A I -

Inspection and Test

&%

China Pharmaceuticals

2024 45 A 20 H %5 33 45 10 )
Vol. 33,No. 10, May 20,2024

HE 45 HE S RI17;R927 XEFRERD: A
d0i:10.3969 / j.issn.1006 — 4931.2024.10.017

B3 &1L A BE iy B L R E AR T R
% TR %.ER#,E BHE%

(MEEMAFHEFEER, M) M 646000)

WE: BN ZIiBARBESEGREREFE RAEEEE(TLC) F LR oy A K K R SuRmE
# (HPLC) i & 4] #) ' A K23 Rb, #94%, &35 42 A Ultimate™ C 4 (250 mm X 4. 6 mm, S wm) , 31484 T - K (LML),
FAk A 1.0 mL/ min, AR K K A 203 nm, AR A 40 C,#HATA 10 pL LR BHF HE K6 TLC B3 53w, 5 B E4F, LY
Mt BT W AR LH Rb, REREI 78.04~780.40 pg/ mLE B A 5% HAREM X ZRIF(R?=0.999 1,n=6) ;4 FHE FE
M EE RIS R 6 RSD 3T 3. 0%; T3 AR e & 96. 84%,RSD 41 3.16%(n=9) £5iE  Zr i2@AEf1e, T A HiF, 4R
AT, TR T A B W R4

SRR A AL B SRR R B ik ik AR G ik B A K R AR LI RD,

Study on Quality Standard of Shexiang Huayu Xingnao Granules
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Abstract: Objective

XEHS 1006 — 4931(2024)10 - 0086 — 04

To establish a quality standard for Shexiang Huayu Xingnao Granules. Methods The Moschus, Astragali
Radix and Rhei Radix et Rhizoma in the preparation were identified qualitatively by the thin — layer chromatography (TLC)
method. The content of ginsenoside Rb, in the preparation was determined by high — performance liquid chromatography (HPLC)

™ Cs column (250 mm X 4.6 mm,5 um),the mobile phase was acetonitrile —

method;the chromatographic column was the Ultimate
water (gradient elution) ,the flow rate was 1.0 mL / min,the detection wavelength was 203 nm,the column temperature was 40 °C,
The TLC chromatograms of Moschus, Astragali Radix and Rhei Radix et Rhizoma
had clear spots and good resolution,and there was no interference from the negative reference. The linear range of ginsenoside Rb,
was 78.04 — 780.40 pg / mL (R* = 0.999 1,n = 6). The RSDs of precision, stability and repeatability tests were all lower than

3.0%. The average recovery rate of ginsenoside Rb, was 96.84% with an RSD of 3.16% (n = 9). Conclusion This method is

and the injection volume was 10 pL. Results

simple, repeatable ,accurate and reliable,which can be used for quality control of Shexiang Huayu Xingnao Granules.
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HIRAFD
1.2 iR%

JBF A b % TR i kL (3R BE A S g R
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F o0 110781 = 201717, & 5 96. 9%) , Ji 77 B % Bt 5 (it
FR 110719 - 201716, 518 99. 9%) , A2 4 Rb, i i
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2.1 TLC %3

R HUORE S R 2 g, I H B 50 mL, S (TR
350 W 48i % 35 kHz, N [A]) $2£ 0L 30 min, JE i, I8 WK 758
T BRI K 20 mL A A, FH KA A9 I T B AR R 3 YK
(BRI 20 mL) , 0F T B9 A 20l R vk O 2 R (B IR
20 mL) , F§FH 20 mL 1E T BEEAR R K IS IR I 1 IR, 28
FIE T B, BRI B 1 mL VA, B AS R IR
YRS IRCE R X R o TR T AR
1 mg / mL 8% I8 St VR e B A A % T s Az &k T B
T A B EE I B A S T A A TR A O v
] 8 P e X R T AR & IR RV R 4% S L, TR —

R G E M b, D= e - B EE - K(13:7:2,
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E 1A,

