¥ & % b

China Pharmaceuticals

- WA -

Inspection and Test

202146 H 5 H 4530 %45 11 1)
Vol. 30, No. 11, June 5,2021

doi:10. 3969 /j. issn. 1006 —4931.2021. 11. 017

1L M #7800 B h R EfRiERA Y
T, SO SRR

(REAERGEEERRARR,BEE BL  710065)

HE.H 25 L3R W A AN REARE TR RABHRENEZLEN T Pt Afe =X, KN HE L EE(TLC) H L3 7 P ok i
FiR A BHARMMEEFNE AT AR B 43, &4 4 Ultimate Cis 4 (250 mm x 4. 6 mm,5 pm) , A EH A8 A F 8 - T - TR —
K(27:9:1:63,V/V/V/V),i%ikA 1 mL/min, %M %K 4 286 nm, 4284 35 C,#FFTH 10 L. ER AR LEMEHNTRL
A 4 A AR L LR e R s e 01T TLC AR AR SE S F M, B X B T 40 FFBr iR B A2 £ 0. 064 17 ~ 1. 283 45 pg LB A 5% @M Lt
RARIF(r=0.9995); A B FEH 97.28% , RSD 1 1.99% (n=6) L5 % 77 sk MAR T 8 EHEZ, T I0T R B4R A A TAT,
A AR RE AR B R 8 SRR
KEBIF LB R A BHRENEEE SR SR MEE R XN T BN M5 = AR B R EAA A

hE 425 :R932;R284. 1 X ERFRERD A XEHS:1006 - 4931(2021)11 - 0059 - 04

Improvement of Quality Standard of Zhixue Quyu Mingmu Tablets
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Abstract: Objective To establish the quality standard of Zhixue Quyu Mingmu Tablets. Methods Microscopic identification method was
adopted to identify Radix Salviae Miltiorrhizae and Radix Notoginseng. Thin —layer chromatography(TLC) method was used to identify
Fructus Ligustri lucidi. High — performance liquid chromatography (HPLC) method was used to determine the content of salvianolic acid
B in Zhixue Quyu Mingmu Tablets,the chromatographic column was Ultimate Cis column(250 mm x4.6 mm,5 pwm),the mobile phase
was methanol — acetonitrile — formic — acid — water(27 :9 : 1 :63,V/V/V/V),the flow rate was 1 mL/min,the detection wavelength was
286 nm,the column temperature was 35 °C ,and the injection volume was 10 pL. Results The corresponding characteristic tissues and
cells of Salvia miltiorrhiza and Panax notoginseng were found in the microscopic identification. The TLC characteristic spots of Fructus
Ligustri  lucidi were clearly, and the negative sample had no interference. The linear range of salvianolic acid B was 0.064 17 -
1.283 45 pg(r=0.999 5).The average recovery of salvianolic acid B was 97.28% with RSD of 1.99% (n=6). Conclusion The
methods are simple and reliable. The established quality standard method is feasible and can be used for the quality control of Zhixue
Quyu Mingmu Tablets.
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A. Sclerotic cells in  Salvia miltiorrhiza B. Resin channels in Panax

notoginseng

Fig. 1 Microscopic identification characteristics(10 x 40)
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BtEdh 20 7, AR AR EE LA , DA H B 30mL,
AL FE 30 min (T 500 W, 4% 40 kHz) , JExd,
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{35 4L . Ultimate Cis A5 (250 mm x 4. 6 mm, 5 pwm) ;
WA HBE - OB - R -/K(27:9:1:63, V/V/
V/ V)3T : 1 mL/min; 800 )% K 286 nm; H:iH .35 °C 5
PEREAE 10 Lo BERAREEFHE R B W43 AMILT 4 000,
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20 F, R LA AHEEE A0 Ky , TR 0. 2 ¢, WS FRE , X
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A FREM(EBRA 18C, MATIREH 48%) B. AHM(EER
H21°C , A8 IR EH 56% )

B2 ZoiiFmEREILE

1 —3. Test solution 4. Reference solution

5. Negative reference medicinal materials solution
A. Precast board(the room temperature is 18 °C and the relative humidity

is 48% )  B. Self —made board(the room temperature is 21 °C and the

relative humidity is 56% )
Fig.2 TLC chromatograms of Fructus Ligustri lucidi
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1. salvianolic acid B
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A. Reference solution B. Test solution C. Negative reference solution

3 HPLC chromatograms of the specificity test
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Tab.1 Results of the recovery test of salvianolic acid B(n =6)
BH#E() #a4E(ng) PAF(ng WEEhg wiE(%) T(%) RSD(%)
0.1005 1.0674 0.9428 1.9873 97.57
0.1038 1.1024 0.9428 2.0506 100. 57
0.096 8 1.0281 0.9428 1.9470 97.46
0.0965 10249 0.9428 19436 TR
0.1000 1.062 1 0.9428 1.9582 95.05
0.1004 1.066 3 0.9428 1.9677 95.61
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Tab.2 Content determination of salvianolic acid B in the

samples(n =3)

7 88 B 4% (mg/g) RSD(% )
131201 14. 84 0.35
131202 14.76 1.94
130903 10. 62 0. 64
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