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GOVERNMENT GAZETTE, 25 AUGUST 2017

For purposes of reference, all Proclamations, Government
Notices, General Notices and Board Notices published are
included in the following table of contents which thus forms a
weekly index. Let yourself be guided by the gazette numbers

in the righthand column:

Weekly Index

No. Page Gazette

No.

GOVERNMENT NOTICE

Environmental Affairs, Department of

847 National Environmental Management: 4
Waste Act (59/2008) :Proposed Waste
Tyre Regulations.........ccoocveeiiieeeiiieeeien.

Finance, Department of

825 Local Government: Municipal Property 15
Rates Act, 2004 :Naledi Local Municipal-
ity: Municipal Property Rates By-law ........

Home Affairs, Department of

826 Births and Deaths Registration Act 42
(51/1992) :Alteration of Surnames............

Independent Communications Authority of South Africa

832 Independent Communications Authority of 4
South Africa (13/2000) :Revised timelines
for submission of information in regard
to priority markets study in the electronic
communications Sector............cccecueeveenee.

Labour, Department of

827 Occupational Health and Safety Act, 1993 50
:Amended notice of direction in terms of
section 27(2) of the Occupational Health
and Safety Act, read with regulation 3(4)
(a) of the General Safety Regulations ......

R.828 Bargaining Council for the Motor Indus- 1
try-Mibco :Extension Non-parties of the
Mail collective Agreement...............c.c.......

National Treasury

846 Land and Agricultural Development Bank 4
Act (15/2002) :Nomination of candidates
for appointment of the Board of Directors
interms of the ACt.......cccovviiiiiiiiiee,

South African Revenue Service
R.829 Customs and Excise Act, 1964 :Amend- 12
ment of Schedule No. 2 (No. 2/3/5)...........

R.830 Doeane- en Aksynswet, 1964 :Wysiging 22
van Bylae No. 2 (No. 2/3/6) .........cccccerurnne.

R.831 Customs and Excise Act, 1964 :Amend- 32
ment of Schedule No. 2 (No. 2/3/4)...........

GENERAL NOTICE

Health, Department of

590 Pharmacy Act, 53 of 1974 :Competency 4
Standards for Pharmacists in South Africa
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Alle Proklamasies, Goewermentskennisgewings, Algemene
Kennisgewings en Raadskennisgewings gepubliseer, word vir
verwysingsdoeleindes in die volgende Inhoudopgawe ingesluit
wat dus weeklikse indeks voorstel. Laat uself deur die Koerant-

nommers in die regterhandse kolom lei:

Weeklikse Indeks

No. Bladsy Koerant

No.

GOEWERMENTSKENNISGEWINGS

Omgewingsake, Departement van

847 National Environmental Management: 4
Waste Act (59/2008) :Proposed Waste
Tyre Regulations..........coccveeiiieiiiiieeenien.

Finansies, Departement van

825 Local Government: Municipal Property 15
Rates Act, 2004 :Naledi Local Municipal-
ity: Municipal Property Rates By-law ........

Binnelandse Sake, Departement van

826 Births and Deaths Registration Act 42
(51/1992) :Alteration of Surnames............

Onafhanklike Kommunikasie-owerheid van Suid-Afrika

832 Independent Communications Authority of 4
South Africa (13/2000) :Revised timelines
for submission of information in regard to
priority markets study in the electronic
communications Sector..........c.ccceceereenne.

Arbeid, Departement van

827 Occupational Health and Safety Act, 1993 50
:Amended notice of direction in terms of
section 27(2) of the Occupational Health
and Safety Act, read with regulation 3(4)

(a) of the General Safety Regulations ......

R.828 Bargaining Council for the Motor Indus- 1
try-Mibco :Extension Non-parties of the
Mail collective Agreement...............cc.......

Nasionale Tesourie

846 Land and Agricultural Development Bank 4
Act (15/2002) :Nomination of candidates
for appointment of the Board of Directors
in terms of the ACt.........cccoovviiiiiiiiiee,

Suid-Afrikaanse Inkomstediens
R.829 Doeane- en Aksynswet, 1964 :Wysiging 17
van Bylae No. 2 (No. 2/3/5) ........cccoevvurnee

R.830 Doeane- en Aksynswet, 1964 :Wysiging 27
van Bylae No. 2 (No. 2/3/6) .........c..ccceuveeee.

R.831 Customs and Excise Act, 1964 :Amend- 37
ment of Schedule No. 2 (No. 2/3/4)...........

ALGEMENE KENNISGEWINGS

Gesondheid, Departement van

590 Pharmacy Act, 53 of 1974 :Competency 4
Standards for Pharmacists in South Afri-
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Page Gazette
No. No. No.
591 Pharmacy Act (53/1974) :Rules relating to 5 41043

good pharmacy practice .........cc.cceeeriuneenn.

Independent Communications Authority of South Africa

592 Electronic Communications Act (36/2005) 4
:Application for renewal of an Individual
Commercial Sound Broadcasting Service
and Spectrum Licence by North West FM
({387 1 5 (e ISR

593 Electronic Communications Act (36/2005), 4
as amended :Application for amendment
of Radio Frequency Spectrum Licence by
Power FM (Pty) Ltd.....cccoeveiieicieecenee,

Non-Governmental Organization

576 National Gambling Act, 2004 :Application 51
for an amendment of a National Licence..

Rural Development and Land Reform, Department of

577 Restitution of Land Rights Act (22/1994) 52
:Various Properties ........cccocooveiiiiiiennens

578 Land Rights Act (22/1994) :Erf 19483, 53
Brooklyn subsequent to the dispossession
Erven 19483, Brooklyn was consolidat-
ed into Erf 20845, Cape Town, that were
sub-divided into Erven 20846, 20847 and
20848, Cape TOWN ......ccvueeieeiieeieenieeenees

579 Restitution of Land Rights Act (22/1994) 54
:Remainder of Lot 74, of MB6 of the farm
Cato Manor No. 812.......cceeviiieeiiieeeee,

580 Restitution of Land Rights Act (22/1994) 55
as amended :Rem of Erf 46741, Ronde-

581 Restitution of Land Rights Act (22/1994) 56
:Lot 135, New Germany Township.............

582 Restitution of Land Rights Act (22/1994) 57
:Various properties ........cccveceereeeneenneens

583 Restitution of Land Rights Act (22/1994) 59
:Various properties .......ccoccvevriieeiniieennnns

584 Restitution of Land Rights Act (22/1994) 61
:Remainder of Lot F of Lot C of Sub X of
Farm Bellair No. 823, Ethekwini, KwaZu-
lu-Natal ......ooeoeiieeeie e

585 Restitution of Land Rights Act (22/1994) 62
:Erf 793, Richmond Park ..........cccoceeniene

589 Deeds Registries Amendment Act, 1937 4
:Deeds Registries Amendment Bill, 2017
and the Explanatory Memorandum for
public comment ...

Trade and Industry, Department of

586 Standards Act (8/2008) :South African Bu- 63
reau of Standards: Standards matters ......

Transport, Department of

587 Air Service Licensing Act (115/1990) :Ap- 65
plication for the grant or amendment of
domestic air service licence .....................
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588 Air Service Licensing Act (115/1990)
:Grant/amendment of international air ser-
ViCe liICENSE ...

BOARD NOTICE

141 The Accounting Standards Board :Invi-
tation to comment on an Exposure Draft
issued by the acocunting standards board

142 Financial Markets Act (19/2012) :Amend-
ments to the JSE Debt Listing Require-
ments—Green Segment..........coceveeeveniene.

143 Financial Markets Act (19/2012) :Proposed
amendments to the JSE Listing Require-
MENTS....ociiiii
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IMPORTANT NOTICE:

NO FUTURE QUERIES WILL BE HANDLED IN CONNECTION WITH THE ABOVE.

~\

THE GoVERNMENT PRINTING WORKS WILL NOT BE HELD RESPONSIBLE FOR ANY ERRORS
THAT MIGHT OCCUR DUE TO THE SUBMISSION OF INCOMPLETE / INCORRECT / ILLEGIBLE COPY.
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856
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Closing times for ORDINARY WEEKLY 2 c[|7N
GOVERNMENT GAZETTE

The closing time is 15:00 sharp on the following days:

29 December, Thursday, for the issue of Friday 06 January 2017
06 January, Friday, for the issue of Friday 13 January 2017

13 January, Friday, for the issue of Friday 20 January 2017

20 January, Friday, for the issue of Friday 27 January 2017

27 January, Friday, for the issue of Friday 03 February 2017

03 February, Friday, for the issue of Friday 10 February 2017

10 February, Friday, for the issue of Friday 17 February 2017

17 February, Friday, for the issue of Friday 24 February 2017

24 February, Friday, for the issue of Friday 03 March 2017

03 March, Friday, for the issue of Friday 10 March 2017

10 March, Friday, for the issue of Friday 17 March 2017

16 March, Thursday, for the issue of Friday 24 March 2017

24 March, Friday, for the issue of Friday 31 March 2017

31 March, Friday, for the issue of Friday 07 April 2017

06 April, Thursday, for the issue of Thursday 13 April 2017

12 April, Wednesday, for the issue of Friday 21 April 2017

20 April, Thursday, for the issue of Friday 28 April 2017

26 April, Wednesday, for the issue of Friday 05 May 2017

05 May, Friday, for the issue of Friday 12 May 2017

12 May, Friday, for the issue of Friday 19 May 2017

19 May, Friday, for the issue of Friday 26 May 2017

26 May, Friday, for the issue of Friday 02 June 2017

02 June, Friday, for the issue of Friday 09 June 2017

08 June, Thursday, for the issue of Thursday 15 June 2017

15 June, Thursday, for the issue of Friday 23 June 2017

23 June, Friday, for the issue of Friday 30 June 2017

30 June, Friday, for the issue of Friday 07 July 2017

07 July, Friday, for the issue of Friday 14 July 2017

14 July, Friday, for the issue of Friday 21 July 2017

21 July, Friday, for the issue of Friday 28 July 2017

28 July, Friday, for the issue of Friday 04 August 2017

03 August, Thursday, for the issue of Friday 11 August 2017

11 August, Friday, for the issue of Friday 18 August 2017

18 August, Friday, for the issue of Friday 25 August 2017

25 August, Friday, for the issue of Friday 01 September 2017

01 September, Friday, for the issue of Friday 08 September 2017
08 September, Friday, for the issue of Friday 15 September 2017
15 September, Friday, for the issue of Friday 22 September 2017
21 September, Thursday, for the issue of Friday 29 September 2017
29 September, Friday, for the issue of Friday 06 October 2017
06 October, Friday, for the issue of Friday 13 October 2017

13 October, Friday, for the issue of Friday 20 October 2017

20 October, Friday, for the issue of Friday 27 October 2017

27 October, Friday, for the issue of Friday 03 November 2017
03 November, Friday, for the issue of Friday 10 November 2017
10 November, Friday, for the issue of Friday 17 November 2017
17 November, Friday, for the issue of Friday 24 November 2017
24 November, Friday, for the issue of Friday 01 December 2017
01 December, Friday, for the issue of Friday 08 December 2017
08 December, Friday, for the issue of Friday 15 December 2017
15 December, Friday, for the issue of Friday 22 December 2017
20 December, Wednesday, for the issue of Friday 29 December 2017

YYVYYYYYYYYYYYYYYYVYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYY
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(
FOR PUBLICATION OF NOTICES
| COMMENCEMENT: 1 APRIL 2016 |
NATIONAL AND PROVINCIAL
Notice sizes for National, Provincial & Tender gazettes 1/4, 2/4, 3/4, 4/4 per page. Notices submitted will be charged
at R1000 per full page, pro-rated based on the above categories.
Pricing for National, Provincial - Variable Priced Notices
Notice Type Page Space New Price (R)
Ordinary National, Provincial 1/4 - Quarter Page 250.00
Ordinary National, Provincial 2/4 - Half Page 500.00
Ordinary National, Provincial 3/4 - Three Quarter Page 750.00
Ordinary National, Provincial 4/4 - Full Page 1000.00
EXTRA-ORDINARY
All Extra-ordinary National and Provincial gazette notices are non-standard notices and attract a variable price based
on the number of pages submitted.
The pricing structure for National and Provincial notices which are submitted as Extra ordinary submissions will
be charged at R3000 per page.
G

This gazette is also available free online at www.gpwonline.co.za
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GOVERNMENT PRINTING WORKS - BUSINESS RULES | R

The Government Printing Works (GPW) has established rules for submitting notices in line with its
electronic notice processing system, which requires the use of electronic Adobe Forms. Please ensure
that you adhere to these guidelines when completing and submitting your notice submission.

CLosING TiMES FOR AccePTANCE OF NoOTICES

1. The Government Gazette and Government Tender Bulletin are weekly publications that are published on
Fridays and the closing time for the acceptance of notices is strictly applied according to the scheduled time
for each gazette.

2. Please refer to the Submission Notice Deadline schedule in the table below. This schedule is also published
online on the Government Printing works website www.gpwonline.co.za

All re-submissions will be subject to the standard cut-off times.
All notices received after the closing time will be rejected.

Publication

F Publication Date Submission Deadline Cancellations Deadline
requency

Government Gazette Type

Legal Gazettes A, Band C Weekly Friday One week before publication | Tuesday, 15h00 - 3 days
prior to publication

Gauteng Weekly Wednesday Two weeks before publication | 3 days after submission
deadline

Eastern Cape Weekly Monday One week before publication | 3 days prior to
publication

Northern Cape Weekly Monday One week before publication | 3 days prior to
publication

North West Weekly Tuesday One week before publication | 3 days prior to
publication

KwaZulu-Natal Weekly Thursday One week before publication | 3 days prior to
publication

Limpopo Weekly Friday One week before publication | 3 days prior to
publication

Mpumalanga Weekly Friday One week before publication | 3 days prior to
publication

This gazette is also available free online at www.gpwonline.co.za
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(

| GOVERNMENT PRINTING WORKS - BUSINESS RULES |

EXTRAORDINARY GAZETTES

3.

Extraordinary Gazettes can have only one publication date. If multiple publications of an Extraordinary Gazette
are required, a separate Z95/Z95Prov Adobe Forms for each publication date must be submitted.

NoTice SuBmissioN PROCESS

4.

10.

11.

12.

Download the latest Adobe form, for the relevant notice to be placed, from the Government Printing Works
website www.gpwonline.co.za.

The Adobe form needs to be completed electronically using Adobe Acrobat / Acrobat Reader. Only
electronically completed Adobe forms will be accepted. No printed, handwritten and/or scanned Adobe forms
will be accepted.

The completed electronic Adobe form has to be submitted via email to submit.egazette @ gpw.gov.za. The form
needs to be submitted in its original electronic Adobe format to enable the system to extract the completed
information from the form for placement in the publication.

Every notice submitted must be accompanied by an official GPW quotation. This must be obtained from the
eGazette Contact Centre.

Each notice submission should be sent as a single email. The email must contain all documentation relating
to a particular notice submission.

8.1. Each of the following documents must be attached to the email as a separate attachment:
8.1.1. An electronically completed Adobe form, specific to the type of notice that is to be placed.

8.1.1.1. For National Government Gazette or Provincial Gazette notices, the notices must be
accompanied by an electronic Z95 or Z95Prov Adobe form

8.1.1.2. The notice content (body copy) MUST be a separate attachment.

8.1.2. A copy of the official Government Printing Works quotation you received for your notice .
(Please see Quotation section below for further details)

8.1.3. A valid and legible Proof of Payment / Purchase Order: Government Printing Works account
customer must include a copy of their Purchase Order. Non-Government Printing Works
account customer needs to submit the proof of payment for the notice

8.1.4.  Where separate notice content is applicable (295, Z95 Prov and TForm 3, it should also be
attached as a separate attachment. (Please see the Copy Section below, for the specifications).

8.1.5.  Any additional notice information if applicable.

The electronic Adobe form will be taken as the primary source for the notice information to be published.
Instructions that are on the email body or covering letter that contradicts the notice form content will not be
considered. The information submitted on the electronic Adobe form will be published as-is.

To avoid duplicated publication of the same notice and double billing, Please submit your notice ONLY ONCE.

Notices brought to GPW by “walk-in” customers on electronic media can only be submitted in Adobe electronic
form format. All “walk-in” customers with notices that are not on electronic Adobe forms will be routed to the
Contact Centre where they will be assisted to complete the forms in the required format.

Should a customer submit a bulk submission of hard copy notices delivered by a messenger on behalf of any
organisation e.g. newspaper publisher, the messenger will be referred back to the sender as the submission
does not adhere to the submission rules.
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N

QUOTATIONS

13.

14.

15.

16.

17.

18.

19.

Quotations are valid until the next tariff change.

13.1. Take note: GPW'’s annual tariff increase takes place on 1 April therefore any quotations issued, accepted
and submitted for publication up to 31 March will keep the old tariff. For notices to be published from 1
April, a quotation must be obtained from GPW with the new tariffs. Where a tariff increase is implemented
during the year, GPW endeavours to provide customers with 30 days’ notice of such changes.

Each quotation has a unique number.

Form Content notices must be emailed to the eGazette Contact Centre for a quotation.

15.1. The Adobe form supplied is uploaded by the Contact Centre Agent and the system automatically
calculates the cost of your notice based on the layout/format of the content supplied.

15.2. ltis critical that these Adobe Forms are completed correctly and adhere to the guidelines as stipulated
by GPW.

APPLICABLE ONLY TO GPW ACCOUNT HOLDERS:
16.1. GPW Account Customers must provide a valid GPW account number to obtain a quotation.

16.2. Accounts for GPW account customers must be active with sufficient credit to transact with GPW to
submit notices.

16.2.1. If you are unsure about or need to resolve the status of your account, please contact the GPW
Finance Department prior to submitting your notices. (If the account status is not resolved prior
to submission of your notice, the notice will be failed during the process).

APPLICABLE ONLY TO CASH CUSTOMERS:

17.1. Cash customers doing bulk payments must use a single email address in order to use the same
proof of payment for submitting multiple notices.

The responsibility lies with you, the customer, to ensure that the payment made for your notice(s) to be
published is sufficient to cover the cost of the notice(s).

Each quotation will be associated with one proof of payment / purchase order / cash receipt.

19.1. This means that the quotation number can only be used once to make a payment.
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Copy (SEPARATE NoTicCE CONTENT DOCUMENT)

20. Where the copy is part of a separate attachment document for Z95, Z95Prov and TForm03

20.1. Copy of notices must be supplied in a separate document and may not constitute part of
any covering letter, purchase order, proof of payment or other attached documents.

The content document should contain only one notice. (You may include the different translations of the
same notice in the same document).

20.2. The notice should be set on an A4 page, with margins and fonts set as follows:

Page size = A4 Portrait with page margins: Top = 40mm, LH/RH = 16mm, Bottom = 40mm;
Use font size: Arial or Helvetica 10pt with 11pt line spacing;

Page size = A4 Landscape with page margins: Top = 16mm, LH/RH = 40mm, Bottom = 16mm;
Use font size: Arial or Helvetica 10pt with 11pt line spacing;

CANCELLATIONS

21.  Cancellation of notice submissions are accepted by GPW according to the deadlines stated in the table
above in point 2. Non-compliance to these deadlines will result in your request being failed. Please pay
special attention to the different deadlines for each gazette. Please note that any notices cancelled after the
cancellation deadline will be published and charged at full cost.

22. Requests for cancellation must be sent by the original sender of the notice and must accompanied by the
relevant notice reference number (N-) in the email body.

AMENDMENTS TO NOTICES

23. With effect from 01 October 2015, GPW will not longer accept amendments to notices. The cancellation
process will need to be followed according to the deadline and a new notice submitted thereafter for the next
available publication date.

REeJECTIONS

24.  All notices not meeting the submission rules will be rejected to the customer to be corrected and resubmitted.
Assistance will be available through the Contact Centre should help be required when completing the forms.
(012-748 6200 or email info.egazette @ gpw.gov.za). Reasons for rejections include the following:

24.1. Incorrectly completed forms and notices submitted in the wrong format, will be rejected.
24.2. Any notice submissions not on the correct Adobe electronic form, will be rejected.

24.3. Any notice submissions not accompanied by the proof of payment / purchase order will be rejected and
the notice will not be processed.

24.4. Any submissions or re-submissions that miss the submission cut-off times will be rejected to the
customer. The Notice needs to be re-submitted with a new publication date.
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APPROVAL OF NOTICES

25.  Any notices other than legal notices are subject to the approval of the Government Printer, who may refuse
acceptance or further publication of any notice.

