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Determination of the Content of Altrenogest in Microcapsule by

High Performance Liquid Chromatography
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Abstract; A high performance liquid chromatography method was developed to determine the contents of

altrenogest in microcapsule. A Kromasil 100 —5C18 (250 mm x4.6 mm, 5 mm) column was used for sample

separation, water — acetonitrile (30:70, V/V) was used as mobile phase, detection wavelength was 236 nm; flow

rate was 1. 0 mL/min; column temperature was 30 °C; and injection volume was 20 L. Altrenogest was

ultrasonically extracted from microcapsule by absolute ethanol. The results showed that there was no interference

peak at the retention time of altrenogest. The linearity was good in the concentration range of 5 ~30 pg/mL. The

regression equation was A =21468C — 10887, R* =0.9993; the average recovery rate was (100.96 +1.14)% ,

RSD is 1.13% . In conclusion, the developed method was accurate, reliable, selective, simple, fast, and can be

used for the determination and quality evaluation of altronegest microcapsule.

Key words: altrenogest; microcapsule; HPLC; content determination
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A represents active pharmaceutical ingredient of altrenogest solution
(50 mg/mL) , B represents accessory; C rpresents extraction of known
microcapsule spiked with active pharmaceutical ingredient of altrenogest

solution ( the spiked level is 5 mg/mL and the actual
conenctration is 17. 67 mg/mL)
EH1 HAZ2EABEIEE

Fig 1 Typical chromatogram of altrenogest
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Fig 2 Calibration curve of active pharmaceutical

ingredient of altrenogest
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Tab 1 Precision of altrenogest in microcapsule

at three concentration level

R
A e
Lo PR e e
=2 Concentration ;
. Peak area Average peak RSD/ %
No. of altrenogest
. (mAu. s) area( mAu. s)
microcapsule
/(mg - mL~1)
1 20 353762
2 20 357545
3 20 359579 356962.00 +£2952.00 0.83
4 30 530385
5 30 519853
6 30 519974  523404.00 +6046.03 1.16
7 40 762134
8 40 735639
9 40 744663 747478.67 +13470.05 1.80
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Tab 2 Recovery of altrenogest in microcapsule at three concentration level

I 2R A TN BE .
i) M OITES T , BT R !
Spiked level of RSD/ % RSD/ %
No. i Recovery/ % Average recovery/ % Total average recovery/ %
altrenogest/ (mg - mL ™)

1 5 100.28

2 5 101.01 101.25 +1.10 1.09

3 5 102.45

4 10 100. 11

5 10 100.22 99.82 +0.59 0.60 100.96 =1. 14 1.13

6 10 99.14

7 15 101.01

8 15 102. 31 101.81 +0.70 0.69

9 15 102. 11

RI ZAREKREERZZERABREHRESE
Tab 3 Stability of altrenogest in microcapsule at

three concentration level

i e i A I
comenon gy 08I
of altrenogest ~ Time Peak area peak area Rsbr%
microcapsule/ (mAu.s) (mAu. s)
(mg - mL"1)
0 18970
2 19290
1 4 19322 19195.20 +249.33 1.30
8 19491
12 18903
0 100925
2 100340
5 4 99805  100136.80 +554.75 0.55
8 100154
12 99460
0 421775
2 424274
20 4 426890 424465.4 +2055.67 0.48
8 426044
12 423344
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