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. Brunel, Cambodia, Indonesia, Laos, Malaysia,
Myanma, Philippines, Singapore, Thailand, Vietham
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ASEAN GMP 10 chapters

QUALITY MANAGEMENT
PERSONNEL

PREMISES AND EQUIPMENT
SANITATION AND HYGIENE
DOCUMENTATION
PRODUCTION

QUALITY CONTROL
CONTRACT MANUFACTURE AN

SELF INSPECTION
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ATSC

ASEAN Traditional Medicines and
Health Supplement Scientific Committee

. SAFETY DATA

Safety data requirements
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Negative list of Active ingredients

— Avristolochia spp. Containing arostelogic acid
List of Active ingredients
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— Aspartame-Ace
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> salt (2,000 mg/kg), Paraben



ATSC

. EFFICACY

. Efficacy data requirements

. Claims

- Traditional Health use
- Traditional Treatment
- Scientifically Established Treatm

. QUALITY CONTROL

. Limits on contami
. Labelling
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STABILITY STUDY

. AMsAMnuaaten (Shelf life)
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- PVC Blister, DPE bottle



Limits on Contaminants

. LADARUNE

. Total plate count, Yeast&mold, Salmonella,
Clostridium, Staphyloccocus, E coli

. Tauznin
. Arsenic <5 ppm.

. Cadmium < 0.3 ppm
.. Lead < 10 ppm
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