26. No amendments will be accepted in respect to separate notice content that was sent with a Z95 or Z95Prov
notice submissions. The copy of notice in layout format (previously known as proof-out) is only provided
where requested, for Advertiser to see the notice in final Gazette layout. Should they find that the information
submitted was incorrect, they should request for a notice cancellation and resubmit the corrected notice,
subject to standard submission deadlines. The cancellation is also subject to the stages in the publishing
process, i.e. If cancellation is received when production (printing process) has commenced, then the notice
cannot be cancelled.

GoVERNMENT PRINTER INDEMNIFIED AGAINST LIABILITY
27.  The Government Printer will assume no liability in respect of—
27.1. any delay in the publication of a notice or publication of such notice on any date other than that stipulated
by the advertiser;
27.2. erroneous classification of a notice, or the placement of such notice in any section or under any heading
other than the section or heading stipulated by the advertiser;
27.3. any editing, revision, omission, typographical errors or errors resulting from faint or indistinct copy.
LIABILITY OF ADVERTISER

28. Advertisers will be held liable for any compensation and costs arising from any action which may be instituted

against the Government Printer in consequence of the publication of any notice.
CUSTOMER INQUIRIES

Many of our customers request immediate feedback/confirmation of notice placement in the gazette from our Contact

Centre once they have submitted their notice — While GPW deems it one of their highest priorities and responsibilities

to provide customers with this requested feedback and the best service at all times, we are only able to do so once

we have started processing your notice submission.

GPW has a 2-working day turnaround time for processing notices received according to the business rules and

deadline submissions.

Please keep this in mind when making inquiries about your notice submission at the Contact Centre.

29. Requests for information, quotations and inquiries must be sent to the Contact Centre ONLY.

30. Requests for Quotations (RFQs) should be received by the Contact Centre at least 2 working days before the
submission deadline for that specific publication.

J
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31.

32.

33.

34.

35.

36.

37.

PAYMENT OF cosT

The Request for Quotation for placement of the notice should be sent to the Gazette Contact Centre as
indicated above, prior to submission of notice for advertising.

Payment should then be made, or Purchase Order prepared based on the received quotation, prior to the
submission of the notice for advertising as these documents i.e. proof of payment or Purchase order will be
required as part of the notice submission, as indicated earlier.

Every proof of payment must have a valid GPW quotation number as a reference on the proof of payment
document.

Where there is any doubt about the cost of publication of a notice, and in the case of copy, an enquiry,
accompanied by the relevant copy, should be addressed to the Gazette Contact Centre, Government
Printing Works, Private Bag X85, Pretoria, 0001 email: info.egazette @ gpw.gov.za before publication.

Overpayment resulting from miscalculation on the part of the advertiser of the cost of publication of a notice
will not be refunded, unless the advertiser furnishes adequate reasons why such miscalculation occurred. In
the event of underpayments, the difference will be recovered from the advertiser, and future notice(s) will not
be published until such time as the full cost of such publication has been duly paid in cash or electronic funds
transfer into the Government Printing Works banking account.

In the event of a notice being cancelled, a refund will be made only if no cost regarding the placing of the notice
has been incurred by the Government Printing Works.

The Government Printing Works reserves the right to levy an additional charge in cases where notices, the
cost of which has been calculated in accordance with the List of Fixed Tariff Rates, are subsequently found to
be excessively lengthy or to contain overmuch or complicated tabulation.

PROOF OF PUBLICATION

38. Copies of any of the Government Gazette or Provincial Gazette can be downloaded from the Government
Printing Works website www.gpwonline.co.za free of charge, should a proof of publication be required.

39. Printed copies may be ordered from the Publications department at the ruling price. The Government Printing
Works will assume no liability for any failure to post or for any delay in despatching of such Government
Gazette(s).

| GOVERNMENT PRINTING WORKS CONTACT INFORMATION |
Physical Address: Postal Address: GPW Banking Details:
Government Printing Works Private Bag X85 Bank: ABSA Bosman Street
149 Bosman Street Pretoria Account No.: 405 7114 016
Pretoria 0001 Branch Code: 632-005
For Gazette and Notice submissions: Gazette Submissions: E-mail: submit.egazette @ gpw.gov.za
For queries and quotations, contact: Gazette Contact Centre: E-mail: info.egazette @ gpw.gov.za

Tel: 012-748 6200

Contact person for subscribers: Mrs M. Toka: E-mail: subscriptions @ gpw.gov.za

Tel: 012-748-6066 / 6060 / 6058
Fax: 012-323-9574
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DEPARTMENT OF AGRICULTURE, FORESTRY AND FISHERIES
NO. 854 25 AUGUST 2017

AGRICULTURAL PRODUCT STANDARDS ACT, 1990
(ACT No. 119 of 1990)

INVITATION OF COMMENTS: REGULATIONS RELATING TO THE GRADING, PACKING
AND MARKING OF POPCORN INTENDED FOR SALE IN THE REPUBLIC OF SOUTH
AFRICA

The Executive Officer: Agricultural Product Standards intends to request the Minister of Agriculture
Forestry and Fisheries to develop the Regulations Relating to the Grading, Packing and Marking of
Popcorn intended for sale in the Republic of South Africa in terms of section 15 of the Agricultural Product
Standards Act No. 119 of 1990.

The proposed draft regulations are available for inspection at the office of the Executive Officer, Harvest
House, 30 Hamilton Street, Arcadia, Pretoria; or copies can be obtained from the Executive officer:
Agricultural Product Standards, Department of Agriculture, Forestry and Fisheries, Private Bag X343,
Pretoria,0001, Tel. no. (012) 319-6334 or (012) 319 6291, Fax (012) 319-6265, or e-mail:
MooketsiMo@daff.gov.za and available on the Department’s website at http://www.daff.gov.za.

All interested parties who wish to comment or make representations regarding the proposed regulations
are invited to furnish such comment or representations in writing to the Executive Officer at the above
contact information within 30 days from the date of publication of this Notice.

B.M. MAKHAFOLA
EXECUTIVE OFFICER: AGRICULTURAL PRODUCT STANDARDS
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DEPARTMENT OF AGRICULTURE, FORESTRY AND FISHERIES
NO. 855 25 AUGUST 2017

AGRICULTURAL PRODUCT STANDARDS ACT, 1990 (ACT No. 119 OF 1990)

REGULATIONS RELATING TO THE CLASSIFICATION, PACKING AND MARKING OF VINEGAR INTENDED
FOR SALE IN THE REPUBLIC OF SOUTH AFRICA: REVISION OF REGULATIONS

The Executive Officer. Agricultural Product Standards intends to request the Minister of Agriculture, Forestry and
Fisheries to publish revised Regulations Relating to the Ciassification, Packing and Marking of Vinegar intended
for Sale in the Republic of South Africa.

The proposed revised regulations are available for inspection and copies can be obtained from the website
www.daff.gov.za, go to "Branches", then to "Agricultural Production, Health & Food Safety”, then to “Food Safety
& Quality Assurance” and then to "Draft legislation for comments”, or from the Executive Officer: Agricultural
Product Standards, Department of Agriculture, Forestry and Fisheries, Private Bag X343, Pretoria, 0001;
Telephone (012) 319-6027; Fax (012) 319 6265; E-mail niele@daff.gov.za

Interested parties who wish to comment or make representations regarding the revised regulations are invited to
furnish such comments or representations in writing to the Executive Officer at the above contact information, not
later than 30 days from the date of publication of this notice.

Mr. Billy M. MAKHAFOLA
Executive Officer: Agricultural Product Standards
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DEPARTMENT OF BASIC EDUCATION
NO. 856 25 AUGUST 2017

NATIONAL EDUCATION POLICY ACT, 1996 (ACT NO. 27 OF 1996)

GRANTING OF CONCESSION TO LEARNERS FOLLOWING THE TECHMICAL
PATHWAY WHO ENROLLED FOR GRADE 0 IN 2016 7O DEVIATE FROM THE
CURRENT PROGRAMME REQUIREMENTS

1. 1, Angelina Matsie Motshekga, Minister of Basic Education, hereby, in terms of
Section 3(4)(l) of the National Education Policy Act, 1996 (Act No. 27 of 1996).
and after consultation with the Council of Education Ministers, grant Transitional
Concessions to Jearners foliowing a Technical pathway to deviate from the
Programme Requirements as stipulated in paragragh 29A (3) and 27(2)(d)(i), of
The INationai Policy pertaining to the Programme and Promotion Requirements of
the National Curriculum Statement, Grades R-12, provided they meet the following
requirements:

(@) Must have offered Technical subjects with Niathematical Literacy; or

(b) Must have offered Technical subjects and with Mathematical Literacy without
Engineering Graphics and Design (EGD); or

(c) Must have offered Technical subjects without EGD

2. The concessions listed in paragraph 1(a), (b) and (c) are applicable to only
learners who enrolled for Grade 10 in 2016, who will write the National Senior

Certificate in 2018 and shal| not be extended to the succeeding cohorts.

3. This is to assist learners who deviated from the Programme requirements cited in
paragraph 1 above to be resulted and certificated by Umalusi.
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4. The Transitional Concessions will be granted for a period not exceeding three
years to assist the 2016 Grade 10 learners and those who might become pipelines
in 2017 and 2018.

kock . apgj\“’“\
MRS \AM MOTSHEKGA, |
MINISTER OF BASIC EDUCATION
DATE: X Ol .*2...@\')
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ECONOMIC DEVELOPMENT DEPARTMENT
NO. 857 25 AUGUST 2017

MEMORANDUM OF UNDERSTANDING

Entered into by and between
The Competition Commission

(hereinafter referred to as “the Commission”)

A juristic person established in terms of Section 19 of the Competition Act 89 of 1998,
herein represented by Mr Tembinkosi Bonakele in his capacity as the
Commissioner of the Competition Commission

And

The Broad Based Black Economic Empowerment Commission

(hereinafter referred to as “the B-BBEE Commission”)

A juristic person established in terms of Section 13B of the Broad Based Black
Economic Empowerment Act 53 of 2003, as amended and herein represented by Ms
Zodwa Ntuli in her capacity as the Acting Commissioner of the Broad Based Black

Economic Empowerment Commission

(Hereinafter referred to as “the Parties”)

Page 1 of 15 \/ ‘O
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PREAMBLE

WHEREAS -

The B-BBEE Commission was established in terms of Section 13B of the Black
Economic Empowerment Act 53 of 2003 as amended by Act 46 of 2013 (“the B-BBEE
Act’) in order to inter alia, oversee; supervise and promote adherence with the BBBEE
Act in the interest of the public.

WHEREAS -

The Competition Commission is established in terms of Section 19 of the Competition
Act 89 of 1998 (*the Competition Act’) in order to inter alia, investigate, control, and
evaluate restrictive practices, abuse of dominant position, exemptions and mergers,
and to promote the efficiency, adaptability and development of the South African
economy.

WHEREAS -

The Commission, in terms of the provisions of Section 21(1)(h) read with Sections 3
(1A) (b} and 82 (1), 81(2) and 81(3) of the Competition Act, has a responsibility to
negotiate agreements with any regulatory authority according to which concurrent
jurisdiction is exercised over competition matters within the relevant industry or sector,
and to ensure the consistent application of the principles of the Competition Act.

WHEREAS -

B-BBEE Commission, in terms of Section 13F (4) of BBBEE Act, is required to ligise
with any regulatory authority on matters of common interest and may exchange or
receive information from such regulatory authority pertaining to matters of common
interest or to a specific complaint or investigation.

NOW THEREFORE -

The Parties now agree to conclude this Agreement as follows:

Page 3 of 15 \/‘-C/
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1.1

1.2

2.1

BASIS OF THIS AGREEMENT

This Agreement is entered into in order to establish the manner in which the
Parties will interact with each other in respect of the investigation, evaluation and
analysis of merger transactions and/ or complaints involving persons’ subject to
regulation of the B-BBEE Act.

This Agreement is entered into on the basis of mutual respect, in a spirit of
goodwill and in no way affects the independence of the two regulatory bodies
hereto. -

COMPLAINTS

Where a complaint/ appeal is lodged regarding a practice in respect of which the
Commission and B-BBEE Commission have concurrent jurisdiction, the following
process shall be followed:

2.1.1 The regulator that receives the complaint (‘the Recipient Regulator”)
shall ensure that the said complaint is made available to the other
regulator,;

2.1.2 The Recipient Regulator shall inform the complainant(s) that the matter
will be discussed jointly by the Commission and the B-BBEE
Commission in terms of this Agreement;

2.1.3 The Commission and the B-BBEE Commission shall consult with each
other and evaluate the complaint in order to establish how the matter
should be managed in terms of this Agreement;

2.1.4 When the Commission considers a transaction with implications for the
B-BBEE, the Commission must consult with the B-BBEE Commission.
The Commission must have regard for the B-BBEE Commission views.

2.1.5 In evaluating how the complaint may be managed, the parties must have
regard to the principle that-

Page 4 of 15 \/.C/ %/
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2.1.5.1 the Commission is to exercise primary authority to detect and
investigate alleged prohibited practices to give effect to the
Competition Act; and

2.1.5.2 B-BBEE Commission has primary authority to exercises powers
assigned to it by the B-BBEE Act.

2.1.6 The Recipient Regulator shall advise the complainant(s) within a period
of sixty (60) days or such further period as may be agreed upon between
the parties of the decision of the joint discussion between the
Commission and the B-BBEE Commission;

2.1.7 The Recipient Regulator shall give the complainant(s). further directions
regarding the prosecution of the complaint in question;

218 In the event that the matter is dealt with by the Commission,
representatives from the B-BBEE Commission may participate in the
matter through inter alia attending meetings when required; providing
inputs during the case investigation and making representations at the
Competition Tribunal hearing if necessary.

2.1.9 In the event that the matter is dealt with by the B-BBEE Commission,
representatives from the Commission may participate in the matter
through inter alia attending meetings, providing inputs during the case
investigation and making representations at the B-BBEE Commission
proceedings if necessary

If it is decided in the consultation process, contemplated in 2.1.3 above, that the
B-BBEE Commission will deal with the matter, the Commission may issue a
notice of non-referral, in terms of Section 50(2)(b) of the Competition Act, and in
instances where the Commission received the initial complaint, the
complainant(s) shall not be precluded from pursuing the matter with the
Competition Tribunal (established in terms of Section 26 of the Competition Act).

v
by
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2.3 Nothing in the procedures, contemplated in paragraph 2, shall detract from the
jurisdiction of the Commission or the jurisdiction of the B-BBEE Commission to
receive and deal with complaints in terms of their enabling statutes, or preclude
the public from lodging complaints with both the Commission and the B-BBEE
Commission concurrently.

24 Where a complaint relates to a matter where either the Commission or the B-
BBEE Commission has jurisdiction, but there is no concurrent jurisdiction, the
following shall apply:

241 The complaint must be lodged with the regulator that has jurisdiction;

2.42 |f upon receiving a complaint, the Regulator is of a view that it does not
have jurisdiction over the matter, the Regulator with whom the complaint
is lodged shall advise the complainant(s) accordingly and recommend
that the complainant(s) refer the complaint to the relevant regulator;

2.4.3 If the B-BBEE Commission is the Regulator that has jurisdiction, it shall,
if it is legally competent under its legislation to take into account
considerations of competition, be entitled to liaise and consult with the
Commission so as to ensure the consistent application of competition
principles to the complaint in question;

244 The Commission shall be entitled to do likewise when it is the Regulator
with jurisdiction, and be entitled to consult with the B-BBEE Commission
on the regulatory aspects, subject to the B-BBEE Commission’s
jurisdiction, in order to obtain the B-BBEE Commission’s input on
regulatory issues pertaining to the complaint; and

2.45 The Commission and the B-BBEE Commission may, upon request from
each other, participate in each other's proceedings in their advisory
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2.5 In the circumstances contemplated in 2.4 above, the decision by the regulator
exercising jurisdiction over the complaint to consult the other regulator shall be
discretionary and voluntary, and the regulator exercising jurisdiction shall, with or
without consultation, make its independent decision.

2.6 When the Commission and the B-BBEE Commission consult each other, as
contemplated in 2.4.3 and 2.4.4 above, they shall do so at no cost to each other.

2.7 In either of the circumstances contemplated in 2.4.3 and 2.4.4 above, the
Commission and the B-BBEE Commission shall act as expeditiously as
circumstances permit and shall ensure that the parties involved receive a timely
response.

3. APPROVAL OF MERGER TRANSACTIONS

(A) Application for Merger Approval: Concurrent Jurisdiction

3.1 Where a transaction appears to the Commission to require approval, the
Commission may consult with the B-BBEE Commission in terms of clause 3.2
below.

3.2. The parties may consult each other for purposes of evaluating the manner in
which the transaction may be managed. In doing this, the parties must have
regard to the principle that:

3.2.1. the Commission is to exercise primary authority in the review of mergers
in order to give effect to the Competition Act; and

3.2.2. the B-BBEE Commission has primary authority to exercise powers and
perform duties assigned to it in terms of the B-BBEE Act, in order to give
effect to its relevant legislation.

— \,(/@
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(B) Application for merger approval: No concurrent jurisdiction

3.3. Where an application to the Commission or the B-BBEE Commission requires

4.1

4.2

the approval of either party, but not both, the following shall apply -

3.3.1 if the B-BBEE Commission is the party whose assessment is required, it
may, when considering competition issues consult with and obtain input
from the Commission so as to ensure the consistent application of
competition principles to the transaction in question.

3.3.2 if the Commission is the party whose approval is required, it may, if it
deems it necessary to take into account regulatory aspects that relate to
broad based black economic empowerment regulated by the B-BBEE
Commission, consult with and obtain input from the B-BBEE
Commission so as to ensure the consistent application of the black
economic empowerment principles to the transaction in question.

ESTABLISHMENT OF A JOINT WORKING COMMITTEE

A Joint Working Committee (“the Committee”) constituted by representatives of
the Commission and the B-BBEE Commission, as nominated by the respective
regulators, shall be established pursuant to this Agreement and shall function on
an on-going basis.

The functions of the Committee shall be:

421 To manage and facilitate co-operation and consultation between the
parties regarding fulfillment of responsibilities and obligations in respect
of matters dealt with by each regulator in terms of this Agreement;

422 To propose, when necessary, any amendment of or supplementation to
this Agreement;

423 To promote workshops and training aimed at building capacity, advocacy
information sharing and enhancing regulatory capabilities;
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424 To advise management of both the Commission and the B-BBEE
Commission on issues affecting competition in the B-BBEE transactions,
as the case may be, and make recommendations on how to deal with
same. Such advice shall be on, but not limited to the following:

4.24.1 Types of conduct or transactions affected by both the
Competition Act and the B-BBEE Act in respect of which
concurrent jurisdiction is to be exercised by the two regulators:

4.2.4.2 International approach to issues of jurisdictional overlap between
a Competition Authority and a B-BBEE Commission, as the case
may be;

4.2.4.3 Amendments to the relevant or applicable statutes that may be
necessary from time to time; and

4.2.4.4 Any other related matter.

5. SHARING OF RESOURCES

The Commission and the B-BBEE Commission may, under certain circumstances,
share each other's available resources in order to bring the provisions of this
Agreement into full effect; provided such a process is reasonable, shall not
compromise the respective independence of the two institutions and does not
contravene any statute with which the two regulators must conform.

6. EXCHANGE OF INFORMATION

Subject to paragraph 7 below, the Commission and the B-BBEE Commission may
exchange such information as may be necessary to give effect to this Agreement.
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7. CONFIDENTIALITY

7.1 Any information shared by the Commission and the B-BBEE Commission
pursuant to this Agreement shall be used only for lawful supervisory or statutory
purposes.

7.2 Where confidential information has been submitted by the parties to a complaint
to the B-BBEE Commission, the B-BBEE Commission shall obtain permission
from the party which submitted such confidential information with it, prior to such
confidential information being disclosed to the Commission. The Commission
shall ensure that the information accordingly disclosed to it remains confidential
and is not placed in the public domain through any negligent or willful conduct on
its behalf.

7.3 Where information has been submitted by the parties to a complaint to the
Commission, the Commission shall obtain permission from the party which
submitted such confidential information to it, prior to such confidential information
being disclosed to the B-BBEE Commission. The B-BBEE Commission shall
ensure that the information accordingly disclosed to it remains confidential and is
not placed in the public domain through any negligent or willful conduct on its
behalf.

