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Technological optimization and quality evaluation of Xinjianwei Tablet

LI Yun-xia"*%, DUAN Shu-ging', GUO Yan-ling"?
1. Jingfukang Pharmaceutical Group Co., Ltd., Chengde 067000, China
2. The New Excipients of Traditional Chinese Medicine Engineering Research Center of Hebei Province, Chengde 067000, China

Abstract: Objective To optimize the preparation for Xinjianwei Tablet, and to establish a method for the quantitative determination
of hesperidin. Methods The new process used dried tangerine peel raw powder as medicine to replace the traditional water decocting
process. The effect of the new process was verified with the content of hesperidin as evaluation index. Results The new process is
superior to the traditional one on the premise of the basic substances and the total yield did not change basically. RP-HPLC was used to
determine hesperidin and the linearity was good in the range of 10.1—202.5 pg/mL, » = 0.999 9. The average recovery was 98.37%
with RSD = 1.0%. Conclusion The improved process is more rational and simple, and the method based on HPLC is simple, reliable,
and reproducible. It could be used effectively for the quality control of Xinjianwei Tablet.
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Table 1 Technological parameters of existent formulation (1 000 000 tablets)

oo IREEN / BRBGRE /0 AL GOR. R MR/ WRREE /0 HPRINTE /0 UKL / kg

kg kg 3uRZH kg kg T min (100 7 &)
061037 350 196 110 30 39~42 80 490
061033 350 200 110 30 40~45 80 486
061035 350 203 110 30 40~44 80 487

*2 MULRIZSHE #MK 100 7 HEIEER)
Table 2 Technological parameters after optimization (1 000 000 tablets)

oo BRIREM /1 BREC. BB AR S%IEMH WORRREZ /0 HURIRTTR) /0 WRAGEAE / BURITE kg

kg K 4 WRZ5HK) / kg HE /kg C min (kgmin™") (100 J7 )
060739 350 150 300 39~42 40 0.10 478
060740 350 150 300 40~45 45 0.09 490
060741 350 150 300 40~44 50 0.08 483

22 FHRERPEEENESNE

221 ik AR Inertsil ODS-3 Cig £
(250 mm X 4.6 mm, 5um); AN HEE-7K-UK S
g (40 160 :0.3); AR 1.0 mL/min; W%
£ 283 nm; BEFFE 10 pL.

222 WREEIIEIE RS R PRIORS B TR
G, E 25 mL SR, 0 R A R 0.405
mg/mL [, 3857, AE Rk IR

223 AEKM I BURS 10 fr, WA, RS
ERRECHHE S F R 0.5 g, & 50 mL HIEHEILIN
i, RSSO TEE 25 mL, BROCRE, A AR 45
min (250 W, 40 Hz), JRE=E, FoEkE, FEE

AR TR, REAY, UEE, EUERUER, BN
224  [AEAER SR IO HIR F AT A5 2RI
ECATC AN 25 B B R IR I, 204 18 v i %
X PRI E

225 LBEMERE CFERED 2 SR
PEALR TR R R T 0T L A S A B i
MV 10 uL, VENBAH (S, d sk g K,
W 1. SRS REZ AT, s AT
PORF AT (e, n] 5 HAR o 3k B LR 4 B
22.6 ZPERRFE  RGE U R0 AR
(0.405 mg/mL) 0.1, 1.5, 2.5, 5.0 mL 4} %% 10 mL
s, F PR E 2, TR %5 B O S (40.5
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Fig. 1 HPLC chromatograms of hesperidin reference substance (A), negative control (B), and Xinjianwei Tablet (C)
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Table 3 Content of hesperidin in 20 batches
of Xinjianwei Tablet

fit 5 B S mg AT | S R/ (mg T
070412 0.16 101012 0.16
070415 0.17 101016 0.16
070418 0.13 101017 0.18
070420 0.15 101018 0.15
070511 0.08 101020 0.18
070512 0.10 101102 0.17
070514 0.09 101103 0.22
070829 0.04 101105 0.21
080810 0.07 101013 0.17
090107 0.12 SEE{E 0.15
101011 0.15

BHE S AR BT B R 1.4 mg/ Fr, SRR
BONTE 10.7%, FEECRAG HED J5 AT REEBLAT BT
{75 AR B PR T 2 S A i JE /K B R PR
TR KA AR PEARAIG, BRAT J7 00 46 2 1 4
LEVNEE
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Table 4 Content of hesperidin in six batches of Xinjianwei

Tablet produced with improved process

= B/ (mgg ™) BB 1F / (mg Y

060739 3.24 1.62
060740 2.98 1.49
060741 3.12 1.56
130601 2.78 1.39
130602 2.82 1.41
130603 2.80 1.40
FAME 2.96 1.48

234 2 BT ZHHHEE h HAREE LR (AU
FRE R RS TR PR B
AY, BRBCHE R SR R . ZEBTE S A s T+
FRIRATARAER AL Ty Th, RIER & 40 g, SEH
THEN 8~12 g, 30 g WM ENHIEL: TEBN)E,
MR ARy RNt 28 g, (HIE/D T HER R (30 g
WD) 15 g, AT PR EEA TS, A5
PSR E (AR 0.5 g/h), IR ERAT
A
3 g

TGN TR A PR R R I T,

x5 2MIZWHES R 6 DUEREMER

Table 5 Results of six indexes of Xinjianwei Tablet produced by two kinds of processes

fit WA [ (mg ") BRREAN /% EH BRI TE /min ZAMERE /% ZRKD /% BEE /(mg Y

AT L E ik 1 4.80 97.90
HEIK 2 6.20 96.00
IR 3 7.40 96.60
FHE 6.13 96.80
gk T2 #kl 6.80 97.60
HEIK 2 7.10 95.40
LK 3 7.50 95.90
P 7.13 96.30

15.00 0.26 4.70 0.15
14.00 0.22 6.10 0.15
15.00 0.25 5.20 0.14
14.67 0.24 533 0.15
8.00 0.25 430 1.62
8.00 0.21 4.60 1.49
7.00 0.26 4.70 1.56
7.67 0.24 4.53 1.56

B IR BAE T A, RAErIAT, AT A
AL, 1% VR E TR R R BRI T 2 0
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SRS e R T R AT B S, &I
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