MEDICINES AND RELATED SUBSTANCES ACT 101 OF 1965

REGULATIONS RELATING TO A TRANSPARENT PRICING SYSTEM FOR MEDICINES AND SCHEDULED
SUBSTANCES

Published under Government Notice R1102 in Government Gazette 28214 of 11 November 2005 and
as amended.

In compliance with the order of the Constitutional Court in case number CCT 59/04 made on the 30
September 2005 the Minister of Health hereby republishes the abovementioned regulations duly
amended as required.
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1. The sale of medicines and Scheduled substances in the Republic of South Africa is subject to the
conditions stipulated in these regulations.

2. Definitions

In these Regulations, any word or expression defined in the Act and not defined herein bears the
same meaning as in the Act and, unless the context otherwise indicates, in these Regulations -

“the Act” means the Medicines and Related Substances Act, 1965 (Act No. 101 of 1965) as amended
and includes the General Regulations made thereunder;

“Constitution” means the Constitution of the Republic of South Africa Act No. 108 of 1996;

“CPI” means the Consumer Price Index as determined and published by Statistics South Africa from
time to time;

“date of commencement” means 02 May 2004;

“discounts” includes but is not limited to -

(a) volume or ‘bulk purchase’ discounts and other trade discounts including discounts given to
customers off the manufacturer or importer’s published selling price at the date of the sale, due to
purchase of large quantities, as ‘favoured’ customers or for any other reason;

(b) bonus deals in terms of which additional product units are supplied to customers below the list
price or free of charge;

(c) settlement discounts and rebates including payments made to purchasers after the date of sale
for timeous payment of accounts, for achieving certain sales targets, or for any other reason;

(d) formulary listing payments including payments made to-



(i) private hospitals, dispensing doctors, independent practitioner associations, provider
networks; or

(ii) medical schemes, managed health care organisations and administrators of medical schemes as
defined or contemplated in the Medical Schemes Act 1998 (Act No. 131 of 1998) including the
regulations thereto; or

(iii) any other person or organisation with the purpose of ensuring that a particular medicine or
scheduled substance is included on the relevant formulary used by that funder or provider;

(e) otherallowances and fees including advertising fees and fees for shelf space;

(f)  free services rendered by manufacturers and importers or their agents to other persons selling
medicines or Scheduled substances;

(g) the purchase or the provision of any equipment by manufacturers or importers or their agents
at a reduced cost or for free to other persons selling medicines or Scheduled substances;

(h) contributions by manufacturers or importers to salaries or other recurrent expenditure or any
other form of payment or inducement to any person or organisation selling medicines;

“dispense” means:

(1) the application by a health professional, authorised by law to dispense medicines, of his or her
mind, in the context of the sale of a particular medicine to an identifiable user, to -

(a) the legality of such sale;

(b) the evaluation of a written prescription if any;

(c) the appropriate dosage of that medicine for that user;

(d) safety issues for that user regarding the use of that medicine;



(e) the pharmaceutical and pharmacological incompatibilities of that medicine with any other
medicines being taken by the user;

(f) possible allergies of the user to that medicine;

(g) possible medicine interactions;

(h) the optimal use and duration of use of that medicine with regard to a particular health
condition of that user; and

(2) the preparation of a particular medicine for an identifiable user including the reconstitution of
a medicine in a non-sterile environment, picking, packaging and labelling of the medicine, checking
of expiry dates of the medicine, and keeping of appropriate dispensing records as required by law;
and

(3) the handing of a particular medicine to an identifiable user or such user’s caregiver with advice
or instructions as to its safe and effective use or administration, or the provision of a patient
information leaflet or other written material on the safety or efficacy of the medicine;

but excludes the manufacturing, manipulation or compounding of a medicine;

“dispensing fee” means the maximum fee, exclusive of VAT, that may be charged to dispense a
medicine;

“distributor” means a person, other than a manufacturer, wholesaler or retailer, who supplies a
medicine or Scheduled Substance to a retailer or a wholesaler;

“exporter” means a person within the Republic who sells medicines to a person outside of the
Republic;

“importer” means a person importing medicines for the purpose of sale in the Republic from a
manufacturer or other person outside of the Republic and includes a parallel importer as defined in
the Act;

“logistics fee” means the fee, inclusive of VAT, that is payable in respect of logistical services;



“logistical services” means those services provided by distributors and wholesalers in relation to a
medicine or scheduled substance including but not limited to warehousing, inventory or stock
control management, order and batch order processing, delivery, batch tracking and tracing, cold
chain storage and distribution;