7.4 To the extent permitted by law, the Commission and the B-BBEE Commission
shall hold confidential all information, including the information contemplated in
7.2 and 7.3 above, received from each other pursuant to this Agreement and
shall not otherwise disclose such information than is necessary to carry out their
regulatory or statutory responsibilities or otherwise in accordance with national
law.

7.5 The Commission and the B-BBEE Commission shall, prior to disclosing such
confidential information or a part thereof, consult each other for direction and
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7.7

7.8

8.1

82

The sharing of confidential information, in accordance with this Agreement, relies
on the assurances given in 7.1, 7.2 and 7.3 above and shall not constitute a
waiver of any legally recognizable privilege by any person other than the Parties
to this Agreement.

The Commission and the B-BBEE Commission, in providing confidential written
material pursuant to this Agreement, shall mark every page of the material
provided with the following words: “CONFIDENTIAL — PROVIDED PURSUANT
TO THE COMPETITION COMMISSION / BROAD-BASED BLACK ECONOMIC
EMPOWERMENT COMMISSION AGREEMENT".

Where confidential information is made available by either the Commission or
the B-BBEE Commission in contravention of this Agreement, such disclosing
party shall be solely liable in law for such disclosure.

GENERAL PROVISIONS

The provision of, or request for, information under this Agreement may be
denied:

8.1.1 Where compliance would require the Commission or the B-BBEE
Commission to act in a manner that would violate the applicable law:

8.1.2 Under circumstances where there is an imminent risk to national
security; or

8.1.3 Where compliance with a request or provision of information would
interfere with an ongoing investigation, in circumstances where prejudice
to the investigation is likely to outweigh the adverse effects of denying
the information.

No provision of this Agreement shall give rise to any person, entity or
government authority other than the Commission or the B-BBEE Commission,
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directly or indirectly, to obtain any information or to challenge the execution of a
request for information.

8.3 The two regulators shall consult each other before either of them issues a media
statement concerning a transaction or complaint covered by this Agreement.

9. VARIATION OF THE AGREEMENT

Any variation of this Agreement shall have no legal effect and shall not be binding on
the Parties unless reduced to writing and signed by persons authorized to act on
behalf of each party.

10. COMMENCEMENT AND DURATION

This Agreement shall come into effect on the date of last the last party signing and it
shall continue in force indefinitely unless terminated by either party giving the other
party fourteen (14) days' written notice.

11. DOMICILIUM CITANDI ET EXECUTANDI
11.1 The Parties choose the following addresses as their respective domicifium citandi
et executandi for purposes of this Agreement:
THE COMPETITION COMMISSION
the dti Campus, 77 Meintjies Street, Sunnyside, Pretoria
Postal: Private Bag X23 Lynwood Ridge
Pretoria 0040
Telephone Number:
Facsimile:
E-mail: mziwodumor@compcom.co.za
CONTACT PERSON: Head Stakeholder Relations
And
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THE BROAD-BASED BLACK ECONOMIC EMPOWERMENT COMMISSION
420 Witch-Hazel Avenue, Eco-Glades 2, Block 2, Eco-Park; Centurion 0144
Telephone Number: 012 649 0910

E-mail: MRamare@beecommission.gov.za

CONTACT PERSON: Office of the B-BBEE Commission

11.2 The parties undertake to notify each other of any change of address within
fourteen (14) days of such change.

12. PUBLICATION

This Agreement shall be published in the Gazette for public information as soon as it
has been signed.

13. GOVERNING LAW

13.1 The parties agree that this Agreement shall be governed by and construed in
accordance with the laws of the Republic of South Africa and acknowledge that
they are both organs of state and that the Intergovernmental Relations
Framework Act, 2005 (Act 13 of 2005) is applicable to the resolution of any
dispute between them.

13.2 The parties shall use reasonable efforts to resolve any dispute that may arise
under this Agreement through good faith negotiations.

13.3 In the event that the parties are unable to reach a settiement, such dispute shall
be referred to the Accounting Authority of the Commission and the Acting
Commissioner of the B-BBEE Commission, and they shall endeavor to settle the
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13.4 Should such endeavor still fail to resolve the dispute, then the dispute shall be
referred to the Director-General of the Department of Economic Development
and the Department of Trade and Industry to attempt to settle the matter.

13.5 In the event that the dispute still remains unresolved, then the matter shall be
dealt with in terms of Section 41 (3) of the Constitution read with chapter 4 of the
Intergovernmental Relations Framework Act.

14. GENERAL

No party shall be entitled to cede, delegate or transfer any of its rights in terms of
this Agreement to any of its authorized representatives, unless written consent
has been obtained from the other party.
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IN WITNESS WHEREOF the undersigned parties approve the terms and conditions of
this Agreement.

For the COMPETITION COMMISSION

' \7%” -
Signed at f’%T0£1H on this Zspdayof ‘H"U‘l ol7] by

embinkasi Bonakele
Commissiongr
COMMISSION

WITNESS 1

WITNESS 2

For the BROAD-BASED BLACK ECONOMIC EMPCWERMENT COMMISSION

Signed at C,EHTM@DN onthis%dayof JHNE 9‘9} ?‘ by

Ms Zodwa Ntuli
Acting Commissioner
B-BBEE COMMISSION

E 2 2?
Wi 1

AN
WITNESS 2

S
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DEPARTMENT OF ECONOMIC DEVELOPMENT
NO. 858 25 AUGUST 2017

MEMORANDUM OF UNDERSTANDING

Entered into by and between
The South African Bureau of Standards
(Hereinafter referred to as “SABS”)

A juristic person established in terms of the Standards Act 24 of 1945, continuing to
exist in terms of Section 3 of the Standards Act, No. 8 of 2008, herein represented by
Dr. Boni Mehlomakulu in her capacity as the Chief Executive Officer of the South
African Bureau of Standards.

The Competition Commission
(Hereinafter referred to as “the Commission”)

A juristic person established in terms of Section 19 of the Cornpetition Act, No. 89 of
1998, as amended, herein duly represented by Mr Tembinkosi Bonakele in his capacity
as the Commissioner of the Competition Commission.

{Hereinafter jointly referred to as “the Parties”)
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PREAMBLE:
THE SABS - ITS OBJECTS AND FUNDAMENTAL LEVERS

The SABS was established in terms of the Standards Act No. 24 of 1945 and continues to
exist in terms of Section 3 of the Standards Act, No. 8 of 2008 (“the Standards Act), as the
peak national standardisation institution in South Africa, responsible for the development,
maintenance and promation of South African National Standards.

Standards are important in facilitating fair competition by providing identifiable references that
are consulled widely and agreed by consensus. The protocols goveming standards
development processes are maintained by intemational organizations granted general
consultative status with the United Nations Economic and Social Council. The South African
obligations and interests in the international standardisation efforts are represented by the
SABS, These protocols explicitly sets out obligations for managing anti-competitive practices in
standardisation activities.

The SABS in line with the international protocols uses technical committees to develop and
review South African National Standards and provides the govemance framework for
developing national standards which are voluntary by application and involves the voluntary
participation of a diverse stakeholder representation.

NOW WHEREAS the participants in the Standards development process are often competing
stakeholders who come together to develop standards that are relevant to their markets and
may potentially exchange information that has value in predicting the future commercial
behaviour of competitors, future development trends or market condiions and may include
potentially exclusionary parameters in the standards, based on rationale, other than safety and
performance considerations, with the potential to lead to undesirable lock-in into sub-optimal
technologies and allow incumbents to create bamiers to market entry.

AND WHEREAS South Africa is a signatory to the Technical Barrers fo Trade Agresment of the
World Trade Organlsation.
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AND WHEREAS the purpose of standardization is, /ifer alla, to support competition for the
benefit of industry, consumers and society in general,

AND WHEREAS Compliance with competition law in the standard setting process is essential to
ensure that markets operate efficiently and compstitively and that the standards development
process remains a platform of tyust for industries.

AND WHEREAS the SABS must build capacity - establish and maintain the necessary expertise
at an internationally acceptable level, to monitor and manage anti-competitive practices and
conduct which can be perceived as fostering anti-competitive behaviour and cause demage to
the economy of South Africa, when standards are set.

THE COMMISSION - ITS OBJECTS AND FUNDAMENTAL LEVERS

The Commiission is established in terms of Section 19 of the Competition Aci, No. 89 of 1998
{(‘the Competition Act’) in order to, /nter alia, investigate, control, and evaluate restrictive
practices, abuse of dominant position, exemptions and mergers, and to promote the efficiency,
adaptability and the development of the South African economy.

NOW WHEREAS The Commission and the SABS acknowledge that where competitors get
together, as it is the case during the standards development process, there is potential for anti-
competitive conduct and that the SABS requires support and cooperation from the Commission
to build capacity, establish and maintgin the necessary expertise at an internationally
acceptable level, to monitor and manage anti-competitive practices and conduct which can be
perceived as fostering anti-competitive behavior.

AND WHEREAS The Commission and the SABS, in terms of section 41(1)(h} of the
Constitution of the Republic of South Africa, 1996, must co-operate with one another in mutual
frust and good faith by,. infer alia, assisting and supporting one another and informing one
another of and consulting one another on matters of commeon interest.

AND WHEREAS As an organ of state, the SABS must, in terms of section 20(3) of the
Competition Act assist the Commission to effectively camy out its powers and duties which
powers and duties entall, /nfer alia, to investigate, control, and evaluate restrictive practices,
abuse of dominant position and to promote the efficiency, adaptability and the development of
the South African economy.
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The parties recognize the existing potential to leverage on areas of convergence and
complementary statutory mandates, underpinned by the cbjective to promote quality, efficiency,
adaptability and the development of the South African economy.

NOW THEREFORE - the Parties agres as follows:

The Parties agree to conclude thls Co-operation Agreement (“the Agreement”) as follows:

1.1.

1.2,

1.2.1.

1.22

1.2.3.

1.2.4,

INTERPRETATION

In the interpretation of any terminology used in this Agreement, any word or expression
to which a meaning Is assigned in the Standards Act and the Competition Act has the
meaning assigned to it unless otherwise specified.

In this agresment unless Inconsistent with the context the following expressions and
words bear the meanings set out below and derivative expressions and words will have
corresponding meaning:

"Agresment” means this Memorandum of Understanding;

“Commission” means the Competition Commission, a juristic entity established In terms
of the Competition Act;

“Competition Act” means Competition Act, No 98 of 1998, as amended from time to time;

“The South African Bureau of Standards™ means a juristic person established in terms of
the Standards Act 24 of 1945, continuing to exist in terms of Section 3 of the Standaros
Act No. 8 of 2008;

1.2.5. “SABS" means the South African Bureau of Standards;

1.2.6.

1.2.7.

“Standards Act” means the Standarde Act, No. 8 of 2008

“Party” means each party to this Agreement being sither of the South African Bureau of
Standards or the Commission and “Partles” has a cormresponding meaning;
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1.2.8.

1.2.9.

1.4.

1.4.1.

14.2,

1.4.3.

“Prohibited practice’ means a practice prohibited in terms of Chapter 2 of the
Competition Act; and

“Signature Date” means the date of signature of this Agreement by the parly last signing;

The headings of the clauses in the Agreement ara for purposes of convenience and
reference only and shall not be used in the interpretation of, nor modify, nor amplify the
terms of this Agreement or any dause herecf.

Unless the context indicates atherwise:

a reference 10 a person includes natural persons, juristic persons, partnerships and
trusts;

a reference to the singular Includes the plural and vice versa; and

one gender includes the other genders.

1. BASIS OF THIS AGREEMENT

1.1 This Agreement Is entered into in order to establish the manner in which the Parties will
interact with each other in dealing with matters of mutual interest pertaining to, the creation
of awareness of competition issues when standards are set, as envisaged in Section
21(1)(b} of the Compefition Act and building the SABS capacity to monitor and manage anti-
competitive practices and conduct which can be percelved as fostering anti-competitive
behavior. The agreement also establishas the manner In which the Parties will interact with
each other when sharing information pertinent to carrying out their respective functions.

1.2 This Agreemeant is entered into on the basis of mutual respect, in the spirit of goodwill and in
no way affects the independence of the Parties hereto.
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2. MUTUAL ASSISTANCE

2.1The Parties undertake to, in the course of performing their functions and to the extent
permitted by law, use reasonable efforts to provide assistance o each other.

2.2 Without derogating from the generality of clause 2.1 the Parties may, upon request from
each other:

221 patticlpate in cach other's processes in an advisory capacity or obtain the other's
input on an aspect within the technical competence of the other;

222 share each other’'s available resources in order to bring the provisions of this
Agreement into full effect, provided that such a process is reasonable, shali not
compromise the independence of either of the parties and does not contravene any
statute with which the Parties must conform; and

22.3 second personnel to each other on such tenms and conditions as may be agreed to
by them, and in order to provide training and specific skills and knowledge transfer on
matters of mutual interest. In particular, the Commission shall assist the SABS to
build capacity - establish and maintain the necessary expertise at an intarnationally
accepiable level, to monitor and manage anti-competitive practices and conduct
which can be perceived as fostering anti-competitive behaviour and cause damage to
the economy of South Africa, when standards are set.

224 Support each other in investigating perceived collusive behavior of stakeholders
within the scope of services offered by the SABS.

2.3 When the Commission and the SABS participate In each other’'s processes or obtaln each
other’s inputs as contemplated in clause 2.2.1, they shall do so at no cost to each other and
they shall act as expeditiously as circumstances permit.

3. ESTABLISHMENT OF A JOINT WORKING COMMITTEE

3.1A Joint Working Committee (“the Commitiee”) constituled by representatives of the
Commission and the SABS, as nominated by the respective Parties, shall be established
pursuant to this Agreement and shall function on an on-golng basis.
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3.2 The functions of the Committee shall be, to:

3.2.1 facilitate and manage co-operation and consultation in respect of matters dealt with by
each Party in terms of this Agreement;

3.2.2 facilitate and manage awareness and capacity building programs intended to establish
and maintain the necessary expertise for the SABS to be able 10 monitor and manage
anti-competitive practices and conduct which can be perceived as fostering anti-
compelitive behaviour and cause damage to the economy of South Africa, when
standards are set.

3.2.3 propose, when necessary, any amendment of or supplementation to this Agreement;

and

3.2.4 advise management of both the Commission and the SABS on issues affecting
competition in the development of standards, as the case may be, and make
recommendations on how 10 deal with same.

4. REQUEST FOR ASSISTANCE AND INFORMATION

4.1 Subject to clauses 2.1, 4 and 5, the Commigsion and the SABS may, in the manner set out
below, request assistance from each other and exchange such information as may be
necessary {o give effect fo this Agreement.

4.2 To facilitate communication and ensure continuity in the co-operation between the Parties,
each Party has designated the contact person as set out in clause 6, for communications
under this Agreement,

4.3 A Parly requesting assistance ("the Requesting Party”) shail make its request for assistance
in writing by sending it to the contact person of the other Party ("the Requested Party”). The
request must amongst others provide:

4.3.1 a description of both the subject matter of the request and the purpose for which the
information is sought and the reasons why this information will be of assistance:
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4.3.2 the legal provisions conceming the matter that Is the subject matter of the request;

4.3.3 any information in the possession of the Requesting Party that might assist the
Requested Party in [dentifying such infonmation; and

434 the desired period of time for the reply.

5. CONFIDENTIALITY

5.1 Any information shared by the Commission and the SABS pursuant to this Agreement shall
be used only for lawful supervisory or statutory purposes.

5.2 The Parties shall share confidential information subject to their statutory confidentiality
obligations as set out in the Competifion Act 1998 and Standards Act 2008 or any other
applicable law.

5.3 Where confidential irformation was obtained from a third party by the SABS, the SABS
shall obtain permission from the parly which submitted such confidential information to it,
prior to such confidential information being disclosed to the Commission. The Comrmission
shall ensure that the information accordingly disclosed to it remains confidential and is not
placed in the public domain through any negligent or willful conduct on its behalf.

5.4 Where information was obtained from a third party by the Commission, the Commission
shall obtain permission from the party which submitted such confidential information to it,
prior to such confidential information being disclosed to the SABS. The SABS shall ensure
that the information accordingly disclosed to it remains confidential and is not placed in the
public domain through any negligent or willful conduct on its behalf,

5.5 To the extent permitted by law, the Commission and the SABS shall hold confidential all
information, including the information contemplated in clauses 5.2 to 5.4, received from each
other pursuant to this Agreemsnt and shall not otherwise disclose such information than is
necessary to cany out their statutory responsibilities or otherwise in accordance with
national faw.
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5.6 The Commission and the SABS shall, prior to disclosing any confidential Information or a
part thereof amongst each other, consult each other for direction and advice on such

disclosure.

5.7 The Commission and the SABS, in providing confidential written material pursuant to this
Agreement, shall mark every page of the malerial provided with the following words:
"CONFIDENTIAL - PROVIDED PURSUANT TO THE COMPETITION COMMISSION /
SOUTH AFRICAN BUREAL OF STANDARDS CO-OPERATION AGREEMENT".

5.8 Where confidential information is made available by either the Commission or the SABS In
contravention of this Agreement, such disclosing party shall be solely liable in law for such
disclosure.

8. CONTACT PERSONS

8.1 The Parties designate the following individuals as thelr contact persons who will have the
authority to administer this Agreement on their behalf and who will be responsible for the
communication batween them:

For the SABS:

Joseph Leatlela

Head: Legal Services

Contact number: (012) 428 - 6242

E-mail address: joseph.lectlela@sabs.co.za

And
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For the Commission:

Mr. Mziwodumo Rubushe
Head: Stakeholder Relations
Contact number: (012) 394 - 3194

E-mail address: MziwodumoR@compcom.co.za

6.2 Either Party may, by way of a letter to the other, replace its contact person referred to in
clause 6.1 with any other person. The letter referred to above shall be deemed to have been
received and the replacement shall be deemed to have been made on the fourteenth (14)
calendar day of the one Party dispatching the said letter to the other, unless the contrary is
established.

7. GENERAL PROVISIONS
7.1 The provision of, or request for, information under this Agreement may be denied:

7.1.1  where compliance would require the Commission or the SABS to act in a manner that

would violate the applicable law;
7.1.2 under circumstances where there is an imminent risk to national security; or

7.1.3 where compliance with a request or provision of information would interfere with an
ongoing investigation, in circumstances where prejudice to the investigation is likely to

outweigh the adverse effects of denying the information.

7.2 The Parties shall consult each other before either of them issues a media statement

concerning any matter emanating from this Agreement.
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8. VARIATION OF THE AGREEMENT

This constitutes the entire agreement between the Parties on matters covered in this
Agreement. Any variation of this Agreement shall have no legal effect and shall not be
binding on the Parties unless reduced to writing and signed by persons authorized to act on
behalf of both Parties.

9. EFFECTIVE DATE OF THE AGREEMENT

This Agreement shall come into effect on the date on which it is last signed by the persons
authorized to act on behalf of either of the Parties.

10. DURATION OF THIS AGREEMENT

10.1  This Agreement shall remain in force in perpetuity unless as may be terminated by:

10.1.1 either Party on written notice of two (2) months to the other Party;

10.1.2 way of an agreement between the Parties: or

10.1.3 operation of the law.

10.2  If any Party gives the other a notice of termination of this Agreement or the Parties agree to
terminate the Agreement as contemplated in clause 10.1.1 or 10.1.2, their cooperation in
terms of this Agreement will continue in respect of all requests for assistance that were

made before the termination date until the requests under consideration are completed.

11. DISPUTE RESOLUTION

Should any dispute or difference arise between the Parties with regard to interpretation
and/or implementation of any one or more of the provisions of this Agreement, such dispute
or difference must be resolved in a manner other than through judicial proceedings.
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12. DOMICILIUM CITANDI ET EXECUTANDI

The Parties choose the following addresses as their respective domicilium citandl et
executandi for purposes of this Agreement:

The Competition Commission:

'DTI Building Meitjies Street Sunnyside Pretoria

Postal: Private Bag X23 Lynwood Ridge

Pretoria 0040

Contact Person: Mr Mziwodumo Rubughe, Head: Stakeholder Relations

The South African Bureau of Standards:

1 Dr Lategan Road
Groenkloof
Pretoria
Postal: Private Bag X 191
Pretoria, 0001
Contact Person: Joseph Leotlela: Head Legal Services
13. PUBLICATION

This Agreement shall be published in the Gazette for public information as soon as it has
been signed.
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13. SIGNATURE

signed at ¢ RETeRA  on this B day of ﬂu‘-‘us’f 2017 by M.

j Bonakele, Commissioner of the Competition Commission South Africa.

