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Content Determination of Polymer in Acitve Pharmacentical Ingredient Cefatrizine Propylene Glycol by High
Performance Size Exclusion Chromatography

LI Zheyu', ZHANG Jingxia', WANG Yuchi', ZHANG Chunran', XU Minggin', WANG Yingying', DONG Hongbo',
WANG Ting’, TANG Kehui' (1.Chengdu University Sichuan Industrial Institute of Antibiotics/Chengdu Engineering
Research Center of Innovative Antibiotics, Chengdu 610052, China; 2.Dihon Pharmaceutical Group 07, Ltd.,
Kunming 650106, China)

ABSTRACT OBJECTIVE: To establish a method for the content determination of polymer in‘cefatrizine propylene glycol.
METHODS: High performance sephadex gel chromatography was performed on the/Column of Sephadex’G-10 with mobile phase A of
0.01 mol/L phosphate buffer [0.01 mol/L Disodium hydrogen phosphate solution-0.01 'mol/L Sodium dihydrogen phosphate solution
(61 :39, 1/V)](pH7.0) and mobile phase B of water at a flow=rate of\1.0_ml/min, the detection wavelength was 254 nm, column
temperature was 30 °C, and volume injection was 200 ul. RESULTS: The linear range of polymer was 2.07-103.30 mg/ml(»=0.999 4) ;
the limit of quantitation of 10.4 ng, limit ofidetection was 4.1 ng; RSDs of precision and reprodicibility tests were lower than 3% .
CONCLUSIONS: The method is.specific with high sensitivity and good reproducibility, and can be used for the content determination
of polymer in active pharmacentical ingredient cefatrizine propylene glycol.

KEYWORDS  Cefatrizine propylene glycol; Polymer; High performance size exclusion chromatography
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Fig 1 Chromatogram of system suitability test

A.blue dextran 2000 in mobile phase A; B.blue dextran 2000 in mobile
phase” Bs Creference substance solution in mobile phase B; D.system
suitability solution in mobile phase A ; E.test solution in mobile phase A
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Tab 1 Results of precision test(n=6)
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Tab 2 Results of stability test(n=5)

299

fif il b RAYEHER RSD, %
0 5987071

05 6039072

20 6465 010 794
35 6806321

50 7203 256

2.8 EEHAR
HRORE it it (45 : S1) 422,37 300 )y vk il bl %
W, P 2.1 TN RS SRR E |, 10 SR TR DU Wi
TR SR SRR RE S OB B 2T I B A L PRI 3. |
RSTH, AT L EL MR
*3 BEESMRKER(n=06)
Tab 3 Results of reproducibility test(n==6)
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