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DEPARTMENT OF HEALTH

NO. 7720 24 July 2026

MEDICINES AND RELATED SUBSTANCES ACT, (101 OF 1965 AS AMENDED)

REGULATIONS RELATING TO A TRANSPARENT PRICING SYSTEM FOR
MEDICINES AND SCHEDULED SUBSTANCES: EXEMPTION OF SCHEDULE 0

MEDICINES

I, PROF. NICHOLAS CRISP, Acting Director-General, have determined in accordance with
Regulation 21 of the Regulations Relating to a Transparent Pricing System for Medicines and
Scheduled Substances (Medicines Pricing Regulations) published in Government Gazette
number 28214 of 11 November 2005, that a manufacturer, importer of a medicine or
scheduled substance, who is the applicant of a medicine and all interested stakeholders must
submit information required for the review of Schedule 0 medicines exemption from the
operations of Sections 22G and 18A of Act No. 101 of 1965, as amended in accordance with

the template named “Template for collecting market data of Schedule 0 medicines” appended
to this Notice.

These submissions must be made within three months of the publication of this notice.

Submissions can be made either in hard copy or electronically, and delivered to:

The Director-General: National Department of Health (Attention to the Director:
Pharmaceutical Economic Evaluations Directorate, Dr AB Xuma Building, Office D1-
14A, 1112 Voortrekker Rd, Pretoria Townlands 351-JR, Pretoria, 0187)); e-mail:

sepupdates@health.gov.za and Ntobeko.Mpanza@health.gov.za.

Kindly note that all comments received will be duly considered prior to the finalisation of any

amendments to the existing regulatory framework governing the pricing of Schedule 0

medicines.
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SCHEDULE

Definitions

In this schedule,
1. “the Act’ means the Medicines and Related Substances Act, 1965 (Act No. 101 of

1965) and any word or expression to which a meaning has been assigned in the Act
shall have such meaning, unless the context indicates otherwise.

2. “Schedule 0 medicine” refers to a category of medicines that are considered to have
the lowest level of control because they pose minimal risk to the public when used
correctly. These are medicines that may be sold to the public without a prescription

and without the direct supervision of a pharmacist.

3. “the Regulations” means the Regulations Relating to the Transparent Pricing System
for Medicine and Scheduled Substances published in terms of GovernmentNotice No.

R1102 of November 2005, as amended.

PROF NICHOLAS CRISP
ACTING DIRECTOR-GENERAL OF HEALTH

DATE 0§/0>’ 2624
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