Tembin

~
r

WITNESS 1

w. |

“WITNESS 2

Signed at on this day of by Dr Bonakele

Mehlomakulu in her capacity as Chief Executive Officer of the South African Bureau of
Standards.

SCOUTH AFRICAN BUREAU OF STANDARDS
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NO. 859

DEPARTMENT OF HEALTH
25 AUGUST 2017

MEDICINES AND RELATED SUBSTANCES ACT, 1965

GENERAL REGULATIONS

The Minister of Health, in consultation with the Authority, has in terms of section 35 of the
Medicines and Related Substances Act, 1965 (Act No. 101 of 1965), made the Reguiations in
the Schedule.

SCHEDULE

ARRANGEMENT OF REGULATIONS

SUPPLY OF MEDICINES

1.

o ~N O o A W N

Definitions

. Requirements for therapeutic equivalence

. Conditions for compounding medicine

. The manner and conditions for allowing international tendering
. Importation of medicines in terms of section 15C

. Importation of medicines into Republic

. Transmission of medicines through Republic

. Personal medicinal use by persons entering Republic

REGISTRATION OF MEDICINES

9.

Categories and classification of medicines

10. Labelling of medicines intended for human use

11. Professional Information for medicines for human use

12. Patient information leaflet

13. Labelling for veterinary medicines

14. Professional information for veterinary medicines

15. Batch release for biological medicines

16. Application for the registration of a medicine
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17. Particulars to be published in respect of applications received for registration in terms of
section 14(3)

18. Information that must appear in register for medicines
19. Transfer from register for medicines to register for medical devices or IVDs
20. Application for amendment to the register for medicines

21. Ceriificate of registration

PERMITS, LICENSING AND AUTHORISATION
22. Licence tfo dispense or compound and dispense medicines

23. Licence to manufacture, import, export, act as a wholesaler or distribute medicines or
scheduled substances

24. Period of validity and renewal of licence issued in terms of regulations 23 and 24
25. Exemption in terms of section 22H
26. Permits and authorisation in terms of section 22A

27. Importation or exportation of specified Schedule 5, Schedule 6, Schedule 7 or Schedule 8
substances

28. Information to be furnished annually to Chief Executive Officer

29. Authorisation of sale of unregistered medicine for certain purposes
30. Conduct of clinical trials for humans and animals

31. Obtaining pain control medicines by registered midwives

32. Acquisition and use of medicines by masters of ships and officers in charge of any aircraft

MANAGEMENT OF MEDICINES

33. Particulars which must appear on prescription for medicine

34. Particulars which must appear on order for medicine or scheduled substance
35. Prescription book or permanent record

36. Register for specified Schedule 5 or Schedule 6 medicines or substances

37. Returns to be furnished in respect of specified Schedule 5 and Schedule 6, 7 or 8
substances

38. Control of medicines in hospitals

39. Repackaging of medicines

40. Vigilance

41. Pricing Committee

42. Advertising of medicines
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DEFINITIONS

1. In these Reguiations any word or expression to which a meaning has been assigned in
the Act shall have the meaning so assigned and, unless the context otherwise indicates—

“adverse drug reaction” means a noxious and unintended response to a medicine;

“adverse event” is any untoward medical occurrence that may present during
treatment with a medicine but which does not necessarily have a causal relationship
with this treatment;

“as determined by the Authority” means as determined by the South African Health
Products Regulatory Authority (SAHPRA in guidelines as published from time to time;

“authorised prescriber” means any person authorised by the Act to prescribe any
medicine;

“batch™ or “lot” in relation to a medicine means a defined quantity of a medicine
manufactured in a single manufacturing cycle and which has homogeneous
properties;

“bhatch number” or "lot humber" means a unique number or combination of numbers
or ciphers allocated to a lot or a batch by the manufacturer;

“bioequivalence” means the absence of a statistically significant difference in
bioavailability between two pharmaceutically equivalent products under similar
conditions in an appropriately designed study;

“bonded warehouse” means a customs and excise warehouse licensed in terms of
section 12 of the Customs and Excise Act, 1864 (Act No. 91 of 1964);

“Chief Executive Officer” means the Chief Executive Officer of the Authority as
appointed in terms of section 3 of the Act;

“clinical trial” means an investigation in respect of a medicine for use in humans or
animals that involves human participants or animals and that is intended to—

(a) discover or verify the clinical, pharmacological or pharmacodynamic effects
of the medicing;

{b) identify any adverse events;

{c) study the absorption, distribution, metabolism and excretion of the
medicine; or

(d) ascertain its safety or efficacy;

“complementary medicine” means any substance or mixture of substances that—

(a) originates from plants, fungi, algae, seaweeds, lichens, minerals, animals or
other substance as determined by the Authority;
(b) is used or purporting to be suitable for use or manufactured or sold for use—
(i) in maintaining, complementing or assisting the physical or mental
state; or
(i) to diagnose, treat, mitigate, modify, alleviate or prevent disease or
illness or the symptoms or signs thereof or abnormal physical or
mental state of a human being or animal; and
(c) is used—
(i) as a health supplement; or
(iiy in accordance with those disciplines as determined by the Authority;
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“compound” means to prepare, mix, combine, package and label a medicine—

(a) by a pharmacist, pharmacist intern or pharmacist's assistant practising in
accordance with the Pharmacy Act for—

(i) anindividual patient; or

(i) an animal as a result of a prescription issued by a veterinarian
practising in accordance with the Veterinary and Para-Veterinary
Professions Act, 1982 (Act No.19 of 1982); or

(b) for dispensing as a result of a prescription for a patient by a person licensed
in terms of section 22C(1)(a) of the Act and practising in accordance with the
relevant scope of practice;

“counterfeit medicine” means a medicine in respect of which a false representation
has been made about its contents, identity or source by any means including its
labelling and packaging;

“dispense”—

(@) in the case of a pharmacist, means dispense as defined in the Regulations
Relating to the Practice of Pharmacy made in terms of the Pharmacy Act; or

(b) in the case of a medical practitioner, dentist, practitioner, veterinarian, nurse
or any authorised prescriber to dispense medicines, means—

(i) the interpretation and evaluation of a prescription;

(i the selection, reconstitution, dilution, labelling, recording and supply
of the medicine in an appropriate container; or

(iii) the provision of information and instructions to ensure safe and
effective use of a medicine by a patient;

“dosage form” means the pharmaceutical form in which the active ingredients and
excipients, and physical formulation of a medicine is presented:;

“expiry date” means the date up to which a medicine will retain the strength and other
properties stated on the label which strength and other properties can change after
the lapse of time and after which date the medicine shall not be sold to the public or
used,

“health care provider” means a health care provider as defined in section 1 of the
National Health Act, 2003 (Act No. 61 of 2003);

“health supplement” means any substance, extract or mixture of substances as
determined by the Authority, sold in dosage forms used or purported for use in
restoring, correcting or madifying any physical or mental state by—

(a) complementing health;

(b) supplementing the diet; or

(c) a nutritional effect,
and excludes injectable preparations, medicines or substances listed as Schedule 1
or higher in the Act;

“holder of a certificate of registration” means a person in whose name a registration
certificate has been granted and who is responsible for all aspects of the medicine,
including quality and safety and compliance with conditions of registration;
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“identification number” means the number drawn from a—
(a) birth certificate, passport, valid driver’'s licence;
(b) South African identification document; or
{c) any other relevant document issued by the Department of Home Affairs;

“manufacture” means all operations including purchasing of material, processing,
production, packaging, releasing, storage and shipment of medicines and related
substances in accordance with quality assurance and related controls;

“manufacturer” means a person manufacturing a medicine and includes a
manufacturing pharmacy;

“minimum legibility” means a printing in 6-point Helvetica, typeface in black ink on
white cartridge paper or the equivalent thereof;

“misbranded” means labelling which is false, misleading, inaccurate or fails to provide
information as required;

“parallel importation” means the importation into the Republic of a medicine
protected under patent or registered in the Republic that has been put onto the
market ouiside the Republic by or with the consent of such patent holder;

“patient information leaflet” means the information pertaining to a medicine as
provided for in regulation 12, written in a manner which is easily understandable by
the patient;

“person” means a natural or a juristic person;
“Pharmacy Act” means the Pharmacy Act, 1974 (Act No. 53 of 1974);

“professional information” means the information about a medicine as provided for
in regulation 11;

“proprietary name”, “brand name” or "trade name” means the name which is
unique to a particular medicine and by which the medicine is generally identified and
which in the case of a registered medicine is the name approved in terms of section
15(5) of the Act;

“responsible pharmacist” means a responsible pharmacist as defined in section 1 of
the Pharmacy Act;

"Site Master File” means a document prepared by the manufacturer containing
specific and factual good manufacturing practice information about the production or
control of pharmaceutical manufacturing operations carried out at a named site and
any closely integrated operations at adjacent and nearby buildings;

“sugar” means any of a class of natural, water-soluble crystaliine carbohydrates, of
relatively low molecular weight, and typically having a sweet taste depending on the
polymeric composition, and includes related alcohols such as sorbitol, mannitol, and
xylitol;

“gsweetener” means any additive or excipientother than sugar which is used or
intended to be used to impart a sweet taste to medicines;

“the Act” means the Medicines and Related Substances Act, 1965 (Act No. 101 of
1965), as amended; and
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“wholesaler” including a wholesale pharmacy means a person who holds, stores,
delivers or purchases medicines or Scheduled substances from a manufacturer and
sells them in terms of section 22H of the Act.

REQUIREMENTS FOR THERAPEUTIC EQUIVALENCE

2. (1) A medicine is considered therapeutically equivalent to another medicine if both
medicines—

(a) are—

(i) pharmaceutically equivalent, in that they contain the same amount of
active substances in the same dosage form, meet the same or
comparable standards and are intended to be administered by the same
route; or

(i)  pharmaceutical alternatives, in that they contain the same active moiety
but differ either in chemical form of that moiety or in the dosage form or
strength; and

(b)  after administration in the same molar dose, their effects with respect to both
efficacy and safety are essentially the same.

(2) Therapeutic equivalence is determined from comparative bicavailability,
pharmacodynamic, clinical or in vitro studies which meet the requirements and accepted
criteria for bioequivalence as determined by the Authority.

CONDITIONS FOR COMPOUNDING MEDICINE

3. (1) A pharmacist or other person licensed in terms of section 22C(1)(a) of the Act to
compound a medicine for sale in terms of section 14(4) of the Act, shall only compound a
quantity that is intended to be used by a patient for not more than 30 consecutive days from
the date of compounding: Provided that the date of compounding and the statement “Use
within 30 days” are clearly indicated on the label.

(2)  Any medicine compounded in terms of section 14(4) may not be advertised or
displayed for sale.

(3) No medicine may be compounded by a pharmacist or other person licensed in
terms of section 22C(1)(a) of the Act to compound a medicine for sale—

(@) to circumvent the provisions of section 14 of the Act;
(b)  which has been declared undesirable in terms of section 23 of the Act;
(c) for the purpose of growth promotion or performance enhancement;

(d)  for the purpose of administering to food-producing animals if—
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(i) Maximum Residue Limits (MRL); and
(i) appropriate withdrawal times,
have not been established,;

(e) for use by a patient not under the professional care of an authorised prescriber
or pharmacist;

(ff  for purpose of export; or

(g) unless the compounding thereof is performed in accordance with good practice
as determined by the Authority.

THE MANNER AND CONDITIONS FOR ALLOWING INTERNATIONAL TENDERING

4. (1)  The State may tender for a medicine internationally if such a medicine—
(a) can be obtained at a lower price outside of the Republic; or

(b) is essential for national heaith.

{2) A medicine cannot be procured by international tender unless such medicine is
registered in terms of the Act.

IMPORTATION OF MEDICINES CONTEMPLATED IN SECTION 15C

5. (1) A medicine referred to in section 15C(b) of the Act may be sold if—

(a) the medicine is being sold outside the Republic with the consent of the holder of
the patent of such medicine;

(b) the medicine is imported from a person licensed by a regulatory authority
recognised by the Authority;

(c) the person desiring to import such medicine is in possession of a permit issued
by the Authority; and

(d) the medicine is registered in terms of the Act, if such a medicine is so declared.

(2) A person desiring to import a medicine referred to in subregulation (1) shall
submit to the Authority—

(@) aduly completed application on a form obtainable from the Authority;

(b)Y  a certified copy of his or her identity document or in the case of a juristic person,
a certificate of registration as such or other material proof of incorporation or
existence as a juristic person in the Republic;

(c) a certified copy of registration in terms of the Pharmacy Act, where applicable;

(d) a certified copy of a licence in respect of premises in terms of—
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(i) section 19 of Customs and Excise Act, 1964 (Act No. 91 of 1964); and
(i)  section 22 of the Pharmacy Act;

(e} documentary proof—
)] that the medicine is under patent in the Republic;

(i)  that the medicine is registered in its country of export by a regulatory
authority recognised by the Authority;

(i) regarding the lowest price at which the medicine is sold in the Republic;
(iv) regarding the price at which the medicine will be sold in the Republic;

(v) that he, she or it can comply with good manufacturing and distribution
practices as determined by the Authority; and

(i)  an undertaking that he, she or it will ensure the continued safety, efficacy and
quality of the medicine.

(3) The Authority—

(a) may approve the application referred to in subreguiation (2) with or without
conditions;

{(b) shall, if the application is approved, issue the applicant with a permit, which shall
be valid for a period of two years; and

(¢)  may cancel the permit if the holder thereof fails to comply with the conditions of
the permit or on any other good cause shown.

(4) The permit issued in terms of subregulation (3) may only be transferred with the
approval of the Authority.

(5) A person issued with a permit in terms of subregulation (3) shall apply to the
Authority for the registration of the medicine specified in the permit by submitting to the Chief
Executive Officer—

(a) a certified copy of that permit;

(b)  an application form obtainable from the Authority completed by the applicant;
and

(c) the applicable application fee.

(6) The Authority—

(@) must, if satisfied that the application referred to in subregulation (5) complies with
the requirements of the Act and these regulations regarding the safety, efficacy
and quality of the medicine, and that its registration is in the public interest,
approve the application with or without conditions; and
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(b) may issue the person referred to in subregulation (5) with a certificate of
registration in respect of such medicine under the name approved by the
Authority.

(7) A person importing a medicine in terms of this regulation shall in writing inform—

(a) the Authority of any change of facts in relation to the application for a permit
issued in terms of subregulation (3) or conditions under which such permit was
issued;

(b) the Authority of any amendments to the application for the registration of
medicines or the conditions for the registration of such medicine; and

(c}y the holder of a certificate of registration in the Republic of the importation of the
medicine in terms of this regulation.

(8) A medicine registered in terms of this reguiation may only be sold to the State or

a person authorised to sell medicines in terms of the Act or any other legislation.

IMPORTATION OF MEDICINES INTO REPUBLIC

6.

(1) No person shall import any medicine or scheduled substance, including

medicines imported in terms of section 15C of the Act, into the Republic except through one
of the following ports of entry:

(a) Cape Town International Airport or harbour;
(b)  Pori Elizabeth International Airport or harbour,
(c)  King Shaka International Airport or Durban harbour; and

(d) OQ.R. Tambo International Airport.

(2) A person shall only import a medicine or scheduled substance if such person—
(@) s licensed in terms of the Act to import medicines; and

(b) in the case of unregistered medicines, is authorised by the Authority to import
such unregistered medicines.

(3)  An application for authorisation referred to in subregulation (2)(b) shall contain at

least the following information:

(a) Name and address (both physical and postal) of the applicant;
(b)  designation of the person representing the applicant;
(c)  contact details of the applicant inciuding the—

(i) telephone numbef; and

ii) facsimile number or email address;
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(d) the name of the medicine being imported,;
(e) the quantity of medicine being imported;
(f) the batch number of the medicine being imported; and

(g) the expiry date of the medicine.

TRANSMISSION OF MEDICINES THROUGH REPUBLIC

7. (1)  Subject to the provisions of the Act, medicines and scheduled substances that
are transmitted through the Republic shall—

(a) while in the Republic, be stored in a bonded warehouse which is ficensed in
terms of section 22C by the Authority to import or export medicines or Scheduled
substances; and

(b) not be manipulated while in the bonded warehouse unless such authority has
been issued by the Authority.

(2) A bonded warehouse referred to in subregulation (1) shall comply with good
distribution practice and licence conditions as determined by the Authority.

PERSONAL MEDICINAL USE BY PERSONS ENTERING REPUBLIC

8. (1)  Notwithstanding regulation 6, any person entering the Republic may be in
possession, for personal medicinal use, of—

(a) aquantity of a Schedule 3, 4 or 5 substance, which shall not exceed the quantity
required for use for a period of six months; or

(b) a quantity of a Schedule 6 substance, which shall not exceed the quantity
required for use for a period of 30 days.

(2) A person referred to in subregulation (1) shall have—
(a) the original prescription for such a Scheduled substance;
(b) acertified copy of such prescription; or

(c) a certificate or letter issued by the person who prescribed or dispensed such
Scheduled substance certifying that the Scheduled substance and the quantity
concerned was prescribed for the person entering the Republic, and including
the name, physical and email address of the person who prescribed or
dispensed the prescription concerned.

This gazette is also available free online at www.gpwonline.co.za




58 No. 41064 GOVERNMENT GAZETTE, 25 AUGUST 2017

CATEGORIES AND CLASSIFICATION OF MEDICINES

9. (1)  Medicines shall be classified into catégories as follows:

(a) Category A = Medicines which are intended for use in humans and which are,
without manipulation, ready for administration, including packaged preparations
where only a vehicle is added to the effective medicine;

(b) Category B = Medicines intended for use in humans and animals which cannot
normally be administered without further manipuiation;

(c) Category C = Medicines intended for veterinary use which are, without further
manipulation, ready for administration, including packaged preparations where
only a vehicle is added to the effective medicine; and

(d) Category D = Complementary medicines intended for use in humans and
animals which are, without further manipulation, ready for administration,
including packaged preparations where only a vehicle is added to the effective
medicine.

(2)  Medicines in Category D shall be classified into the following sub-categories:

(a) discipline-specific medicines with such disciplines as determined by the
Authority; and

{b)  heaith supplements.

(3) Medicines in Categories A and D (human complementary medicine) are
subdivided into classes as per Annexure 1.

(4) Medicines in categories C and D (veterinary complementary medicines) are
subdivided into classes as per Annexure 2.

LABELLING OF MEDICINES INTENDED FOR HUMAN USE

10. (1) Subject to subregulations (4) and (5), the immediate container of every medicine
in which a medicine intended for administration to or use by humans is sold shall have a label
attached to it on which the following particulars shall appear in clearly legible indelible letters
in English and at least one other official language—

(a) in the case of a medicine containing any substance listed in any Schedule made
in terms of the Act, the letter "S” followed by the number of the relevant
Schedule, in a prominent typeface and size and surrounded by a square border,
immediately preceding the proprietary name of such medicine;

(b) the proprietary name of the medicing;

(c) the—
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(i) registration number of the medicine allocated in terms of section
15(5) of the Act; or

(i) application number allocated by the Authority followed by the
expression “Act 101/1965%,

(d) the dosage form of the medicine;

(e)  the approved name of each active ingredient of the medicine and the quantity
thereof contained in a dosage unit, or per suitable mass or volume or unit,
ranked according to the active ingredients with the highest schedule, in lettering
which has minimum legibility: Provided that labelling of medicines in solutions for
injections must identify the active ingredient in terms of the active component per
unit volume of solution;

() the name and percentage of any bacteriostatic or bactericidal agent which has
been added to the medicine as a preservative;

(9) the approved name of any anti-oxidant contained in the medicine;
(h) inthe case of a medicine—

(i) for oral or parenteral administration which contains sugar, the
statement: "contains sugar" and the name and quantity of the sugar
must be stated or which does not contain sugar, the statement:
"sugar free";

(i) for oral or parenteral administration the quantity of ethyl alcohol
contained in the medicine, expressed as a percentage of the total
volume of the medicine, if such quantity exceeds two per cent by

volume; and

iii) for oral administration the name and quantity of sweetener other than
sugar contained in the medicine and the statement: “contains
sweetener”.

