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Optimization of Preparation Technology and Quality Control of Compound Citrus reticulata Antitussive
Buccal Tablets
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Guangdong Jiangmen 529000, China)

ABSTRACT OBIJECTIVE: To optimize the preparation technology of Compound Citrus reticulata buccal tablets, and to ish

a method for content determination of hesperidin. METHODS: Using the taste, appearance, disintegrating time_an ss\sco
ﬂmtol. The

idim was determined by

as evaluation indexes, L,(3*)orthogonal test was used to screen the amount of Zingiber officinale, ratigqof lacto

preparation technology of Compound C. reticulata buccal tablets was optimized. The cont; Gﬂ

HPLC. The determination was performed on InfinityLab Poroshell 120 EC- ile phase consisted of

methanol-acetic acid-water (35:4:61, V/V/V) at the flow rate of l&m\l{ he\detection wavelength was set at 283 nm, and
(o)

column temperature was 25 “C. The sample size was 5 uL. RE stimal preparation technology included Z. officinale 7
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g, lactose-mannitol ratio of 2 : 1, peppermint oil 1 mL, stevioside 0.15% (by total amount of medicinal powder and filler) ,

magnesium stearate 0.5% (by the weight of dry granule). The linear range of hesperidin was 0.045 0-0.450 0 mg/mL (7=0.999 9).

The quantitation limit was 3.50 ng, and detection limit was 1.05 ng. RSDs of precision, stability and repeatability tests were all

lower than 1% ;

the recoveries was 7.99% -101.65% (RSD=1.53% ,

n=6). CONCLUSIONS: Compound C. reticulata buccal

tablets prepared by this technology are good in taste, complete and smooth in appearance, uniform in color, suitable in

disintegration time and high hardness. The preparation technology is stable and feasible.

KEYWORDS Compound Citrus reticulata buccal tablets; Preparation technology; Optimization; Orthogonal test; Hesperidin;

Content determination; Quality control
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Tab 2 Effects of different types and proportions of bulking agents on buccal tablet
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Tab 4 Arrangement and results of orthogonal test

s L] etlics e
A B C D FE& AN e B
1 I | 1 | 5 5 6 0 43
2 | 2 2 2 5 5 6 0 43
3 | 3 3 3 6 6 7 | 53
4 2 | 2 3 6 6 6 | 50
5 2 2 3 | 7 7 8 4 67
6 2 3 | 2 7 8 § 5 71
7 3 | 3 2 7 7 6 5 63
8 3 2 1 3 8 8 7 7 75
9 3 3 2 I 9 8 7 6
K 189 156 189 186
K 188 185 168 177
kooa4 00 183 178 O
R 75 44209 P r
Ve
; varfance analysis
il % F P
2 4834 59.685 <0.05
3336 2 1.668 20593 <005
0702 2 0351 433 >0.05
0.162 2 0.81 1.000 >0,05
L;%Iﬁ 0.162 2 0.081 1,000
B 13.869 8
2 Foos(2,2)=19.0,F0n(2,2)=99.0
Note: Fos(2,2)=19.0, Fyn(2,2)=99.0
1 10 B kL F 65 C T4 60 min )5, 12 10 H i 8k,

P75 W L T AR TR A 0.59% B i 1R BE (LA Al
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min ZE A7, B RERE T $E R i T2 AT e, AP A Sk bR A
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EC-Cis(150 mm x4.6 mm, 5 pm) ; i sl AH : H - R - 7K
(35:4:61, V/V/V) ; i : 1.0 mL/min; K% K : 283 nm;
FEIR 2 25 °C; PERER .5 uL,
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HE VA VRO o, A5 UAR RS, 3202, 7. 17 T T (3 25 1A AR )
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- 1938 - China Pharmacy 2018 Vol. 29 No. 14

1.05 ng.
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A, 250 B K AT I TR A RSD 4 0.33% (n=6) , &
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[, SR L 6. E%Q

FECR, % TR ELE, % RSD, %
31025 98.41
31127 98.79

20 07 a .
15 ‘ ’1. 1 1.5480 158 31341 100.39

99.74 153
107 ] a/ 1.5062 15502 1.58 31489 101.18

15074 15514 1.58 31575 101.65
15022 1.546 1 1.58 30943 97.99
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“2.7.27 510 B J5 ik R I, L 2. T
FAFHERENE AT E 3 U, 10 sRIE AU AR5
O ARIRT,

RT HERAIEMNELR(n=3)

Tab 7 Results of content determination of samples

(n=3)
e A mg/g T3, mg/g RSD, %
20171026 1.0275 1.0289 041
1.033 6
1.025 6
20171210 09584 0.963 3 047
0.9672
0.964 4
20171227 09783 09759 0.79
09821
09674
3 it

R TR TR AR D SRS AR Ry R
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