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Preparation and Quality Evaluation of Tamoxifen Citrate Tablets

ZHANG Rui', WANG Han'", CHEN Yushuang?, ZHANG Jiaru!, FANG Ran!, ZHENG Yulin?(/.College of
Chemistry and Chemical Engineering of Shanghai University of Engineering Science, Shanghai 201620, China; 2.Shanghai
Maple Biological Technology Co., Ltd., Shanghai 201210, China)

ABSTRACT: OBJECTIVE To explore the preparation and process of tamoxifen citrate tablets and to evaluate the quality.
METHODS The optimum formulation ratio and preparation process were screened by investigating the proportion of filler,
binder concentration, amount of disintegrant, amount of lubricant, particle size and moisture content. Several batches of
tamoxifen citrate tablets (1 000 tablets/batch) were prepared for quality evaluation of particle angle of repose, drug crystal form,
tablet weight difference, hardness, disintegration time limit, content, etc. And multiple dissolution curves were established to
evaluate the similarity of self-madness and reference formulation by similarity factor method. RESULTS The quality of
tamoxifen citrate tablets prepared by using this prescription and process conditions was in accordance with the relevant quality
requirements in the 2015 edition of the Chinese Pharmacopoeia; the similarity factor f> of the dissolution profiles in the four
dissolution media was >50. CONCLUSION The homemade tablets of tamoxifen citrate and the reference preparation have in
vitro dissolution consistency.

KEYWORDS: tamoxifen citrate tablets; preparation process; quality evaluation; dissolution curve
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Tab. 1 Screening results of prescriptions and crafts

T A B/%  Cl% D/% E/H F/% f1E

1 1:1 10 3 2 20 3~5 38
2 201 10 3 2 20 3~5 49
3 301 2 3 2 20 3~5 45
4 301 6 3 2 20 3~5 38
5 301 10 5 2 20 3~5 52
6 301 10 8 2 20 3~5 53
7 301 10 3 1 20 3~5 45
8 311 10 3 3 20 3~5 55
9 301 10 3 2 16 3~5 53
10 301 10 3 2 24 3~5 47
11 311 10 3 2 20 0~3 51
12 301 10 3 2 20 3~5 74
13 301 10 3 2 20 5~8 31

W A-NEKR G S iR Gl B-BE A Ik C— i R &
D-EVE R & E-Rk H ¥ F-Kr &8,
Note: A-ratio of lactose hydrate to starch; B—concentration of binder;

C-amount of disintegrant; D—amount of lubricant; E-number of particles;

F-moisture content.
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Fig. 1 Infrared spectra of Tamoxifen Citrate tablets and
material drugs
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Fig. 2
reference preparations in four medium
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Tab. 2 Standard curve in different dissolution media

Dissolution curves of homemade tablets and

WA R EVEppiH r?
pH1.2 A=0.035 6C+0.006 3 0.999 5
pH 3.0 A=0.036 1C+0.000 7 0.999 7
pH 6.8 A=0.028 2C+0.003 4 0.999 7
K A=0.0033 5C+0.006 8 0.999 7
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Tab. 3 Quality measurement results of homemade tablets
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