(i the content of the medicine package expressed in the appropriate unit or volume
of the medicine;

()] approved indications where practical, for use of the medicine;
(k)  the recommended dosage of the medicine, where practical;
(h  where applicable, the instruction “Shake the bottle before use”;

(m) in the case of a medicine intended for injection by a particular route of
administration only, that route of administration by means of suitable words or
abbreviations;

(n)  the lot number of the medicine;
(o) the expiry date of the medicine in a font size that makes it clearly visible;

{p) a barcode suitable for the identification and tracking of medication: Provided that
where such barcode appears on the outer label it may be excluded on the
immediate container label;

() the name of the holder of certificate of registration of the said medicine;
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(r)

(s)
(t)

v)

(w)

x)

(y)

()

(aa)

(bb)

(cc)

)

the requirements regarding the manner in which the medicine shall be stored
with specific reference to the applicable storage temperature, humidity and
light exposure and other precautions required for the preservation of the
medicine;

where applicable, the statement: “For external use only”;

the warning: “Keep out of reach of children”;

in the case of a medicine which contains aspirin or paracetamol, the warning:
“Do not use continuously for more than 10 days without consuiting your doctor”;

in the case of a medicine for oral administration which contains fluorides, the
warning: "Contains fluoride”™,

in the case of a medicine for oral administration which contains an antihistamine,
the warning:

“This medicine may lead to drowsiness and impaired concentration, which may
be aggravated by simultaneous intake of alcohol or other central nervous system
depressants”;

in the case of eye drops or artificial tear solutions in respect of which evidence
concerning the self-sterilising ability of the medicine has not been approved by
the Authority, the warning: “Do not use more than 30 days after opening”,

any specified warning to be given on the label of the medicine as a condition of
registration thereof as may have been determined in terms of section 15(6) of the
Act;

in the case of a medicine that contains tartrazine, the warning: "Contains
TARTRAZINE",

the category of medicine immediately preceding the registration or application .
number;

the class of the medicine in terms of Annexure 1; and
in the case of complementary medicine—
Q)] the words “Complementary Medicine”;

(ii) a statement identifying the discipline or the wording “Health
Supplement’, as the case may be;

(it which is not registered by the Authority, the following disclaimer:

“This unregistered medicine has not been evaluated by the SAHPRA
for its quality, safety or intended use.”; and

(iv) containing at least 5 percent of modified organisms the following
warning “contains genetically modified organisms”.

In addition to the requirement of subregulation (1), the following information may

be included on the label:

(@)
(b)

The name and address of the manufacturer of the medicine;

the date of manufacture of the medicine; or
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(c)

3

the scheduling status and registration number allocated by another national
medicines regulatory authority of a country as determined by the Authority:
Provided that this information is surrounded by a square border including the
name of the reference country.

if the medicine package bears both, an immediate container label and an outer

label, the requirements of subregulation (1) shall apply to the outer label: Provided that it shall
be sufficient to contain on the immediate container label—

@)

(b)

in the case of Category A medicines—

(i) intended for administration by injection and having a total volume not
exceeding 5 ml, the particulars referred to in subregulation (1)(b),(e), (m),
(n) and (o);

(i) in the form of an ointment, cream, gel or powder having a net mass not
exceeding 10 grams, the particulars referred to in subregulation (1)(b), (¢),

(e), (), (), (0), (q) and (y);

(i) in the form of liquid, solution or suspension having a total volume of more
than 1 ml, but not exceeding 15 ml, the particulars referred to in

subregulation (1)(b), (c), (d). (e). (n), (0), (g), (x) and(y);

(iv) in the form of a liquid, solution or suspension having a total volume not
exceeding 1 ml, the particulars referred to in subregulation (1)(b) and (n);
and

(v) packed in blister or similar packaging, the particulars referred to in
subregulation (1)(b), (n), (0), and (g), repeated as frequently as is
practicable; and

in the case of Category D medicines—

(i) intended for administration by injection and having a total volume not
exceeding 5 ml, the particulars referred to in subregulation (1)(b), (m), (n),
(0) and (ce)(i);

(i)  in the form of an cintment, cream, gel or powder having a net mass not

exceeding 10 grams, the particulars referred to in subregulation (1)(b), (c),
(B, (n), (0), (). (y) and (cc)(i);

(i} in the form of liquid, solution or suspension having a total volume of more
than 1 ml, but not exceeding 15 ml, the particulars referred to in

subregulation (1)(b), (c). (d), (n), (0). (q). (x), (¥) and (cc)(i);

(iv) in the form of a liquid, solution or suspension having a total volume not
exceeding 1 ml, the particulars referred to in subregulation (1){(b), (r7) and
{cc)(i); and

(v) packed in blister or similar packaging, the particulars referred to in
~ subreguiation (1)(b), (n), (0), (g) and (cc)(i), repeated as frequently as is
practicable.
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(4) The Authority may authorise the inclusion on the label of a medicine of any
special information that is not required by this regulation to be so included.

(5)  The requirements of subregulation (1) shall not apply to—
(a) any medicine sold in accordance with section 14(4) of the Act;

(b)  any medicine sold by a person licensed to dispense in terms of section 22C(1)(a)
of the Act or a pharmacist, pharmacist intern or pharmacist’'s assistant in the
course of his or her professional activities for the treatment of a particular patient;
or

(c) any medicine sold by a pharmacist, a person authorised to compound and
dispense, or in a hospital pharmacy in accordance with a prescription issued by
a medical practitioner or dentist for the treatment of a particular patient.

(8) For any medicine soid in terms of subregulation (8}, such medicine shall be sold
in a package to which is attached a label containing the following information:

(a) the proprietary name, approved name, or the name of each active ingredient of
the medicine, where applicable, or constituent medicine;

(b) the name of the person for whose treatment such medicine is sold;
(c) the directions in regard to the manner in which such medicine should be used;

(d) the name and business address of the person authorised to sell such a
medicine;

(e) date of dispensing;
) reference number; and

(g) a statement identifying the discipline of the medicine, if falling under Category D.

PROFESSIONAL INFORMATION FOR MEDICINES FOR HUMAN USE

11. (1)  Subject to subregulation (4), professional information shall be made available—
(a) for each medicine—
(i) in hard copy either separately or as an integral part of the package; or

(i)  electronically: Provided that the manner in which the professional
information may be accessed is stated on the patient information leaflet as
contemplated in regulation 12(2)(p);

(b) in the English language;
(c) intype having a minimum fegibility; and

(d) under the headings and shall contain the particulars specified in subregulation

@).
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(2) Subject to subregulations (3) and (4), the professional information referred to in
subregulation (1) shall contain the following particulars:

(a)  Scheduling status of the medicine assigned by the Authority;
(b)  proprietary name and dosage form;,
{c)  composition, including—

(i) the approved name of each active ingredient and the quantity thereof
contained in a dosage unit or per suitable mass or volume or unit of the
medicine;

(i)  the approved name of all excipients included in the formulation;

(i) the approved name and quantity of any bactericidal or bacteriostatic agent
included in the medicine as a preservative, expressed as a percentage;

(iv)  the quantity of ethyl alcohol included in a preparation for oral or parenteral
administration, if such quantity exceeds two per cent by volume;

(v) the words "contains TARTRAZINE" should the medicine contain such
ingredient;

(vi) in the case of a medicine, for oral or parenteral administration, which
contains sugar, the statement: "contains sugar" and the name and quantity
of the sugar must be stated or which does not contain sugar, the warning:
"sugar free"; and

(vii) in the case of a medicine, for oral administration, which contains
sweetener, the name and quantity of sweetener and the statement:
“contains sweetener’,

(d) the category and class, inciuding the number and the description as stated in
regulation @;

(e) pharmacological action and, where applicable, under a sub-heading:
Pharmacokinetic properties, pharmacodynamic properties; summary of pre-
clinical or clinical studies;

{f) indications;

(g) contraindications;

(n)  warnings and special precautions;

(i) interactions;

() human reproduction;

(k) dosage and directions for use;

)] side effects;

(m) known symptoms of over-dosage and particulars of its treatments;
(n) identification;

(0) presentation;

(p) storage instructions that are practically formulated and which indicate storage
temperatures, humidity and exposure to light;
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(@)

n

(s)

®

(b)

registration number which corresponds to—
(i) the number allocated in terms of section 15(5) of the Act; or

(i)  in the case of a medicine the registration of which has been applied for,
the reference number allocated to such application, followed by the
expression “Act 101/1965";

name and business address of the holder of the certificate of registration, or in
case of a parallel imported medicine, the name and business address of the
holder of the parallel importation permit;

date of publication of the professional information which is the date of the most
recent amendment to the professional information as approved by the Authority,
as well as the date of registration: Provided that—

(i) if the Authority decides that there is no applicable information fo be
furnished under a particular heading, such heading may be omitted with
the approval of the Authority;

(i)  the Authority may on application authorise the deviation from the format
and content of the professional information prescribed as a condition of
registration of a medicine;

(i)  the Authority may on application authorise the inclusion of any specified
information not required by this regulation to be so included; and

(iv)  the Authority may on application determine under a particular heading the
information to be furnished in respect of an interchangeable multisource
medicine; and

in the case of a complementary medicine—
(i) the words “Complementary Medicine”;

(i)  a statement identifying the discipline or the wording “Health
Supplement”, as the case may be;

(i)  which is not registered by the Authority, the following disclaimer:

"This unregistered medicine has not been evaluated by the SAHPRA for
its quality, safety or intended use.”; and

(iv)  containing at least 5 percent of genetically modified organisms the
following warning: "contains genetically modified organisms".

The Authority may determine additional professionat information to be provided.

The requirements of subregulations (1) and (2) shall not apply to—

any medicine sold in accordance with the provisions of section 14(4) of the
Act;

any medicine compounded or sold by a pharmacist or any other person who is
licensed to compound and dispense medicines in the course of his or her
professional activities for the treatment of a particular patient; and
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(c) any medicine sold by a pharmacist in accordance with a prescription issued by a
medical practitioner, dentist or practitioner for the treatment of a particular
patient.

(5) Nothing contained in subregulations (4) shall be construed as prohibiting the
inclusion of professional information with any medicine.

(6)  The Authority may withdraw any indication for a medicine if it is of the opinion
that the risk benefit profile for such indication is not in the public interest.

(7)  In addition to the requirement of subregulation (2), the following information may
be included:

(a) The name and address of the manufacturer of the medicine;
(b) the date of manufacture of the medicine; or

{c) the scheduling status and registration number allocated by another national
medicines regulatory authority of a country as determined by the Authority:
Provided that this information is surrounded by a square border including the
name of the reference country.

PATIENT INFORMATION LEAFLET

12. (1) Each medicine shall be accompanied by a patient information leaflet—
(a) attached to the immediate container;
(b) included as part of the immediate container or outer package; or

(c) inserted into the outer package.

(2)  The patient information leaflet shall contain the following information with regard
to the medicine in at least English and one other official language—

(a) scheduling status;
(b) proprietary name and dosage form;

(c) the composition of the medicine in terms of information contemplated in
regulation 11(2)(c);

(d) the approved indications and use;

(&) instructions before taking the medicine, which shall include—
D) contra-indications;
(i)  precautions;
(i)  warnings;

(iv) interactions; and
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(@

(h)

@

(k)

()

(m)

(n)

(v) the following general statement:

"Always tell your health care provider if you are taking any other medicine.
If you are pregnant or breast feeding your baby please consuit your heaith
care provider for advice before taking this medicine.”;

instructions on how to take the medicine, including the following statements:
“Do not share medicines prescribed for you with any other person.”

"In the event of over-dosage, consult your doctor or pharmacist. If neither is
available, contact the nearest hospital or poison control centre”;

side effects, including the following general statement:

"Not all side effects reported for this medicine are included in this leaflet.
Should your general health worsen or if you experience any untoward effects
while taking this medicine, please consult your heaith care provider for
advice",

storage and disposal information, including the following general statement:
"store all medicines out of reach of children.”;

presentation, which includes the number, volume or mass per package unit and
a description of the packaging material;

identification and description of the medicine;
the—

(i) registration number of the medicine allocated in terms of section 15(5) of
the Act; or

(i)  application number ailocated by the Authority followed by the expression
“Act 101/1965";

the name, business address and telephone number of—
(i) the holder of the certificate of registration; or
(i)  the applicant in terms of section 14(3) of the Act;

date of publication of the patient information leaflet which is the date of the most
recent amendment to the patient information leaflet as approved by the Authority,
as well as the date of registration of the medicine;,

in the case of a complementary medicine—
(i) the words “Complementary Medicine”;

(i)  a statement identifying the discipline or the wording “Health
Supplement”, as the case may be;

(iy  which is not registered by the Authority, the following disclaimer:

"This unregistered medicine has not been evaluated by the SAHPRA for its
quality, safety or intended use.”; and

(iv) containing at least 5 percent of genetically modified organisms, the
identification of the affected ingredient(s) and the following warning
“contains genetically modified organisms”;
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(o) inthe case of a medicine—

(i) for oral or parenteral administration, which contains sugar, the statement:
"contains sugar" and the name and quantity of the sugar must be stated or
which does not contain sugar, the statement: "sugar free”;

(i)  for oral or parenteral administration, the quantity of ethyl alcohol contained
in the medicine, expressed as a percentage of the total volume of the
medicine, if such quantity exceeds two per cent by volume; and

(iiiy  for oral administration, the name and quantity of sweetener other than
sugar contained in the medicine and the statement: “contains sweetener”,;
and

(p) the manner in which the corresponding professional information as per regulation
11 may be obtained.

(3) Information contemplated in subregulation (2) may also be provided in electronic
format accessible in any of the other official languages and in any other format to enable its
accessibility for persons living with disabilities.

(4) The Authority may determine additional requirements for inclusion in any patient
information leaflet.

(6) The Authority may authorise a deviation from subregulation (1).

(6) The Authority may, on application, in respect of an interchangeable multisource
medicine determine additional information to be furnished under a particutar heading.

(7)  The requirements of subregulation (1) shall not apply to any medicine sold in
accordance with section 14(4) of the Act.

(8)  In addition to the requirement of sub regulation (2), the following information may
be included:

(@) The name and address of the manufacturer of the medicine;
(b) the date of manufacture of the medicine; or

(c) the scheduling status and registration number allocated by another national
medicines regulator of a country as determined by the Authority: Provided that
this information is surrounded by a square border including the name of the
reference country.
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LABELLING FOR VETERINARY MEDICINES

13. (1)

Subject to subregulations (2), (3) and (4), the immediate container of every

package in which a veterinary medicine is sold shall have a label attached to it on which the
following particulars pertaining to the contents of such package shall appear in clearly legible,
indelible lettering in at least English or one official language:

(a)
(b)

(m)

The words “Veterinary Medicine”;

in the case of a medicine containing any substance listed in any Schedule made
in terms of the Act, the letter "S” followed by the number of the relevant
Schedule, in a prominent typeface and size and surrounded by a square border,
immediately preceding the proprietary name of such medicine;

the proprietary name of such medicine;

the registration number allocated to such medicine under section 15(5) of the Act
or, in the case of a medicine in respect of which an application for registration
has been submitted in accordance with section 14(3), the reference number
allocated to such application by the Authority, followed by the words “(Act
101/1965);

the dosage form of the medicine;

the approved name of each active ingredient of the medicine and the quantity
thereof contained in a dosage unit or per suitable mass or volume or unit in
lettering which shall not be less than—

() in the case of a medicine containing only one active ingredient, one half
the size of the largest lettering which is used for the said proprietary name;

(ii) in the case of a medicine which contains more than one but less than six
active ingredients, one-quarter the size of the largest lettering which is
used for the said proprietary name; and

(i)  in the case of a medicine containing six and more active ingredients, the
minimum type size permitted by this regulation: Provided that such
lettering shall have a minimum legibility;

the name and percentage of any bacteriostatic or bactericidal agent which has
been added to the medicine as a preservative,

the content of the medicine package expressed in the appropriate unit or volume
of the medicine;

where practicable, the indications for use of the medicine,
where practicable, the recommended dosage of the medicine;
where applicable, the instruction “Shake the bottle before use”,

in the case of a medicine intended for injection by a particular route of
administration only, that route of administration by means of suitable words or
abbreviations;

in the case of a medicine listed in any Scheduie to the Act, the letter 'S’ followed
by the number of the relevant Schedule, in a prominent typeface and size and
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surrounded by a square border, immediately preceding the proprietary name of
such medicing;

(n)  the lot number of the medicine;
(o) the expiry date of the medicine;
(p)  the name of the holder of certificate of registration of the said medicine;

(q) the requirements regarding the manner in which the medicine shall be stored
with specific reference to the applicable storage temperature and other
precautions required for the preservation of the medicine;

(ry  where applicable, the statement: “For external use only”;
(s) the warning: “Keep out of reach of children and uninformed persons”;

(t)  in the case of any medicine intended to be used in food producing animals and
involving the possibility of the ingredients of such medicine or metabolites thereof
being present in the eggs, milk or tissue of such animals, a warning regarding
the withdrawal period of such medicine;

(u) any specified warning which has to be included on the label of a particular
medicine as a condition of registration of that medicine in terms of the provisions
of section 15(6) of the Act;

(v) the category of medicine,
(w) the class of the medicine in terms of Annexure 2; and
(x) inthe case of a complementary medicine—
(i) a statement identifying the discipline of the medicine where relevant; and

(iy  if the medicine has not received registration with the Authority the
following disclaimer: "This unregistered medicine has not been evaluated
by the SAHPRA for its quality, safety or intended use.”

(2) If the medicine package bears both an immediate container label and an outer
label, the requirements of subregulation (1) shall apply to the outer label. Provided that it shall
be sufficient to contain on the immediate container tabel—

(a) in the case of medicines intended for administration by injection and having a
total volume not exceeding 5 ml, the particulars referred to in subregulation

(1)(a), (b), (e), (k), () (m), (n) and (w);

(b) in the case of an ointment, cream, gel or powder having a net mass not
exceeding 10 grams, the particulars referred to in subregulation (1)(a), (). (c),
(e), (m), (n), (o) and (w);

(c) in the case of a liquid, solution or suspension having a total volume more than 1
ml but not exceeding 15 ml, the particulars referred to in subregulation (1)(a), (b),
(c), (d), (e). (), (m), (n), (0) and (w);

(d) in the case of a liquid, solution or suspension having a total volume not
exceeding 1 mi, the particulars referred to in subregulation (1)(a), (b), (o) and
(w); and
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(e)

©)

(4)

(a)

(b)

in the case of a medicine packed in blister or similar packaging, the particulars
referred to in subregulation (1)(@), (b), (m), (n), (o) and (w), repeated as
frequently as is practicable.

The Authority may, on application to it by an applicant, authorise the inclusion on
the label of a medicine of any specified information, which is not required by this regulation to
be so included.

The requirements of subregulation (1) shall not apply to a medicine excluded
there from by the Minister in terms of section 36 of the Act or to—

any medicine sold in accordance with the provisions of section 14(4) of the Act
for the treatment of a specific animal;

any medicine sold by a veterinarian or pharmacist in the course of his or her
professional activities for the treatment of a particular animal, or

any medicine sold by a pharmacist in accordance with a prescription issued by a
veterinarian for treatment of a particular animal:

Provided that such medicine shall be sold in a package to which is attached a
label containing the following information:

(®

(ii)

(i)

(iv)

v)

(vi)
(vii)

The name of the medicine or the name of each active ingredient or
constituent medicine;

the name of the person to whom such medicine has been sold and a
description, as accurate as possible, of the animals for which the
treatment is intended;

the directions for the use of such medicine;

the name and address of the veterinarian or pharmacist who has sold
such medicine;

the reference number ailocated to the sale of the medicine as referred to
in regulation 11(1)(f); and where applicable, the warning, referred to in
subregulation (1)(s), regarding the withdrawal period of such medicine;

date of dispensing; and

a statement identifying the discipline of the medicine, if falling in Category
D.

PROFESSIONAL INFORMATION FOR VETERINARY MEDICINES

14. (1)

(a)

Subject to subregutation (2), professional information shall be made available for
each veterinary medicine, in at least English or one official language and in type having a
minimum legibility, under the headings and in the format specified in this regulation, and
which shall contain the following particulars:

The proprietary name;
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(b)  scheduiing status,
(c) dosage form;
(d) composition, using generic or approved names;
(e) class of the medicine in terms of Annexure 2;
()  pharmacological action;
(g) pharmacokinetic properties and pharmacodynamic properties;
(h})  contra-indications;
(i)  warnings or withdrawal period in the case of food producing animals;
)] side effects and special precautions;
(k)  known signs of overdose and particulars of its treatment;
U] guantity and strength of active ingredients per dosage unit;
(m) storage instructions;
(n)  registration number;
(0) name and business address of holder of certificate of registration; .
(p)  any other information as the Authority may from time to time determine; and
(g9) in the case of a complementary medicine—
(i) a statement identifying the discipline of the medicine where relevant, and

(iiy  if the medicine has not received registration with the Authority the
disclaimer "This unregistered medicine has not been evaluated by the
SAHPRA for its quality, safety or intended use.”

