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Study on Quality Standard for Ruangan Suopi Pill

LIU Dong', SONG Xiaohong', TANG Changming', WANG Lijun', LI Mingchun’, CHENG Yanqin®
(1.Department of Preparation, NO.153 Central Hospital of PLA, Zhengzhou 450042, China; 2.Department of Pharmacy, NO.401
Hospital of PLA, Qingdao 266071, China)

ABSTRACT: OBJECTIVE To establish and improve the quality standard of Ruangan Suopi pill. METHODS Microscopic
identification and TLC were conducted for the qualitative identification of Astragali Radix, Salviae Miltiorrhizae Radix et
Rhizoma, Paconiae Radix Rubra, Trionycis Carapax, Rhei Radix et Rhizoma, Schisandrae Chinensis Fructus, Persicae Semen,
Notoginseng Radix et Rhizoma in Ruangan Suopi pill; HPLC was performed to determine the contents of paeoniflorin and
salvianolic acid B. It was performed on column of Wondasil C5(250 mmx=4.6 mm, 5 um) with mobile phase of acetonitrile -0.1%
!, the UV detection wavelength of 230 nm and
286 nm, the column temperature of 30 ‘C and the volume of 10 uL. RESULTS The microscopic identification showed

phosphonic acid in linear gradient elution mode at the flow rate of 1.0 mL-min

microscopic characteristics of four traditional Chinese medicines. TLC spots of the five traditional Chinese medicines were clear
and well-separated without negative interference. The HPLC experiment results showed the good linearities in the range of
9.79-195.80 pg'mL™" (=0.999 9) for paconiflorin, 11.45-229.00 pg:mL™" (+=0.999 9) for salvianolic acid B, respectively. The
average recovery rates of two compounds were 100.6%, 101.9%, and RSD were 1.26%, 1.05%. CONCLUSION The method is
rapid, convenient, accurate, repeatable, and suitable for quality control of Ruangan Suopi pill.

KEY WORDS: Ruangan Suopi pill; microscopic identification; TLC; HPLC; quality standard; paeoniflorin; salvianolic acid B
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Fig. 1 Microscopic identification of Ruangan Suopi pill
A—Astragali Radix; B-Trionycis Carapax; C—Schisandrae Chinensis
Fructus; D—Persicae Semen.
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Fig. 2 TLC chromatogram of Salviae Miltiorrhizae Radix et
Rhizoma
1-3—sample; 4-reference substance of salvianolic acid B; 5-reference

substance of Salviae Miltiorrhizae Radix et Rhizoma; 6—negative sample
without Salviae Miltiorrhizae Radix et Rhizoma.
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Fig. 3 TLC chromatogram of Paconiae Radix Rubra
1-3—sample; 4-reference substance of paeoniflorin; 5-reference
substance of Paconiae Radix Rubra; 6—negative sample without Paconiae
Radix Rubra.
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Fig. 4 TLC chromatogram of Rhei Radix et Rhizoma
1-3—sample; 4-reference substanc of emodin; 5-reference substance of
chrysophanol; 6-reference substance of Rhei Radix et Rhizoma;
7—negative sample without Rhei Radix et Rhizoma.

215 —LMEEEIEEN DEREE, BE
A, W, B2 6g, MR NS 50 mL,
AbEE 30 min, FE, Y, JEEFE, EEBEET
LR WS, INHEE 50 mL, HFAEE 1 h, A,
pERL, JEWZAT, MK 30mL, #EAEAFE S min,
H 18 R HEHL 2 IR, &k 40 mL, 325 408 L
W, KT F KA IE T REPRPRAREL 2 K,
K 30mL, HIFIETEW, A5 1% A
PRV 2 Ik, HFR 40 mL, 1E T AN K BEV 2
K, BRIR 40 mL, HUE TS, 78T, BNk

PR E AR 2524 2017 46 4 5 34 555 4 1]



| mL {F¥ AR, EAMRKRIER. A=A
¥ 0.5g, IHHE 30 mL, JH#AEIE 1h, A, B
i, JEWET, K 30 mL, fHCAEIEME, JE,
JE R KA IE T BERFRSEEL 2 IR, R AR
TRV . PN S 2 Rby XIS AS 2
H Rey MRS =L RHF Ry IS, B R
£ 0.5 mg mL ™ FIIRAVEW, A IR ST
P 2 ([ 24 80 2015 AEARPUER 8 0502)
I, W RS 5 ul, s TR — e
G H#EMW L, IIE T EE-28 4B8-/K@4 2 18 5)1 .k
RO REFER, RIE, B, B, BERL 10%
R CEEVETR, FE 105 CHNFAE B 0I5 .
BE T R b, 7E S X R 24 € RN X R
MMM E b, BAHRBEBE s, B R
T, WS,

