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Study on revision of test methods for Tongkang Tablets
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Abstract Objective; To improve the specification and optimize the test methods of Tongkang Tablets. Meth-
ods: Dioscoreae Rhizoma and Citri Reticulatae Pericarpium were identified by microscopic identification. As-
tragali Radix, Atractylodis Macrocephalae Rhizoma, Saposhnikoviae Radix and Citri Reticulatae Pericarpium
were identified by TLC. The content of astragaloside in Tongkang Tablets was determined by HPLC-ELSD. A
Thermo Hypersil Gold C g column (4.6 mm X250 mm, 5 wm) was adopted, the mobile phase consisted of
acetonitrile-water (35:65) , and the flow rate was 1.0 mL - min~'. Results: Dioscoreae Rhizoma and Citri
Reticulatae Pericarpium had the microscopic characteristics. The TLC chromatograms of Astragali Radix, At-
ractylodis Macrocephalae Rhizoma, Saposhnikoviae Radix and Citri Reticulatae Pericarpium had the clear and
specific spots without the negative interference. The linear range of astragaloside fell into 0. 026 618 — 1. 703
526 pg(r=0.999 3, n=7), and the average recovery was 96. 5% (RSD as 2. 1% , n=6). The contents
of astragaloside in 11 batches of samples were 58 — 106 g per tablet. Conclusion: The methodological valida-
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tion showed that the improved specification can be used for the comprehensive and effective quality control of

Tongkang Tablets.

Key words: Tongkang Tablets ; astragaloside ; TLC ; HPLC-ELSD
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Fig.1 Powder microscopic characteristic map of Citri Reticulatae Pericarpium and Dioscoreae Rhizoma( x400)
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Fig.2 TLC chromatogram of Atractylodis Macrocephalae Rhi-

zoma
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Fig.3 TLC chromatogram of Citri Reticulatae Pericarpium
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Fig.4 TLC chromatogram of Astragali Radix
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Fig.5 TLC chromatogram of Saposhnikoviae Radix
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Fig. 6 The chromatograms of standard solution( A) ,test solu-

tion( B) and negative solution( C)
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Tab.1 The recovery results of astragaloside in Tongkang Tablets

Y=1.668 2X +5.621 5 r=0.999 3,
45 2 B9 HE F A FE 0. 026 618 ~ 1. 703 526 pg
T NERPE R RAf.
2.4.3.3 REEIRE E2.4 17 WEAERMET
i 2 R[] — b3t VA5 U 6 R, A B S Y 1Y)
g 58 we - AL RSD N 1L 1% , AL EKS
IR,
2.4.3.4 EEMERE  HERE—HAES (IS
180102) , 3£ 6 {1y, % 2. 4. 2. 27 T F 77 ¥ i 45 ik i
ARVATR, TE 2. 4 17 WA R AT U, A5 3 B T
FHEE &l 58pg + 7' RSD Sh2.0% , &%
HEEEMRLT.
2.4.3.5 faatkEilns BOHbE AW 1 By (kS
180102) ,7E“2. 4. 1" Wifa & & F T 0.2 .4 .8.12
F124 b, AR R H R A i 58 g -
B RSD h 3. 3% , AL A AR 24h PN ERE
PR AT,
2.4.3.6  JAERMOCRIAR K FRILC A& =Y
P (A5 180102) £ 0. 5 g, B HIEHEIEI H M %
T B A X IR 50% H BV T 25 mL (5 B 1
A 118,34 wg) , #2°2.4.2. 27 T J7 i il 48 A4k
ARVATR, TE 2. 4 17 AT e 5 R 1,
2.4.4  FERIE
BT HERE S, #5024, 2. 27 R J7 32 A8 A o 7
W, FE2. 4. 17 WA Z 0 T e, T s s
AR 2,

RS JARE UEEST & P-4 Il RSD/
(sample content)/pg (added)/pg (detected) /pg (recovery) /% (‘average recovery) /% %
115. 60 118. 34 231.50 97.93 96.9 1.9
126. 83 118. 34 239.50 95.21
118.72 118. 34 233.50 96. 99
127.30 118. 34 239.50 94. 81
125.48 118. 34 243. 50 99.73
120. 21 118. 34 234.50 96. 58
3 i WHCRA A, L Jm A R, LA AL R 7 i

3.1 BT

26 B DA s v A ) SRS 1 205 K
VEBITRL RE R B AT b A S IR AR A R TR A, AR S
B ARYEAE AL SE BRSO BT 1 1L 258 R 2 B AL
LU, JEARUE P AR (Bl UM B G 1432 2 0 7 ik

B AW FEUAL T B Ah T R ) #5070k, R BR
BEACHURE— U, 3R BUR 2R AN R R 350 ( 2R &
P FIK AR R IE T ) 23 0 BEAT A6 UK 7 3 1 # 48
BIAL T DY wR 25 61 (9 353k T R, D70k A, LR
PEGR



- 68 -

i 25 i by YE Drug Standards of China 2020, 21(1)

R2 M PR SR E
Tab.2 The contents of astragaloside in Tongkang Tablets

#t5 (lot No. ) 2t (content) /pg + F =" (g per tablet)

180102 58
180103 62
180104 56
170301 76
170302 76
170303 79
170304 71
170306 72
170605 75
160304 106
140803 98
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