(2) The Authority may, upon application, authorise a deviation from subregulation

(1).

BATCH RELEASE FOR BIOLOGICAL MEDICINES

15. (1) The Authority may, with regard to the registration of biological medicines in terms
of section 15(6) of the Act, require that the number of samples of every batch, together with
one copy of the protocol of testing of the bulk batch and filling batch and one copy of the
certificate of release issued by the competent Authority in the country in which the product
was manufactured, be submitted to the Authority as a batch release condition and the holder
of the certificate of registration must pay the prescribed batch release fee.

(2)  The Authority may, with regard to the registration of biological medicines in terms
of section 15(6) of the Act, require that at least the number of samples of every batch,
together with one copy of the protocol of testing of the bulk batch and filling batch of the
biological medicine manufactured in the Republic be submitted to the National Control
Laboratory of the Authority as a batch release condition and the holder of the certificate of
registration must pay the prescribed batch release fee.
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(3) The Authority may, with regard to the sale of unregistered biological medicines
as per the provisions of section 21 of the Act, request a batch release of the medicine as per
the requirements of subregulation 1 and 2.

APPLICATION FOR THE REGISTRATION OF A MEDICINE

16. (1) Any person residing in the Republic may make an application for the registration
of a medicine on an application form obtainable from the office of the Chief Executive Officer.

(2) The application referred to subregulation (1) must include the particulars of the
person with appropriate knowledge of all aspects of the medicine who shall be responsible for
communication with the Authority.

(3)  The application contemplated in subreguiation (1) shall be accompanied by—

{(a) a screening form which is obtainable from the Chief Executive Officer which has
been completed by the applicant;

(b)  a proposed label for use on the medicine;

(¢) where applicable, a copy of the manufacturing licence together with the current
Good Manufacturing Practice certificate from the regulatory authority of the
country where the medicine is manufactured;

(d) in the case of specified Schedule 5, Schedule 6, Schedule 7 and Schedule 8
substances, a certified copy of a permit to manufacture such substances;

(e) all available data on the safety, efficacy and quality of the medicine, as may be
determined by the Authority;

(f) proof of the existence of a manufacturing site, which may include a Site Master
File;

(g) any other information as may be required by the Authority; and

(h) the applicable application fee.

(4)  The information referred to in subregulation (3) shall be submitted in English.

(5) The application Form referred to in subregulation (1) shall contain at least the
following information:

(a) particulars of the applicant and the prospective holder of certificate of
registration, including—

(i) name;
(i)  business address;

(iiiy  postal address;
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(b)

6)

()

(8)

(@)
(b)
(c)
(d)

()

(iv)
W)

(vi)
(vii)

telephone number,
fax number, if applicable;
e-mail address, if applicable; and

contact details of the person referred to in subregulation (2) in the case of
a juristic person; and

particulars of a medicine, including—

i)
(ii)
(iii)
(iv)
v)
(vi)
(vii)

(vii)
(ix)
(x)

proposed proprietary name;

dosage form;

strength per dosage unit;

route of administration;

the country where the medicine is manufactured;
registration status outside the Republic;

category, class and a statement identifying the discipline if falling under
Category D;

the name of the manufacturer(s);
the name of any site where any bioequivalence data was generated; and

approved name of each active pharmaceutical ingredient.

A medicine, in respect of which an application for registration is made, must
comply with the technical requirements as determined by the Authority.

An application shall be made in respect of each individual dosage form and
strength of a medicine.

In the case where a medicine in respect of which an application for registration is
made, is or was registered with any regulatory body outside the Republic, the following
information in respect of such medicine shall accompany the application:

a copy of the certificate of registration;

professional information relating to the medicine;

conditions of such registration; and

any other information as may be required by Authority.

The provisions of this regulation shall, with the necessary changes, apply to the
application for the registration of veterinary medicines.

(10) An application referred to in subregulation (1) shall be accompanied by one
sample of such medicine subject to the provisions of regulation 6(2).
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PARTICULARS TO BE PUBLISHED iN RESPECT OF APPLICATIONS RECEIVED FOR
REGISTRATION REFERRED TO IN SECTION 14(3)

17. The following particulars with regard to applications for registration referred to in
section 15(10) of the Act shall be published in the Gazette:

(a)
(b)

(c)
(d)
(e)
(f
(9)
(h)

The proprietary name of the medicine;

the approved name and quantity of each active ingredient of the medicine
contained in a dosage unit or per suitable mass or volume or unit;

the dosage form of the medicine;

the name of the applicant who lodged the application for registration;

the number allocated to it in terms of section 15 of the Act;

the name and address of the manufacturer;

the name of the person responsible for the final product release control; and

name of the person responsible for final product release responsibility.

INFORMATION THAT MUST APPEAR IN REGISTER FOR MEDICINES

18. The medicines register shall, in respect of any registered medicine, contain the
following information:

(@)
(b)
()

The proprietary name of the medicine;
the registration number allocated to the medicine;

the approved name of each active ingredient of the medicine and the quantity
thereof contained in a dosage unit or per suitable mass or volume or unit of the
medicine;

the dosage form of the medicine;

the name of the holder of the certificate of registration;

the name and address of the manufacturer(s) and the manufacturing facilities;
the name of the final product release control;

the name of the final product release responsibility;

the date of registration of the medicine;

the conditions of registration of the medicine, as may have been determined in
terms of section 15(6) of the Act;

category of the medicine;
class of the medicine; and
if falling under Category D a statement identifying the—

D] sub-category of the medicine; and
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(i}  the associated discipline where applicable.

TRANSFER FROM REGISTER FOR MEDICINES TO REGISTER FOR MEDICAL DEVICES
OR IVDs

19. (1) The Authority may transfer information pertaining to the registration of a
medicine from the register for medicines to the register for medical devices or 1VDs following
an application for such transfer from the holder of the certificate of registration of the
medicine.

(2) An application for transfer from the register for medicines to the register for
medical devices and IVDs must be—

(a) made to the Chief Executive Officer by the authorised representative;

(b)  on the application Form obtainable from the office of the Chief Executive Officer,
and

(c) accompanied by—
(i) the applicable certificate of registration;
(i}  the reasons for the transfer;
(i)  proposed classification of the medical device or {VD; and

(iv) the prescribed application fee.

(3) If the Authority approves the application submitted to him or her in terms of
subregulation (2), the Chief Executive Officer shall make the necessary entries in the register
relating to the medical device or IVD, cancel the existing certificate of registration and issue a
new certificate of registration in the prescribed Form to such person.

{4) For the purposes of subregulation (2)(a) “authorised representative” shall be as
defined in the Regulations Relating to Medical Devices and /n Vitro Diagnostic Medical
Devices (IVDs) in terms of the Act.

APPLICATION FOR AMENDMENT TO THE REGISTER FOR MEDICINES

20. (1) An application for the amendment of an entry in the register in terms of section
15A of the Act shall be accompanied by the relevant fee and must contain the following
particulars—

(@) the registration number of the medicine;
(b)  the name of the holder of the certificate of registration;

(c) business address of the holder of the certificate of registration;
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(d) declaration by the holder of the certificate of registration that the information
furnished is complete and accurate;

(e) the details of the amendment applied for; and

()  any other information as may be required by the Authority.

(2) Where a new certificate is issued in terms of section 15A(3) of the Act—
(@) the original certificate of registration must be returned to the Authority; or

(b) i the original certificate of registration is lost, an affidavit must be submitted to
the Authority confirming that the certificate of registration is lost.

CERTIFICATE OF REGISTRATION

21. A certificate of registration for medicines as contemplated in section 15(3) of the Act
shall be in a form substantially similar to the form contained in Annexure 3.

LICENCE TO DISPENSE OR COMPOUND AND DISPENSE MEDICINES

22. (1) An application for a licence referred to in section 22C(1)(a) of the Act shall be
made to the Director-General for a—

(a) licence to dispense; or
(b} licence to compound and dispense,

medicines in accordance with the relevant scope of practice of the applicant.

(2) An application referred to in subregulation (1) shall be accompanied by a
prescribed application fee and contain at least the following information:

(@) The name and both residential and business addresses (both physical and
postal) of the applicant;

(b) the exact location of the premises where dispensing, or compounding and
dispensing will be carried out;

(c) telephone number,
(d) email address, if applicable;
(e) fax number, if applicable; and

H proof of registration with the relevant statutory health council.

(3) The application referred to in subregulation (1) may be submitted before a
relevant supplementary course as contemplated in section 22C of the Act is completed, but
may only be finally approved upon proof being furnished that such a course has been
successfully completed and all other requirements have been met.
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(4) A person referred to in subregulation (1) who has been issued with a licence
shall—

(a) keep a prescription book or permanent record as contemplated in reguiation
35(1) relating to medicines dispensed, or compounded and dispensed for a
period of 5 years from the date of sale;

(b) ensure that the dispensary and any premises where medicines are kept are
suitable for—

(i) dispensing; or
(i)  compounding and dispensing,

in accordance with good pharmacy practice as published in rules in terms of the
Pharmacy Act;

() keep the medicines under the manufacturer's recommended storage conditions
as specified on the medicines label and specified in the relevant professional
information;

(d)  not repackage medicines at the premises unless authorised to do so in terms of
regulation 39;

(e) label medicines in terms of Regulation 10(6) where the reference number links to
a patient record;;

() dispense medicines in accordance with a prescription which complies with
regulation 33 and based on a diagnosis for a particular patient;

(@) not keep expired medicines on the premises other than in a demarcated area in
a sealed container clearly marked: EXPIRED MEDICINES and such expired
medicines must be destroyed in terms of regulation 44,

(h) secure the premises where the dispensing or compounding and dispensing is
carried out whenever he or she is not physically present at those premises;

(1) in the event of a recall of a medicine, comply with the terms of the recall of the
medicine;

(i)  conspicuously display the licence in the premises referred to in paragraph(b}),
and

(k)  comply with the conditions of the licence.

(5) A person who has been issued with a licence referred to in subregulation (1)(b)
shall compound medicines—

(a) only when the sale is preceded by a proper diagnosis and in accordance with a
prescription which complies with regulation 33 for a particular patient; and

(b)  subject to regulation 3.

(6) For the purposes of this regulation, “dispensing” or "compounding and
dispensing” does not refer to a medicine requiring preparation for a once-off administration to
a patient during a consultation.
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LICENCE TO MANUFACTURE, IMPORT, EXPORT, ACT AS A WHOLESALER OF OR
DISTRIBUTE MEDICINES OR SCHEDULED SUBSTANCES

23. (1) An application for a licence referred to in section 22C(1)(b) of the Act, shall—

(a) be made on a Form obtainable from the Authority for a licence—

(i) to manufacture, import or export a medicine or Scheduled substance;

(i)  to import a medicine or Scheduled substance;

(i)  to export a medicine or Scheduled substance; or

(iv) to act as a wholesaler of or distribute a medicine or Scheduled substance;
(b)  be submitted to the Chief Executive Officer;
(c)  be accompanied by documentary proof of—

(i) the particulars of the owner of the business;

(i)  registration of the responsible pharmacist with the South African
Pharmacy Council;

(i)  qualifications of key personnel responsible for the manufacture, storage,
distribution and sale of medicines or Scheduled substances in terms of the
Act;

(iv)  the ability to comply with good manufacturing, wholesaling or distribution
practices as determined by Authority, which must include—

(aa) a copy of a local area plan of the location of the business premises
indicating all adjacent properties and the nature of the business
being carried on, on such properties;

(bb) a floor plan of the building in which the business premises are
situated;

(cc) a plan of the actual layout of the business premises;

(dd) an inventory of equipment to be used in conducting the business;
and

(ee) a manual of procedures and practices to be implemented o ensure
the safety, efficacy and quality of medicines, or Scheduled
substances to be manufactured or distributed and sold;

(v) of the payment of the prescribed application fee;
(vi)  any other information as may be requested by the Authority; and

(d) specify the medicines or Scheduled substance to be manufactured, imported,
exported or distributed and sold.

(2)  The applicant contemplated in subregulation(1) shali—
(@) appoint, and designate as such a responsible pharmacist who will control the

importation, exportation, manufacturing, wholesaling, or distribution of medicines
or Scheduled substances; and
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(b) appoint and designate a natural person who resides in the Republic, who shall '
be responsible to the Authority for compliance with the Act.

(3) The Authority shall inspect the business premises specified in the application.

(4) The Authority may issue a licence contemplated in subregulation (1} once the
Authority is satisfied that the requirements of the Act and this regulation have been complied
with.

(58)  The Chief Executive Officer shall—

(a) keep a separate register for each of the categories of licensees contemplated in
section 22C(1)(b) of the Act; and

(b)  enter the licence number, the name of the licensee and his or her physical and
postal addresses, in the register contemplated in paragraph (a).

(6) Notwithstanding the period of validity of the licence, the licensee must pay the
prescribed annual fee for continued registration.

(7) A holder of a licence in terms of subregulation (1) shall submit to the Chief
Executive Officer an application, on a Form obtainable from the Authority, accompanied by
the prescribed fee, in order to amend any of the following details of the licence:

(a) Name of the licence holder,

(b) responsible pharmacist;

(¢)  natural person in terms of subregulation (2)(b},
(d) site address;

(e) activities provided for by the licence; or

(f) the medicines or Scheduled substances to be manufactured, imported, exported
or distributed and sold.

(8) Following an application referred to in subregulation (7) the Authority may issue
a new licence: Provided that—

(a) the Authority is satisfied that the application complies with provisions of
subregulation (1) or any other conditions determined by the Authority;

(b)y either—
(i) the original licence is returned to the Authority; or

(i)  an affidavit is submitted to the Authority stating that the original
licence has been lost, if this is the case; and

(c) the applicable licence fee is paid.
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(9)  An applicant shall notify the Chief Executive Officer in writing of any change to
any of the particulars furnished in the application contemplated in subregutation (1) within 30
days of such change. ’

(10) Any entry into the register in terms of subregulation (5) which is proved to the
satisfaction of the Authority to have been made in error or through misrepresentation or in
circumstances not authorised by the Act, may be removed from the register.

(11) A person in respect of whose entry a removal as contemplated in subregulation
(10) has been made shall be notified of such removal and any licence issued in respect of this
regulation shall be deemed to be cancelled as from the date on which notice has so been
given.

(12) The Director-General or Chief Executive Officer, as the case may be, may make
known to the public any information that pertains to the suspension or revocation of any
licence referred to in this regulation in a manner which he or she thinks fit.

PERIOD OF VALIDITY AND RENEWAL OF LICENCE ISSUED IN TERMS OF
REGULATIONS 22 AND 23

24. (1) A licence issued in terms of section 22C(1)(a) of the Act shall, provided that the
holder pays the applicable annual fee, remain valid until it is suspended or revoked by the
Director-General in terms of section 22E of the Act.

(2) A licence issued in terms of section 22C(1)(b) of the Act and referred to in
regulation 7 shall, provided that the holder pays the applicable annual fee, be valid for a
period of five years from the date of issue.

(3) A licence referred to in subregulation (1) or subregulation (2) which has expired
may be renewed upon application to the Authority.

(4)  An application referred to in subregulation (3) shall—

(@) contain at least the information or documentation referred to in regulation 22(2)
or 18(1)(c);

(b) be accompanied by a fee prescribed in terms of section 35(1)(xxxii} of the Act;
and

(c) be made at least 180 days before the expiry of the existing licence.
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(5)

A licence referred to in subregulation (1) or subregulation (2) which has been

revoked in terms of section 22E of the Act must be returned by the licensee to the Director-
General or the Authority, as the case may be, without delay.

EXEMPTION IN TERMS OF SECTION 22H

25. (1)

A wholesaler desiring to buy medicines from another wholesaler shall apply to

the Director-General for an exemption referred to in section 22H(3) of the Act.

(2)

information:
(a)
(b)
(€)
(d)
(e)

€

An application referred to in subregulation (1) shall contain at least the following

Name and address (both physical and postal) of applicant;
name of the designated person;

the name and quantity of the medicines, to be bought;
source of supply; and

the reason for sourcing the medicine from another wholesaler.

The Director-General may grant an exemption referred to in subregulation (1):

Provided that such exemption is limited for a specific period of time as may be determined by
the Director-General and—

(a)

(b)

it is intended to improve the availability of any medicine, Scheduled substance,
medical device or {VD; and

is in the public interest.

PERMITS AND AUTHORISATION IN TERMS OF SECTION 22A

26. (1)

(a) An application for a permit contemplated in section 22A(9)(a)(i) of the Act by
a medical practitioner for the use of a Schedule 7 or 8 substance for the
treatment or prevention of a medical condition in a particular patient shall
contain at least the following information:

0] Name and address (both physical and postal) of the medical practitioner;
(ii) identification number of the medical practitioner,

(iiy  registration number of the medical practitioner with statutory health
council;

(iv) qualifications of the medical practitioner;
(v)  contact details of the medical practitioner including the—
(aa) telephone number; and

(bb) facsimile number or email address;
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(b)

()

2)

(b)

(©

©)

(viy  purpose for which the application is made;

(vi) the name and physical address of the patient, diagnosis, dosage and
period of treatment; and

(vii) the place where and the manner in which the scheduled substances shall
be stored safely.

The Director-General may issue a permit referred to in subregulation (1) only
after consultation with the Authority.

A permit referred to in subregulation (1) may not be issued if the Director-
General is of the opinion that the applicant is not capable of keeping or storing
the substance in a manner so as to prevent the loss or diversion thereof.

(a) An application for a permit contemplated in section 22A(9)(a)(i} of the Act by
a veterinarian for the use of a Schedule 7 or Schedule 8 substance for the
treatment or prevention of a medical condition in a particular animal shall contain
at least the following information:

(i) Name and address (both physical and postal) of the veterinarian;
(ii) identification number of the veterinarian;
(i) registration number of the veterinarian with the statutory council;

(iv) qualifications of the veterinarian;

) contact details of the veterinarian including the—
(aa) telephone number; and
(bb) facsimile number or email address;

(vi} purpose for which the application is made;

(vii) the name and address of the owner of the animal, diagnosis, dosage and
period of treatment; and

(viiy  the place where and the manner in which the scheduled substances
shall be stored safely.

The Director-General may issue a permit referred to in paragraph (a) only after
consuitation with the Authority.

A permit referred to in paragraph (a) may not be issued if the Director-General is
of the opinion that the applicant is not capable of keeping or storing the
substance in a manner so as to prevent the loss or diversion thereof.

(a) An application for a permit contemplated in section 22A(9)(a)(i) of the Act by
an analyst or researcher desiring to be provided with a Schedule 7 or Schedule 8

This gazette is also available free online at www.gpwonline.co.za




STAATSKOERANT, 25 AUGUSTUS 2017 No. 41064

83

(b)

(c)

(4)

substance for the purposes of education, analysis or research, shall contain at
least the following information:

i) Name and address (both physical and postal) of analyst or researcher,
(i)  identification number of analyst or researcher;
(i)  name and address of employer,
(iv) qualifications of the analyst or researcher;
(v)  contact details of the analyst of researcher including the:
(aa) telephone number; and
(bb) facsimile number or email address;
(viy  particutars of the intended education, analysis or research project;
(vii) address at which the education, analysis or research will be undertaken;
(viii) estimated duration of project or activity;
(ix) total quantity of scheduled substances to be kept in stock per annum;
(x)  source of supply; and

(xi) the place where and the manner in which the scheduled substances shall
be stored safely.

The Director-General may issue a permit referred to in paragraph (a) only after
consultation with the Authority.

A permit referred to in paragraph (a) may not be issued if the Director-General is
of the opinion that the applicant is not capable of keeping or storing the
substance in a manner so as to prevent the loss or diversion thereof.

