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RP - HPLC detem mation of flnocnonide and its related substances

ZHAO Zhe TANG Su- fang

(T ianjin Instiute for Drug Control T anjin 30007Q China)

Abstract Objective To establish an RP— HPLC method br the detem maton of the fluoc nonide and its related
substances M ethod: The chram atographic cokmnwas Sepax Sapphire Cis (4. 6mm X 250 mm, 5 Hm ), the mobile

phase consisted of methanol- aceton itrile— water(60: 10: 30) at fbw rate of 1.0 mL* mn | detectbn w ave length
was 240 nm and the njected volmn was 20 1. Results The Inear range of the related substances was 0.0693 -
4. 156 Hge mL (r=0.9992), the detective lmitwas 0. 6 ng( 0. 0% ), the Inear range of the assay was 5. 05—
50.5Hg* mL 1 (r=0.9999). Conclision The method is smple rapid specific and accurate
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5 , , SN=3 1 (%, n=3)
0.6 ng(0.02% ) Tab 1 The resuults of feasibility
’ (m ethod (Lot (numbers of ( the biggest (ol ( content)
nunber) Na ) i purities) mpurity) mpurit ies) contar
2.6 “3.17 1%
1 070201 6 0.95 16 9.5
6 4 RSD CF080101 5 0.94 L5 9.9
0. Yo “3.27 CF080401 7 0.40 10 100. 6
6 RSD 0. %% 2 070201 6 0.91 1.6 98.9
2.7 ’ CF030101 5 0.92 1.5 9.5
' CFO80401 8 0.41 09 100. 0
2.7.1 6 ’ ’ 3 070201 7 0. 81 1.6 9.2
“3.1” 6 , “271 CF030101 7 0.84 18 100. 1
CF080401 8 0. 48 a9 9.9
0.9% (n= 6), RSD 3. 8%: 3
1.6% (n= 6), RSD 3. 2%, 31 14 mg , 100
2.7.2 6 : ml , 60 mL 10 mlL ,
[13 3. 2’7 6 s [13 2. 177
9 ” ( )7
’ ’ 1 ml, 100 mLL 5
100 % (n: 6), RSD O % N « 2 1”
2.8 “3.1 , 20 ML )
QG612 18 24 h s 7 1%
’ ~ 20%, 20
24 h R RSD u, ’
1. Yo, 24 h S 2.5 ’
( 1.42
3), 0. 59 ( 1) (1.0% ),
: 0.89 ¢ 2 172(0. % ),
' ’ 2 (2.00)(
( 2), 0. 02
3.2 ) 3 ,
04824h , , 2 USP31
24 h 3
Py RSD 0- % 2 3 (%, n= 3)
2.9 Tab2 Results of rehted substances of sam ples
I: Sepax Sapphire Cis (4.6 mm X 250
mm, 5 um)7 ; 2 Sepax Sapph ire C18 (4 6 (nunbers of mpurities) ( the biggest mpurity)  ( otal inpurities)
. (Lot
mm X 250 mm, 5 Pm) , ; 3 Agilent Extend No ) (s Usp (s Usp (hs  USP
C]g ( 4. 6mm X 250 mm, 5 l-lm) 1 me thod) method) m ethod)
, s 070202 6 8 0.95 0.95 16 1.7
1~2 CF080101 6 4 0. %4 0.93 L5 1.6
’ CF080401 7 8 0. 40 0.33 10 0.8
2 2 3 2 2
) Cig 3.2 14mg , 100
mL s 60 mL 10 mL )
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Fig3 Chranatograns of reference substances n sanple 4
2
A. (thismetheo) B USP C (' solvent by thismethod) 8
1. (fluocinonide) 2 ( the biggest mpurity) ’ ’ 3]
2 2
. S5mlL. 50 ,
mL , P
, 20HL ,
2 2
s 1 New Edition Phamacology( ). 4thEd( 14 ). Bet
3 3 jing( ): People Health Publishing House( ).
2 2 2
1997 427
2005
2 ChP( ). 2005. VoIl ( ): 848
33 - (Byn=3) 3 USP 312187
Tab 3 Results of detemn ination of samples 4 BP 2008934
ChP200S 5 P XV.672
(LotNo ) (th s method) ( 2009 7 17 )
070201 9.5 98 9
CF080101 9.9 98 2

CF080401 100 6 995




