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D isso lu tio n o f so lid o ra l do sa ge fo rm s (D F)

- D EFIN ITIO N : 2 effects
- RE L E ASE  O F AC TIVE  PHARM AC E UTIC AL ING RE D IE N T (API)

- D ISSO L UTION O F THE  AC TIVE  SUBSTAN C E

so u rce: h ttp ://w w w .m se.drexel.edu /m icro ct/Im a ges/D isso lu tio n.JPG



Ro le in QA

- IM PO RTAN CE: disso lu tio n beh a vio r is influ enced by
- co m p o sitio n o f th e do sa ge fo rm
- qu a lity o f ingredients
- m anu fa ctu ring p ro cess
- degra da tio n ch anges

- APPLICATIO N :
- sim p le m o nito ring o f th e abo ve m entio ned fa cto rs



Ap p lica tio ns

- QUALITY CO N TRO L:

- stability tests (Sh elf L ife)
- ba tch -to -ba tch  qu a lity m o nito ring
- qu a lity co ntro l in ca ses o f co m p o sitio n ch anges o r ch anges 
in m anu fa ctu ring p ro cess



E va lu a tio n o f ch anges
- D IFFEREN T GUID ELINES FO R IM M ED IATE AN D  M O D IFIED  RELEASE

- QUALITY CO N TRO L FO R CH ANGES IN :
- co m p o nents and co m p o sitio n— no nrelea se co ntro lling excip ient

— relea se co ntro lling excip ient
- site
- ba tch  size (Sca le-u p /sca le-do w n)
- m anu fa ctu ring equ ip m ent ch anges
- m anu fa ctu ring p ro cess ch anges

- CO N TRO L SYSTEM : u su a lly 3 levels
- level 1 – m ino r ch anges – genera l disso lu tio n tests, no  need fo r 
bio equ iva lence stu dy (BE S)

- level 2 – grea ter ch anges – genera l and/o r a dditio na l disso lu tio n 
tests – w ith o u t BE S

- level 3– significant ch anges – genera l and/o r a dditio na l disso lu tio n 
tests – BE S m a y be requ ired



E njo y th e w eekend!


