RIS TE S5
TEACRIG 0k 5 7 1 e ik (il 45 T2 M s b v F 52
# %4 2T & W ZEH(REEAAFLER,KE 300052)

fE %S R283 XEARERE A
DOI  10.6039/j.issn.1001-0408.2014.47.09

XERE  1001-0408(2014)47-4444-04

M E OB RALFTURSERE IS, TR AR EARE. TR ARERE ERRAT KETEET BTSN ITN
FeA%, mK B FERCA ] RIORI A F KR &l EXGRIA S F RN A T L, RAEEEEEEANE R, 5k
BADCIEE R RN EERB AR FENOESE, ER . FRORKIBRFT EAMSE TR, IR K, A RRI2 h; 52 EE 554
FER R, F B GREE K F TR E SR £ 0.103~4.120,0.040~0.520 ug B E A 5 & gk @R 2 RIFEEE A (r
¥ 40.999 9) 45 E AR T LT mAEK E X RSD DT 2%, &k 4 XA FHBET L5 aEFERR LT
L BT S AR T R BAR AR S R, T AME A B LR B R IR R AR

X8R AR SR KA T RS RE LY

Optimization of Preparation Technology of Compound Hongteng Granules and Study on the Method for
Quality Standard

REN Rong, JIN Jin, WANG Yan, MENG Chong, LI Zheng-xiang (General Hospital of Tianjin Medical Universi-
ty, Tianjin 300052, China)

ABSTRACT OBIJECTIVE: To optimize the preparation technology of Compound hongteng granules, and to establish the method
for quality stamdard. METHODS: The preparation technology of Compound hongteng granules was optimized by orthogonal test
with the volume of water, extracting time and times as factors using total amount of solid, the content of chlorogenic acid and emo-
din and comprehensive score as index. TLC method was used to identify Lonicera japonica. The contents of chlorogenic acid and
emodin were determined by HPLC. RESULTS: The optimized technology was as follows: 8-fold water, extracting for 3 times, last-
ing for 2 h each time. TLC had a strong specificity. The linear range was 0.103-4.120 pg for chlorogenic acid (+=0.999 9) and
0.040-0.520 pg for emodin (+=0.999 9). RSDs of precision, stability and recovery tests were lower than 2% . CONCLUSIONS:
The extraction technology is screened scientifically in this trial. The method is simple, accurate and reproducible, and can be used
for the quality stamdard of Compound hongteng granules.
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Tab 1 Results of dipping test

fEEL h Zitthie g Bk, % kM, %
0 9.0 0 0

10 1320 2694 86.27

15 1405 2857 91.83

20 146.0 2980 9542

25 148.0 3020 96.73

30 1530 3122 100.0

35 1530 3122 100.0

40 1530 3122 100.0
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Tab 2 Factors and levels
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Tab 3 Results of orthogonal test

W% RRGR
it \ 5 c p  RBEE RERRE OKRRGE, 4o
®.%  mg/l00ghs mgl00ghkdy i
I | I 1 1 2045 215 053 2158
2 1 2 2 2 2792 64.86 134 B
3 1 3 3 3 37.66 1172 299 939
4 2 | 2 3 nmn 2336 059 306
5 2 2 3 1 377 1313 39 9690
6 2 3 | 2 275 8763 36 AR
7 3 | 3 2 318 870 120 5110
8 3 2 | 3 1721 253 080 3088
9 3 2 1 3052 60.23 149 560
K 1375 10930 13278 18071
K 0184 18156 14063 17920 ‘
TXi=5138
K 13821 22294 24039 15389
R 221 3788 3587 894

1 PP = ORI 565 R AR R ) x100%0.3+[ (4R J5R 75
TARREFERR T i) +(RER R R R R F i) 1/2x100%0.7

note: score= (total yield of solid/maximum yield of solid) x 100 x
0.3+[(chlorogenic acid content)+(maximum chlorogenic acid content) +
(emodin content/maximum emodin content)]/2x100x0.7
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Tab 4 Analysis of variance

TERR BRI n i F P
A 677.88 2 33894 448

B 220532 2 110266 1457

Clik) 2399.29 2 1199.64 1585

D 15135 2 7568

T Fos(2,2)=19.00
note: Foes(2,2)=19.00
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Fig1 TLC of chlorogenic acid

1-3. test samples; 4. chlorogenic acid; 5. negative control
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Fig2 HPLC chromatograms
A.substance control; B.test sample; C.negative control; 1.chlorogenic
acid; 2.emodin
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Tab 5 Regression equation and linear range

5 Il i r ZHHR, pg

K% y=0.662 8x—0.532 5 0.9999 0.040~0.520

SRR y=0.000 14x+ 0.908 1 0.9999 0.103~4.120
G FE# S W R — b 4 1 i 4% Lk

WEAMFEE A6, IC T EISE . 4R, KRR SRR
TR RSD 4318 1.2% 1.1% (n 340 6) , 2 BH AL 2845 55 B
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Tab 6 Results of recovery test(n==6)

%)) AT mg  MAE,mg  WEEmg  FE, % X%  RSD,%
Kiig 007512 0.08 01559 1009
0.075 67 0.8 01559 1003
007533 0.8 01567 1017 1016 1.40
0.076 02 0.08 01595 1043
0.075 56 0.8 01567 1014
007527 0.8 01559 1008
SRR 3.126 3.00 6.202 99.55
3127 3.09 6.159 9%.13
3153 309 6259 1005 954 131
3137 309 6.186 98.67
3115 309 6257 1016
310 309 6.175 98.80

RT HRAFEBNELER(n=3)
Tab 7 Results of content determination of samples(n=3)

5 KEXGE, ne/s SRS &, mg/y
20110709 30.26 1.26
20110718 2857 1.2
20110728 31.61 1.29
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Quality Criteria Establishment and Stability Evaluation of Matrine Gastric Floating Particles
WEI Ya-jie, XIE Ming-quan, LI Ping(Dept. of Pharmacy, The Second Hospital of Lanzhou University, Lanzhou
730030, China)

ABSTRACT OBIJECTIVE: To establish the quality criteria for Matrine gastric floating particles and preliminarily evaluate their
stability. METHODS: The content of matrine was determined by HPLC. The determination was performed on ZORBAX Eclipse
XDB-C5(250 mmx4.6 mm,5 um) column with mobile phase consisted of methanol-0.1% phosphoric acid (70:30, V/V; pH value
adjusted to 6.0) at the flow rate of 1.0 ml/min. The detection wavelength was set at 220 nm and column temperature was 30 °C.
The sample size was 5 pl. The initial stability of the preparation was evaluated through influential factor test. RESULTS: The linear
range of matrine was 0.004 95-0.316 8 mg/ml (»=0.999 8). RSD of precision, stability and recovery tests were all less than 2.0%.
The release amount of 3 batches of samples within 2 h/8 h accounted for 27.82%/82.18% , 25.27%/84.21% and 26.34%/86.99 %
of the labeled amount, respectively. Under the circumstance of unpackaged, samples were not stable if placed for ten days under
the high temperature (60 °C ), strong light [(4 500 + 500) 1x] and high humidity [(90 £+ 5) % ]. CONCLUSIONS: The preparation
technology of Matrine gastric floating particles is simple, stable and easy to control. Matrine gastric floating particles are of good
sustained-release effect and floatability. Prepared particles have met quality demand. Storage in dry, preferably dark places and at
room temperature is recommended.

KEYWORDS Matrine; Floating particles; Quality standards; Stability; HPLC
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