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Detem ination of R elated Substances of F luorouracil In jection by HPLC

Xiao Y ]Ilg H uang P llg Shi Feng (Shandong Instincte for Drug Control Jinan 250101 )

Abstract Objective To estab lish an HPLC m ethod to detect the related substance of Fluorouracil In pction M ethods Refer to same
phamacopeias and standands of difrent countries wotk ing-out the pran ier H PLC-systan, optin ize and validate subsequently Re
sults The analysis was perbmed on C;gy coumn withmethanotw ater ( ad justed pH to 3.5 by phosphoric acdd) asmobik phase the
detecting wave kength was 265 mm. The experm ent ndicated that fluorouracil can be well resoluted fran its re hted substance The linear
response range was fran 0. 25 to 100mg* L™'. The preparaton was stablk the flictuate of proportion between m ethanol and water n
the mob ile phase pH valie ofwater phasg tanperature ofcobmn colunn brand had little mfluence on the resulis of the experm ent
Conclisior The m ehod was proved to be specific and reliable and can be used for the quality controlofF hiowuracil In pction
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(M 50 mlL, 5 h mg* L) ,
) (3) (0. 006 M 3.4 FriEm A
1. 5ml, 50ml, 5h (4) 3.4.1 ,
s ( 50ml, 5h); (5) 0.1mg L' \ 0246
(5500 k 7d); (6) ; 810 12 24 46h 20 UL ,
0.1mg* L' 46 h
, (EDTA) : (
, , JRSD 1. 24%;
3.4.2 ,
Rf 1 0. 1mg* L' : -
H 3.5 10:90 5. 95
1 RSB SR R AR 6 H B LK . 20ML :
5. 392 7 , ’
1 7.127 6. 25
2 8178 31 ’
3 8. 678 1. 41
4 11. 946 8. 21 ( 1 )’
5 17. 744 11. 72 . 5 95
; . 3.4.3 H ,
0. lmg* L' \ H
3.73.5 3.3 , 20 HL

2 mEhAR KA H AL X R BN LER G R

) , pH pH3.7 pH3. 5 H3. 3
Mo 0. 42 0.43 0. 43
, H 3.530.2
3.4.4 35°C 25°C
20 C ,
3.2 &AHER 0.266 0.26% 0.2%%,
0.250.50 345 Cis
1 100mg* L' \ 20 ML,
) ( Phenam e
,y= 6642887405~ 271486 R' = p1ex Gy hentsil ODS-3 Sh iseido
1. 000 O 0.25~ 100 mg* L' , Capcell Pak Cis ), ,
, 3
3.3 AR wa < )
0.019 34mg* L' \ 20 ul, SN =

3.1 0.37 ng/20-HL (0.019 0. 25, ~ - 100%
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M 3.5)(5:95) ; 265 1 mL 0.25 Mg
m 2 500 ; 20 U1, s
1.5 ,
10%, 20 LI,
3 ZA ARG EA AL R E R AN ShHES A .
K R 5 (
),
% % % % 2 (0.5 ),
050 01 0.20 0.43 018 038 3 (0.7%% )
A 070 101 0.24  0.47 021  0.42 4
060 01 0.35 0.48 031 043
henan en ex 061212 0.32 0.44 030 041 ’
Cyg b 061211 0.33 045 030 041 ,
050425 005 011 005 010
C 040 05 0.06 013 005 012
061 104 0.05 0.13 005 013
050801 0.21 029 019 0.26 ,
A 070 101 0.25 0.33 024  0.31
060 01 0.34  0.47 0.33  0.44
hertsil 061212 0.33 0.44 032 043
0DS-3 b 061201 0.32 0.44 031 042 ,
050 25 0.04 0.07 0.04 0.06 8 , A B
C 040 05 0.04 0.08 0.03  0.08 . C
061104 0.04 0.09 003 0.09
050801 0.18 0.38 018  0.38 ’
A 070 101  0.21  0.41  0.21 043 1/5
060 01 0.31  0.50 0.32 0.5
Shieido 5 061212 0.30 0.44 031  0.45 ’
Capeell Pak 061201 0.33 0.47 031 044
Ciy 050 25 0.04 0.12 0.04 012 Y - ¥ >
C 04005 0.06 0.15 0.05 014 [ , 2002, 22 (3):
061104 0.06 0.15 006 014 34,
[2] , ) ,
I'mL Ll
, 2006 4(1): 16,
0.1mg , ;
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e F %t 8 AT 3000 #4424 I0UL
=099 9), FHAEEEHR 103 5%, RDA 1.2%% (n= 6)
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