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Abstract Objective To establish an HPLC method for detem nation of oxiracetan and related substances n ox
iracetan sod tm ch bride injection and investigate the stability of its injections M ethods Capcell pak Cis MG II
(4 6mm x250mm, 5Hm with temperature at 30 C was adopted w ith amob ik phase of 0. 05mol* L' potassium
dhydrogen phosphate( H adjusted to 3. Ow ih phosphoric acd . The elution was perfomed at the fbw rate of 0.6
mL* min . UV detection wavelength was set at 220 nm and the njectbon volme was 20 PL. and oxiracetan sod+
um chbrile njectonwas prepared by prescription under defferent of sterilized tem perature nvestigate the d iffer
ence of rehted substances in njections Results The pran inent peak and the neighbor subsilialy pesk could be
successfully separated and had very good accuracy and the theoretical p late number The standard curvew as linear
over the range of 5. 98— 35. 88 Hg* mL~ Lr=0 9999( n= 5, wih the detecton lm it of 0. 3 ng and related sub-
stanceswere no difference between 115 C 30 m nutes and 121 C 20 minutes n sterilizatbn Conclision The
method is accurate, convenieni specific reproducible and suitable for he detem naton and quality control of Ox
racetan and the injection is stable beween 115 °C 30m inutes and 121 C 20 m nutes in sterilization
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Fig 1 HPLC chmmatbgrans
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Fig 2 Chranabgrans of gpecificity test of ox iracetan
A (light degradation R (beat degradaton  C. (acid degradation D, ( base degradaton  E.
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2 (X £8,n=13)
Tab 2 Contents of inpurity after beat degradation
120 C
(heat tme /h (princpalpeak area (max peak area of another mpurity ( otalarea of mpurity (contents of mpurity Mo
0 7700470 25587 59294 0.77%0. 021
1 7478919 18137 49361 0. 66%0. 034
4 7078341 16092 48840 0. 6910. 016
L 2 h( contiuew ater bath 2 h 7397883 194224 225635 3.05%0. 014
L 4 h( continuew ater bath 4 h 7439549 336069 360818 4.85%0.019
6.2 090921 2 , “51
-1
, “3.2 Img* mL R 3
" 115TC 30mn 121 C 20min
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Tab Contents of in purity after sterilization
( sterlization type ( principal peak area (max peak area of another mpurity (oalarea of mpurity (contents of mpuriy Mo
( before sterilization 7697189 24505 66196 0. 860 01
121C, 20min 7657505 29050 65089 0.85t0 02
115C, 30min 7603747 28017 64632 0.85%0 01
7 7.4 115°C 30
7.1 , min 121 C 20mi ,
. 220 m :
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