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Preparation and Quality Evaluation of Jinlei Capsule
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ABSTRACT OBIJECTIVE: To prepare Jinlei capsule and evaluate its quality. METHODS: Wet granulation was adopted. The
molding technology of Jinlei capsule content granule was optimized with drug-excipient ratio, excipient ratio and ethanol volume
fraction as factors, using comprehensive score of particle forming rate, moisture content and fluidity as the evaluation index.
According to 2015 edition of Chinese Pharmacopoeia (part IV ), the characters, moisture, volume difference, disintegration time
limit were checked. Qualitative identification of Gentianopsis paludosa and Lysimachia christinale were analysed by TLC, and
quantitative analysis of luteolin and kaempferol were analysed by HPLC. RESULTS: The optimal molding technology of Jinlei
capsule content granule was that the maltodextrin and the micro-silica gel are mixed as a mixed auxiliary material according to 10:1
and then mixed with the drug powder by 1 :0.5, using the wet granulation method with 90% ethanol as wetting agent. The
characters, moisture, volume difference and disintegration time limit of Jinlei capsule were in line with Chinese Pharmacopoeia.
TLC showed the same color spots on the corresponding positions of the reference chromatogram. The linear range of luteolin and
kaempferol were 4.4-88.0 pg/mL and 9.6-96.0 pg/mL (all »=0.999 9). RSD of precision (n=6) , reproducibility (n=6) and
stability (18 h, n=7) tests were all lower than 2.5%. The average recoveries were 95.74% and 99.77% (RSD=1.50%, 2.72%
n=6); the content of them were 2.52, 0.34 mg/g. CONCLUSIONS: The optimal molding technology of Jinlei capsule is stable

and feasible; prepared Jinlei capsule in controllable in quality.

KEYWORDS Jinlei capsule; Preparation technology; Luteolin; Kaempferol; Quality evaluation; Content determination
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Tab 1 Factors and levels

KT A%
A(ZG-510) BUAEIRL) CZ AR, %)
1 1:05 501 70
2 1:1 10:1 80
1115 15:1 90

2.1.2 ot mE2VLIE S, SRR mRCR
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Tab 2 Design and results of orthogonal tests

Kl A B C DUEA) A
1 1 1 1 1 1.16
2 1 2 2 2 7.58
3 1 3 3 3 4.80
4 2 1 2 3 8.71
5 2 2 3 1 480
6 2 3 1 2 0.00
7 3 1 3 2 373
8 3 2 | 3 1.26
9 3 3 2 1 7.60

K 13.54 13.60 241 13.56

K, 13.52 13.64 11.31 1131

K; 12.58 12.40 13.33 14.77

R 0.93 120 1092 3.46

xR3 HESH
Tab 3 Analysis of variance

TERE EEFIA EHiil3 Hy)i% Fl P
A 0.194 2 0.097 0.095 >0.05
B 0.331 2 0.166 0.161 >0.05
C 76.834 2 38417 37.382 <0.05
D(%%) 2.055 2 1.028

i Fo0(2,2)=9.00, Fos(2,2) =19.00

Note: Fo10(2,2)=9.00, Fo5(2,2)=19.00
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Tab 4 Results of validation tests
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Note: 1. luteolin control solution; 2. G. paludosa reference sub-
stance solution; 3. G. paludosa negative control solution; 4-6. 3 batches

of test samples solution
Bl RERBENEERRIZE
Figl TLC of Gentianopsis paludosa
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Note: 1. kaempferol control solution; 2. L. christinae reference sub-
stance solution; 3. L. christinae negative control solution; 4-6. 3 batches

of test samples solution
B2 &HEHNHEEGIEE
Fig2 TLC of Lysimachia christinae
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Fig3 HPLC chromatograms
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