An application for a permit contemplated in section 22A(9)(a)(i) of the Act to

manufacture any specified Schedule 5 or Schedule 6 substance shall contain at least the
following information:

(@

(e)
M

Name and address (both physical and postal) of the applicant;
name and registration number of the responsible pharmacist;

a certified copy of the manufacturing licence issued by the Authority in terms of
section 22C(1)(b);

contact details of the applicant including the-

(i) telephone number; and

(iy  facsimile number or email address;

address at which manufacturing is to be undertaken; and

estimated quantity of specified Schedule 5 or Schedule 6 substance that will be
manufactured.
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(5)

(b)

(6)

(a) An application for a permit contemplated in section 22A(9)(a)(ii) of the Act to
manufacture, use or supply a Schedule 5 or Schedule 6 substance for other than
medicinal purposes shall contain at least the following information—

(i) name and address (both physical and postal) of applicant;
(i) contact details of the applicant, including the:
(aa) telephone number; and
(bb) facsimile number or email address;
it} name and address of contact person;
(iv) identification number of contact person;
(v) qualifications of the contact person;
{vi) contact details of the contact person, including the—
(aa) telephone number; and
{bb) facsimile number or email address; and

(vii) purpose for which the application is made.

The Director-General may issue a permit referred to in paragraph (a) only after
consultation with the Authority.

(a) An application for a permit contemplated in section 22A(7)(a) of'the Act
shallcontain at [east the following information:

{H Name and address (both physical and postal) of applicant;
(if) contact details of the applicant, including the—
(aa) telephone number; and

{(bb) facsimile number or email address;

iii} name and address of contact person;
(iv) identification number of contact person;
(v} qualifications of the contact person;,

{vi) contact details of the contact person, including the—
(aa) telephone number; and
{bb}) facsimile number or email address;

(vii) source of supply; and

(vii)  the place where and the manner in which the scheduled substances
shall be stored safely.
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(b}

()

(8)

A permit referred to in paragraph (a) may not be issued if the Director-General is
of the opinion that the applicant is not capable of keeping or storing the
substance in @ manner so as to prevent the loss or diversion thereof.

(a) An application for a permit contemplated in section 22A(15) of the Act shall
contain at least the following information: ‘

(i) Name and address (both physical and postal) of applicant;
i) identification number of applicant;

(ii) name and address of employer;

(iv) qualifications of the applicant;

(v) proof of registration with the relevant statutory health council, if
applicable

(Vi) contact details of the applicant including the-
(aa) telephone number; and
(bb) facsimile number or email address;
(vii) source of supply; and

(vii)  the place where and the manner in which the scheduled substances
shall be stored safely.

A permit referred to in paragraph (a) may not be issued if the Director-General is
of the opinion that the applicant is not capable of keeping or storing the
substance in a manner so as to prevent the loss or diversion thereof.

A permit referred to in this subregulation may be withdrawn, revoked or
suspended by the Director-General if the person issued with such a permit fails
to comply with the conditions or requirements for issuing the permit.

A application for an authorisation contemplated in section 22A(10) of the Act

shall contain at least the following information:

@)
(b)
(c)
(@
(e)

)

Name and address (both physical and postal) of medical practitioner;
identification number of the medical practitioner;

registration number of the medical practitioner with statutory health council;
qualifications of the medical practitioner;

contact details of the medical practitioner including the—

(i) telephone number; and

(i) facsimile number or email address;

purpose for which the application is made; and
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(g) the place where and the manner in which the scheduled substances shall be
stored safely.

(9)  Any permit holder or person referred to in this regulation may be subject to
regular inspections of the premises or practice in terms of section 28 of the Act.

IMPORTATION OR EXPORTATION OF SPECIFIED SCHEDULE 5, SCHEDULE 6,
SCHEDULE 7 OR SCHEDULE 8 SUBSTANCES

27. (1) An application for a permit contemplated in section 22A(11) of the Act shall
contain at least the following information:

(a) Name and address (both physical and postal) of the applicant;
(b) name and registration number of the responsible pharmacist;
(c) a certified copy of the licence issued by the Authority;
(d) contact details of the applicant including the—

(i) telephone number; and

(i) facsimile number or email address;
(e) address at which such medicines will be stored;

(f estimated quantity of specified Schedule 5, Schedule 8, Schedule 7 or Schedule
8 substance that will be imported or exported; and

(g) purpose for such importation or exportation.

(2)  The applicant shall submit, with the application, a certified copy of the permit for
exportation issued by the country from which the substance is to be exported.

INFORMATION TO BE FURNISHED ANNUALLY TO CHIEF EXECUTIVE OFFICER

28. (1) The holder of a permit referred to in regulation 27 shall furnish, annually, to the
Chief Executive Officer, the following information:

(a) The quantity of the substance, as a raw material or as contained in a
preparation, which was held in stock on 1 January of the preceding calendar
year,

(b}  the quantity of such substance acquired during the preceding calendar year by—

) importation of the substance, as a raw material or as contained in a
preparation,;

(iiy  local production of the raw material; and
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(i)  local purchasing of the raw material, in which case the name of the
supplier must also be furnished,

(c) the quantity of such substance, as a raw material or as contained in a
preparation, which was disposed of during the preceding year through
exportation or other means;

(d) the quantity of such substance used during the preceding calendar year in the
production of any other Schedule 6 or Schedule 7 substance or a specified
substance referred to in section 22A(12)(a)(ii) and (iii) of the Act; and

(e) the quantity of such substances and preparations containing such substances
remaining in stock on 31 December of the preceding year.

(2) The information referred to in subregulation (1) shall comply with the following
requirements:

(a) Quantities shall be expressed in metric units or as a percentage of the relevant
substance;

(b) in the case of opium and any preparations containing opium, guantities must be
expressed in terms of opium containing 10 per cent of anhydrous morphine;

(c) preparations not obtained directly from opium but from a mixture of opium
alkaloids must be expressed in terms of morphine;

(d) quantities of coca-leaves must be expressed in terms of coca-leaves containing
0,5 percent of cocaine; and

(e) where stocks are held or manufacture has been undertaken on behalf of another
person, this fact must be indicated.

AUTHORISATION OF SALE OF AN UNREGISTERED MEDICINE FOR CERTAIN
PURPOSES

29. (1) Subject to the provision of information, requirements and conditions as
determined by the Authority, & person desiring to sell an unregistered medicine subject to
registration in terms of section 14 of the Act, for purposes other than a clinical trial, shall apply
to the Authority, on an application form obtainable from the office of the Chief Executive
Officer, for authorisation in terms of section 21 of the Act to sell such a medicine.

(2)  An application referred to in subregulation (1) must be accompanied by the
prescribed fee and must contain at least the following information— :

(a) duly completed application form;

(b) product brochure containing relevant chemical, pharmaceutical, pre-clinical
pharmacological and toxicological data and where applicable, human or animal
pharmacological and clinical data with the medicine concerned;

(c) witnessed informed consent document, where applicable;
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(d) details of registration or pending registration of the medicine with any other
regulatory authority, if available;

(e) evidence of compliance of the manufacturer of the medicine with Good
Manufacturing Practice standards as determined by the Authority;

) reasons why a South African registered medicine cannot be used; and

(@)  any other information as may be required by the Authority.

(3) The person under whose supervision the unregistered medicine or substance is
prescribed shall submit to the Authority—

(a) any adverse event report;

(b)  progress reports after every six months from the date following commencement
of the use of the unregistered medicine; and

(c) progress report 30 days after the completion or termination of the use of the
medicine.

(4)  The Authority may—
(a) impose any additional conditions;
(b) request additional information;

(c) inspect the site where the unregistered medicine is manufactured, stored or
administered; or

(d)  withdraw the authorisation to treat the patient or animal,

if the Authority is of the opinion that the safety of any patient or animal is compromised, that
the scientific reasons for administering the unregistered medicine have changed or for any
other reason as determined by the Authority.

(5) A medicine referred to in subregulation (1) shall be properly labelled and the
package shall sufficiently identify the information as per the provisions of regulation 12(5)(c).

CONDUCT OF CLINICAL TRIALS FOR HUMANS AND ANIMALS

30. (1) A person desiring to initiate or conduct a clinical trial shall apply, on an
application form obtainable from the office of the Chief Executive Officer, to the Authority for
authorisation to conduct such a clinical trial.

(2) An application for a clinical trial shall be accompanied by a prescribed fee and
contain at least the following information:

(@) Clinical trial protocol;

(b) investigator's brochure containing relevant chemical, pharmaceutical, pre-clinical
pharmacological and toxicological data and where applicable, human or animal
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(c)

(d)

®
(@)

(h)

)

(k)

®

3)

pharmacological and safety and efficacy clinical data about the medicine
concerned;

professional information pertaining to all registered medicines used in the trial or
the international equivalent thereof if the medicines are not registered in South
Africa,

the details of the investigators who will be responsible for the sites where the trial
is to be conducted and, in each case, who shall be—

() an appropriately qualified and competent person;

(i) registered with the relevant statutory health council, where applicable; and
(iii) resident in the Republic;

Curriculum Vitae of all investigators stipulated in terms of paragraph (d);
proof of current training in Good Clinical Practice of all investigators;

in the case of trials involving human participants, proof of current, relevant and
appropriate—

(i) study insurance fbr all participants undertaken by the applicant referred to
in subregulation (1); and :

(i)  professional indemnity insurance for investigators;
details of the site(s) where the trial is to be conducted,;

signed declaration by the applicant referred to in subregulation (1) and all
investigators of the trial that they are familiar with and understand the protocol
and will comply with Good Clinical Practice as determined by the Authority in the
conduct of the trial;

participant information form and informed consent documents in the case of
human trials or owner consent document in the case of animal trials;

approval of the clinical trial by—

0] any health research ethics committee registered with the National Heailth
Research Ethics Council in terms of the National Health Act, 2003 (Act No.
61 of 2003); or

(i)  in the case of research on animals, an Animal Ethics Committee, which
must conform to SANS 10386:-2008; and

any other information as may be required by the Authority.

In the case of an application for a clinical trial in respect of a registered medicine,

a registered indication or registered dosage regimen of a registered medicine or substance,
subregulation (2) shall apply to the information contained in the application: Provided that it
shall be sufficient to contain in the application form particulars referred to in subregulation (2)

(), (¢). (d), (), (h), (i), (K) and (/).

(4)

Clinical trials shall be conducted in accordance with guidelines for 'good clinical

practice as may be determined by the Authority from time to time.
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(%)

No person may conduct clinical trials referred to in subreguiation (1) without the

authorisation of the Authority.

(6)

The person authorised by the Authority to conduct the clinical trial referred to in

subregulation (1) shall submit—

(a)

(b)

(©)

(7)

(@)
(b)

progress reports to the Authority every six months from the date of approval of
an application and 30 days after the completion or termination of the clinical trial;

a development safety update report annually and the final safety report 30 days
after the completion or termination of the clinical trial; and

a final study report within 180 days of the completion or termination of the clinicai
trial.

The principal investigator shall inform the Authority of any—
suspected adverse events; or

safety concerns,

occurring as a result of the use of any medicine during the conduct of a clinical trial.

8

A person desiring to amend the protocol of a clinical trial referred to in

subregulation (1) shall apply to the Authority together with the prescribed fee for the
evaluation and authaorisation refated to such amendment.

(©)

Medicines referred to in subregulation (1) shall be properly labelled and the

package shall sufficiently identify the—

(@
(b)
(c)

(d)
()
(f)
(9)
(h)

(10)
(@)
(b)

clinical trial to be carried out;
medicine(s) to be used,

participant number to whom the medicine is to be administered or in the case of
animals the name of the person under whose supervision it is to be
administered;

name and address of the site where the clinical trial is conducted,

the directions in regard to the manner in which such medicine should be used,
date of dispensing; -

reference number; and

any other information as may be required by the Authority.
The Authority may—

request additional information;

inspect a clinical trial site; or
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(c)  withdraw the authorisation to conduct a clinical trial,

if the Authority is of the opinion that the safety of the participants of the trial may be
compromised or that the scientific reasons for conducting the trial have changed or if
the integrity of the data is compromised.

OBTAINING PAIN CONTROL MEDICINES BY REGISTERED MIDWIVES

31. (1) Any person registered in the category, midwife in terms of the Nursing Act, 2005
(Act No. 33 of 2005), providing intra-partum care in accordance with the relevant scope of
practice who wishes to purchase, acquire or keep for administration to patients Schedule 5 or
Schedule 6 medicines for intra-parfum care in accordance with the latest version of the
Standard Treatment Guidelines/Essential Medicines List as approved by the National
Essential Medicines List Committee shall apply in writing to the Director-General for a permit.

(2)  An application referred to in subregulation (1) shall contain at least the following
information:

(a) The name of the applicant, together with proof of current registration with the
South African Nursing Council;

(b) the physical address of the premises where in or from which the midwifery
services are rendered,;

(¢} the nature of the midwifery services to be offered;

(dy  a list of conditions, including the relevant diagnostic codes that will be managed
and for which access to Scheduie 5 or Schedule 8 medicines is required per
diagnostic code; and

(e) the name and strength of every Schedule 5 or Schedule 6 medicine required.

(3)  The Director-General may, upon receipt of such application and after making
such inquiries as he or she may deem necessary, issue a permit authorising the
applicant to purchase, acquire, keep or administer the requested Schedule 5 or
Schedule 6 medicines.

(4) The permit shall be issued in a form as determined by the Director-General.

(5) A permit referred to in subregulation (3) shail be issued subject to the following
conditions:

(@) The holder of a permit issued in terms of sub-regulation (4) shall keep a register
of medicines kept in a form as determined by the Authority, in which shall be
entered at least the following particulars:

(i) Schedule number;
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(i)  name of medicine; and
(i)  strength;

(o) the pharmacist supplying the Schedule 5 or Schedule 6 medicines may not
supply a quantity more than that required for 30 days and shall enter the
following particulars in a register kept by the midwife:

(i) Date of supply;

(i)  number of permit;

(i)  quantity of medicine supplied,;

(ivy name and address of pharmacy; and
(v) the pharmacist’s signature;

() the midwife shall sign in the presence of a pharmacist for receipt of the Schedule
5 or Schedule 6 medicines; and

(d) the midwife shall enter the following particulars in the register after administration
of the Schedule 5 or Schedule 6 medicines:

(i) Date and time of administration;
(i) name and address of patient;
(i)  quantity administered,

(iv) full signature;

(v)  qualifications;

(vi) reason for administration; and

(vii) the balance on hand.

(6) The holder of a permit shall be personally responsible for keeping all medicines
purchased or acquired in terms of a permit in safe-keeping.

(7) The holder of a permit shall at all times, at the request of any person duly
authorised by the Director-General for purposes of inspection, produce the said permit,
register and quantity of Schedule 5 or Schedule 6 medicines in his or her possession.

(8) The Director-General may at any time, by notice to the applicant cancel or
withdraw the permit.

(9)  On receipt of notification of cancellation or withdrawal, the hoider of the permit
shall return the permit and the register to the Director-General together with proof that any
Schedule 5 or Schedule 6 medicines still in their possession has been handed over to a
pharmacist for destruction in accordance with regulation 44.

(10) The Director-General shall keep a register of all permits issued to midwives.
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(11)

A permit issued in terms of this regulation shall be valid for a period of two years

and may be renewed.

(12)
(@)
(b)

(c)
(d)
(e)

A permit shall contain at least the following information:
Permit number;

the name, qualifications and official designation of the authorised official who
issued such a permit, in an instance where the Director-General has delegated
the power to issue such a permit;

the name, and address of the midwife;
the conditions that may be treated; and

the Schedule 5 or Schedule 6 medicines that may be purchased, and their
strength, and dosage form.

ACQUISITION AND USE OF MEDICINES BY MASTERS OF SHIPS AND OFFICERS IN
CHARGE OF ANY AIRCRAFT

32.

A medical practitioner may, notwithstanding these Regulations, on the written request
of a person in charge of, or the master of a ship or the officer in charge of an aircraft,
authorise the purchase, acquisition, keeping or use of a Scheduie 0, Schedule 1, Schedule 2,
Schedule 3, Schedule 4, Schedule 5 or Schedule 6 substance: Provided that the quantity
shall be reasonable and on condition that such medicine is intended only for emergency
medicinal use on board such ship or aircraft.

PARTICULARS WHICH MUST APPEAR ON PRESCRIPTION FOR MEDICINE

33.

(1)
(@)
(b)
()

(a)
(0)

Every prescription for a medicine shall be—
written in legible print;
hand or typewritten; or

prepared with an electronic agent as defined by and in compliance with the
Electronic Communications and Transactions Act, 2002 (Act No. 25 of 2002).

A prescription shall be signed—
in person; or

in the case of a prescription prepared in accordance with subregulation (1){c),
with an advanced electronic signature as per section 13 of the Electronic
Communications and Transactions Act, 2002 (Act No. 25 of 2002),

by an authorised prescriber.
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(3) A prescription shall at least state the following:

(a) The name, qualification, registration number with the relevant statutory health
council and address of the prescriber,

(b) the name, identification number and address of—
(i) the patient;
(iiy  in the case of a prescription for a neonate, the parent or guardian; or

(iiiy  in the case of a prescription issued by a veterinarian, the person to whom
the medicine or scheduled substance will be sold;

{c) the date of issue of the prescription,;
(d) the approved name or the proprietary name of the medicine;
{e) the dosage form;

) the strength of the dosage form and the quantity of the medicine to be supplied:
Provided that—

(i) in the case of a Schedule 6 substance the quantity to be supplied shall be
expressed in figures as well as in words; and

(iiy  where the prescriber has failed to express the quantity in figures as well as
in words, the pharmacist dispensing the medicine may, after obtaining
confirmation from the prescriber, insert the words or figures that have
been omitted;

(g) instructions for the administration of the dosage, frequency of administration and
the withdrawal period in the case of veterinary medicines for food producing
animals;

(h) the age and gender of the patient and, in the case of veterinary medicine, the
animal species; and

0] the number of times the prescription may be repeated.

(4) The pharmacist who dispenses a prescription shall verify the authenticity of ail
prescriptions so dispensed.

(5) In the event of a prescription transmitted electronically by means other than an
electronic agent in terms of subregulation (1), by fax or communicated verbally a permanent
copy of the prescription shall be made for record purposes.

(6) A verbal prescription shall be followed by the signed prescription as per
subregulation (2) within 7 working days from the communication.

(7)  The prescriber shall keep records of the diagnosis relevant to the prescription
and where the patient consents, indicate the diagnosis or the relevant diagnostic code on the
prescription.
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PARTICULARS WHICH MUST APPEAR ON ORDER FOR MEDICINE OR SCHEDULED
SUBSTANCE

34. (1)
(a)
(b)
(c)

Every order for a medicine or scheduled substance shall be—
written in legible print;
hand or typewritten; or

prepared with an electronic agent as defined by and in compliance with the
Electronic Communications and Transactions Act, 2002 (Act No. 25 of 2002).

An order for a medicine or scheduled substance shall be signed—
in person; or

in the case of an order prepared in accordance with subreguiation (1)(¢), with an
advanced electronic signature as per the Electronic Communications and
Transactions Act, (Act No. 25 of 2002},

by the pharmacist, pharmacist's assistant practising in accordance with the scope of
practice prescribed in terms of the Pharmacy Act or authorised prescriber
placing the order.

(3)  An order for a medicine or scheduled substance shall at least state the following:

(@)

(b)
(c)

(d)
(e)

(4)

The name, qualification registration number with a statutory health council and
signature of an authorised person placing the order;

the date of issue of the order;

the approved name or the proprietary name of the medicine or scheduled
substance;

the dosage form;

the strength of the dosage form and the quantity of the medicine to be supplied:
Provided that, in the case of Schedule 6 substances,—

(i the quantity to be supplied shall be expressed in figures, as well as in
words; and
(i) where the authorised person placing the order has failed to express

the quantity in figures as well as in words, the pharmacist receiving
the order, may after obtaining confirmation from the authorised
person placing the order, insert the words or figures that have been
omitted.

In the case of all orders, the pharmacist shall verify the authenticity of the order.
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(5) In the event of an order transmitted electronically by means other than an
electronic agent in terms of subregulation (1), by fax or communicated verbally, a permanent
copy of the order shall be made for record purposes and shall be followed by the signed order
as per subreguiation (2) within 7 working days from the original transmission or
communication.

PRESCRIPTION BOOK OR PERMANENT RECORD

35. (1) A prescription book or other permanent record in respect of Schedules 1, 2, 3, 4,
5 and 6 substances shall be kept in hard copy or electronically on all premises where such
substances or medicines are sold or dispensed.

(2) In the case of Schedule 1 medicines and substances sold by any person other
than a manufacturer or wholesaler, a prescription book or other permanent record
contemplated in subregulation (1} shall contain the following particulars:

(a) The name of the person to whom it was sold;
(b) the name and quantity of the substance or medicine; and

(c) the name of the pharmacist, pharmacist intern or pharmacist's assistant who sold
it.

