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HPLC detem mation of high molecular m ass in purities
in ticarcillin disodium and clavulanate potassimm ( 15 1)*

Z/HONG Ya- nj LU Jun- hug LIN X iao- jig LIXiao— chan

(Zhongshan Dosage of The United Labomatories Ca Ltd, Zhongshan 528467 Chma)

Abstract Objective To establish an HPLC method for the determ nation of h gh molecularm ass mpurities n t+
carcillin disod im and clavulanate potassum ( 15 1). M ethods The separation was performed on a TSK G2500
PWxi. (7 8mm X 300 mm, 7 Mm) cobmn Themobile phasewas cam posed of phosphate buffe] Q 15mols L "di
sodium hydwgen phosphate solition— Q 15mol® 1. " sod im d hydwgen phosphate soltion( 95:5), pH 8 0] ata
fow rate ofQ 8 mL* min ; The detection wavelength was 230 mm, and the cobmn temperauire was 30 C. Re

sults H igh mokcularm ass mpurities in ticarcillin disodium and clavulanate potassim (15: 1) was separated can—
pletely betw een ticarcillin and clavulanatg The detection lm it of tcarcilln was 4 0 ng The detection lm it of clavu-
lanatewas 3 7 ng The lnearity of ticarcilln was @ 052- 0. 32 Hg(r=Q 9999); The peak area of high molecular
mass i purities showed good lnearity in the range of ticarcillin beween 11 2— 30 3 Hg(r= Q 9992). RSD was

0.5% (n=15). Conclusio Them ethod is smple rapi, accurate and reproducble and it can be used for quality
control of ticarcilln disodium and clavua hnate potassim ( 157 1).
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Fig 1 Separation of hich moleculirmass m purities n chvu lanate potass+
un (A), ticarcilln dsodium (B), ticarcilln disodim and clavu bnate pe-
tassim (15 1) (C) on TSK G2500 PWy, gel filtration chram abgraphy

L (high molecularmass i purities) 2 ( clavu-

lanate) 3 (ticarcillin) 4 ( ticarcillin

and clavu linate)
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Fig2 Separation of highmoleculhrmass mpuriies in ticarcillin d sod+
un and chvuhnate potassium ( 15 1) destoyed by akali and ox dation
A (destroyed by akali) B

L (highmolculrm ass mpurities) 4 (&

( destroyed by oxidation)

carcillin and clhvu bnate)
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Tab 1 Camparison of two highm olecular
m ass in purities detemm ination
(high molecular ()
(LotNo ) mass mpurities) Mo [ study of long
TK 62500 AWy Sephadex G10 tem (month) |
393904001 108 020 4
060201 ki) 098 42
060202 314 Q60 42
060203 328 099 42
166746 4 41 114 54
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Tab2 Results of measuren ent n the mobile

phase with different concentrations

(mdile (retention tme of ( heoretical ( ailing
( separation)
phase) mai pedk) /min phes) factor)
A 987 L8 3119 L 63
B 10 57 312 3450 134
C 1135 331 3620 131
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Fig3 Separation of highmoleculhrmass mpuriies in ticarcillin d sod+
un and clavulanate potassim ( 15 1) i differentmobile phase(A, B, C)
L (high molecularmass in purities) 4

(ticarcillin and, ¢hvulnate)
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Fig4 Separation of high mokculrmass mpurities in chvuhnate potas-
sim (A), ticarcilln dsodium (B), ticarcilln dsodium and clavuhnate
potassim ( 15 1) (C) on Sephadex G 10 gel filtration chran abgraphy
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