-442 - %¥isak . Drug Evaluation Research %5 36% 6% 2013412 A

AR REAASHYREBLERR

BLOEsARL 4K T, spm P, Isa Y
LT ER 2R, YLVE M5 E 330004

P EPEREARE, JERT 100700

VLT AR 2 EARIFIEE AR E K TR L, P BME 330006

P E P EREA B AT, 5T 100700

-“

AW N~

# E: BR B S A SAMRA (ZIRAL. IR BREBIRAD HH EERI ik, R
AR FZBITI SR AE RS, AE % ChEZi) 2010 Fhk — I XC # € % =%, L 200 mL
AR A AT LB, JE R GRS ERAM  R IN = A AL AR AN RS, e B gk, Fou o5 phgkidt
ATABIE PO . R ME SR BIRAE 60 min NI — 1200 1, BV AU 23.41%40, HAb R RS H
95%LA b, BRI KE IS WA S = T A ERZ /N T 500 8 S M5 R =49 A mg g S
5 RIFMAHSCHE, BOTVEN A AR — AR KET NS YA NS B AR R, Xt m &
FAFE L EARMF T, PR HR B 24 1) i 4 1 R 184 0 = Bl o B33 B 0 el 1) FEAS

kiR SIS R W YRd

PESES: R444 MHERFRRRRS: A XEHRS: 1674 - 6376 (2013) 06 - 0442 - 06

DOI: 10.7501/j.issn.1674-6376.2013.06.010

Study on dissolution of multi-components in Compound Danshen Tablets from
different manufacturers

YAN Tingl, HUANG Fang—weil, WANG J in—qianz, LUO Xiao—jianl’3, FAN Mei-mei'”, WANG Yue—shengl’ 34
1. Jiangxi University of Traditional Chinese Medicine, Nanchang 330004, China

2. China Academy of Chinese Medical Science, Beijing 100700, China

3. National Pharmaceutical Engineering Center for Solid Preparation in Chinese Herbal Medicine, Nanchang 330006, China

4 Institute of Chinese Meteria Medica China Academy of Chinese Medical Science, Beijing 100700, China

Abstract: Objective To establish the methods for determining the dissolution of three material groups (multi-index material group,
fingerprint substance group, and effective parts group) of Compound Danshen Tablets (CDT,), and study the dissolution condition of
CDT from different manufacturers. Methods According to the appendix XC of Chinese Pharmacopoeia 2010, 200 mL water was
used as dissolution medium. HPLC and UV were used to detect the in vitro dissolution in the three groups of substances, respectively,
cumulative dissolution curves were drawn and similar factors of the curves were compared. Results In addition to the first group of
tanshinone II,, the dissolution was only 23.41%, dissolution in the other groups were all over 95% within 60 min. Furthermore, the
similarity factor (f;) values of the dissolution profile from different manufacturers were mostly less than 50. Conclusion The
dissolution in the three groups of substances totally shows the good correlation, so it can be used as a criterion for quality testing. The
material group dissolution of CDT from different manufacturers has significant differences, which may be due to the different
production process, so the dissolution testing of main components or appropriate groups of substances should be included in the quality
control of Chinese patent medicine.
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Liquid chromatograms of multi-index conponents in groups of substances of CDT
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x1 TR REFAASRYRA—FHMEBMURTF
MELHER
Table 1 Fitting results of dissolution curve similarity factors

in first group of CDT from different manufacturers

T, /%

R, /%

Al B/~ c/ D/ E]”
A 100 29.1 31.7 38.2 36.5
B/ 29.1 100 72.5 51.5 54.7
cl 31.7 72.5 100 58.8 63.2
D/ 38.2 51.5 58.8 100 87.5
EJ” 36.5 54.7 63.2 87.5 100

R2 AR REAASRYRAZTRHLBENETF
MEHER
Table 2 Fitting results of dissolution curve similarity factors

in second group of CDT from different manufacturers

T, /%

R /%

A B~ cJ D/ EJ”
A 100 21.4 16.5 26.0 242
B/~ 13.4 100 54.2 29.8 325
c/ 16.5 54.2 100 37.5 41.8
D 26.0 29.8 37.5 100 70.0
EJ" 242 325 41.8 70.0 100

R3 AR REFAASRYRAZIFHMEBMURF
MEHER
Table 3  Fitting results of dissolution curve similarity

factors in third group of CDT from different

manufacturers

R, /% fi%

Al B/~ cl D/ EJ
A 100 13.6 16.5 234 24.5
B 13.6 100 56.6 343 33.1
cl 16.5 56.6 100 433 41.4
D) 23.5 34.2 433 100 85.9
E)” 24.4 33.1 414 85.9 100
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