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GC detemm ination of contents of topiranate and its preparations

LIU Xiao— qin WU Shao— ping YIN Lin XU Chang— gen LIU Har jing

(Shaanxi Institute ©or Food and Drug Control X 7 an 710061, China)

Abstract Objective To estab lish a GC method to detemn ine the contents of topiran ate and iis preparatons M eth-
ods Usng capillary comn of HP— 15 (30m X 0. 32mm X 0. 25 Hm), and FD detector under follbw ng chran atog ra-
phy conditbn colmn temperature was 200 C. In jector ten perature w as set at 220 C and detector at 280 C  respee-
twvely Splitless the gas flow rate of Nowas4. OmL* mn ' H,was33 OmL® mn |, airwas30Q OmL* min . Re
sults The calbration curves showed good lnearity n the range of 250- 750 Hg* mL |, comelatbn coefficients w as
0.9844 The average recoveres (n=9) was 100. 3%, and RSD was 1. 9%  Conclusion Themethod is good n the
aspect of reproducb ility and sensitivity It can be used to control the contents of topiranate and its preparations
Key words: GG topiranate and its preparatbng detem inatbn

( topiranate) 2 34 5- - - (1 Janssen O rtho LLC); ;
- )- B-D- ,
, 2
[1~3] 2.1
, , , , 0.5mg* mL '
(GC) s ,
, , , 22 HP- 5 (30 m x
0.32mm % 0.25 Pm); FD ; :
1 200 C; 220 C; 280 C;
1.1 Agilent Technobgies 6890N : FD ( ): 4mLe min |, : 35
. SaroriisME235$ mLe min”,  :300mL® mi | : 1ML
1.2 : ( 100. % ) 1
: ‘ 2.3 lg
( Cilag AC), ( s 100 mL.
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Fig 1 Chmatograns ofblank( A), topiran ate reference substan ce( B),

opiran ate drug substance( C), capsules (D) and tablets (E)
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Tabl A ssay results of samples
mem TR D Ko
(Ne) (officinal m ehod) ( th s method)
1( topiranatel) 100.02.0 100.3%1.9
2( wpiran ate2) 100. 7 £1. 8 9.842.2
1( capsulesl) 101.4%1. 3 100. 6X1. 8
2( capsules) 102.3%1.5 100.9%1.7
1( bletl) %.540.9 9.242.0
2( ableR2) 98.612.0 99..4%1.6
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