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Quality Standard of Xiaoyin Granules
JIANG Jingyi,SHI Fangchao,BAI Lingling ,SU Hua,LU Yin
(Department of Pharmaceutical Preparation ,General Hospital of Eastern Theater Command of Chinese PLA,Nanjing,Jiangsu,China 210002)

Abstract: Objective

Radix et Rhizoma, Rehmammiae Radix, Dioscoreae Hypoglaucae Rhizoma in Xiaoyin Granules were qualitatively identified by the

To establish the quality standard of Xiaoyin Granules. Methods Schizonepetae Herba, Salvia Miltiorrhizae
thin — layer chromatography (TLC) method. The content of total chlorogenic acid of Lonicerae Japonicae Flos, Gardeniae Fructus,
Carthami Flos and Angelicae Sinensis Radix in Xiaoyin Granules was determined by the high — performance liquid chromatography
(HPLC) method, the chromatographic column was Lichrospher — C,; column (250 mm X 4.6 mm,5 um),the mobile phase was
acetonitrile — 0. 4% phosphoric acid (10 : 90, V/ V) ,the flow rate was 1.0 mL/ min, the detection wavelength was 327 nm, the
column temperature was 30 °C,and the injection volume was 10 L. Results The TLC spots were clear,and the negative control
samples had no interference. The mass concentration of chlorogenic acid showed a good linear relationship with the peak area in

the range of 0.003 28 —0.029 49 mg/mL (R*=1.000 0,n=35). The RSDs of precision,stability and repeatability tests were less

than 3.0% (n =5),the average recovery of chlorogenic acid was 99.13% with an RSD of 2.48% (n =9). Conclusion The

method is simple,accurate and reproducible,which can be used for the quality control of Xiaoyin Granules.
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190608, 190716, 190815) ; 4 4R 4£ (Hit5 >4 180906) , HE
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FRIIF  HUFE il 40 g, WFAH , A A7 T Tk (60 ~ 90 °C)
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FRUTT AN A 28, Hae A ot 5 W T % 1 o £ BRI
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1 2 3 4 6
A B
1 = 3. Bk ik (35 450 4 190523,190608,190716) 4. s B MRk

P

B BORE T 40 g, AFZH I 100 mL B, AR a] 3
2 h, JEVR B ZE R Mh 28T i B 2 mLAH A L 1 R it
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4, 3% 1 Lichrospher — C 5 (250 mm X 4.6 mm,
5 um) ;s : ZHE - 0. 4% BB /K IH T (10:90,V/ V) ;
W 2 1. 0 mL / min; KIS 2 327 nm A1 - 30 °C PERE
i 10 ulo
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20 mL, il R B I8 5 RS B S mL, 100 mL
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5. BaRiik 6. MMM B SBIER

B. A% C. .3 D. %k

E1 HEReEE

1 -3. Test solution (batch No. :190523,190608,190716) 4. Reference medicinal material solution 5. Reference solution 6. Negative reference solution

A. Schizonepetae Herba B. Salvia Miltiorrhizae Radix et Rhizoma C.Rehmammiae Radix D. Dioscoreae Hypoglaucae Rhizoma

Fig.1 TLC chromatograms
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1. Chlorogenic acid

A. Reference solution B. Test solution C. Negative sample solution

Fig.2 HPLC chromatograms of the specific test
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i J VR (X, mg / mL) R AR bR TR AR (Y) S AL R
PEATER PRI, A5 S 5 F2 Y = 27 955X - 0. 599 3,R? =
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190523)0. 5 g, ¥ FRAE , L9 03, 43 B B HIP M T, 4%
K L VR A3 RS I 2. 2. 2 TS S R Xof R
i 4.0,5.5,7. 0 mL ARIE ] 5 P I, #4222, 1
TR A5 25 A HERE I E 10 s g AR, I3 R i
HARIEK L,

®1 FEBMERBINEER (n=9)

Tab.1 Results of the recovery test(n=9)

RH#E() HEAE(mg) MAZ(mg) WEE(mg) BRE%) X(%) RSD(%)
0.5250 0.2027 0.1312  0.3355 10122
0.5283 0.2039 0.1312  0.3376 10191
0.5215 0.2013 0.1312 0.3361 102.78
0.4917 0.1898 0.1804  0.3695 99, 61
0.4975 0.1920 0.1804  0.3687 97.95  99.13 248
0.4618 0.1783 0.1804  0.3501 95.23
0.4976 0.1921 0.296  0.4161 97.56
0.4707 0.1817 0.2296 04048 97.17
0.4998 0.1923 0.296  0.4190 98. 74
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B4 AN CHE 5 43 31 R 190608, 190716, 190815,
190523 ) H i & J5 R 1 5 & 43 0l o B 48 3. 86, 3. 61,
4.19,3. 86 mg.
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