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MK 280 nm, AR A 35 °C,#HAEF A 10 pl, R FM AT TLC BBEEFW, 5 B Ed, X560 43K nEE
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Study on the Quality Standard of Fufang Jinqin Tablet
SI Xixi', SUN Hongsheng’(1.Shandong University of Traditional Chinese Medicine, Jinan 250035, China; 2.Af-
filiated Hospital of Shandong University of Traditional Chinese Medicine, Jinan 250011, China)

ABSTRACT OBJECTIVE:To establish the quality standard of Fufang jingin tablet. METHODS: TLC was conducted for the qual-
itative identification of Cortex phellodendri and Lonicera japonica in the preparation. And HPLC was conducted for the content de-
termination of baicalin; the column was Zorbax Eclipse XDB-Cs with mobile phase of methanol-0.2% phosphoric acid water (40:
60, V/V) at a flow rate of 1.0 ml/min, the detection wavelength was 280 nm, column temperature was 35 °C,and the injection vol-
ume of 10 pl. RESULTS: C. phellodendri and L. japonica of TLC showed clear spots and good separation. The linear range of ba-
icalin was 0.533-4.264 ug(r=0.999 9); RSDs of precision, stability and reproducibility tests were lower than 2% ; recovery was
96.95%-99.70% (RSD=1.18% ,n=6). CONCLUSIONS: The standard can be used for the quality control of Fufang jinqin tablet.

KEYWORDS Fufang jingin tablet; Baicalin; TLC; HPLC; Quality standard
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Fig1 TLC chromatograms of Lonicera japonica

1-3.test samples; 4.negative control; 5.substance reference
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Fig2 TLC chromatograms of Cortex phellodendri

1.substance reference; 2-4.test samples; 5.negative control
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Fig3 HPLC chromatograms
A.reference substance; B. test sample; C. negative control; 1.baicalin
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Tab 1 Results of recovery tests(n=06)

Ik Fl MAZE, HiE, IMEEmI FEEERT  RSD,
i,y i, mg mg mg £, % %, % %
05172 1.096 5 32812 43667 99.66
05108 1.0829 32808 43237 98.78
0.5032 1.066 8 32814 42582 97.26

98.47 118
05133 1.0882 32819 43601 99.70
04989 1.0577 32805 42382 96.95
05117 1.0848 32803 43171 98.48
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IR R AR IR 2.

R2 HRABNELER(n=3)

Tab 2 Results of contents determination of samples(n=3)
5 FAAF T, mg/g THGE, mg/g
20140904 21089

20140910 21159 2089 4
20140916 20435

3 g
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Quality Evaluate of Betamethasone Tablet by Establishing a Mathematical Model
ZHU Jingyi, XU Li,LI Qi, WEN Liyu(Yangzhou Institution for Drug Control, Jiangsu Yangzhou 225009, China)

ABSTRACT OBIJECTIVE: To investigate the quality differences of Betamethasone tablet from different enterprises, and provide
reference for the eventual establishment of the drug relative quality evaluation system. METHODS: According to the principle
and steps of the ideal point method, a mathematical model was established. And the perfect point of the 3 inspection parameters
(content, content uniformity and dissolution) of Betamethasone tablet was regarded as the upper limit theoretically, and the permis-
sible point as the prescribed minimum in the model. After homogenizing the initial data or ones to be quantifiable were translated in-
to evaluation parameters; and the evaluation parameters were calculated by ideal point method to receive comprehensive evaluation
results. RESULTS: According to variance analysis, there was no significant difference in the comprehensive evaluation results of

Betamethasone tablet from different enterprises (P=0.54>0.05) , indicating that the overall quality of Betamehasone tablet was

good. CONCLUSIONS: The mathematical model of quality evaluation with different drug has certain feasibility and operability.

KEYWORDS Mathematical model; Ideal point method; Betamehasone tablet; Quality of drug; Quality evaluation

24 i JEU BRSPS R R A DA G DR it
N PRUEZS 2 4 AR, KA i LR, (H2 i i
L 45 32 22 B I 2R I, AR 2 e DA R R A= T2
AN R A AR B 22 5, RV Al — ) S it

Y2 A SR LA AT RESE A — A, T T E R AR 25 A Y
FRARKRE , AT G AR UE R 25 dh A AR MERE — P B2 5 1
D0 o A SRR A AR R 3 1) S A 20 B, AR AR A B
5 ST A T AR S 4 E R I A R T L

AT A U K AT R S A K 5 Ol 280 nme. S 4b, T BN
FHZ: 8 2015 45 i 24 i) 2 Shy FH E-0.2 % R (47 : 53, VIV)
Bf, OB [l 4 L RO AN AT . RIS, & PR B
AR B N F 0.2 % W IR (40 : 60, V7)) B}, BEA-TF A0 B AR
I LT, BT BTE T3

ZE L rak A 5T B A o ol TR O &5 B A R G
Pl
52 3k
[1] HERGUEAS P EARIEFE PR —[S].20154F

R AG S : H E Bs 2 Rk H Rk, 2015 301 | B S 34

[2] kB, 38 KT HPLC I SURIETE AL 5-5% FF 2L h

* ERE LGN AL . W1 2595 H7 ; E-mail : ting_1981 @sina.
com

#AEVERE  FALZN . W55 ) 299 00T 2590k . E-mail:
jsyzyjs@163.com

THEEZG 2016 455 27 B4 3

B = [J]. P B 25 45,2014, 25(44) : 4 206.
[3] BBk, gRIE A, B bk, 5 .52 4 EEIH 5 ORI B bR it
WFSE[I]. % 2544,2014,37(4) :684.
[4] AHREE, EREAL, T4k 43 AR 3 10l 11 IR bR eI 5T
[J]. % 5%.25,2014,36(5) : 986.
[5] MRE (R, 5w, 5.5 ) B S s NI [J].
b 2544,2014,37(7): 1 292.
[6] ®Wrm, AAEAe, N Z5G R ERETFRI]. T B 2
ak,2014,23(12):67.
[7] HARHE, SREEAE  SRR), 3 G980 e i BT bm MR 5% [J].
¥ %25 ,2013,35(2):302.
[8] whaltk, ¥k M, A&, 5 FHEH AP 0 & il e M
HFHE I [I]. % B 25 4 ,2013,24(8) : 736.
(ki HH:2015-02-22 &[] H 1. 2015-08-17)
(il .5k )

China Pharmacy 2016 Vol. 27 No. 3 < 417 -



