-ling, DONG Ling
Beijing University of Chinese Medicine, Beijing 100102, China

Abstract: Objective To study the critical influence factors in the preparation of orally disintegrating tablets of fresh antler with all
ingredients (ODT-FA) by lyophilized method and to optimize the preparation technology. Methods The lyophilized molding
technology was used to prepare the ODT-FA and the optimal formulation and preparation were obtained by means of single factor test
with promoting cell proliferation activity, moisture content, disintegration time, and appearance as evaluation criterion. Results The
optimal preparation conditions of ODT-FA were as follows: The frozen storage temperature of fresh antler was —40 “C, acetate buffer
was used as diluent to mix with the fresh antler powder according to ratio of 1 : 2, then to homogenize for 10 min under liquid nitrogen
protection with 10% trehalose as lyoprotectant, and the homogenate was lyophilized in vacuum after poured into the mold to prepare
the ODT-FA. The tablets could disintegrate within 30 s completely and its moisture content was less than 5%. In addition, there was no
difference in promoting cell proliferation compared with fresh antler. Conclusion The ODT-FA prepared by optimal technology has
highly biological activity and is easy to take. The optimal preparation process is stable and suitable for industrial production.
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Fig. 1 Lyophilized curve of ODT-FA
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Table 1 Investigation on frozen storage temperature
(x+s,n=6)

YRR /°C

RS | %

-20 40.96+12.76
—40 78.18+14.56"
-80 60.67+16.70"

5-20 CH: “P<0.01
"P<0.01 vs =20 ‘C group

R2 HEHEMERE (x+s,n=6)

Table 2 Investigation on homogenate time (x +s,n=6)

I IHA] / min WG | %

5 0
10 9.161+4.12
15 8.94+2.97

HE (VI A0 1 B AT W e, IR AR 10
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P I FE TR A9 10 min 5 15 min #HEE, 12
I M W E M ZE R (P>0.05), WU e i
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Table 3 Investigation on various diluents (x +s ,n=6)

LSl S WA [ %

K 16.50+8.33

R L 22.61+£6.46
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Kb "P<0.05

P <0.05 vs water group
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Table 4 Investigation on diluent dosages (x +s,n=6)
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Table 5 Investigation on various cryoprotectants (x +s ,n=6)
YRRy A WBEEE | % AR KR /% JFRITTE /s
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15% 1 #& iz 8.53+4.12" M, A 3.81 90
15% H &% 4.94+8.04" H, YL 4.92 60
15% it 50 11.64+4.56 HE, M 5.48 30

eSS "P<0.05 TP<0.01

*P<0.05 "P<0.01 vs homogenate of fresh antler group
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Table 6 Investigation on cryoprotectants dosages (x +s ,n=6)

HT- IR & B | % CN KR % FfRELE /s
i FEH S 4231+11.20 — — —
S EH S K ORT RIS D 50.524+13.38 A, i 7.46 180
10% BBk 50.134+27.32 A, 4.55 10
15%35 b 20.76+12.08"* A, i 472 8
20% 9.764+16.23"** A, i 5.01 5
LRI AR A TP<0.01; LSEHEIAIRGT CRIEFD i ““P<0.01
P <0.01 vs homogenate of fresh antler group; ““P < 0.01 vs lyophilized fresh antler homogenate group
Fz7 WIERAE (x+s,n=6)
Table 7 Results of verification tests (x +s ,n=6)
WIR | % TKE /% JREITE) /s ARPEIR
ity SIS T (%) {?? §10% #HE {%fjﬁ §10% ﬂ?? #ﬂﬁ (}0% BT (%) {?? §10%
WERDH (%) W) (3% EE TR
20131225 12.81+7.69 2623+12.33 12.93+ 3.15 4.42 3.32 160 23 Hth, W A, M
20131226 20.79+9.09 24.05+12.07 29.55+12.05 5.83 4.72 175 18 A, W A, Mk
20131227 24.53+7.37 8.17+ 462 1155+ 598 8.17 433 147 18 He, W A, Mk
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