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GAO Yuming, XIAO Kaichun, LIU Sen, LI Huaxian, LI Dan, WU Xiuging

( Sichuan Ziyang Inspection and Testing Center for Food and Drug Control, Ziyang, Sichuan, China 641399)
Abstract: Objective To evaluate and compare the quality of Yuanhu Zhitong Tablets from different manufacturers. Methods Yuanhu
Zhitong Tablets (including sugar — coated tablets and film — coated tablets) circulated in Sichuan Province were collected and tested ac-
cording to the legal standards. The auramine O was detected and the off standard research was carried out. Results The qualified rate
of 197 batches(100 batches after removing duplication) of Yuanhu Zhitong Tablets from 21 manufacturers was 97.46%. Auramine O
was detected in five batches(three lot numbers) of Yuanhu Zhitong Tablets, which were all produced by the same manufacturers. Other
problems included the poor resolution of the standard thin - layer chromatography(TLC) identification system of Corydalis yanhusuo,and
not all the main spots were detected in products of some manufacturers,and the content of tetrahydropalmatine and imperatorin in dif-
ferent batches of samples varied greatly. The results of off standard research showed that the qualified rate of heavy metal and harmful
elements in 197 batches of samples was 100. 00% ,the qualified rate of sulfur dioxide residue limit was 84.0% ,and no analgesic com-
ponents such as paracetamol, aspirin, naproxen, diclofenac sodium and indomethacin were detected. Conclusion The overall quality of
Yuanhu Zhitong Tablets is good,but the quality of products from different manufacturers is uneven. Some manufacturers still have quality

risks. Therefore, supervision should be further strengthened.

Key words: Yuanhu Zhitong Tablets; quality evaluation;auramine Oj;off standard research;heavy metals;drug administration

JUHLIER A R R A BRI, 1 SR EIRE
IR DA, e R 2 TG e e B B ko ke L1 (SR

FE 2, s FARAL J5 24 o H ATl gk F 2015 45 R
e 245 8 (—3) ) (2020 4ERRIGAETT , R R 2 ) K ([
FEL i 24 o B A B Ry 2 kb TR AR 0 vk RN B 1 H
HEUELE 2014004) (a7 FR R ATAR HED ) , A B A F 0 THE i
KB 2 PR T AP T A, A5 A P
B PN TE 5 FH S R S IBORE A, 967 R bR X A 2R
K FATESEA T2 50, R AEEH R £ 2% S RRETEH 2 1
T, DG T e a5 4 e O S5 H AL, I B8 24
()2 R VE R ORI T FRAESMA TR FIPEY, B FE AR
VR ) 2 i BTt e A R R B E A

1260 B EBORAR €35 (FE DAD R 25%) , 1200 #Y
OB S (BE UV R 2% ) , 308 B £ Agilent
75w 5 UltiMate 3000 Y i %0 AH €385 43, i WVD A il 2
(22 Thermo Fisher 247]) ; ICP — mass Spectrometer Nexlon
2000 7o PR A 5 B IR TS (Y (32 [ PerkinElmer 23
F]); XSE205DU BYH F 43 b7 R (42—, Fi +
Mettler Toledo 23 7)) 5 SB25 — 12D HU# 75 i e (72 0%
B AR B A FRZA WD) s DZKW - 4 BUK R4 (dE
R AR A SR A R A W) s DHG RUHERE (1 RG
B AT PR A E] ) s WARS — XPRESS 1 {5 114 f# A%

F—1EH:5FN, &, AL, EFPHF FRTOAPHRELLE 44, (B F1547)174479333@ qq. com.
CEEEE EAF . X KA ZEP ST AR T aATHE R ELE AL S5ARE, (BF 12 4)3763878@ qq. com,



- IR -

Inspection and Test

¥ &%

China Pharmaceuticals

2021 4E 6 H 20 H 55 30 #4512 )
Vol. 30, No. 12, June 20, 2021

(ZE CEM AW ); STEHDB - 107 - 1 % — 48 ki 5% &4
e O S (% P e L FRHE A BRZA 7] ) 5 Camag Linomat
5 W 2RI 24 (Bt Camag A 7)) o
1.2 X%

FEBI N IR 25 41 (FiE5 R 120928 —201609) , F 11X}
WA 2561 (3t 5 120945 —201510) , IE B & 2, 2 % B 5
(5 8 110726 - 201819, F K 99. 8% ) , SFRK AT 2
Xof B (L5 hy 110827 = 201812, &4 99. 6% ) , bR
BTk BE O (45 A 110732 -201611, & & A
86. 8% ), WK Hii A Z Xt B A (LS54 110826 - 201818, 7%
WM 99. 6% ), kR /N BE B T BE gL (HIL 5o 110713 -
201212, & & N 86.7% ), 4 M O XF B & (dit 5k
111770 = 201603, % 5~ 100. 0% ) , X} £, Bk 4 ik ) ) i
i (16524 10008 - 201610, 7 4 99. 9% ) , i ] DT Ak
Xof BE G (845 R 100173 - 201706, & 14 99. 8% ) , 2538
AR B L (FE 5 100198 = 201706, 2 5Eh 99. 9% ), AW
S5 R Al IR A (AL S A 100334 - 201803, % &l
99. 9% ), M| 3 3 X6t B i (L2524 100258 - 200904, 757
N 99.9% ), B [ R 2 R E B SR BE 5 B
2 Z 0 IR L (35l ST05600120MG, 75 5 =98. 0% ),
2 &R F B (JIE 5 S ST07380120MG, 5 =
97.0% ), BI04 LI RFPHEAE P)H R BRA B 5 fovt 1R
i (4L 54 GSBO4 — 1721 - 2004) , % %} B8 & (it 5 H
GSBO4 — 1742 -2004), fiff X B 5 (4t 5 GSBO4 -
1714 —2004) , #i %} BE i (54 GSBO4 - 1725 - 2004) ,
RN HR L (15 k GSBO4 — 1729 —2004) , ¥ [ H &4
4 @ B A RE A A I P s AR T R (S5
PerkinElmer 23 ®] , & 86 (88 JAH 2R (BT B, HL S5 N
N9303832, LA 11 10 wg/mL) 5 BE i G )24 (5 &
T HAEEARA AT BRI A g al, Hak
X Rl K R alifeK

] 5% 24 i W B4 PR M A b e A LR it A
Z A R U (25 A4, BRI 58 e BCFE U 148 Y
T TCHEA LR R 197 G E SR 2R 7 AME L ATRIX
ELFETT AL 21 A= lh (R e puI| L) v ]
B, HEBRIR] T IR 54 5 5 A58 5 100 4t 1R 1,

®1 J[WbERWERRER
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from different manufacturers
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A. Tetrahydropalmatine ~ B. Imperatorin

Fig.1 Box diagram of tetrahydropalmatine and imperatorin content

in the samples
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Fig.2 HPLC chromatograms for determination auramine O in Yuanhu Zhitong Tablets
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Fig.3 HPLC chromatograms for content determination of analgesic components
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