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Improvement of Quality Standard of Jianpi Jiangzhi Granules
LI Chengsen' ,ZHOU Chunling' ,WANG Xiaoyue',TONG Bingni’ ,KONG Lingfeng' ,MAI Zhixiong’
(1. Liaoning Institute for Drug Control + Liaoning Inspection,Examination & Certification Centre ,Shenyang,Liaoning,China 110000; 2. Guangxi

Wuzhou Pharmaceutical < Group > Co. ,Lid. ,Wuzhou,Guangxi,China  543000)
Abstract: Objective To improve the quality control standard of Jianpi Jiangzhi Granules. Methods The high — performance liquid

chromatography (HPLC) method was used for the qualitative identification of Codonopsis Radix,and the thin — layer chromatography
(TLC) method was used for the qualitative identification of Polygalae Radix and Salviae Miltiorrhizae Radix et Rhizoma. The HPLC
method was used for the content determination of Sodium Danshensu,the chromatographic column was Diamonsil™ C; column (250 mm X
4.6 mm,5 pm),the mobile phase was methanol — 1% glacial acetic acid solution (6:94,V / V) ,the flow rate was 1.0 mL / min,
the detection wavelength was 280 nm,and the injection volume was 20 pL. Results Polygalae Radix,Salviae Miltiorrhizae Radix et
Rhizoma and Codonopsis Radix could be clearly detected in the chromatography,and the negative control has no interference, with
strong specificity. The linear range of Sodium Danshensu was 0.542 — 54.200 pg / mL (R* = 0.999 9,n = 6). The RSDs of
precision, repeatability , and stability test results were all lower than 2.0% (n = 6). The average recovery rate of Sodium Danshensu
was 101.86% with an RSD of 1.68% (n = 6). Conclusion The established method is simple and accurate with strong specificity,
which can provide a reference for improving the quality standard of Jianpi Jiangzhi Granules.

Key words: Jianpi Jiangzhi Granules;Sodium Danshensu;lobetyolin; Polygalae Radix; Codonopsis Radix;Salviae Miltiorrhizae Radix et

Rhizoma; quality standard
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1.1 {¢s8

Agilent 1260 & 25 0 AH €435 X ( 3¢ [F Agilent 24
A) ), WA GT117C B A8 MR 9 A6 I 4 5 AS20500 29
7 U I PR AL (K LR B A RS A R | MR
40 kHz, J1°% 4 280 W) ; CAMAG - reprostar 3 FAH R 4
(%t Camag 23 7] ) s Milli — Q AU 41 7K {3 (3 [ Millipore
ISHE)CP225SD B F R (K E R Tz —),
CWBSA224S - CW B TRV (KR T2 —) , 1
4 T 75 5 Sartorius 23 7 o

1.2 X%
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WEZ5 4 (L5 121923 - 201816) , 56 S He A1 % B (it
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52 110855 — 201915, 4l & 4y 97. 8% ) , ¥4 T v [ £
it 24 R 8 AT B 5 R S AR (F B VEAL T it
5 2020201012) ; {8 ALK iR TR (A0 77 25 KRR 250k A PR
Al IS 43 R 210301, 210302, 210303, 210304,
210305,210401, 210402, 210403, 210404, 210405; ) 74
RN 6 25 < 82 AT > A BR 2 ), 445 4331y 210801,
210802, 210803, 210804, 210805, 210806, 210807,
210808,210809,210810) ;35 F [ 144 i Fh SE 30 % 1
s B (HES Ol 110855 - 201915) , Z 5 (5 K
110855 - 201915) , # ki ali, Wy T2 KA FRA F
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2.1 EHES

TC S URE i 10 g, WA, i — S HF 8E 50 mL, [B] i
30 min, JEL, YEWRZE T, BRI B 1 mL (AR L VE N
B A VW o B AR X R4 0.5 g, K 25 mL, A
[l 30 min, &2, BOIE, IS 70 21, = 4 e
50 mL, [B1 9 30 min, JEaF, PR ZE T, ZR 3 I B 1 mL
fli Vs i, A S X R 2GR 5 W 45 A0 T T2 A B i
A Y B VERE i e At i v VR 8 T v A PR 0 R
o VRS TR o TR EBCAE A i 3 YR I 4 kR 0 Y T 4% 20 L
X IR MW 10 L, 25 F [l — RS G A, (a7 ok A1
TEBE(60~90 °C) - FER(2:1,V/ V), JBIF, T4k
§1(365 nm) T A 0 o (3 A v W (i o, 78 55 0 BR 25 4
VO Y€, % A N A7 S A TR BRE S, LB R X R T
PeorEILE 1T AL

