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C o m m u n i c a t i o n   t o   S t a k e h o l d e r s September 2024

POLICY POSITION OF THE SOUTH AFRICAN HEALTH PRODUCTS REGULATORY AUTHORITY ON
ENABLING LOCAL MANUFACTURE

SAHPRA is a statutory body established in terms of section 2 of the Medicines and Related
Substances Act (Act 101 of 1965), as amended, hereafter referred to as the “Medicines Act”, to
provide for the monitoring, evaluation, regulation, investigation, inspection, registration, and
control of health products, scheduled substances, clinical trials and related matters in the public
interest.

SAHPRA as an organ of state and a public entity is required to align itself with the national
imperatives to support the national response in public health emergencies through supporting
local manufacturers of health products. To this end, in accordance with its vision of being
responsive and an enabler, SAHPRA has taken the position that, within its mandate of enabling
access to medicines based on their safety, quality and therapeutic efficacy as per section 1(3) of
the Medicines Act, it will take steps to enable local manufacturing of health products needed to
address critical public health needs. 

Attached herewith is the draft policy position of the South African Health Products Regulatory
Authority on enabling local manufacture for comments.

Submissions should be directed to SAHPRA using the following link:
https://forms.office.com/r/PerrnFjnir and form attached (use both). The closing date for the
online submission is on or before the end of business on 17th December 2024.

____________________________________
DR B SEMETE-MAKOKOTLELA
SAHPRA CHIEF EXECUTIVE OFFICER
DATE: 17 SEPTEMBER 2024
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