[GAZETTE ON MEDICAL DEVICES AND IVDS No. [=]

GOVERNMENT NOTICE
DEPARTMENT OF HEALTH

No.R. [5] % [DATE]

EXEMPTION OF MEDICAL DEVICES AND IN-VITRO DIAGNOSTIC MEDICAL
DEVICES (IVDS) FROM THE PROVISIONS OF SECTIONS 22G AND 18A OF THE
MEDICINES AND RELATED SUBSTANCES ACT NO. 101 OF 1965, AS
AMENDED

I, Minister of Health, in terms of Section 36(2) of the Medicines and Related
Substances Act 101 of 1965 (Act No. 101 of 1965) and upon recommendation of the
Pricing Committee, have resolved to authorize the exemption of medical devices and
IVDs from the provisions contemplated under Sections 22G and 18A of Act No 101

of 1965.

This exemption relates to the supply of medical devices and in- vitro diagnostic
medical devices (IVDs) according to a Bonus scheme,
rebate system or any other incentive scheme and a Transparent Pricing System
which includes a Single Exit Price (SEP). This exemption shall be effective
immediately for a period not exceeding three (3) years from the date signed herein

by the Minister.

SCHEDULE
Name of Medicine Registration No Applicant
dicahdevices, IVDs Various and None Various




