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MEDIA RELEASE
SAHPRA update on Section 21 authorisation for Pfizer Comirnaty Vaccine

Embargo: Immediate release

Pretoria, 10 September 2021 — The South African Health Products Authority (SAHPRA) has
approved the use of the Pfizer COMIRNATY Vaccine in terms of Section 21 of the Medicines
and Related Substance Act 101 of 1965 (The Medicines Act) to include individuals twelve years
(12) years and older. This was as a consequence of the review of updated safety and efficacy
information submitted as conditions of the Section 21 initially authorised on 16 March 2021.

Section 21 of the Medicines Act is a mechanism that enables emergency use access and also
enables SAHPRA to authorise the use of a medicine subject to certain conditions.

The regulatory decisions of SAHPRA do not translate into a procurement decision as SAHPRA's
mandate is limited to safety, quality and efficacy of health products.

Watch the following media clip:

https://www.youtube.com/watch?v=vAH sluYj2l
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https://protect-za.mimecast.com/s/GJjkC3lvJ0tAoJZcganPb?domain=youtube.com

For further enquiries /information contact:
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yuveng@sahpra.org.za

Mobile: 066 1202 669

E-mail: yuveng@sahpra.org.za

media@sahpra.org.za

About SAHPRA:

SAHPRA is tasked with regulating (monitoring, evaluating, investigating, inspecting and
registering) all health products. This includes clinical trials, complementary medicines,
medical devices and in-vitro diagnostics (IVDs). Furthermore, SAHPRA has the added
responsibility of overseeing radiation control in South Africa. SAHPRA’s mandate is outlined
in the Medicines and Related Substances Act (Act No 101 of 1965 as amended) as well as the
Hazardous Substances Act (Act No 15 of 1973).

SAHPRA has three pillars to ensure that medicines, medical devices and IVDs meet the

requisite standards to protect the health and well-being of all who reside in South Africa:

e Safety
e Efficacy
e Quality

It is these three pillars that define the ethos of SAHPRA.
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