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SOUTH AFRICA

e SIZE OF RSA MARKET: +8 billion rand
e GROWTH: +15%
e POPULATION: 50 million



CURRENT SITUATION
LEGISLATION

* Fully pharmaceutical approach to:
— Registration process is via za CTD document

— All CAMS products including health supplements need stability
data on all raw materials, as well as the finished product.

— Manufacture requires full GMP
— Licences at every level

e (Claims and levels

— Allowable claims have been published in a recent guideline
document for amino acids, proteins, fats, oils, probiotics,
vitamins & minerals

e Strengths have also been published in a GG Guideline



CURRENT SITUATION
LEGISLATION

HPA is working closely with MCC TO MAKE THE PROPOSED
DRAFT REGULATIONS MORE SUITABLE FOR THE CAMS
INDUSTRY.

Proposed changes have been submitted to MCC - end April.

Workshops are being held to assist industry to understand
how to implement the regulations (MCC will assist in the
process)

HPA is seeking support and advice from IADSA and is in
regular contact .

It is hoped that IADSA will attend future workshops as
speaker.



CURRENT SITUATION
LEGISLATION

No new products are being launched.
No imports are taking place
“Gridlock” situation exists

Market growth is at 15 % despite lack of new products .

Potential is very large, not only in RSA but in the surrounding
AFRICAN COUNTRIES .

Potential for harmonised regulations presents very big
opportunities.



Are there any questions?

THANK YOU



