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Particle Size and Particle Size Distribution of Micronized Fenofibrate
FU Zhiling' ,YANG Nannan',LIU Pei’,BAI Xiuxiu',SHANG Bin',LI Xia**
(1. Xi'an Hanfeng Pharmaceutical Co. ,Ltd. ,Xi'an,Shaanxi 710500, China; 2. Shaanxi Institute for Food and Drug Control,Xi'an ,Shaanxi 710065 ,China)

Abstract: Objective To establish a method for the determination of the particle size of micronized fenofibrate. Methods Pre —
dispersion was performed by the No.5 standard pharmacopoeia sieve before injection. The detection instrument was Mastersizer 3000
laser particle size analyzer,and the detection method was dry. The particle type was non — spherical,the injection volume was 0.20 g,
the refractive index was 1.53,the particle absorption rate was 0.01,the background testing time was 10 s,the sample testing time
was 8 s,the measurement frequency was one time,the light shielding degree was in the range of 1% - 5%,the dispersion pressure
was 1.50 bar,the vibration injection rate was 50%,the Venturi tube type was a standard Venturi tube,the hopper gap was 1.00 mm,
and the analysis model was universal. Results The RSDs of the repeatability and durability test results were both lower than 8%.
When the cumulative distribution particle size of the three batches of samples reached 10%, 50%, and 90%, the corresponding
particle sizes (D, Dy, Dyy) were 2.30 — 2.36 pm,5.33 — 5.35 pm,and 10.56 — 10.69 pm, respectively. Conclusion The
established method is simple and fast, which can meet the rapid detection requirements in the production process of micronized
fenofibrate. It has good repeatability and durability,which is suitable for particle size control of the product.
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Fig.1 Effect of dispersion air pressure on particle size measure-

ment results
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Tab.1 Results of the repeatability test

#72(um)
¥z 1 2 3 4 5 6
Dy, 2,30 2,32 2,28 2,28 2,27 228 229 0.80
Dy, 5.33  5.37 5.32 5.30 5.29 5.31 532 0.53
Dy, 10.51 10.62 10.54 10.42 10.43 10.52 10.51 0.71
it AR« A U IR sh bR R 2 A Ok
JEAS A R I B T S A 2. 1 T I A [
SR, N % 2R R B (1. 4,1.5, 1. 6 bar) FIAS
) % Bl 325 RE % (40% , 50% , 60% ) Xof i 2 45 5K 1 5 i
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Fig. 2 Particle size distribution of the method repeatability
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Tab. 2 Investigation results of the particle size by the durability test

1 000. 0
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jﬁ*‘ ’é ar ar ar SD(%) 0 0 0 RSD(%)
(pm)  (pum)  (pm) (pm)  (pm)  (pm)

D, 234229 2,23 2.4] 2,29 229 226 0.76
Dy, 540 532 521 1.80  5.34 532 52 0.7
Dy, 10.61  10.52 10.31  1.47  10.53 10.52 10.48  0.25
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Tab.3 Determination results of the particle size distribution of

three batches of samples (pm,n = 3)

%5 D, Dy, Dy,
sl 2.30 5.34 10. 56
s2 2.36 5.35 10. 56
s3 2.31 5.33 10. 69

1um EHT= 500KV Signal A= SE2
Wo= 7.5mm Mag= 500KX

B3 M IEEIEFREREFEREEE( x 5000)
Fig.3 SEM image of micronized fenofibrate (x 5 000)
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