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Formulation Optimization of Deferasirox Dispersible Tablets

LIU Dong"*, CHEN Nai-fu', CHEN Nai-dong', HAN Bang-xing"*(1.School of Biology and Pharmaceutical Engi-
neering, West Anhui University, Anhui Liu’ an 237012, China; 2.Center of TCM R&D Engineer Research,
West Anhui University, Anhui Liu’an 237012, China)

ABSTRACT OBJECTIVE: To screen and optimize the formulation of Deferasirox dispersible tablets. METHODS: Ly(3') orthog-
onal design was performed to optimize the formulation of Deferasirox dispersible tablets with disintegrating time and dissolution
rate within 30 min as index using the dosage of diluents MCC and lactose, the proportion of PVPP and the dosage of cosolvent so-
dium dodecyl sulfate (SDS) as factors. Validation test of formulation was conducted. RESULTS: The optimized formulation was as
follows: MCC 12.5%, lactose 27.5% , PVPP 18% (added internally), SDS 1.0%. The optimized Deferasirox dispersed tablets dis-
integrated completely within 120 seconds, and its dissolution rate was 86.0% within 30 min. CONCLUSIONS: The dissolution and

disintegrating time of the optimized dispersed tablets meet the requirements.
KEY WORDS Deferasirox; Dispersible tablets; Formulation optimization; Orthogonal design
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Tab 1 Factors and levels

K¥F Az
MCCJH(A), % SLBEEB),% PVPPIMEREI(C),% SDSHED),%
1 100 25.0 12 05
2 125 275 15 1.0
3 150 30.0 18 15
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Tab 2 Design and results of orthogonal experiment

58 SES R

MCCJIRHA) % ST (B), % PVPPIINRELL(C), % SDSHHEHD), % M, %

1 A B, G D, 81.3

2 A B, G D, 61.2
3 A B, G D 757
4 A, B, G Ds 80.4
5 B G D, 85.7
6 A, B, G D, 90.1
7 A, B, G D, 73
8 A B, C D; 924
9 As B, C D, 73.6
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Tab 3 Results of orthogonal experiment and analysis of

range
S E
T MCCHIE(A), % FLBERIEE(B),%  PVPPINIMGRIL(C),% SDSHIE(D),%
I, 2182 234.0 263.8 240.6
I, 256.2 239.3 215.2 223.6
M, 2383 239.4 233.7 2485
R 38.0 54 48.6 249
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Tab 4 Results of orthogonal experiment and analysis of

variance
UE=S BETHH HME ¥WrE F P
MCC Hii(A), % 240.936 2 120468  1.274 <0.05
M E(B), % 6.362 2 3181 0.034  >0.05
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Fig1 Dissolution curves of 2 kinds of tablets

2.6 REEE

Fe RO AR R b D5 T2 il 3 b hr 2 ) S W0 R L
40 °C AL 75 % B 260 T CE 30 d, 73090175 5 4 R (9 1k
ARE D AT B 30 min RFRVE I AR BRAEY . 1K
L R R AL T B A BN R TE LR 5.

®5 SHERMREZERER
Tab 5 Results of quality investigation of 3 batches of sam-
ples
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LR i oo Wi Foa %
130410 0 ERAGK RECE AR 932 9 095 966
30 KAfAE IS, AFE— 925 102 094 964
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Determination of Related Substances in Ceftazidime Raw Material Using Gradient Elution of HPLC

YUAN Hua',ZHANG Dong”, HUANG Ya-long”, CHANG Yang’( 1.Shijiazhuang Institute for Food and Drug Con-
trol, Shijiazhuang 050031, China;2.Hebei Institute for Food and Drug Control, Shijiazhuang 050011, China; 3.
The Fourth Hospital of Hebei Medical University, Shijiazhuang 050011, China)

ABSTRACT OBJECTIVE: To establish a method for the determination of related substances in ceftazidime raw material. METH-
ODS: HPLC method was adopted. Apollo Cis column was used with phosphate buffer (pH 3.4) as mobile phase A and acetonitrile
as mobile phase B (gradient elution) at the flow rate of 1.1 ml/min. The detection wavelength was set at 254 nm and the column
temperation was kept at 45 °C . It was compared with that stated in Chinese Pharmacopiea. RESULTS: By this method, 11 related
impurities could be well separated, the analysis lasted for 30 min and the peaks appeared uniform and were well-separated. The lim-
it of the detection was 0.4 ng. 10 impurities were isolated by the method stated in Chinese Pharmacopiea. The impurities were poor
separated before main peaks appeared. The analysis lasted for 55 min. CONCLUSIONS: The method is superior than that stated in
Chinese Pharmacopiea in the number of the impurities, well-separated and short analysis term, which can be used for quality con-
trol method of ceftazidime raw material.

KEY WORDS HPLC; Ceftazidime raw material; Gradient elution; Related substances
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