“PP1” means the Production Price Index for pharmaceutical products as determined and published
by Statistics South Africa from time to time;

“Pricing Committee” means the Pricing Committee appointed by the Minister in terms of section
22G of the Act;

“purchasing power parity” means the comparative purchasing power of the currencies of two
countries with respect to a predetermined basket of goods and services;

“retailer” means a person who is not a wholesaler, importer, exporter, manufacturer or distributor
who sells a medicine or Scheduled substance to a user and includes a person licensed in terms of
section 22C(1)(a) of the Act;

“single exit price” means the price set by the manufacturer or importer of a medicine or Scheduled
substance in terms of these regulations combined with the logistics fee and VAT and is the price of
the lowest unit of the medicine or Scheduled substance within a pack multiplied by the number of
units in the pack;

“supply chain” includes any two or more of the following-

(a) a manufacturer;

(b) animporter;

(c) anexporter;

(d) awholesaler;

(e) adistributor;



(f) aretailer;

(g) aperson licensed in terms of section 22C(1)(a) of the Act; (h) the user of a medicine

“user” means a natural person to whom a medicine or Scheduled substance is sold for use and
excludes a manufacturer, importer, exporter, wholesaler, distributor, retailer and any other person
selling medicines or Scheduled substances in the Republic;

“wholesaler” means a dealer who purchases medicines or Scheduled substances from a
manufacturer and sells them to a retailer and includes a wholesale pharmacy;

“VAT” means value added tax as contemplated in the Value Added Tax Act, 1991 (Act No. 89 of
1991);

“year” means the period of 12 months beginning on 02 May.

3. Inorder to promote transparency in the pricing of medicines and Scheduled substances in the
Republic, a manufacturer or where the manufacturer of the medicine or Scheduled substance is
outside of the Republic, the importer of a medicine or Scheduled substance shall publish, where
applicable, the following information in such manner and format, at such time intervals, upon such
conditions and in such media as may be determined by the Director-General from time to time by
notice in the Gazette:

(a) the proprietary name of the medicine or Scheduled substance;

(b) the generic or approved name of the medicine or Scheduled substance;

(c) the quantity of each active ingredient in the medicine or Scheduled substance;

(d) the therapeutic category, Schedule and pharmacological class into which the medicine or
Scheduled substance falls in terms of the Act;

(e) the single exit price of the medicine or Scheduled substance in the Republic.



(f) the logistics fee.

4. (1) Retailers must ensure that the single exit price is clearly and legibly reflected on the

packaging in which the medicine is sold to a user;

(2) Retailers must ensure that at the time of the sale of a medicine to a user, the user is supplied
with an invoice that reflects separately the single exit price of the medicine and, if the medicine was
dispensed, the dispensing fee.

5. (1) Uponcommencement of these regulations the price of a medicine or Scheduled

substance must be set by the manufacturer, or where the medicine or Scheduled substance is
imported by a person other than the manufacturer, the importer of the relevant medicine or
Scheduled substance, and combined with the logistics fee and VAT in order to arrive at a single exit
price for the relevant medicine or Scheduled substance.

(2) The single exit price must be set in accordance with the following provisions -

(a) for a period of one year after commencement of these regulations the single exit price shall not
be increased;

(b) subject to sub-regulation 5(2)(a) the single exit price may be increased in terms of regulation 8
of these regulations;

(c) the price of each medicine or Scheduled substance to be set upon the date of commencement
of these regulations by the manufacturer or importer must not be higher -

(i) inrespect of a Scheduled substance that is not a medicine, than the weighted average net
selling price per unit of each Scheduled substance for the calendar year 2003: provided that where
sales of the Scheduled substance commenced at the beginning of January 2004 or thereafter, the
price of such substance must be calculated using the average of the total rand value of sales less the
total rand value of the discounts for the period for which the Scheduled substance was sold and with
reference to the price of that Scheduled substance in other countries in which the prices of
medicines and Scheduled substances are regulated and published;



(ii) in respect of a medicine, than the weighted average net selling price of the medicine which
must be calculated using the formula:

“S divided by the total number of lowest units (eg a tablet) for all of the packs of the same dosage
strength of the medicine sold in the year 2003”

Where S = the total rand value of net sales (being sales less discounts) for all packs of the same
dosage strength of the medicine sold in the year:

provided that where sales of the medicine commenced at the beginning of January 2004 or
thereafter, the price of the medicine must be calculated and with reference to the price of that
medicine in other countries in which prices of medicines and Scheduled substances are regulated
and published.

