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FROM THE MANUAL SAMPLING OF AN INDIVIDUAL DISSOLUTION BATH TO THE FULLY AUTOMATED DOUBLE BATH DISSOLUTION SYSTEM FOR SOLID PHARMACEUTICAL FORMS: ASSEMBLING AND VALIDATING THE AUTOMATION OF THE ENTIRE DISSOLUTION PROFILE MEASUREMENTS

Mr.Bronner Amit and Ms.Lichtig Marta
Taro Pharmaceutical Industries Ltd.,Haifa, 14, Hakitor St., Israel
www.taro.co.il  ,  mailto:amit.bronner@taro.co.il
During recent years extended-release products have emerged as preferable dosage forms, therefore they require dissolution profile testing rather than one or two points dissolution.  This brought about the need for unattended sampling from the bath followed by unattended analysis by UV or HPLC. 

Short history of the use of dissolution testing and sampling will be described.  Automated sampling techniques – peristaltic vs. syringe pumps will be discussed, as well as the following measurement by on-line UV/HPLC instruments.

The implementation of Hanson dissolution bath integrated into a Waters Alliance HPLC equipped with Waters transfer module will be exemplified, while avoiding the possible bias of automated dissolution and proving it 

Going from manual and attended dissolution testing to unattended analysis requires an exhaustive performance qualification (PQ) process. The writing and performing of the PQ will be discussed.   

Technical considerations of adding a second bath to the same HPLC and working simultaneously in an automated unattended way will be described.   

Finally, the way to get results of dissolution profile by implementation of the Waters' Millennium software, using the automated 'dissolution' option will be explained. 
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