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IMPORTANT NOTICE

The Government Printing Works will not be held responsible for faxed documents not received due
to errors on the fax machine or faxes received which are unclear or incomplete. Please be advised
that an “OK” slip, received from a fax machine, will not be accepted as proof that documents were

received by the GPW for printing. If documents are faxed to the GPW it will be the sender’s respon-
sibility to phone and confirm that the documents were received in good order.

Furthermore the Government Printing Works will also not be held responsible for cancellations and
amendments which have not been done on original documents received from clients.

CONTENTS ¢ INHOUD

Page Gazette
No. No. No.

GOVERNMENT NOTICE

Health, Department of

Government Notice

R. 31 Medicines and Related Substances Act (101/1965): Regulations: Transparent pricing system for medicines and
scheduled substances: Draft dispensing fee to be charged by persons licensed in terms of the Act ... 3 34949




STAATSKOERANT, 18 JANUARIE 2012 No. 34949 3

GOVERNMENT NOTICE

DEPARTMENT OF HEALTH
No. R. 31 18 January 2012

MEDICINES AND RELATED SUBSTANCES ACT, 1965

REGULATIONS RELATING TO A TRANSPARENT PRICING SYSTEM FOR MEDICINES
AND SCHEDULED SUBSTANCES: DRAFT DISPENSING FEE TO BE CHARGED BY
PERSONS LICENSED IN TERMS OF SECTION 22C (1) (a) OF THE MEDICINES AND

| RELATED SUBSTANGES ACT, 101 OF 1965

The Minister of Health, on the recommeéndation of the Pricing Commiites, in terms of section
22G of the Medicine and Related Substances Act, 1965 (Act No. 101 of 1965)(“the Act),
intends to make the following changes to the regulations in the Schedule pertaining to the
dispensing fee to be charged by persons licensed in terms of Section 22C (1) (a) of the Act.

In 2011, the Pricing Committee undertook to collect data from involved stakeholders to inform a
structured review of the dispensing fee for the current year. By the 28" September 2011,
despite all reasonable attempts to collect compieted data sets, insufficient data had been
received in order to proceed with the analysis. The Pricing Committee therefore elected to
recommend an inflator adjusted fee to be implemented. '

interested persons are requested to submit comments on the proposed regulations within four
weeks of publication of this notice to the Director-General: Health for the attention of the
Director. Pharmaceutical Economic Evalu'aiibhs; Room 8 2610 South Tower; Civitas Building;
Corner Andries and Bloed Streets; Pretqria,: 0001

SCHEDULE
Definitions

1. In these regulations any word or expression to which a meaning has been assigned in
the Act shall have such meaning and, unless the context indicates otherwise-
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“the Regulations” means the Reg.ulat'ions Relating to the Transparent Pricing System
for Medicines and Scheduled Substances published under government Notice No.
R1102 of November 2005 as amended. '

Substitution of Regulation 12

2. The following regulation is hereby intended to be substituted for regulation 12 of the
regulations:

“12. The appropriate dispensing fee as contemplated in section 22G of the Act to be
charged by persons licensed in terms of section 22C (1) (a) of the Act must be
calculated, exclusive of VAT, as follows:

1. Where the Single Exit Price of a medicine or Scheduled substance is less than or
equal to eighty eight rands, the dispensing fee must not exceed 30% of the Single
Exit Price in respect of that medicine or Scheduled substance.

2. Where the Single Exit Price of a medicine or Scheduled substance is greater than
eighty eight rands, the dispensing fee must not exceed iwenty six rands and forty
cents of the Single Exit Price in respect of that medicine or Scheduled substance.

3. The provisions of this regulation may be reviewed annually by the Minister with
regard to CP1, the PPI and the need to ensure the availability, affordability of quality
medicines and scheduled substances in the Republic”.

TSOALEDI, MP
MINISTER OF HEALTH
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