(d) the single exit price for a pack is the product of the price of each unit and the number of units
in the pack.

(e) The Minister on the recommendation of the Pricing Committee must determine and publish in
the Gazette a methodology for conforming with international benchmarks, taking into account the
price, and factors that influence price, at which the medicine or Scheduled substance, or a medicine
or Scheduled substance that is deemed equivalent by the Minister on the recommendation of the
Pricing Committee, is sold in other countries in which the prices of medicines and Scheduled
substances are regulated and published and the single exit price of each medicine or Scheduled
substance must, within 3 months of publication of such methodology in the Gazette conform with
international benchmarks in accordance with such methodology;

(f) Subject to regulation 5(2)(g), the logistics fee must be determined by agreement between the
provider of logistical services and the manufacturer or importer.

(g) The Minister, on the recommendation of the Pricing Committee, must determine a maximum
logistics fee where, in the opinion of the Minister, such a determination is necessary to promote or
protect the interests of the public in -

(i) ensuring reasonable access to affordable medicines;

(ii) the realization of the constitutional right of access to health care services contemplated in
section 27 of the Constitution;



(iii) the efficient and effective distribution of medicines and Scheduled substances throughout the
Republic.

(3) Not less than two months before making a determination in terms of regulation 5(2)(g), the
Minister must publish a notice in the Gazette declaring his or her intention to make that
determination and inviting interested persons to furnish him or her in writing with any comments
thereon or any representations they may wish to make in regard thereto.

(4) For the purpose of regulation 5(2)(c), ‘unit’ means the pack in which the medicine or Scheduled
substance is sold.

6. A manufacturer, importer, distributor or wholesaler may not charge any fee or amount other
than the single exit price in respect of the sale of a medicine or Scheduled substance to a person
other than the State.

7. Subject to the provisions of regulations 5, 8 and 9, the single exit price of a medicine or
Scheduled substance may only be increased once a year.

8. (1) The extent to which the single exit price of a medicine or Scheduled substance may be

increased will be determined annually by the Minister, on the recommendation of the Pricing
Committee, by notice in the Gazette with regard to -

(a) the average CPI for the preceding year;

(b) the average PPI for the preceding year;

(c) changes in the rates of foreign exchange and purchasing power parity;

(d) international pricing information relating to medicines and scheduled substances;

(e) comments received from interested persons in terms of regulation 8(2); and



(f) the need to ensure the availability, affordability and quality of medicines and Scheduled
substances in the Republic.

(2) Not less than three months before making a determination in terms of regulation 8(1), the
Minister must publish a notice in the Gazette declaring his or her intention to make that
determination and inviting interested persons to furnish him or her in writing with any comments
thereon or any representations they may wish to make in regard thereto.

(3) Subject to the provisions of regulation 8(1), a manufacturer or importer may no more than
once a quarter increase the single exit price of a medicine within a year provided that -

(i)  such increase does not exceed the single exit price of the medicine or scheduled substance as
first published in respect of that year;

(ii) theincrease in the single exit price is applied to all sales of the medicine or Scheduled
substance and not to selected categories of purchasers;

(iii) the manufacturer or importer notifies the Director-General of the increase in the single exit
price at least 48 hours prior to the implementation of such increase;

(iv) the single exit price may not be increased as contemplated in terms of this regulation 8(3)
within the period of six months beginning from the date of commencement of these regulations .

9. (1) The Minister may, in exceptional circumstances, authorise a manufacturer or importer,

on written application by such manufacturer or importer, to increase the price of a medicine or
Scheduled substance by a specified amount greater than that permitted in terms of regulation 8.

(2) In considering an application as contemplated in regulation 9(1) the Minister must take into
account -

(a) the nature and extent of any adverse financial, operational and other circumstances for the
manufacturer or importer if the application made in terms of regulation 9(1) is not approved;

(b) the effect, if any, on the availability of the medicine or Scheduled substance within the
Republic if the application made in terms of regulation 9(1) is not approved;



(c) the nature of the health condition for which the medicine or Scheduled substance is a
registered indication within the Republic and the extent to which public health would be adversely
affected should the medicine or Scheduled substance become unavailable or unaffordable within
the Republic;

(d) the extent to which the rights contemplated in section 27(1)(a) and 27(3) of the Constitution
may be adversely affected or limited -

(i)  should the single exit price not be increased by the amount requested in the application; and

(ii) should the medicine or Scheduled substance become unavailable or unaffordable within the
Republic.

