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GC detem ination of eleven kinds of residual solvents n Fnasteride
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Abstract Objective To establish a method of GC Dr the detem naton of Residual Sokents n F nasterde
M ethod The residual sobents in Fmnasterde were separated by HP — NNOWAX capillary cobmn (30 m X
0.53mm 3.0 Pm)withF D detector The carried gaswasnitiogen The n pctor tem perature and he detector tem-
perature were controlled at 220 C and 240 C, respectvely The progranmed column tem perature was set as b+
bws mantaned at 40 °C for5m i and then raised 10220 C at the rate of 10°C * m ' follaved by holdind for
2mn The sanplewas dissolved mnNM P and n— butyl alcoholwas used as the intemal standard Result The meas-
ured solvents were separated completely. The calibration curve of each solvent showed a good lnear relationsh p
wih good precisbn and accuracy. Conclusiore The established m ethod w as accurate and reliable It can be used for
he detem nation of resdual solvents n Finasterde
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Fig 1 Chmnatogram of the residual so bents n Finasteride

1 ( hexanethylene) 2 (THF)

3 (ethylacetate) 4 (methaol)

S ( dichlorom ethane) 6 ( toluene)

7. (dioxane) 8 ( n— butyl alcoho])

9 (pyrdine) 10 ( chlorob enzene)

ILN, N - (DMF) 12 (ethylene alkohol)
1

Tab 1 L near range

R2
( solvents) ( regression equa tion)
(hexam e thy lene) y=0.22420x - 0. 00271 0. 9996
(THF) y= 0.03038 x — 0. 00050 0. 99995
(‘ethyl acetate) y=0.1479x - 0. 00174 0. 99997
(methaol) y= 0.07258 x — 0. 00087 0. 9996
( dichloran ethane ) y=0.00522x - 0. 00007 0. 99995
( olene) y= 0.06708 x — 0. 00073 0. 99998
( dioxane) y= 0.01305x — 0. 00020 0. 9996
(pyrd ine) y= 0.01234x — 0. 00013 0. 99998
( chlorobenzene) y= 0.01941 x — 0. 00023 0. 99998
N,N - (DM F) y= 0.02359 x + 0. 00017 0. 99998
( ehylene alwhol) y=0.01466x — 0. 00133 0. 99965
6
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N,N -
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Tab 2 Results of recovery 3 (% n=2)
Tab 3 D etermiation results of residual solvents in sam ple
( detem nat imed RSD
(added anound) ( average
(solvents) amound) /%
/Hge mL-! recovery) /% (nan e) (LotNO. ) (dichloxm ethane) ( bluiene)
Mge mL-1
1554 149.5 9%. 2 14 061101 0.053 -
( hexam ethy lene) 194 2 189.9 97.8 05 ( gian jinxiang jiang) 061102 0.055 -
2330 224. 4 9%. 3 1.6 061103 0. 049 -
259 25.8 9.5 08 060500040 0. 029 -
(THF) 324 32.5 100. 4 03 ( henantianfmg) 060900010 0. 039 -
389 38.7 9.5 09 061000100 0.034 i}
202 2 201. 8 9. 8 Q6
061009 0.047 0036
(ethyl acetate) 252 8 254.1 100. 5 Q2
(héeigedian) 061010 0.050 0037
303 4 300. 7 9.1 a7
061011 0. 049 0038
1102 112.3 101.9 a5
(m ethaol) 137.8 141. 8 102. 9 a7 060901 0.056 0004
165 4 168.8 102. 1 0s (shanxyabao) 060902 0.058 0004
387 39.1 101.0 1.0 060903 0.056 Q004
(dichloranethane) 48 4 48. 8 100. 8 Q9
581 58.0 9. 8 Qs 11
405 40. 2 9.2 a3
( olene) 506 50. 4 9. 6 02 , ,
607 59. 8 98. 5 a3
161 16. 1 9.9 1.0
. 9.2 ,
( d oxane) 201 20. 1 100. 0 Qs
241 23.9 9. 2 03
76 7.6 100. 0 1.6
2
(pyrid ne) 95 9.4 98.9 07
114 1.3 9. 1 02 ’ ’
146 14.7 100.7 08 DMF s ;
( chbrobenzene) 183 18. 4 100. 5 Q4
2
220 21.9 9.5 04
N,N - 37.0 37.3 100. 8 08 ?
(DMF) 462 45.6 98.7 12 ; s
554 554 100. 0 1.8
N - s
253 %.3 %.0 20 .
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