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0)’ Goal of Formulation Development of K-Eyedrop 0)’
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Superiority to Marketed Product
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.) Solubility of DWP-DN11 .)

Stable but
Slightly Soluble in Water !




Types of Drug Delivery Systems
.’ Based on Supersaturation .’

Solid

dispersions
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carrier
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Drug delivery
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Nanodrugs complexes of
cyclodextrin

SDDS
modified (Supersaturation Drug
Delivery System)
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Composition of K-Eyedrop .)
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QbD approach of K-Eyedrop
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QTTP(Quality Target Product Profile) & ‘)
CQA(Critical Quality Attributes) / 4
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.) Formulation Factors to Be Considered .)
for Development of K-eyedrop
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Manufacturing Factors to Be Considered  ;
for Development of K-eyedrop (Lab. Scale) AV
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Q)’Manuf‘actu ring process of K-Eyedrop in Lab. Scale 0)’
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2 Manufacturing Factors to Be Considered  ;
/ / for Development of K-eyedrop (Pilot Scale) AV
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Q)’Manufactu ring process of K-Eyedrop in Pilot Scale Q)’
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Comparison of Manufacturing Process
Between Lab. Scale and Pilot Scale
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Development Status and Future Plan



0)’ Development Status |

> No Toxicity Action on
» Best Conc. Eye Surface
> Superiority — .

»New Formula.
»Patents

>4 WK
»13 WKs
»Melamine Binding

» Scale-up

> Pilot Scale
t |
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Development Status 11
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Benefit in applying QbD Approach
/ / for Development of K-Eyedrop
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