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Preparation Process and Content Determination Method of Hongheshanpu Lipid — Lowering Capsules
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Abstract: Objective To optimize the preparation process of Hongheshanpu Lipid — Lowering Capsules, and to establish a high — perfor-
mance liquid chromatography(HPLC) method for the content determination of lovastatin,an index component of Monascus. Methods —Single
factor test was used to screen the best excipient,ratio and mixing time,and determine the model and loading capacity of the capsule
with angle of recluse, hygroscopicity, pile density and sample color as the inspection indexes. The chromatographic column was Thermo
Hypersil GOLD Cis column(250 mm x4.6 mm,5 p,m),the mobile phase was methanol — water(75 :25, V/ V) with isocratic elution, the
flow rate was 1.0 mL/min,the detection wavelength was 237 nm,the column temperature was 30 °C ,and the injection volume was 10 L.
Results The optimum preparation conditions were as follows: raw material powder(Monascus powder + Nelumbinis Folium — Hawthorn
co — decocted extract + Vitis Fructus extract) — medicinal dextrin silica(44 : 1 @ 3, m/m/ m),mixed for 20 min. The average content of
lovastatin in three batches of small test samples was 22.31 mg/g. The bulk density was 0.46 g/mL. Capsule No.0 was canned, and
the loading specification was 0.34 g per capsule. The mass concentration of lovastatin solution showed a good linear relationship with
the peak area in the range of 9 =90 pg/mL(R*=1,n=8).The RSDs of precision,stability, repeatability and recovery tests were less
than 3. 0%. Conclusion The optimized preparation process is simple, reasonable and feasible, and can provide a scientific basis for
large — scale production. The established method for content determination is simple, accurate, stable and reproducible, which can be used
for the quality control of Hongheshanpu Lipid — Lowering Capsules.
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6,31 # : Thermo Hypersil GOLD Cis £ (250 mm x
4.6 mm,5 pm); A HEE - K (7525, v/ V),
EEREVRENL s PR 2 1.0 mL/ min; #0097 K 2 237 nm; £
IR 230 °C ;s HEREE 10 pl,
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PRI 75% B 10 mL, %5 28, FRAE T, H S
AL R 20 min, B, FFFRE B, T 75% TEAb 2 I8 5%
(R 52, B0 (5534 K 2 000 r/min) 5 min, K5 % &
BB 3 mL, A PR A AR AR A (200 ~ 300 H L4 g,
NN 0.9 em) b, 22 mL W EEGRE , WOAE VR , B
25 mL P I H B R 2 B 5), uE R ISR UE
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TEARMTT W & T, ik & JE e R s E LA 1,

LMK RBEE G RMIBRAE KRR 180 wg/mL
) % AR Ath T 0T Bl O A% YRR TG A B R R R 4 S ok
90. 00, 63.00, 54.00, 45.00, 36.00, 27.00, 18.00,
9. 00 pg/mL [ ZRFXF GG, #6 2. 1. 1 IR g 4
HEREIN R , T S5 0 T FH o DA ARt 7T 0T FE 3 V5 o
(X, wg/mL) i Ae s e FR (V) S AR BRiEA T 2R 1
FU, A5 m R Y=21995X -4 026(R*=1,n=8),
SERIRI I AT T X B S ABUT VR BELE 9 ~ 90 pg/mL
TR N ST AR DG R RO G B 2. 1. 2 TR AR
VA TRGE i, RV RS ST E , LUEME L (S/ N) Ry
31 EF R B A AT R, 25 SRR A 0. 09 g /mLLe

K BRI RS SR I 2. 1. 2 J0T X B A, %
2.1 VU G5 SRR SE R IE 6 UK, TSR T AR 45
TR RSD A 1. 49% (n=6) , LIRS E R AT
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Fig.1 HPLC chromatogram of the specific test
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F TN 5 )GB11986 — 89, SR F [ 5 Ui <1 12 00 5 Ak 1k £
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P75 B R BE , W B A5 15 2 min IR A 10 4 TR v E
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*1 AEERFLFKRLEBUNELER(n=5)
Tab.1 Determination results of repose angles with different filler

prescriptions(n =5)

