B 5 R SR 1 o e B A AR
KEEC EFAELELELE WLTE AVWINERAFEL%KR, )
AR A 610083)

FESES RILT XHERFRER A
DOI  10.6039/j.issn.1001-0408.2016.03.29

M 646000;2 KA ER B ER

XEHS  1001-0408(2016)03-0372-03

H E A AEITERRBERERE, Tk RRNEEEE(TLC) ExHH PR K KR T2 rER . KA HZ0RME#E
EM TR F) KA A KB A8 kAR ok Agilent HC-C, A 30 484 W BE-0.1% #5852 (85: 15, VIV) , ik % 1.0 ml/min, 4] 7%
¥ 4254 nm, AR A 30 °C,HEHFT A0, LR HE KFOTLC A5 550, 55 AT, KEERRFoen iR EE%E
FEE % A 1.9~60.8.1.6~51.2 pg/ml(r ¥ 4 0.999 9) s 45 % A8 € M & MK 49 RSD<3% ; A wD & 55 4 95.76 % ~
103.66% (RSD=2.83% ,n=9) .97.24% ~104.34% (RSD=2.65% ,n=9), 45 Fr &7 AT A T 5 2 BB R 424,
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Study on the Quality Standard of Shenshuaikang Granule

MI Tingting', FAN Kaihua®, PU Zhigiang®, ZHANG Ming’, WANG Qin'(1.School of Pharmacy, Sichuan Medical
University, Sichuan Luzhou 646000, China;2.Dept. of Pharmacy, Chengdu Military General Hospital, Chengdu
610083, China)

ABSTRACT OBIJECTIVE:To establish the quality standards for Shenshuaikang granule. METHODS: TLC was used for the quali-
tative identification of Astragali Radix and Rhei Radix et Rhizoma in the preparation. HPLC was used for the contents determina-
tion of emodin and chrysophanol, the column was Agilent HC-C,; with mobile phase of methanol-0.1% phosphoric acid (85: 15,
V/V)at a flow rate of 1.0 ml/min, the detection wavelength was 254 nm, the column temperature was 30 °C and the injection vol-
ume was 10 pl. RESULTS: TLC showed clear spots and good separation. The linear range was 1.9-60.8 pg/ml for emodin(+=0.999 9,
n=6) and 1.6-51.2 pg/ml for chrysophanol (+=0.999 9), RSDs of precision, stability and reproducibility tests were lower than
3% , recoveries were 95.76%-103.66% (RSD=2.83% ,n=9) and 97.24%-104.34% (RSD=2.65% ,n=9), respectively. CONCLU-

