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[Abstract] Objective: To establish a method for the content determination of pidotimod in Pidotimod for Injection by
HPLC. Methods: The Diamonsil-C g (4.6 mmx250 mm, 5 pm) column was used. The mobile phases consisted of 0.01 mol/L.-
sodium dihydrogen phosphate dihydrate, methanol and water (97:2:1) (adjust pH to pH=2.5 by phosphoric acid), the flow

rate was 1.0 ml/min and the detection wavelength was at 210 nm. Results: The linear ranges of pidotimod was at 0.273 2—
4371 2 pg (r=0.999 7), the average recovery was 99.66% with a RSD of 0.80% (n=6). Conclusion: The method is fast, reliable,

accurate and can be used in the quality control of pidotimod in Pidotimod for Injection.

[Key words] HPLC; Pidotimod; Pidotimod for Injection; Content determination

POll ’
1993 )

LC-10AT SPD-10A ; HW-2000

1.2
( :100588-200501,
)s (
:100% , );

:100% ,
:100588-
200501,

2
2.1

:Diamonsil-C3(4.6 mmx250 mm,5 pm); :
pH=25);

0.01 mol/L NaH,PO~ - (97:2:1)( pH
:210 nm; :1.0 ml/min, : ; 20 pl;
3000,
2.2
( 25mg), 25ml

88 CHINA MEDICAL HERALD

0.1 mg o

23

0.1 mg o
5pg
2.4
24.1
1 080 pg/ml
0.135 pg/ml
242
243
0.5 mg ,

s Iml  10ml
125 mg), 25 ml
, , 2 ml 10 ml
25 ml s
0.5 mg
1 ml, 100 ml
1080 mg 10 ml
) 20 pul,
3:1, ,
2.7 ng,
( :070208)
[210 10



2010 4 7 10 . .
(n=6), o (
20070208) ¢ 7 3,
99.63% ,RSD=0.80% (n=6), s
i
, " 254 10
80% .100% ,120% 3 3 s
, 10 , ,
. 50 ml s
.‘MLJI (S0 A Y S A | J‘\ i ] , 5
B , 0.1 mg
o 20 wl
, o o 1,
1 (n=9)
Ju}\ YU b . Tab.l Results of recovery test (n=9)
i (mg) (mg) (%) (%)
4.06 4.09 100.80
4.09 4.07 99.36
4.10 4.08 99.39
4.56 455 99.60
5.66 5.67 100.30 99.66
spamdl 8 4 4 547 5.44 99.33
4 5.92 591 99.80
M1 HPLC &iff @ 5.89 5.84 99.22
(ALZE FLAOBE B T OE B 5 CLBLRE IR & DS AR BEBR R ) 5.84 5.79 99.22
Fig.1 HPLC chromatography
(A.Blanck substance; B.Sample spoiled by acid; C.Sample spoiled by 2.5.5
alkali; D.Sample spoiled to oxidize) s 20 wl,
, 5pg ) ’ ;123
. 20 ul i , 99.7%.
, 10%~309% ; 3
20 wl, : ’
3 s o
, ( :070208) 0.32, ’ ) )
1.0% ° °
25 12h ;
2.5.1 2732 mg 100 ml ;
0.5.1.0.2.0,3.0.4.0.5.0.6.0.8.0 ml 10 ml | . . :
Rk , 1.2.3.4.5.6.7.8, °
20 pl [ ]
: . [C/(mg-L)] : Amvs) M ' 15}
: A=02043x10°CH4142x ,2005;& A - " ’
10%(r=0.999 9), 0.273 2~4.371 2 pg 2005,14(1):111-114.
Bl 3] , ). 2004,13
252 ( :2007 (4):300-304.
0208) , , [4] . 0. ,1997.6(2):110-111.
0.1 mg . 0.12468.12h 20l Bl ; PH
[J]. 2007.5(6):312-316.
RSD=0.63% 12h . Y s N e
253 ( 2007 ,
0208), “ ” [7]. ,2009,16(4):73-76.
, 99.7% ,RSD=0.37% ( :2009-12-08 )

CHINA MEDICAL HERALD 89