RA%BET  ORAN O FHKEA | &F5%F  HAN FHAKREA
1 EREH 51.55° 4 a2l 51.37°
2 %R 50.84° 5 MpEsH  50.12°
3 M gE  SL51°
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Fig. 2 Determination results of moisture absorption percentage with

different filler prescriptions

H1 8 1 AN R IR W Bk e R S AR HE T
N ERTEN < AT < WG < 25 HIRIRG < T
FEEARTE A o ET T 2 MR g R 1 P s R 4 7 R HE T
R TER < FERTER < 25 WG < 22 ZF0IKG < 1%
AR AR GRS TP R R HR B , 45 A A 34T , B
23 2 25 FAWIDRS AR Ay I 378590 o o A, R TR) ot Ak
Ji R IR F YR F 400, Wi sl M 2%, T 0 AT 9 5 i g
AT A B B

2) M8 A 0

SR WA SR, IR IR EE A AR N



2021 4E 10 A 5 H 45 30 %45 19 1
Vol. 30, No. 19, October 5, 2021

¥ & % b

China Pharmaceuticals

- HFRE -
Pharmacy Arficles

1 38 R e SRR R — 25 IR — e R (44 23 01,
m/ m/ m) AR TT AR E PR LA, 25 5N (] 1 e 57
A T5 R B o 2R WL 20 m] UL, 9 R AR R AL
7 Sl A A ROR Fre

®2 AEEFEFLAFRERUELER(n=5)
Tab.2 Determination results of repose angles with different lubri-

cant prescriptions(n =5)

275 Y5 i A TR aE A
ARG B 4% 48.77°
e 7 50. 04 °
8 — AL 41.28°
NHHAEELEEK

2% SRR I R A o L LA — oy i T O 1)
R R b7 H R IR R BRI R 455 T
IRIRZER, LUK TER WIS LR EF 4 R 22 2P i
JEE A 3 S JEL 7 5] TE A L T DR R Y E A9 R
11 :1(m/ m) &5 G PRI 25 H T E R 1k M, 5%
AN () S5 7 7] R T 7R G B A T R R i sl 45 ORI
F3 AL, JEE R - 25 IR - A k(44 01 3,
m/ m/ m) -4 R R /N T 400, B0 HTZ A 7 K oK 1)
TR, AT ST X SR K

3 TEABHAELARERUELER(n=5)

Tab. 3 Determination results of repose angles with different excipi-

ent prescriptions(n =5)

L 2 27 B FHRILA
9 R - 25 A (4424, m/ m) 50.21°
10 FoAH - R - —aaE(44:3: 1, m/ m/ m) 41.28°
11 BA - R - —AME4:2:2, m/ m/m)  40.69°
12 RoAth - R - ~ A (4413, m/ m/ m) 39. 58°

2.2.3 AFTHRBAHE

Bic 7 BRURERY 5 R E ) B IR AL, R A
5,10,20 min, WA A FE B, AT A PR 0k A o 25 5 AL
F 4TI YA IR 20 min BBy A AE45] IR IE f
BN URA 20 min BFE &, 3 LS I IBORE , RIS ir f7
FERPERIE I UL b A B AT AT cBE S A
UK 20101 TR g5 SR R v AR YT B R
RSD, Lk RSD<3% 4K o 45 B A VT i & 1 43 5l
b 21.84,21.75,21.74,21.70, 21. 64 mg/g, RSD K
0.29% .,

4 RABKRBEAHEERER(n=5)

Tab. 4 Investigation on mixing time of prescription powder(n =5)

s AR e TR A
1 Smin  ERAELE,EFRBHY AERPLL 4L11°
2 10min  EREBLE EFRNH HERAEL  40.08°
3 0min - ERBELE, EFHH, R ERM LK 39. 88°

2.2.4 EXFENEMRERZTHE

SR FH A i 3 2, HOAE T B oK 10,0 g, B 50 mL
A KRR H S em R EEVETEAMN L, A S ik
Bl 0B IR e A UHE B = 25k i (g) /2
B (mL) T8, 15 - HES Bl 0. 46 g/mLo 45458
B F R 700 e B, Bk 0. 34 ¢ INE W, 13 25 K3 AR
BN 0. 74 mL, 1] 0 5250 25 AR 0. 75 mL, AT 2
B ER GO A5 D IR VPR 0 SR
2.2.5 B R E e TR IR E

BT EEE N RENEY 2 g MERE, B0HE
HEIFRE A, TIPS AR 2 3 A MeCla,
K.COs, NaBr, NaCl, KC1, KNOs Ft T4 2% P , {6 FH 0 2
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B e 7 d, U B T, TR AR AR
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Fig. 3 Moisture absorption equilibrium curve of prescription powder
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