11— 12, sFRAMER 13, PSR
ik Bk E BT A

A & B A

E1 #HERGIEE

1 - 10. Test solution 11 = 12. Reference medicinal solution

1 - 10. Bk shigik

13. Negative reference solution (lacking Polygalae Radix and Salviae
Miltiorrhizae Radix et Rhizoma)
A. Polygalae Radix B. Salviae Miltiorrhizae Radix et Rhizoma
Fig.1 TLC chromatograms
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P VW U S X B2 8F 2.5 ¢, MK 30 mL, Jil#A
A1 30 min, JEAT , BRI , Fe BEI= T VA VR 45 D kil 4%
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A YRR AR % T A I o R T TR A
T2 R TR R IR 2 0 1 TR B M o IR VA A4S 10 L,
ST R — R G A, IR =S bt — I - H R
(10:4:1,V/ VI V), J&IF, W5 LL 5% T B ek IR v R 1t
TRl TR LT R 7 0T BE 2 A T 3 A 7
AR IR B BRE 5, ELBAPE XS BTG  3E UL 1 B,

B2 HUORE A 20 g, BIFAH, JINFAOK 50 mL, B0, B L
THW 25 mL, IR AR IE T PERFESEI 2 K, RFK 30 mL,
G IFIE T BEw, AP 2 Ik, BF K 25 mL, 1F T FE
WRZE T, Bl 0 A i #8225 mL s i, fin
HA I 2, IS BV, o A3l V2 R o BB 2 R %
HEh T AR 1 mL 5 10 g AT, RIS X AR
VWL H AT T 28 AN 58 B B AR, e
VAT TR % T ) B R X R O A TR TR B A L £
A Agilent TC = C o #1(250 mm x 4. 6 mm, 5 pm) , i
SIH A NG - /K (20:80,V/ V), F# M 1. 0 mL / min, £
Wz KA 210 nm , FERERE N 20 plo (A SIE R A%+,
755505 BE it V5 €2 T R ) £ B IF ) b A i e o
FLBA AT BEIE 48 o1 DL 2.

2.2 PASEWNESENE
2.2.1 BELH

{4, 3% F : Diamonsil™ C ¢ # (250 mm X 4.6 mm,
5 pm) ;LS : VB — 19 DKIERRIA W (6:94,V 1 V) ;I

1.0 mL / min; &0 4 2 280 nm; AL 20 Wl B
WAL S R TR AR T 6 000
2.2.2 EIWH A

BUPF2 Rl Bl RS B FR 2, i 25% Il
AR 1 mL & PSS 10 g BOTE TR, VE X IR VA
Bk B 22 SR I0CR AORE S BFAR L B0, 5 g KRR, B A
FEHHE T RSN 25% H B 25 mL, FRE i, ik
[BIE 1 h, B, PR E T, FH 25% PP SRR fE 082k 1 5
L UERT BRIV, VR M R A TR R A T T2 A
AN EFF S0 B i, e A3 7 T o % T 1 ol B
P HE VAT
2.2.3 FHE¥EZE

L PR B« BORT R A R AR A R B X
WSV TS 20 WL, 42 2. 2. 1300 F (635 4 gh R 52 38
S0 B 25 SR PE 2 2 B AV P i At g3
PR RIS sy, HIHX IR OC T4 TR L 3.