10.

(1) The appropriate dispensing fee as contemplated in Section 22G(2) (b) of the Act to be charged
by a pharmacist, must be calculated as follows:

(a) where the single exit price of a medicine or scheduled substance is less than one hundred and
twenty-two rand and eighteen cents (R122.18), the dispensing fee shall not exceed R16.85 plus 46%
of the single exit price in respect of that medicine or scheduled substance;

(b) where the single exit price of a medicine or scheduled substance is greater than or equal to
one hundred and twenty-two rand and eighteen cents (R122.18), but less than three hundred and
fourteen rand and twenty-five rand and seventy-nine cents (R325.79), the dispensing fee shall not
exceed R31.26 plus 33% of the single exit price in respect of that medicine or scheduled substance;

(c) where the single exit price of a medicine or scheduled substance is greater than or equal to
three hundred and twenty-five rand and seventy-nine cents (R325.79), but less than one thousand
one hundred and seventy-six rand and twenty-two cents (R1176.22), the dispensing fee shall not
exceed R89.32 plus 15% of the Single Exit Price in respect of that medicine or scheduled substance;

(d) where the single exit price of a medicine or scheduled substance is greater than or equal to
one thousand one hundred and seventy-six rand and twenty-two cents (R1176.22), the dispensing
fee shall not exceed R207.88 plus 5% of the Single Exit Price in respect of that medicine or scheduled
substance.

This fee which is exclusive of VAT represents a maximum dispensing fee and doesn't preclude
dispensers from charging a lower fee to be added to the SEP of a medicine or scheduled substance
thus resulting in a final price to be paid by the consumer.

(2) The provision of sub-regulation (1) must be reviewed annually by the Minister after taking into
account-

(a) the need to ensure the availability and affordability of quality medicines and scheduled
substances in the Republic;



(b) annual inflation rates published periodically by Statistics South Africa;

(c) information supplied by pharmacists in accordance with guidelines determined by the Minister
from time to time by Notice in the Gazette; and

(d) any other information the Minister may deem necessary to consider.
(3) A pharmacist dispensing a medicine must-

(a) by means of a clearly displayed notice in the pharmacy, inform members of the public of the
maximum fee structure used by such pharmacist to determine the dispensing fee; and

(b) provide an invoice in respect of each medicine which clearly indicates the-
(i) dispensing fee charged; and

(ii) single exit price.

11. ... (currently under review by the Pricing Committee)

12.

2. 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:

(a) Where the single exit price of a medicine or scheduled substance is less than one hundred and
thirty rands (R130.00), the dispensing fee must not exceed 30% of the single exit price in respect of
that medicine or scheduled substance;

(b)  Where the single exit price of a medicine or scheduled substance is equal to or greater than
one hundred and thirty rand (R130.00), the dispensing fee must not exceed thirty nine rand (R39.00)
in respect of that medicine or scheduled substance.

3.  The provisions of sub-regulation 2 must be reviewed annually by the Minister after taking into
account-

(a) the need to ensure the availability and affordability of quality medicines and scheduled
substances in the Republic;

(b) annual inflation rates published periodically by Statistics South Africa;



(c) information supplied by persons licensed to dispense in terms of section 22C(1)(a) in
accordance with guidelines determined by the Minister from time to time by Notice in the Gazette;
and

(d) any other information the Minister may deem necessary to consider.

4, Persons Licensed to dispense in terms of section 22C(1)(a) must-

(a) by means of a clearly displayed notice in the dispensing practice, inform members of the public
using the dispensing practice of the maximum fee structure used by such dispensing practice to
determine the dispensing fee; and

(b) provide an invoice that in respect of each medicine clearly indicates the-

(i) dispensing fee charged; and

(ii) the single exit price;

13. ... (currently under review by the Pricing Committee)

14. The Director-General may in writing request from a manufacturer, importer, exporter,
wholesaler, distributor, pharmacist, person licensed in terms of section 22C(1)(a), or any other
person selling a medicine or Scheduled substance in the Republic, information or documentation
relating to one or more of the following -

(1) the approved name and the proprietary name of a medicine or Scheduled substance and
details as to the nature of its composition, including active and other ingredients;

(2) the price at which the medicine is being sold in any market in the Republic or in any other
country specified by the Director-General;

(3) the volume or quantity and total value of sales of such medicine or Scheduled substance in
respect of categories of purchasers;



(4) the method and cost of distribution within the Republic of the medicine or Scheduled
substance including details of the supply chain by means of which the medicine or Scheduled
substance will be made accessible to users;

(5) details as to the comparative efficacy, safety and cost effectiveness of the medicine or
Scheduled substance relative to that of other medicines or Scheduled Substances in the same
therapeutic class compiled in a manner consistent with guidelines published by the Director- General
in the Gazette from time to time.

