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Start with questions, not datar:

Define, list, document, quantify, depict, navigate and report
on all possible risks, failure-modes, quality attributes (OA)
and any other variability or risk source affecting critical
quality attributes. Brainstorm on the strategies to adopt fo
eliminate or mitigate specific risks.

Dosage form

i g e W N An essential and highly intuitive tool in QbD filings,
Potency : process/product life-cycle management and  continuous

20mg

Pharmacokinetios = ! ik improvement for iPad.

Immediate release enabling Tmax in 2

Appearence Navigation between all iRISK™ enviroments is straight-

Tablet conforming to description shape and size.

it Process Operation | ACE B . foward so one can continuously edit all fields and doesn't
: loose track of the big picture.

Target Product Profile

Process definition and flowsheet layout
TR —=—— |shikawa Diagrams editor
| FMEA
Risk Priority Number analysis
Automatic report generator

Shgring (Multi-user, PDF, Mail, Dropbox, Etc.)
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