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Quality improvement of existing facilities and

production process; ‘Product Quality Review and
“Continual Improvement”
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Co-relationship between “Critical Quality Attributes” ,
“Critical Process Parameters” and “User
Requirements”
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Key points of DQ for Vendor’s Design
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Importance of systematic approach from QA in
manufacturing drug products
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Key Points of Zoning Design for Factory
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Key Points of UR/URS for Granulator Vendor
(Supported by POWREX)
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Factory talk Co., Ltd.

Dr. Anthony Margetts

Explanatory of “Draft PIC/S Good Practices for Data
Management and Integrity in Regulated GMP/GDP
Environments”
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Basic Approach to Product Quality Review
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1) Decision No. 2614 / QD-BYT dated July 16, 2014,
promulgation of “plan for deployment of national strategy for
development of the VietNam' s pharmacy industry by 2020
and orientation towards 2030 under the prime minister’ s
Decision No. 68 / QD-TTG dated January 10, 2014"

2) Decision No. 68 / QD-TTg dated January 10, 2014 of the
Prime Minister approving the national strategy on
development of Vietnam pharmaceutical industry up to 2020,
with a vision toward 2030




