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Abstract
· How to select primary packaging materials for Lyophilized products (Different kinds of double chamber vial, PFS and cartridges, Rubber stoppers for Lyophilized products)
· Packaging challenges and Solutions
Why lyophilization required: Many parenterals, especially biotherapeutics, are unstable in aqueous based formulations for long periods of time so has to be lyophilized. Lyophilized drug products must be reconstituted with sterile diluent prior to use.
Regular & double chamber vial: Better to use “Blow back glass vial and blow back rubber stopper, Popping of Rubber stopper during Lyophilization and stopering.
· Selection of right kind of packaging material and innovative design which can be user friendly
· Primary Packaging material has to be compatible with product
· Select the right kind of sterilization in which product will be stable and there is no significant change in packaging material
· It’s advisable to use “ Moulded Vial” with flat bottom surface to avoid hot air circulation at the bottom
· Lyophilizing a drug in dual chamber systems can be challenging compared with lyophilization in a standard vial due to differences in package configuration, heat flow, and lyophilizer trays
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Figure 3. Processing in the companion dual chamber syringe.
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