LM RTL WS R0 IR I8 i, R % PR
FE I 25% FREE A R BT R BE 43 R 0. 542, 2. 710,
10. 840,27. 100, 54. 200 g/ mL B R S, 4% 2. 2. 1
TR s A F AR A2 L e Sk s R, LU S R
WeRE (X, g / mL) ARG AR bR TR (Y) AR IEA T 2R
P[] U AR R FE Y = 12. 543X + 0. 498(R2=0.999 9,
n=6) 4 RFEW,FFS R E W E A 0.542 ~
54. 200 g / mL 38 [l N 5 0 TR M G R R AT

K 2 B 00 - B2, 2. 2 TR AR B TR TGE L R

Uu/v U/v Uu/v
75 75 75 W "H
50 50 || 50
25 13 25| [) Ji'*«'\_} 129,823 25 U\\M‘A
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1. Lobetyolin
A. Reference solution B. Test solution C. Negative reference solution
Fig.2 HPLC chromatograms for the qualitative identification of labetyolin
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1. Sodium Danshensu

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

Fig.3 HPLC chromatograms of the specificity test of Sodium Danshensu
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2.2 VIR Ao A HE BRI A 6 Uk, I0 S (i IR L 4
P+ Z NG TR FL A RSD 7 0. 50% (n = 6) , KWL E$ K
R

Fee MG « BORE (it 5 210810) 3 &, A % K
AL 2. 2. 2300 7 vk A AR S, 430 T 0,2, 4,
8,12,24 h 4% 2. 2. 1T (i A bR E L 25 SR P2
ZHNIETE AL RSD M 1. 50% (n = 6) , F2 B ALK 5 V8 I AE
24 hNFRUEYE R AT

PR  BURE S (1645 210810) 38 &, K 2 FK
L2, 2. 200 F A A A TR 6 10, 4% 2. 2. 130
T EGE AU REN E GRS S ZME Y S R
0.518 mg/ g, RSD } 1.37% (n = 6) , W ik & & 1
Rt

TR [l 5 < B 00 1 A A 5 (FIE5- 210810)
0.25 g, W% FRaE , 2L 6y, 3 HIKE B 2. 2. 2350 R X
WA TR (B MR 4 0. 108 4 mg / mL) 1 mL,4%2.2.2
TR )7 el A AR S W, 45 2. 2. 1300 (638 45 1 R RE
e AR DR S5 R LR 1,

Fz1 MEEKKIELE R (n=6)

Tab.1 Results of the recovery test (n =6)

RER() HH4E(mg) MAZ(mg) MEF(mg) =HE%) X(%)  RSD(%)

0.2520 0.1310 0.108 4 0.2410 102.12

0.2550 0.1320 0.108 4 0.2430 102. 56
0.2518 0.1300 0.108 4 0.2380 98.98

101.86  1.68
0.2585 0.1340 0.108 4 0.2460 103.13

0.2514 0.1300 0.108 4 0.2420 103. 44

0.2594 0.1340 0.1084 0.2440 100. 94
2.2.4 HHEENE

BT 77 95 R B 24 M A BR 28 ] AL PG A% N il 2 (46
VA BRA FIAE P B RE A 104E 452, 2. 2350 F Jy ki
A TR, 2. 2. T A A R AR SE 3K,
e E A A R R 2,
2 HRPASEHSENELEE (mg/g,n=3)

Tab.2 Results of the content determination of Sodium

Danshensu in samples (mg/g,n =3)

5 5% 5 5%
210301 0.748 210801 0.418
210302 0.793 210802 0. 462
210303 0.722 210803 0. 420
210304 0.775 210804 0.438
210305 0. 804 210805 0.419
210401 0.728 210806 0. 391
210402 0.770 210807 0. 541
210403 0.784 210808 0. 497
210404 0.734 210809 0. 437
210405 0.717 210810 0.518
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a3 VAR 72 T reg LA 19 48 BrbE o i &R LD A 4
DS LA 1Y B i, AR X RS LA 25 A HEA TSR, LA
Bk B R 1 H 1Y

PO B2 22 0 e 0 2 P8 4 AT [ 0 A B
2RI, 558 20% ~ 70% W BEHEHCA ] (15 ~ 60 min
) B2 JRCHST B] AN [ AR FRU ) B RO 391 i L £ i3 A O B0 A
A FROHRE T 2. 2. 130 R (A A

AT RN T S S0 L R
Sy PSR S B Tk, BT A TR
HERG R JE PR, R oA fat ML N R T b oA 1) B T4
#tz‘%
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