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* Indonesian FDA becomes member of PIC/S
since 2012 and was the 41st member at that
time

* PIC/S currently consists of 58 Participating
Authorities originating from around the world

(Europe, Africa, Americas, Asia, and Australia)

« develop harmonization schemes of

pharmaceuticals' regulations of the ASEAN
member countries to complement and facilitate
the objective of ASEAN Free Trade

Area (AFTA).

In GMP sector, we have Sectoral MRA on
GMP Inspection which aims to facilitate the
movement of medicinal product in ASEAN
through the mutual exchange and recognition
of GMP inspection reports and certificates
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RELIANCE FOR GMP ASSESSMENT
OF IMPORTED DRUG MANUFACTURER
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Manufacturers assessed were primarily from
PIC/S member countries such as Germany,
Spain, France, USA, Canada, ltaly, Japan,
Korea, and others. There were also
manufacturers from ASEAN countries like
Thailand, Singapore, and Malaysia.

On-site inspections were conducted for
manufacturers whose final assessment results
indicated high risk, such as those producing
sterile products or biotechnology products.
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