KB HURE Ry R 2 ¢, Jin H B 30 mL, 8 A5 42 HL
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20 mL) , LEREAE 5N LR L1 2 mL % i, BIASH{ti
AR IR R BRZG AE 0.1 g, RV i A X IR 2y
AV o i 8% A A T A SR A 7 B T2 il & SRR
P4 B PR A o T 3t V85 AR 8 T 1k o 91T ) TR
VAU WO RIS 5 L, T TR — A HOEE Al
L PIECKE - 48R OB - MR (30:10:0.5,V/V/V)
S RIFF, BT B BT B R AR KT (365 nm)
For L8 100 g B R A 3 T, AE S 0 B2 A
VES VR T R A7 S A ()8 B A, EL PR B TG T
PR 1 B,

Jig A BURE SR K 32 ¢, 1 50% H B 120 mLL, ## 75
ARFE 30 min, YE L, B0, BT R, AT R AR 2 TR
(B 20 mL) WAk, 7 T 3R H 1 mL 2R &
B I i, N B L 2R F £ B 1 mL, BRI OR
Y20 - 200 RS A A T O O R A B 2% B A TR Y
LR SRR, B mL, il R SEFEE S 1 L, B
B 40 "CIELIR 30 min, 241 5 BIAS XS IR G 122 e
B A5 T 5 T i 7 Ak Ty B T o S e B A 1 B 1 R
i, R ARt A VT 2% T T % B M X R S R - T
BEREEWAS 10 pL, T R —RE I G2 b, DL
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A. Astragali Radix B. Rhei Radix et Rhizoma C. Moschus

1. Reference solution 1'. Reference medicinal material solution 2 — 4. Test solution 5. Negative reference solution

Fig.1 TLC chromatograms
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WA S5 (A) = K (B), 86 B B K (0 ~ 10 min B
20%A, 11 ~ 20 min i} 20%A — 40%A, 21 ~ 30 min i}
40%A — 20%A,31 ~ 35 minfif 20%A) ;i : 1. 0 mL/ min;
RS : 203 nm; A 40 °C HEAE AR 10 L.
2.2.2 ERHEE
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Ap bR U TR (Y) Sy AR R AT LV 8l H 45 [l )3 5 7%
Y=3091.8X-275.7(R*=0.999 1,n = 6) .45 F%H],
NS B2AF Rb, i B B ALE 78. 04 ~ 780. 40 wg / mL L [Hl
N I TR P O 2R R4S

K RERIE R A2, 2. 230 N AR A 10 L,
Fi 2. 2. VIUT 3% S5 R #E AR DU E 6 9K, 10 sk e AR L 45

U/ mV U/ mV

RMIRSD A 0. 17%(n = 6) , 2 WK 2% K4

R MR B 2. 2. 2 300 4l A TGS | 4
TEEE0,2,4,6,8,12,24 hilf4#%2. 2. 130 F (A% 4
PEUEREIN E e SR AR Z5 R RSD M 0. 02%(n =17) ,
FEA AL S VA T AE S IR 24 h WA E .

A MR HURE 5 (HIE5 20 20210327) 5 ¢, A5 2% FR
L6y, H 2.2, 2 TR Jy ik i A A L R
2.2, VIR s A5 AR A2 i SR AR, O 1R
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2. 2. VI g A5 AR AR DU, e S e T AL, 3 F 5
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®1 MEEKIRKER (n=9)
Tab.1 Results of the recovery test (n = 9)
() HB4E(ng) MAB(ng) WEE(mg EEE%) X% RSD(%)
5.1051 8.269 8 4.098 6 12.093 3 93.29
5.044 1 8.1709 40986 11.9715 92.73
5.0094 8.2119 4.098 6 12.0594 93.87
5.0714 8.2152 8.1972 16.4274 100. 18
1
1

5.0043 8.2037 8.1972 6.348 1 99.36  96.84  3.16
5.0084 8.1131 8.1972 6.3068 99.96

5.0143 8.1227 12.2958 19.898 7 95.71
5.0079 8.1123 12.2958 20.001 1 96. 69
5.0156 8.1248 12.2958 20.3842 99.70
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Fig.2 HPLC chromatograms
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