FEIEAGT - 'f [ﬂ ;5 2023 4E3 120 H 45 32 %45 6 1]

Inspection and Test China Pharmaceuticals Vol. 32,No. 6, March 20,2023
hE 43S R932;R284.1 XERFRERD: A XEHS 1006 — 4931(2023)06 — 0088 — 05

d0i:10.3969 / j.issn.1006 — 4931.2023.06.022

PMEIEMBREGH REEHRERR
VLR WL R R A PR

L EYEHFAK,E @7 530022; 2. EREHGELRA,S W @7 530021; 3. HAREFRE,E B 541004)
ﬁﬁ% BE) 2 MAEhEAREM R EAFE TR HM A RRATHERERN 5 H A @ foly K AT 2R ;32 2020 R
(P EE(w3)) 7 EnEAMERKY ERYy BRREELS FEWAEE KA EEHE(TLC) kxSt iT 2% ]
R BRCRAE RN T HM PRI ES S, &4 A RP - 18 Endeapped 4 (250 mm X 4. 6 mm,5 wm) , #3484 Tk - 0. 4% &
BR R (32:68,V/ V), ik 1.0 mL/ min, % 9% K % 249 nm, AR A 30 °C,#HEAH 20 pL.ER HHHFRH Ki‘:'»_fii#%mﬂfl
2, E BT RSy Ry BRI E S R T AEESMNA T.01%,3.39%,0. 31%,16. 45% . TLC B 55750, o 8 Efe+ 5
WAF  E ML E R EREAE 4.94~98.70 pg/ mL e B A 5% @MREM L R RAF B E AR LM KELRG RSD ¥ 0T
2. 0%;-F ¥ adfED & 2 99. 46%,RSD 4 1.51%(n=6) 4518 S 6947 /E T A T M &3 d AR 25 A 09 42 4) .

KR P L8 AR R Gk ik B AR A Gk AR IR E R B AR A R
Quality Standard of Millettiae Reticulatae Radix
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(1. Guangxi Institute of Traditional Medical and Pharmaceutical Sciences ,Nanning ,Guangxi,China 530022; 2. Guangxi Institute for Food and Drug
Control ,Nanning , Guangxi ,China 530021 ; 3. Guilin Medical University ,Guilin , Guangxi,China 541004 )

Abstract: Objective To establish the quality standard of Millettiae Reticulatae Radix. Methods The characteristics of the samples
were identified, and the cross section and powder of the samples were identified by microscopy. The contents of moisture, total ash,
acid — insoluble ash and extract of the medicinal material samples were determined according to the method of the Chinese
Pharmacopoeia (2020 Edition, Volume IV ). Thin — layer chromatography (TLC) method was used for the qualitative identification of
the medicinal material samples. High — performance liquid chromatography (HPLC) method was used for the content determination
of formononetin in medicinal material materials,the chromatographic column was RP - 18 Endcapped column (250 mm X 4.6 mm,
5 wm),the mobile phase was acetonitrile — 0. 4% phosphoric acid aqueous solution (32 : 68,V/ V),the flow rate was 1.0 mL/min,
the detection wavelength was 249 nm, the column temperature was 30 °C, and the injection volume was 20 pL. Results The
microscopic characteristics of the powder were obvious and the specificity was good. The average content of moisture,total ash,acid —

insoluble ash and extract was 7.01%,3.39%,0.31% and 16.45%,respectively. TLC chromatograms had clear spots, good resolution
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and specificity. The linear range of formononetin was 4.94 — 98.70 wg/ mL. The RSDs of precision, stability and repeatability tests

were lower than 2.0%. The average recovery of formononetin was 99.46% with an RSD of 1.51% (n = 6). Conclusion The

established standard can be used for the quality control of Millettiae Reticulatae Radix.

Key words: Millettiae Reticulatae Radix; TLC; HPLC; formononetin; character identification; microscopic identification; content

determination
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Tab.1 Information of medicinal material samples
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Fig. 1 Appearance of Millettiae Reticulatae Radix
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Fig.2 Cross — section micrograph of Millettiae Reticulatae Radix
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Fig. 3 Micrograph of the powder of Millettiae Reticulatae Radix
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1,3 — 10. Test solution 2. Reference medicinal materials solution

Fig.4 TLC chromatograms
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Tab.2 Results of the content determination of moisture,ash and

extract in medicinal material samples (%)

my Ky BRLy B R e R 5 e )
1 9.98 3.16 0.29 18. 39
2 8.41 2.71 0.20 12.52
3 8.26 4.69 0.59 15. 83
4 3.07 4.20 0.30 9.06
5 6.52 3.84 0.24 14. 03
6 3.71 2.91 0.27 20. 04
7 9.60 2.47 0.16 12.17
8 3.13 3.40 0.29 22.07
9 8.16 4.06 0.59 23.20
10 9.27 2.48 0.21 17.23

B« i 2020 48 p (b [ 24 e (Y S ) ) 3 )
2201 Wi R (9 FGR  (LAK R 7)) I o 45 5 25 M
R Y A& 9.06% ~ 23.20%, F 1 16. 45%., it
W32,

2.5 SENE
2.5.1 BiELH

3% . RP - 18 Endcapped #£ (250 mm X 4. 6 mm,
5 wm) ;s FBIAH : LI — 0. 4% BER/K IR (32:68,V/ V) 53t
1.0 mL/ min; KK 4 249 nm; #E 1R - 30 °C; FEFE

i:zo vao
2.5.2 EWHE &

I A A8 250 BR U 9. 96 mg, RS B FRAE L B 100 mL
BRI, 0 SR A A R A R, RIAS TR R
410. 098 7 mg / mL Y XoF B i VA T B2 A AR S R ok
250 )43 o KB FRE , BB S T, A 100 mL
A, AR RT3 30 min, BV, B850, UE L, U8 VR0 VR
AT BRI B R IER 2 S mL A i, R B
TEAS L FES], 220,45 pm LFLUE B BE T B2 38, RIAS
PR AT

2.5.3 FHEF¥FEE

T PR« IR A 2 B A TR A AL 4 2. 5. 1T
TS SRR G0 SR i A A BRI AR
TR AL R WG AE T 13 5005 43 B B R T 1.5, 3
LB R TEILIE S

(RS A t / min

‘ I
0.16 ‘ h
0.12 '|!
)
i _,}| I 1
t/ min
0 5 10 15 20 25 30 35
B
L itk
A SR BEE B ARZBIER
Es BSRREEiEE
1. Formononetin
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Fig.5 HPLC chromatograms
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Tab.3 Results of the recovery test (n =6)

RHE() HABAT(n) MAT(ng) MES(ng) DREG%) X(%) RSD(%)
15057 76.2065 74005 1513872 10156
15036 76.1002 4005 148.4154 9769
15092 76.3836 74005 149.2368  98.42
15102 76.4342 74.005 1510118 10075
15045 76,1458 74005 150.0489 9984
L5075 76.2976 74,005 149.2368 9.3
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Tab.4 Results of the content determination of formononetin in

99.46 1.5l

samples (pg/g,n =3)
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