SIONS: The standard can be used for the quality control of Shenshuaikang granule.
KEYWORDS Shenshuaikang granule; Quality standard; Emodin; Chrysophanol; TLC; HPLC
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2.1.1 Y HUREM N 10 g, AR, i P 30 mi, #E A
(3R .200 W, #115 - 40 kHz, N[5 #2530 min, JE1) , JE W 7E
T, R NK 20 ml {3, FHZKSRIIE T BB 2 IR, AKX 20
ml, &1 T B, A SR PR 2 1K, B 1R 20 mi, 37 25 200t
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AT IR I . B T R URLAL T RN £ T2 4% e R A B
FE b T2 AR VA TR ) 4 3 ol i P o BBV W . 4% TLC
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Fig1 TLC chromatograms of Astragali Radix
1.control medicinal material; 2-4.test samples; 5.negative control
2.1.2 K#  HURESNZY 10 g, WFAR, JinH B 30 ml, #8730
min, JELE, BOEH 15 ml, 728 T, 5RIHEAN7K 10 mil i , fmEh
M2 1 ml, NFA R 30 min, 37 BPVAH), FH 2k 2 AR SRR,
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Fig2 TLC chromatograms of Rhei Radix et Rhizoma
1.control medicinal material; 2-4.test samples; 5.negative control
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Fig3 HPLC chromatograms
A reference substance; B.test samples; C.negative control; a.emodin; b.
chrysophanol
2.2.2 XRSESRGE R A BB 2 R W S
R SRR E I B EE 1 ml 25 10 pg AR KT
PR} A SRR
2.2.3  HERARERT A BUREZE SR RS N YIS
LT B 1.0 g KSR PR E , BRI RS AR
[ 25 ml, %5 2€ , FRAE U, JA A0 BT 20 min, 04, FRE e,
M D R G ST, B8 20, L2 AE o8 13,5 em . 3 000 t/min &5
A5 min, ERL, BRELIE, RIFS
224 BIMEXIRVE WA $ S R BRI A A T
) 45 B R B P S P R L 5 2.2.37 TR )y vk s B e v R
W
225 ERMEXRFRFE  ARIBCRE R KE B IS R
BEFRAE IR A4 A EE 1 ml 5 76 ng KHEE 64 pg K
B 0 B — X BRI . 40 S R T R B 20 TR R VA TGS
o, i R A A v R 4 ) 1.9..3.8.7.6,15.2.,30.4,60.8
pg/ml i B KB 2 TR S . A% B R R A KR
X BRI AS 10wl $522.2. 1 0 i A R UEREIN 2 , 0 St 0
WA, DLKIE R BRI EE (x, ng/ml) A8 bR IS TEIFR () A
AR AR FEAT 2 LI 45 18105 7 B R y=30.978x — 4.745 3 (r=
0.999 9) . H5HLFHH , B ORI o vk L MEVE Rl 1.9~
60.8 pg/mlo 53531k H bR OB 1y of HER ot R i A, o P o
BT BE )4 1.6.,3.2.6.4,12.8 ,.25.6 ,51.2 pg/ml f 251K
BT IR VAR . R MR R R A T T T IR S AR A 10
pl, $“2.2. 17 BT RS AR ERENNE 0 sk R . LR B
T (x, pg/ml) J AL AR DETRIFR () A AR B S T 1]
U, A5 18105 )5 B2k y=40.503x— 6.215 9(r=0.999 9) , 25 %%
I, R T A I Jo a3k P 4 MRS A 1.6~51.2 pg/ml,
2.2.6 AFH RIS B C2.2.27 BT % B A WOE B %
“2.2. 17T A A5 T B2 E R E 6 K, e SR TR AR . A5,
KR K WHERFLAI RSD 43514 0.57% .0.51% (n=6) , 3
B RE RAT.
227 FAEMERIE  HUe2.2.37 W F R B (S
141201) 3%, 439 FHCE 0.2.4.,8 .12 .24 h BFgERENI 2 , 0 5%
TR . 255, KRB K B RSD 2 2.01% .2.88%
(n=6) , WML AT AE 24 h NEEAFE .
228 HEME KERIUE —HAE 5 (5 141201) 38
L2237 50T Jy ikl AR, L 6 4y, TR 2.2.17 5
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ARSI E O R . B5 I, KR R R
R RSD 4 1.98% (1.10% (n=6) , AT LB E VR 1T
2.2.9  JMFEENCRIREE  BE AS RARS (LS 2 14120108
i, L9y, A A b AR R R R X RE
Fi242.2.37 WUT Jy A 48 el v A, T 4% “2.2.17 T a3 2%
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Tab 1 Results of recovery tests(n=9)

o WFER, TS AR, WEE, R #fﬁjﬂ#@ RSD,
g g mg mg %,% %, % %
N 05003 00353 00282 00639 10142 99.56 283
05005 00353 00282 00645 10366
05015 00354 00282 00645 10341
0491 00352 00384 00722 9635
05010 00353 00384 00734 9.5
04989 00352 00384 00719 9576
04998 00352 00423 00771 98.99
05013 00353 00423 00767 9778
05010 00353 00423 00774 9955
K HR 05000 00079 00063 00145 10402 100.73 265
05005 00079 00063 00143 10193
05015 00079 00063 00141 98.74
04991 00079 00079 00160 10266
05010 00079 00079 00158 9994
04989 00079 00079 00156 9724
04998 00079 00095 00171 9736
050013 00079 00095 00174 10037
05010 00079 00095 00178 10434

2.2.10  FESREEIDGE IS HURR AL A A, 204K 2.2.37
Ok A R R, TR 2. 2.1 T A A R R I
AR & PR IR 2.

®2 HREBNELER(n=3)

Tab 2 Results of contents determination of samples(n=3)

#5 KEEGE my/s KB & mg/g
140901 0.070 5 00158
141201 0.070 4 0.0156
150228 0.0704 00156
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