> Ry
2024 4F 10 A5 H 4533 %45 19 1] 4 (a % HFILE.
Vol. 33,No. 19, October 5,2024 China Pharmaceuticals Pharmacy Articles

th[E 4y 252 R932;R284.1;R286.0 XEFRERD: A XEHS:1006 — 4931(2024)19 — 0071 - 05
d0i:10.3969 / j.issn.1006 — 4931.2024.19.015

5 EEARHIABTHEZE TEHRRESITN
X* B, FTEFR, % =,0Fi#H,KEH,T &%

(ITFHRETHKFER, TF K% 116021)
WE:BH #&L7NE 208l F A RErh.hEk BNE - 88% - 9 - SRS 4:3:2:1 & F HRIUR,
BA R BB IR A 1,1 - =R K -2 - ;Txé%z&ﬂ%(DPPH) B iy R 09 rh R A RN A AR A 2B BUR G R AR R B IR E R AL
R G FINE £ QXSS F KR B REILR I KR A BB ILE R A pH AR pH ;KR & 2ok AE &8 R T TR
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Preparation Process and Quality Evaluation of Compound Ligusticum Chuanxiong Whitening Cream
SONG Juan,YU Xudong,ZHANG Song,SUN Xueyan,ZHANG Zhigin, WANG Dong
(Dalian Dermatosis Hospital , Dalian , Liaoning , China 116021 )

Abstract: Objective To prepare the Compound Ligusticum Chuanxiong Whitening Cream (LW — C),and to evaluate its quality.
Methods A traditional Chinese medicine extract was prepared with a mass ratio of Chuanxiong Rhizoma : Leonuri Herba

Angelicae Dahuricae Radix : Angelicae Sinensis Radix of 4 @ 3 : 2 : 1. The optimal concentration of the extract was determined
with the inhibition rate of tyrosinase and the clearance rate of 1,1 — diphenyl — 2 — trinitrophenylhydrazine (DPPH) free radicals
as evaluation indexes. LW - C was prepared by the mechanical approach. The appearance was observed by the visual inspection
method, the particle size was measured by the biological microscope,and the pH of LW - C was measured by the pH meter. The
content of ferulic acid was determined by the high - performance liquid chromatography (HPLC) method, the chromatographic
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column was Elite ODS column (200 mm X 4.6 mm,5 w m),the mobile phase was methanol — 1% glacial acetic acid (30 : 70,
V/ V),the flow rate was 1.0 mL / min, the column temperature was 30 °C, the detection wavelength was 321 nm, and the
injection volume was 10 L. The microbial limits and preliminary stability of the prepared samples were investigated. Results The
mass concentrations of traditional Chinese medicine exiract in the ranges of 1 — 50 mg / mL and 1 - 10 mg / mL were
significantly positively correlated with the inhibition rate of tyrosinase and the clearance rate of DPPH free radicals (P < 0.01),
respectively. The prepared LW - C was uniform, delicate, glossy texture, moderate hardness,and it was easy to pick up and apply.
The particle size was less than 2 pum and evenly distributed. The pH was 6.8. The linear range of ferulic acid was 1.53 -
30.69 pg / mL (r = 0.999 4,n = 5). The RSDs of precision,stability,and repeatability test results were all lower than 2.0%. The
average recoveries of low — ,medium — ,and high — concentrations of ferulic acid (88,132,176 g / mL) were (99.51+0.97)%,
(100. 08 + 0.51)% , and (100.97 + 0. 73)% , respectively, with RSDs of 0.97%,0.51%,and 0.73% (n = 3). The content of ferulic
acid in three batches of samples was 179.63 g / g,185.38 pg / g,and 179.30 pg / g, respectively. The microbial limit test
results showed that the total number of aerobic bacteria in the sample was 20 cfu / g,and no mold or yeast was detected. After the
cold and heat resistance tests,the appearance of the LW - C remained uniform and delicate, without oil — water stratification, and
there were no coarse particles on the skin when applied. After centrifugation test,there was no significant change in appearance and

properties, and there was no oil — water stratification phenomenon. Conclusion The established preparation process is simple to

operate,and the quality of the prepared samples is stable. It can be used for the preparation and quality control of LW - C.

Key words: Ligusticum Chuanxiong Whitening Cream;ferulic acid;microbial limit;stability ; preparation process;quality evaluation
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TR T 46 2 10 mL, BIFS rp 25 SR UM, 75 7 .

TYR 16 P 6 3200 7 < R FHAS WA 43 5 R L — 1%
IR .pH 6. 8 BEIREL Lz 1P (PBS) \TYR A [m] 1 2 ¥ FiE
(1,2,5,10,20,50 mg/ mL) "P 25 3R HUR , 50 ) B B 04
(T, Ty, T, T)H FF U INASS SR, 15T ,37 “CHE i
SV 30 min, SR F 5628 AT L4366 BE T HAE 475 nm K
AR R WG R A TYR AY 36 M 2R 3 o R
(%) =[(A,-Ay) - (A;-A) 1/ (A, - A,) x 100%,X ],
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OO TY R B3R 53504 (34. 77 + 1. 00)%H1(93. 74 +
0.21)% , F W i 25 PEHCH ) BT W BEAE 1 ~ 50 mg / mL
TIN5 TYR By 5 5 2 EAH G (P < 0. 01),

*1 RMEEFR(mL)

Tab.1 Volume of reaction solution (mL)

B i T, T, T, T,
L - 888 0.5 0.5 0.5 0.5
pH 6. 8 PBS 2.0 2.5 1.5 2.0
TYR 0.5 0 0.5 0
¥ 25 FLBUR 0 0 0.5 0.5

1,1 = ZOR3E -2 - =28 F(DPPH) A L7
BRADE 1 mL 25820 5 2 mL DPPH & B )
TR — B0 YR A, G HR E 30 min, R 2550 A]
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¥'55.28
07 '/46. 86
40 1 ‘/
34.77

30 1 hs 1
IR / mg-mL~!
0 10 20 30 40 50 60
A

DPPH [ L5 BRR / %
100 -

90 86. 19 . ———mg0 48

30 ] / 86. 81
704 ¥70.53

60
50
40 4
33.79

30

20 |420.32

0 Y 15 g 3 A NS P
0 10 20 30 40 50 60

B
A TYREH4pH E  B.DPPH A b A # R %
B1 FAEREEBREPHRENE TYREEMNH RS DPPH
BHEFRE
A.TYR activity inhibition rate B. DPPH free radical clearance rate
Fig.1 TYR activity inhibition rate and DPPH free radical clear-
ance rate of traditional Chinese medicine extracts with different
concentrations
Fk2 EFNSEORMITHEREFTHE(g)
Tab.2 Dosage of matrix formula for LW - C (g)

9 A8 %A Az TRAR R84 Az
SRR RS B S 4.0 il 5.0
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230329 - 2,230329 - 3),
2.3 HmEH

AU = 2R FH 032 085 1] 2 ot X W8 B, HL T
¥ 5) AR AR RS T, B TR R TR
Kl2A,

KA URE i, KA B TR AT, SR b il e L
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A SMIL B #42(x 40)
B2 EXNESEAXRMATHNASHE

A. Appearance B. Particle size ( X 40)

Fig.2 Appearance and particle size of LW - C
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Fig.3 HPLC chromatograms
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