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RP — HPLC determination of methyltestosterone in
microspheres of methyltestosterone polylactic acid
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Abstract Objective: To establish a method to determine methyltestosterone in microspheres of methyltestosterone
polylactic acid by HPLC. Methods: Diamonsil - C (250 mm x4.6 mm 5 wm) column was used with the mobile
phase consisting of methanol — water ( 72:28) . The ultraviolet detector was set at 241 nm the flow rate was 1. 0 mL
* min "'and the injection volume was 10 wL. The column temperature was 30 °C. Results: The standard curve of
methyltestosterone was linear in the concentration range of 10 = 115 pg * mL ™' (7 =0. 9999) . The average recovery
was 99.5% (n =9) . Conclusions: The method is simple sensitive and applicable for the quality control of methyli—
estosterone in microspheres of methyltestosterone polylactic acid.
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Fig 1 Chromatogram of methyltestosterone ( A) and testosterone ( B)
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Fig2 Chromatograms of control solution( A) sample solution( B) and

blank solution ( C)
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1 (n=3) “3 o
Tab 1 The results of recovery test ’
“2 ”» . 60
SD -1
(added) ( found) ( recovery) ( average recovery) qu wg * mL 10 P«L
I g Iug 1% 1% Y 6.38%
2400 2365 98.5 99.0 0.47
2400 2387 99.5 6.27% 6.19% -
2400 2379 99. 1 4.10 3
3000 3006 100.2 99.6 0.62 o
3000 2986 99.5 4.9 3
3000 2969 99.0 . 2
3600 3569 99. 1 99. 8 0.62
3600 3612 1003 °
3600 3605 100. 1
2 (n=3)
Tab 2 The results of durability test
/ ( Lot No.) /( drug loading) /%
( [',]lr()m‘dt‘)gr‘d[)hi(', (',()lumn) 201 105 lO 201 10512 201 105 15
Diamonsil - Cjg ( S/N:803964) 250 mm x4.6 mm 5 pm 6.38 6.27 6.19
Diamonsil - Cg  ( S/N:5031737) 250 mm x4.6 mm 5 pm 6.28 6.19 6.17
Kromasil - Cjg  ( S/N: E26264) 250 mm x4.6 mm 5 pum 6.31 6.29 6.24
RSD/% 0. 81 0.85 0.58
5
241 nm 1 ZHAO Ying - lan( ) LIN Cai( ) DENG Li( ) et
PVA al. Preparation and content determination of methyltestosterone gelatin
( ) . J China Pharm( )
2010 21(33):3133
° 2 TONG Jian - sun( ) WANG Xing - hai( ) CUI Liu -
o gui( ) et al. The effect of different doses testosterone unde—
canoate on spermatogenesis in rats(
. ( 1) ) . Acta Androlog Sin( ) 2000 6(2):89
' 3 Chp( ).2010. Vol I(  ):161
4 YAN Hui( ) XIANG Ping( ) SHEN Bao — hua( )
° ( 2) et al. LC — MS/MS determination of methyltestosterone in hair(
) . Chin J Pharm Anal
5 (3) ( ) .2008 28(11):1789
5 WU Shan - guang( ) YANG Fan( ) FAN Yu - fang(

) et al. Analysis of gelatin microspheres containing erythromycin
by HPLC ( HPLC ) . Acad Acad J
Guangdong Coll Pharm( ) 2008 24(5):487
( 2011 11 1 )



