VU (4 o b AT 5
ke KEE IER, S E(RRES 19ERHRA, THEDE 463000

FESES RIIT;R927 XEFRER A XEHRE  1001-0408(2018)08-1040-04
DOI  10.6039/j.issn.1001-0408.2018.08.07

W OE BM.ZIwkBEBANREAE, ik RAEEEEE(TLC) 3 #) P FH A4 8 Ao iF AL AT 257 KA &k
AR €5 R ) R PR RER A%, &35 42 4 Agilent 5 TC-Cis, A F1 A8 A THE-3% LB A% (10:90, V/V) 7k A 1.0 mL/min, #&
Mk K A 327 nm, AR A 25 C,HHFFH 20 L. &R A B EAE AL TLC B 5 A0, o & B4, ARt BLFHh, &
JRBR AR BE AR 2T A A 0.26~0.79 pg(7=0.999 9) 5 € F M AR FR 5] 4 0.26,0.12 pgs # % B AT MW £ R K54 RSD
BT 1.0% ; AR e 4 96.11% ~101.96% (RSD=1.98% ,n=9) ., % AT AR TR Tuaek S8 5 69 2354,

KB wWekEEE R R G SRR EE R RR REARE

Study on Quality Standard for Siwei Jiangmei Tablets
ZHANG Shixiao, ZHANG Xingxing, WANG Xiangfen, LI Heng (Dept. of Pharmaceutical Equipment, No.159
Hospital of PLA, Henan Zhumadian 463000, China)

ABSTRACT OBIJECTIVE: To establish the quality standard for Siwei jiangmei tablets. METHODS: TLC method was used
for the qualitative identification of Salvia miltiorrhiza, Artemisiae Scopariae Herba and Taraxaci Herba. HPLC method was
adopted for the content determination of chlorogenic acid. The determination was performed on Agilents TC-Cys colu

mobile phase consisted of acetonitrile-3% acetic acid (10:90, V/V) at the flow rate of 1.0 mL/min. The dete ‘ x L

was set at 327 nm, and column temperature was 25 “C. The sample size was 10 pL. RESULTS: TL tl 1orrhiza,
Artemisiaec Scopariae Herba and Taraxaci Herba were clear and well-separated without i @e m‘negatlve control. The
linear range of chlorogenic acid was 0.26-0.79 ug for (»=0.999 9). The limits mﬁa ction were 0.26,0.12 pg,
respectively. RSDs of precision, stability and reproducibility tests 0% . The recoveries were 96.11%-101.96%
(RSD=1.98% ,n=9). CONCLUSIONS: Established standar quahty control of Siwei jiangmei tablets.

KEYWORDS Siwei jiangmei tablets; TIiC HPL hiefSgenteacid; Quality standard

lﬂllﬂiﬁkﬂiﬁmﬁa&n

U%U@ S AT BRER R IR LR,
Z 2

At EL 1 RV hi . A drmEEs 1w
I AHINE R RE #4%434737HQEAW)52 il L1 (s
TN, T8 RN B 2 A IR RE T I S R 1200 LC % HPLC A% , 4245 TU-1901 %1 £ 411 43

RAHZ A, mﬁ%ﬁﬂﬂﬁﬁ PURETEIE TE S e Cllose s LA IR T4 7 ) s KQ2200B
FLAT SRS SR A SRR B sy it Rl 7 R AT IR 24 7)) s BSA2248
PEBL fif LR R IS RIS AR gy gt 3 AITRR I8 (Il ) A A A1,
ﬁi\iﬁﬁiﬁ\{ﬁlb%’?b\\{/‘iiml(ﬁthIijﬁl,XﬂLmeﬁéﬁi 1.2 Zzil%—'ﬁﬁt%u
M — i B PRI E R o B HLAT 1 R A 1) R R - N .

e e PO AR5 159 B B LS 8
Hﬁf/ﬁﬁi;: &&%gll\r%?ﬁgj}m’%ﬁél%?ﬁﬁf 161203,161205, 161208, HiA% : 0.25 g/F) 5 FFS X IR ZY
SRS ﬁj{ﬂi’“*‘]ﬂgﬁ%ﬂfﬁf%ﬁiﬁ B (AL 5 2 120923-201615) | B R X 245 44 (4L 5
A ;gﬁ%?gza ?ﬂET JE@%E%‘irii;E%E% 120950-201007) . 7 2 F= X B8 245 #F (it 5« 121195-
. s ! e . j'“?K,Aiﬂ 201503) . & J5 iR % BE i (FE 5 110753-201415, 4l .
2 35 7k (TLC) X il 51 Ho B B il A D8RP+ 2 017 \ e
V3], S RORA (5 13 (HPLO) X A ep g 00-2%) A *"é':j”%””*“m@* ﬂﬁ)ﬁ;ﬁifG%’:' AR
AN B R A R AT A B L L H R (i'%fj{fﬂziﬁﬁﬁé H] ) N EE R g sl oAk

B BEIE T BEBE R . ML 0396-2057041, E- Al /‘j_j\{ﬁ*ﬁjﬁ’mﬁ/@{tmo

mail: zsxzyd@126.com 2 HFEEHER

- 1040 +  China Pharmacy 2018 Vol. 29 No. 8 HEZN G 2018 4R 29 4555 8 1



2.1 EMHLES5

2.1.1 FE= BRSNS, BRISEAC, B, R 2 PR UK
K2 g, MK 15 mL ERFR 1 mL, #875 (F1%K .80 W, Jii K .
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Note: 1. negative control;_2. s@ Mizd reference sub-
stance; 3. test sample .
HERBIEE
TLC chromatograms of S. miltiorrhiza
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Note: 1. negative control; 2. control substance; 3. Artemisiae Sco-
pariae Herba reference substance; 4. Taraxaci Herba reference sub-

stance; 5. test sample
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Fig 2 TLC chromatograms of Artemisiae Scopariae
Herba and Taraxaci Herba
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Note: 1. chlorogenic acid
B3 SxkEEILE
Fig3 HPLC chromatograms
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Tab 1 Results of recovery tests (n=9)

Fedhdrim, AR, W, RERMR EEERL RSD,
mg mg mg K, 9 e, % %
1.2340 1.040 0 22641 99.05

1.2300 1.040 0 22295 96.11

12420 1.040 0 22936 101.12

1.2020 1.300 0 24731 97.78

1.200 0 1.300 0 24577 96.75 98.74 1.98
1.202 0 1.300 0 24738 97.83

12220 1.560 0 2780 8 99.92

1.236 0 1.560 0 2.826 6 101.96

1.2120 1.560 0 2742 6 98.12
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Tab 2 Results of durability tests

@R it mg/g P, mg/g RSD, %

(A Agilent 5 TC-Cy 1.508 1.517 0.53
Waters Xbridge Cis 1.523
Hypersil Cis 1.521

Wt CI-3% LRSI (8:92,V/V) 1.523 1.514 0.54
ZI5-3% TR (10:90,V/V) 1508
CNE-3% LR (12:88,7/V)  1.510

bk 0.9 mL/min 1.501 1.516 133
1.0 mL/min 1.508
1.1 mL/min 1.539

R 322 nm 1.524 1.521 0.80
327 nm 1.508
330 nm 1.532

HER 20 °C 1.513 1.518 0.95
25C 1.508
30 C 1535

®3 HWMEENELER(n=3)

Tab 3 Results of content determination of samples

(n=3)
RaEiine i mg/g RSD, %
161203 15112 0.64
161205 15167 161
161208 15131 123
3 It
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