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[0 0O: 21 CFR Part 820/ 21 CFR Part 821/ 21 CFR Part 803, 806, 807.

00 O O : Medical Device Regulations-Part 1-SOR 98/282.

00 O O O : Therapeutic Goods Regulations, 2002, Schedule 3 Part 1 (excluding 1.6)- full Quality
AssuranceProcedure/Therapeutic Goods Regulations, 2002, Schedule 3, Part 4- Production
Quality Assurance Procedure.

0O 0O: RDC ANVISA N.16/2013,23/2012,67/2009.



0 0: MHLW MO169/ PMD Act.
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