[image: image1.jpg]The 10th Annual Meeting
| ofthe Israel Analtical Chemistry Society

| Conference & Exhibition
January 23-24, 2007




[image: image1.jpg][image: image2.jpg]Bioforum

FApplied Knowledge Center





DEVELOPMENT, VALIDATION, AND APPLICATION OF A HPLC
STABILITY INDICATING METHOD OF LIPOSOME ENCAPSULATED ANTIBIOTICS

Arthur Raskin1*,  Inbar Elron-Gross2*, Ilana Schumacher1 and Rimona Margalit2
1I.D.F Medical Corps, Military P.O. Box 02149, Israel
2Department of Biochemistry, Tel Aviv University, Tel Aviv 69978, Israel

Background: Mupirocine and Polymixine are effective antibiotics used for treating Staph. A wound and burn infections. The current project is aimed at developing a novel drug delivery system which involves co-encapsulation of both drugs in bioadhesive liposomes. This new formulation   requires development and validation of stability indicating method of analysis.
Objective:  The objective of the presented study was to develop and validate a stability-indicating method for liposome encapsulated mupirocine and polymixine. 

Methods: A stability-indicating method for determination of mupirocine and polymixine employing HPLC using diode-array UV/Vis detection was developed and validated.  

Results: Mupirocin and polymixin B sulfate were eluted on a C18 (2) column (Luna, 250 × 4.6 mm, 5 µm, Phenomenex) using a 15 min gradient program and 5 min post time washing with buffer (buffer composition: 50 mM NaH2PO4*H2O, 2.5 mM NaHSO4* H2O and 1.01g sodium heptane sulfonate adjusted to pH 3.5) and Acetonitrile (70%:30% to 60%:40%).  Samples were analyzed at 212 nm for polymixin B sulfate and at 229 nm for mupirocin, with a flow rate of 1.5 ml/min. Retention times of the polymixin B sulfate and that of mupirocin were 6.0 and 12.8 minutes respectively. Four degradation products of the mupirocin were eluted at: 2.1, 10.35, 10.85 and 13.2 minutes.  Two major degradants eluted at 10.35 and 10.85 min respectively. Two degradation products of the polymixin B sulfate were eluted at 4.4 and 5.3 min. The assay exhibited high accuracy, precision and linearity. 

Conclusions: Stability-indicating HPLC method for liposome encapsulated mupirocin and polymixin B sulfate was developed and validated. The method was implemented and allowed successful detection of degradation processes in mupirocin and polymixin B sulfate liposomes.  The unknown degradant's identification remains to be established.
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