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RP- HPLC detemm nation of makhridine phosphate i jection
and its rehted substances

GAO Su- ying, ZHU Y {

(1. Zhejang Institute for Food and D rug Contro] H angzhou 310004, Ching 2 M insheng Pham aceutical Group Ca Ltd Hangzhou 310011, China)

Abstract Objective To establish aRP— HPLC method for the detem nation of content and the related substances
ofm alard ne phosphate njecton. M ethods Phenan enex Luna Cis column( 250 mm X 4. 6 mm, 5 Hm)was adopted
as the statbnary phase w ith the mobile phase of acetonitrile— 0. 05 mol L " KH, PO, sohitn( contan g 0. 1%
triethy lam n¢ ad usted to pH3.0 w ith phosphoric aci) ( 15: 85) at the flow rate of 1. O mL* mn " and the detee
tbnwavelengh was set at 278 nm. Results The Inearity was n the range of 40.1- 120.4 Hg* ml~ "with a re
gression coefficient of 1.00Q The bw, medum and hgh average recoveries of the method were 99. 3%, 99. 0%,
99. % (n=3), RDswas 0.3%%, 0.30%, 0. 4% . The RSDs of average contents of intra— day and mter— day
were 0. 3% and 0.20%, respectivel. Conclusions Themethod is smple rapd and accurate
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Fig 1 Chmmabgrans of he exclusion mspection of HPLC m ethod
A. (sanpk) R ( blank excipient) C ( san ple destroyed by acid) D, (smple destoyed by akali) E.
( destroyed by oxiation) FE ( sanple destoyed by heat)
1 (malaridine ph osphate)
4 1) 5,
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64.22 72.25 80.28 88.31 96.34 120.42 Hg 4.4 “6”
, , Y ( 0707192), 046240
X : .44, 1.4%6, 1.51%
Y= 45. 721X - 40.657  r= 1.0000 1.51%, 24 h
, 40. 14~ 120. 42 Uge mL™'
4.5
4.2 , s , 1 mL
3 0.8 ng 64 80 9 Hg 3, 10
4.3 ( 0602272), ur , ;

«5” (5 d , , , , 3



Chin J Pham Anal2009 29( 11)

— 1955 —

D.F%, 99. 6%, 99. Fo; RSD
0.3%%, 0. 30%, 0.4%%

B

5
s 1mL
80 Hg s , 10 KL
, ; 105C
R 2005
R 1
6
s 1mL
0.4mg 16 Hg ,
10 BL
10%, 2
10 BL, )
5
R 1
1 (%)
Tab 1 The results of assay and test for rehted
substance of m alaridine phosphate i jection
( hemethod) ChP 4]
(LotNo )
( content) ( related substnces) ( cantent)
0602272 9% 8 329 100 0
0707192 95 8 L 43 91 0
0707242 975 L 41 9% 8
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