15. Subject to the provisions of any other law, where the information or documentation requested
in terms of regulation 14 is within the knowledge, possession or control of the person from whom it
has been requested, such information or documentation must be provided to the Director-General
in the specified format within 30 working days of the date of such request, or such other reasonable
period as the Director-General may determine.

16. Where the information or documentation requested by the Director-General in terms of
regulation 14 is not within the knowledge, possession or control of the person from whom it has
been requested, such person shall inform the Director-General to this effect in writing within 14
days of the date of such request.

17. The Director-General may refer the information and documentation contemplated in
regulation 14 to the Pricing Committee for the purpose of facilitating the performance by the Pricing
Committee of its duties in terms of the Act.

18. The Pricing Committee may, at its discretion, receive written or oral representations from any
person concerning the pricing of medicines or Scheduled substances in the Republic and elsewhere
and such person may be required by the chairperson of the Committee, before making any oral
representation to take an oath or make an affirmation, which oath or affirmation shall be
administered by the chairperson.

19. An applicant for registration of a medicine in terms of section 15 of the Act must, at least one
month before the commencement of the sale of the medicine supply the following information to
the Director General -

(1) The proprietary name, brand name or trade name under which it is intended to sell the
medicine or Scheduled substance in the Republic;



(2) The nature of its composition including active and other ingredients;

(3) The single exit price at which the applicant proposes to sell the medicine or Scheduled
substance in the Republic in conformity with international benchmarks using a methodology as
determined and published by the Director-General in the Gazette taking into account the price, and
factors that influence price, at which the medicine or Scheduled substance, or a medicine or
Scheduled substance that is deemed equivalent by the Director-General, is sold in other countries in
which the prices of medicines and Scheduled substances are regulated and published;

(4) The price at which the medicine or Scheduled substance is currently being sold in any other
country by the applicant;

(5) The intended method and cost of distribution of the medicine or Scheduled substance in the
Republic, including details of the supply chain by means of which the medicine will be made
accessible to users;

(6) The following information in relation to the medicine or Scheduled substance:

(a) The nature of the disease or condition in respect of which the medicine or Scheduled
substance will be used in the Republic;

(b) The prevalence of the disease or condition as established by the applicant;

(7) Details as to the efficacy, safety and cost-effectiveness of the medicine or Scheduled substance
compared to other medicines or Scheduled Substances in the same therapeutic class compiled in a
manner consistent with guidelines published by the Director-General in the Gazette from time to
time.

20. Where any of the information specified in regulation 19 is not within the knowledge,
possession or control of the applicant, the applicant shall inform the Director-General to this effect
in writing.

21. The Director-General may, and in the case of the information referred to in regulation 21(2)(d)
must, publish or otherwise communicate, or require manufacturers, importers, wholesalers,
distributors, pharmacists or persons licensed in terms of section 22C(1)(a) of the Act to publish or
otherwise communicate in such manner and format as he or she may by notice in the Gazette
determine, information in relation to a particular medicine or Scheduled substance or class or



category of medicines or Scheduled substances or the sale of a medicine or Scheduled substance for
the purpose of -

(1) informing the public of -

(a) the therapeutic value of a medicine or Scheduled substance relative to the single exit price set
by the manufacturer;

(b) the single exit price, strength, dosage form and pack size of a medicine or Scheduled
substance;

(c) the risks associated with a particular medicine or Scheduled substance relative to the single exit
price of that medicine or Scheduled substance;

(2) informing the public on the following matters -

(a) the availability of a medicine or Scheduled substance;

(b) the pricing system contemplated in section 22G of the Act;

(c) the supply chain for a medicine or Scheduled substance;

(d) the fees charged by wholesalers, distributors, retailers and other persons selling medicines or
Scheduled substances;

(e) the country from which a medicine or Scheduled substance is sourced.

(3) Where the Director-General requires persons who sell medicines or Scheduled substances to
publish information in terms of this regulation, such persons may only be required to publish
information in respect of the medicines or Scheduled substances that they sell.

