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Abstract

The Syrian pharmaceutical industry has proven its efficiency in achieving international
standardgdespitethe crisis am the unfair economisanction. This industryemained as
steadfast as itpeople and it was able to achieve national drug securityceSithe
development of the local pharmaceutical industry and the realization of pharmaceutical
policy is a national dutythis research aims to highlight a new global methodology
"Quality by Design (QbD)" which is concerned with building quality from thgirfb@ng

of the drug desigm orderto ensure the predefined quality objectives.

This research tludes a detailed explanation of the QbD approach, compared with the
conventional approachsed in our countrySome steps of Qbbave beerapplied in this
research to a local pharmaceutical product "Atorvastatin film coated t&fletg from
Dimas Pharmaceutical Industries our study. Initially, thequality target produgprofile
(QTPP)was identified. Then the critical material attributes (CMAS) and critical process
parametergCPP3 affectingcritical quality attributes(CQAS) were determined. Moreover,

the risk assessmenif the proesses wereevaluated. In addition, the features and
parameters of the experimental design and despgice were identified to achieve the

quality, safety and effectiveness to the customer.

The application of qualitpy designapproachand risk study to Atorvastatin tablets found
that operational units and process variables have a significant role uencifig the
critical quality attributes of th@roduct.The study also concluded that the bindgent
disintegrantagent and kneading time in wet granulation should be uhetu in the
experimentatlesignto determine the optimal values in the design space.

Keywords: Quality by Desig(QbD), Quality Target ProductProfile (QTPB), Critical

Material Attributes(CMAS), Critical Process ParametdGPP$, Critical Quality
Attributes(CQA9), Risk Assessment
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