1 2 3 4 5 6

5 —tHHBEEEE

1R B 2-=-EXRZGM ;. 3~5-FEdh; 6-BR=-LRITEM: M.
Fig.5 TLC chromatogram of Notoginseng Radix et Rhizoma
1-mixed reference substance; 2-reference substance of Notoginseng
Radix et Rhizoma; 3-5—sample; 6—negative sample without Notoginseng
Radix et Rhizoma.
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Fig. 6 TLC chromatogram of Schisandrae Chinensis Fructus
1-3—sample; 4-reference substance of Schisandrae Chinensis Fructus;
5—-negative sample without Schisandrae Chinensis Fructus.
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Wondasil C15(250 mm X 4.6 mm, 5 pm); JisHH: &
E(A)-0. 1% IRIETR(B), 14K 1 BEATHARRE VML ;
WE: 1.0 mL-min™'; BMREK: 230 nm(ATZ5H);
286 nm(FHBEZ B); #EiE: 30 C; #EFEE: 10 pL.
BB A 2. SRR B 1§15 =2 500.
x1 HEEREF

Tab.1 Gradient elution program

5 [8]/min VB A/% WENAH B/% R K /mm
0~12 18 82 230
12~16 1830 8270 286
16~27 30 70 286
27-31 30—18 70—82 230
31~34 18 82 230

222 HERMAHIE OXRESER: BERIA
ZIE X B 9.79 mg APHE R B X R 11.45 mg,
B 10 mL 8, INF ORI E R, B,
15 3055 W8 S A 2 WU(BF 1 mL 54525 0.979 mg.
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X RV (RE 1 mL S AT 25 97.90 ng L B
114.50 pg). @M. HFERER, BREE
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A, FRIRFRE &, FM CREAN 2SR &,
BA), VER, HUERNEW, HIFS. QBAMERES A
T 4R AL 2% T2, o Bl 2% B AR AT RO AL S
BIBIPERE o SRS EL 2 FROIPERE M & 1 g, $24LIK
s VA VIR 1) 8 3, 4 ol DR R A AT 1 B A
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Fig. 7 HPLC chromatograms of Ruangan Suopi Pill

A-blank solution; B-mixed reference substances; C—sample; D—negative
sample 1 without Paeoniae Radix Rubra; D-negative sample I
without Salviae Miltiorrhizae Radix et Rhizoma; 1—paconiflorin;
2-salvianolic acid B.
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Tab. 2 Results of recovery tests(n=9)

MRS AR AR EcE/ P RSD/
5 Hmg  mg mg % MoEm %

1.348 8 1.103 2 24468 99.53

1.3303 1.103 2 24189 98.67
1.3612 1.103 2 24556 99.21

1.380°5 1.3790 2.772 8 100.97

4
7 1.378 2 1.3790 2.761 8 100.34 100.6 1.26
L 1.403 2 1.3790 2.8129 102.22

1.422 6 1.654 8 3.1089 101.91

1.423 4 1.654 8 3.108 1 101.81

1.4128 1.654 8 3.076 8 100.56

1.3970 1.064 0 24798 101.77

1.3779 1.064 0 24389 99.72

1.409 8 1.064 0 24923 101.74
1.429 8 1.3300 2.776 9 101.28
i 1.4274 1.3300 2.777 6 101.52 101.9 1.05
B 1.453 4 1.3300 2.826 6 103.25

1.473 4 1.596 0 3.106 1 102.30

1.474 3 1.596 0 3.1226 103.28

1.4632 1.596 0 3.0929 102.11

x3 MHEE2ENTERN=3)
Tab.3 Results of content determination of samples(n=3)

-1
mg-g
fit = 150316 150419 150420
ISECRER 2.698 2.885 2.882
PR B 2.793 2.988 2.985
3 g
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JE N R K .
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. PR 2 -sm s o
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FEAR A S VA VR IR R 2 T T, S B T AR
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g BRIk, AHI T AR B 46 R AL S b A )
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