(4) Nothing in this regulation must be interpreted to mean that the Director-General may publish
or communicate, or compel any other person to publish or communicate, information where there is



a ground for refusal of access to a record containing such information in terms of the Promotion of
Access to Information Act, 2000 (Act No. 2 of 2000).

22. (1) The Director-General may determine that the single exit price of a medicine or

Scheduled substance is unreasonable and communicate to the relevant manufacturer, importer,
wholesaler or distributor, in a manner which he or she deems appropriate, such determination
together with the basis upon which the determination has been made.

(2) With regard to the determination contemplated in regulation 22(1), the Director-General must
consult with the relevant member of the supply chain and consider any representations made by
that member concerning the reasonableness of the single exit price.

(3) Where the Director-General is not convinced, after the consultation and representations
contemplated in regulation 22(2), that the single exit price is reasonable, he or she may publish a
notice in the Gazette to the effect that in the opinion of the Director-General, the single exit price is
unreasonable and must state the reasons for such opinion.

23. In determining whether the price of a medicine or Scheduled substance is unreasonable as
contemplated in regulation 22, the Director-General must have regard to -

(1) the single exit price at which the medicine or Scheduled substance is being sold in the relevant
market;

(2) the single exit prices at which other medicines or Scheduled substances in the same
therapeutic class are being sold in the relevant market;

(3) the prices at which the medicine or Scheduled substance and other medicines or Scheduled
substances in the same therapeutic class are being sold in countries other than the Republic;

(4) changes in the CPI, the PPl and the relevant rates of foreign exchange;

(5) purchasing power parity with reference to the Republic and any other country in which the
medicine or Scheduled substance is sold;

(6) the relative availability within the Republic of medicines or Scheduled substances in the same
therapeutic class as the medicine or Scheduled Substance and the safety and efficacy of the



medicine or Scheduled substance relative to other medicines or Scheduled substances in the same
therapeutic class;

(7) the nature of any indication in respect of which the medicine or Scheduled Substance has been
registered in the Republic;

(8) the size of the market for the medicine or Scheduled substance in the Republic relative to that
in other countries;

(9) any relevant information provided by the Council for Medical Schemes established in terms of
the Medical Schemes Act, 1998 (Act No. 131 of 1998);

(10) the size of the obstacle, represented by the single exit price, to access to the medicine or
Scheduled substance relative to the public interest in having widespread and general access to the
medicine or Scheduled substance;

(11) such other factors which in the view of the Director-General are relevant to the pricing, or the
costs of manufacture or sale, of the medicine or Scheduled substance.

24. (1) Manufacturers and importers must, within one month of the date of commencement of

these regulations -

(a) submit to the Director-General a schedule reflecting the single exit price of a pack of each
medicine or Scheduled substance sold by them, including the pack size, dosage form and strength of
the medicine or Scheduled substance;

(b) supply to the Director-General the following information -

(i) the total sales value of each medicine or Scheduled substance sold in the year 2003;

(ii) the total value of discounts in respect of the sale of each medicine or Scheduled substance in
the year 2003;

(iii) the total number of packs of each medicine or Scheduled substance sold in the year 2003.



(2) Within 3 months of the date of commencement of these regulations manufacturers and
importers must, at the expense of the manufacturer or importer concerned, submit to the Director
General a report and audit certificate compiled by independent auditors who are not the current
auditors of the manufacturer or importer verifying the information supplied in terms of regulation
24(1) and detailing, where applicable, any variances in such information.

(3) To the extent that the audit certificate indicates that the information supplied in the schedule
contemplated in section 24(1)(a) is inaccurate, the manufacturer or importer must, within 14 days of
receipt of the audit certificate, revise that schedule to the reasonable satisfaction of the auditors to
reflect an initial single exit price which in the reasonable opinion of the auditors fairly reflects the
single exit price of the medicine or Scheduled substance concerned and the auditors must then issue
a revised audit certificate which must be submitted to the Director-General together with the
schedule as revised in terms of regulation 24(2).

(4) Manufacturers and importers must, with effect from the date one month after the date of
commencement of these regulations, sell medicines and Scheduled substances only in accordance
with the provisions of these regulations.

(5) Wholesalers, distributors and retailers must, with effect from the date 3 months after the date
of commencement of these regulations, sell medicines and Scheduled substances only in accordance
with the provisions of these regulations.

(Signed)
ME TSHABALALA-MSIMANG
MINISTER OF HEALTH

DATE: 26-10-2005



