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Post — Marketing Approval of Pasteurized Juice Manufacturer
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Thesis Advisor Assist, Prof. Dr.Varipat Areekul
ABSTRACT

The purpose of this study was to development of self assessment checklist for pre- and
post — marketing approval of pasteurized juice manufacturer. The checklist was adopted by
applying Production Process, Production Equipments, and Foods Storages (the Ministry of Public
Health No. 193 (B.E. 2543), Codex (Recommendation Codex Code of Practices : General Principle for
Food Hygiene, Rev.4 (2003)) and Hazard Analysis and Critical Control Point (HACCP) system.
After that, the checklist was evaluated by specialist and, later, by 70 try-out samples.
The checklist contains 51 subjects from 6 categories; 1) location and production plant,
2) equipments, machines, and production materials, 3) processing control, 4) facilities,
5) maintenance and cleaning and 6) personal hygiene were investigated. The self assessment was
applied into 2 sample groups composed of 85 certified juice factories and 85 factories under
certifying process. The results were statistically evaluated by using Chi square test. The result
of only a major defect from Chi square test complied based on GMP criterion checklist of
Thai FDA. There were 45 subjects which were significant factors affecting Thai FDA approval
(p =< 0.05) and 37 of those subjects contain in GMP criterion checklist of Thai FDA. Only 6 of
51 subjects were insignificant official approval (p > 0.05). Lastly, the statistical affecting factors
obtained from Chi square test were evaluated by binary logistic regression analysis. The results
showed that if the manufacture do not comply some of 45 significant subjects, the chance of
non-approval may be 100% upon the weighting score while if the manufacture do not comply

some of other rest significant subjects, that chance of non-approval may decrease to be

111



40.2-96.3%. In conclusion, this checklist is not only to ensure that certified approval of food
production facility by the Thai FDA but also to give information for pre- and post — marketing

approval of pasteurized juice manufacturer.
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