(3) In the case of Schedule 2, 3, 4 and 5 medicines and substances sold by any
person cother than a manufacturer or wholesaler, the prescription book or other permanent
record contemplated in subregulation (1) shall contain the following particulars:

{a) The name of the medicine or scheduled substance;
(b) the date on which the prescription was dispensed,;
(c) the dosage form and quantity of the medicine or scheduled substance,;
(d) the name, identification number and address of—
(i) the patient;

(i)  inthe case of a prescription for a neonate, the name, identification
number and address a parent or guardian; or

(i)  in the case of a prescription issued by a veterinarian, the person to
whom the medicine or scheduled substance was sold,;

(e) where applicable, the name of the medical practitioner, dentist, veterinarian or
any other authorised person who issued the prescription; and

(f prescription reference number, which is the reference number or unique identifier
assigned at the point of dispensing.

(4) The manufacturer or wholesaler shall keep an accessible permanent record of
sales of Schedule 2, 3, 4, 5 and 6 medicines and substances in the form of invoices that shall
reflect the—
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(a) date and transaction of the sale;

(b) name of the medicine;

(¢) name and address of the purchaser;
(d)  guantities sold;

(e) batch number; and

) price at which the medicine was sold.

(5) A prescription book or other permanent record contemplated in this regulation
shall be kept for a period of at ieast five years after the date of the last entry made therein.

REGISTER FOR SPECIFIED SCHEDULE 5 OR SCHEDULE €& MEDICINES OR
SUBSTANCES

36. (1) Any—

(a) manufacturer, importer, exporter or wholesaler licensed in terms of section
22C(1)(b) of the Act selling specified Schedule 5 medicines or substances or
Schedule 6 medicines or scheduled substances;

(b) person selling specified Schedule 5 medicines or substances, other than a
community or institutional pharmacy, or a person licensed in terms of section
22C(1)a); or

(c) person selling Schedule 6 medicines or substances,

shall keep a register of such medicines or substances.

(2)  The register referred to in subregulation (1) shall—

(@) indicate the quantity of every such medicine or substance remaining in stock on
the last day of March, June, September and December of each year; and

(b) contain the following information:
0] the date on which the medicine or substance was received or supplied,;

(i)  the name, business address of the person from whom the medicine or
substance was received or sent and in the case of imported medicine or
substance, the import permit number;

(i) the name and address of the person who purchased the medicine or
substance;

(iv) the quantity, in words and figures, of such medicine or substance indicated
per dosage unit, mass or volume;

(v)  in the case of the supply of the medicine or substance on prescription, the
name and address of the authorised prescriber unless such prescription
was issued at a hospital in which case the name of the authorised
prescriber must be recorded;
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(vi)  in the case of the manufacturer, the quantity of the medicine or substance
manufactured or used during the manufacturing process; and

(viiy any other information as may be required by the Authority.

(3) The register referred to in subregulation (1) shall be kept for a period of five
years after the date of the last entry made therein.

(4) In a case where the register is kept electronically, a printout shall be made
monthly, dated, signed and filed.

(5) Records must be stored in an orderly manner so that they can be accessed
easily.

RETURNS TO BE FURNISHED IN RESPECT OF SPECIFIED SCHEDULE 5, SCHEDULE
6, SCHEDULE 7 OR SCHEDULE 8 SUBSTANCES

37. (1) No person may import, export, sell by wholesale, produce, manufacture or use,
in the manufacture of any medicine or substance, any substance referred to in section
22A(12) of the Act unless the Authority is supplied with a return on or before 28 February of
each year, reflecting the following information:

(a) The quantity of such substance, as a raw material or as contained in a
preparation, which was held in stock on 1 January of the preceding calendar
year,

(b)  the quantity of such substance acquired during the preceding calendar year by—
(i) importation, as a raw material or contained in a preparation;
(iy  production of the raw material in the Republic; and

(i)  purchasing of the raw material in the Republic and the name of the
supplier must be stated;

(c) the quantity of such substance, as a raw material or as contained in a
preparation, which was disposed of during the preceding calendar year
through—

(i) exportation; or
(i)  destruction thereof;
(d) the quantity of such substance used during the preceding calendar year in—

0] the production of any other Schedule 6 or Schedule 7 substance or a
specified substance referred to in section 22A(12) of the Act; and

(i)  the production of any other chemical substance not included in Schedule 6
or Schedule 7 or specified in section 22A(12)(a) of the Act; and
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(e) the quantity of such substance and preparations containing such substance
remaining in stock on 31 December of the preceding year.

{2) Notwithstanding subregulation (1), the Authority may exempt an importer or
exporter from furnishing a return, if the particular return is not necessary in determining the
consumption of any of the substances inciuded therein.

(3) The return referred to in subregulation (1) shall comply with the following
requirements:

(@ay Al quantiﬁes shall be expressed in metric units as a percentage base of the
relevant substance;

(b) in the case of opium and any preparations containing opium, quantities shall be
expressed in terms of opium containing 10% of anhydrous morphine;

(c) preparations obtained not directly from opium itself but by mixing opium alkaloids
shall be expressed in terms of morphine;

(d) inthe case of any preparations of coca-leaves, quantities of coca-leaves shall be
expressed in terms of coca-leaves containing 0,5% of cocaine; and

(e) where stocks are held or manufacture has bheen undertaken on behalf of another
applicant, this fact shall be indicated.

CONTROL OF MEDICINES IN HOSPITALS

38. The responsible pharmacist shall supervise the safety, security, purchasing, storage,
compounding and dispensing of medicines in a hospital.

REPACKAGING OF MEDICINES INTO PATIENT-READY PACKS

38. The repackaging of medicines shall—

{a) only be carried out by—

(i a pharmacist, pharmacist intern or pharmacist's assistant under the
supervision of a pharmagcist; or

(i)  any other person authorised in terms section 29(4) of the Pharmacy
Act;

(b} have a batch numbering system which contains all the information linking the
repackaged medicine with the original packaging thereof; and

{c) be carried out in accordance with good manufacturing practice.
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VIGILANCE

40. (1) A person who has applied for registration of a medicine in terms of section 15 of
the Act, a holder of a certificate of registration in respect of a medicine or Scheduled
substance, or a holder of a licence in terms of section 22C(1)(b) must inform the Authority, in
the manner and within the time frame as determined by the Authority, of any—

(a) new or existing quality, safety or effectiveness concerns related to any medicine
or scheduled substance, including but not limited to adverse drug reactions; and

(b) risk management activities associated with paragraph (a).

(2) A person who has applied for registration of a medicine in terms of section 15 of
the Act, a holder of a certificate of registration in respect of a medicine or Scheduled
substance, or a holder of a licence in terms of section 22C(1)(b) must maintain or have
access to records of the reports and case reports referred to in subregulation (1) above.

(3) A health care provider, veterinarian or any other person should inform the
Authority, in the manner as determined by the Authority, of any—

(a) suspected adverse drug reactions; or
(b)  new or existing safety, quality or effectiveness concerns,

occurring as a result of the use of any medicine or scheduled substance.

(4)  Any person referred to in subregulation (1) must—

(a) whenever requested by the Authority, conduct a concise critical analysis of the
safety, quality or effectiveness of the medicine or Scheduled substance submit
the results thereof to the Authority within a specified time frame,

(b) in the case where, after receipt of the results referred to in paragraph (a), the
Authority determines that the medicine or Scheduled substance may not be safe
to use, submit to the Authority, if required to do so—

(i) case reports of all adverse events or suspected or actual adverse drug
reactions in respect of the medicine or Scheduled substance;

(i) where applicable the usage figures of the medicines or Scheduled
substance, as well as periodic safety update reports and performance
studies; and

(i)  any other data as requested by the Authority; and

(c) keep and maintain or have access to records of the adverse event data in
respect of their medicines or Scheduled substances.

(5) Subregulations (1), (2) and (3) also apply in the case of all categories of
unregistered medicines sold or used which are not subject to registration or in terms of
sections 14(3), 14(4), 15C, 21 and 36 of the Act.
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(8 Nothing in this regulation shall be interpreted as prohibiting any person from
reporting any adverse drug reaction, safety, quality or effectiveness concern related to any
medicine or Scheduled substance to the Authority.

PRICING COMMITTEE

41. (1) The pricing committee contemplated in section 22G of the Act shall consist of no
more than eighteen members, but shall include—

(a) one person nominated by the Minister of Finance;

(b) one person nominated by the Minister of Trade and Industry;

(c)  one or more persons representing the Department of Heaith;

{d) atleast one person with background in pharmacology;

(e) atleast one person with background in the law;

(f) at least one person with background in academic medical research;

(g) at least two persons with economics background, one of whom must be a health
economist; and

(h) atleast one person representing independent patient or consumer groups.

(2) The Committee shall determine the procedure for the conduct of its business.

(3) The Committee may appoint, subject to the approval of the Minister,
subcommittees as it may deem necessary, to investigate and report to it any matter within the
purview of the Committee in terms of the Act.

(4) The Director-General may designate employees of the Department o serve as
the secretariat of the Commitiee.

ADVERTISING OF MEDICINES

42. (1) Medicines which contain a Schedule 0 substance or a substance listed as
Schedule 1 may be advertised to the public.

(2) Medicines which contain a substance listed as Schedule 2, Schedule 3,
Schedule 4, Schedule 5 or Schedule 6 may be advertised—

(@) only for the information of pharmacists, medical practitioners, dentists,
veterinarians, practitioners, and other authorised prescribers; or
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(b)

in a publication which is normally or only made available to persons referred to in
paragraph (a).

(3)  Subregulation (2) shall not be so construed as to prohibit informing the public of
the prices, names, pack sizes and strengths of medicines which contain a substance
appearing in Schedule 2, Schedule 3, Schedule 4, Schedule 5 or Schedule 6 provided that no
reference or inference is made to the registered indication.

(4)

No advertisement for a medicine may contain a statement which deviates from,
is in conflict with or goes beyond the evidence submitted in the application for registration of
such medicine with regard to its safety, quality or efficacy where such evidence has been
accepted by the Authority in respect of such medicine and incorporated into the approved
professional information of such medicine.

An advertisement for a medicine shall contain—

the proprietary name of such medicine,;

in the case of a written advertisement—

(i)

(i)

(iii)

(iv)

the approved name and quantity of each active ingredient of such
medicine in lettering having minimum legibifity: Provided that, in the case
of a medicine containing only one active ingredient, such lettering shall be
not less than one half the size of the largest lettering used for the said
proprietary name,

of a registered medicine, the registration number allocated to it in terms of
section 15(5) of the Act;

of a medicine in respect of which an application for registration has been
submitted in terms of section 14 of the Act, the reference number allocated
to such application by the Authority, followed by the words “Act 101/1965”;
and

where a name other than the proprietary name is also used, such other
name shall be in lettering one half the size of the largest type size in which
the proprietary name appears in such advertisement, and

in the case of a—

veterinary medicine, an indication that the medicine is for veterinary use;
and

complementary medicine—

(aa) a statement identifying the discipline of the medicine where
relevant; '

(bb) an indication that the medicine must be used in accordance with the
applicable complementary discipline and principles where relevant;
and

(cc) if the medicine has not received registration with the Authority the
following disclaimer:
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"This unregistered medicine has not been evaluated by the SAHPRA for
its quality, safety or intended use.”,

(6) In the case of an advertisement for a medicine which contains more than one
active ingredient, no specific reference shall be made to the specific properties of any
individual active ingredient unless a reference of this nature has been approved by the
Authority for inclusion in the professional information of such medicine.

(7)  When a medicine is advertised verbally for the first time to persons contemplated
fo in subregulation 2(a), written information, which shall include at least the information
referred to in regulation 11 or reguiation 14, shall simultaneously be given to the person to
whom the oral advertisement is direcied, and when the medicine is advertised orally on
subsequent occasions such information shall be available on request.

USE OF MEDICINES FOR EXHIBITION PURPOSES

43. A manufacturer, importer or wholesaler may use a medicine or scheduled substance
sample for exhibition purposes or to introduce such medicine or scheduled substance to
healthcare providers or the public: Provided that such samples—

(a) are only meant for such exhibition or the launch of such medicine or scheduled
substance; and

(b) may not be handed out or given to any healthcare provider or member of the
public.

DESTRUCTION OF MEDICINES OR SCHEDULED SUBSTANCES

44. (1) A medicine or scheduled substance shall only be destroyed by a waste treatment
facility authorised to destroy medicines or pharmaceutical waste in ferms of the National
Environmental Management: Waste Act, 2008 (Act No. 59 of 2008).

(2) No medicines or scheduled substances other than those as determined by the
Authority shall be disposed of into municipal sewerage systems.

(3) The destruction or disposal of medicines or scheduled substances must be
conducted in such a manner to ensure that the medicines or scheduled substances cannot be
salvaged and the medicine or scheduled substance has been denatured.

(4) A Schedule 0 medicine or Schedule 1, 2, 3 or 4 substance or medicine must be
destroyed at a site in terms of subregulation (1) and such destruction must be certified as
determined by the Authority.
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(5)

A Schedule 5 or 6 substance or medicine shall be destroyed in terms of

subregutation (1) in the presence of—

(a)
(b)
(c)

6)

an inspector;
a pharmacist; or

any other person authorised by the Chief Executive Officer.

A Schedule 7 or 8 substance or medicine shall be destroyed in terms of

subregulation (1) in the presence of—

(a)
(b)
{c)

(7)

an inspector,

two pharmacists; or

any other person authorised by the Chief Executive Officer.

The waste treatment facility shall issue a certificate and maintain a record of the

destruction contemplated in subregulations (4), (5) and (6) which shall contain the following

information:

(a)

(e)

the name of the medicine or scheduled substance, if known; or the schedule of
the medicine or scheduled substance concerned,

the quantity destroyed,
the date of destruction of the medicine or scheduled substance;

the name and designation of the person in whose presence such destruction
took place; and

any other information as determined by the Authority.

SKILLS OF STAFF OF AUTHORITY

45. (1)

For purposes of providing monitoring, evaluation, regulation, investigation,

inspection, registration and control of medicines, Scheduled substances, medical devices and
IVDs, the Authority shall ensure that staff are appointed with the necessary qualification,
expertise in and knowledge of—

(@)
(b)
(c)
(d)
(e)
)
(@

clinical medicine;

clinical pharmacology;

pharmaceutical chemistry,

toxicology and medicine or scheduled substance safety;
biotechnology;

pharmaceutics;

adverse drug reactions and vigilance,
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(n)  virology and microbiology;

0] veterinary clinical pharmacology;

)] good manufacturing practices, clinical and laboratory practices;
k)  biomedical or clinical engineering;

)] medical technologist;

(
(
(m) investigations on matters relating to legislation;
(n} complementary medicines, or

(

<)

other appropriate skilis as required by the Authority from time to time.

(2) For purposes of oversight, leadership and accountability, the Authority shall
ensure that staff are appointed with the necessary qualification, expertise and knowledge
relating to at least—

(a) operational management,
b) supply chain and asset management;
¢) financial management;

(

(

(d)  human resource management;

(¢) information and record management; and
(

f) knowledge in law.
TIME FRAMES FOR CONSIDERING APPLICATIONS

46. (1) The Authority shall as soon as practically possible and in accordance with a
timeframe as determined by the Authority inform any applicant of the receipt of an application
for the registration of a medicine, medical device and IVD.

(2)  The Authority shall as soon as practically possible and in accordance with a
timeframe as determined by the Authority after receipt of the application by the Authority
inform any applicant in respect of any application referred to in subregulation (1) on the
acceptance of the application for evaluation.

APPEAL AGAINST DECISION OF DIRECTOR-GENERAL

47. (1) An appeal against a decision of the Director-General shall be lodged with the
Minister within 30 days from the date on which the written decision appealed against was
received by the person concerned, and such a person shall at the same time submit a copy of
the appeal to the Director-General.

(2)  The appeal contemplated in subregulation (1) shall—

(a) belodged in writing;
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(b) state the full name, address and contact number of the person lodging the
appeal;

(c) state the decision appealed against;

(d) contain the reasons furnished by the Director-General for the decision, if
possible;

(e) state the ground for appeal;

(f) be addressed to the Minister: National Department of Health and delivered by
hand, post, faxed or electronically mail to one of the following addresses
respectively:

0] physical address of the National Department of Health;
(i)  Department of Health, Private Bag X828, Pretoria, 0001; or

(iiiy  email address: minister@health.gov.za; copied to DG@health.gov.za.

(3)  The copy of the appeal contemplated in subregulation (1) shall be—

(a) sent by registered mail to the Director-General, Department of Health, Private
Bag X828, Pretoria, 0001; or

(b) hand delivered to the Director-General at the physical address of the National
Department of Health.

(4)  The Director-General shall, within 30 days of receipt of the copy of the appeal,
furnish the Minister with his or her reasons for the decision.

(6) The Minister shall, within 30 days of receipt of the reasons referred to in
subregulation {4), confirm, set aside or vary the decision of the Director-General.

(6) The Minister shall, in writing and within 10 days of his or her decision
contemplated in subregulation (5), inform the person who lodged the appeal of his or her
decision and the reasons therefor.

APPEAL AGAINST DECISION OF AUTHORITY

48. (1) The appeal committee referred to in section 24A(3) of the Act, shall be appointed
within 30 days of receipt of the notice referred to in the said section.

(2) The appeal committee—
(a) shall determine the procedure for its hearings,

(b) may, if it deems necessary, call for oral evidence or argument or summon any
person who—
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(i) in its opinion may be able to give information concerning the subject of the
appeal; or

(i) it believes has in his or her possession or under control any document
which has a bearing on the subject of the appeal, to appear before it at a
time and place specified in the summons, to be asked questions or fo
produce any such document; and

(¢) shall, if it calls for oral evidence or argument,—
{i) determine the date, time and place for the appeal and shall communicate
these in writing to the appellant and the Minister; and
(i)  administer an oath to or accept an affirmation from any person called as a
witness at the appeal.
(3) Persons appearing before an appeal committee may be represented by a legal
practitioner.
(4)  The Appeal Committee may-—
(a) set aside or confirm the decision of the Authority;
(b)  vary the decision of the Authority;
(c) direct the Authority to reconsider any matter, or
(d) make any finding that is just and equitable in the circumstances.
INVESTIGATIONS

49. The Authority may conduct an investigation with regard to a medicine or a Scheduled
substance if—

(@)

(e)

such a medicine or Scheduled substance is recalled in South Africa or any other
country;

any adverse drug reaction is reported;

the medicine or Scheduled substance is suspected or found not to comply with
the requirements of the Act;

there is an international alert with regard to such a medicine or Scheduled
substance; or

for any other reason related to the safety, quality and efficacy of medicine or a
Scheduled substance, the Authority deems it fit to conduct an investigation on
the medicine or Scheduled substance.
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METHOD OF TAKING SAMPLES, CERTIFICATE TO BE ISSUED AND REPORTING OF
ANALYSIS RESULTS

50. (1) An inspector may take a sample or any gquantity of samples of a medicine or
Scheduled substance for purposes of testing, examination or analysis in terms of the Act by a
person designated as an analyst, pharmacologist or pathologist.

(2)  The sample or samples contemplated in subregulation (1) shall—

(a) be taken in the presence of the person who is in charge of such medicine or
substance, or in the absence of such person, in the presence of any witness
present;

(b)  be taken, transported and stored in such a manner as o ensure its integrity
during the entire examination process of the sample; and

(c} be packed and sealed and suitably labelled or marked in such a manner as its
nature may permit;

(d) be ftransmitted by any suitable means to an analyst, pharmacologist or
pathologist; and

{e) be accompanied with the certificate signed by the inspector, a copy of which
shall be issued to the person contemplated in paragraph (a) by the inspector at
the earliest possible time.

{3) An analyst, pharmacologist or pathologist referred to in subregulation (1) shall,
as soon as possible after receipt of the sample, test, examine or analyse the sample and
report the resuits thereof to the Authority.

{(4) Aninspector referred to in subregulation (1), may take a sample during a routine
inspection from a manufacturer, a wholesaler or retailer for testing, examination or analysis in
terms of these regulations.

(5)  Notwithstanding subregulation (1), the Authority may require any holder of a
certification of registration to supply the Authority with a sample of a particular medicine or
substance in order to test, examine or analyse such sample.

(6) Certificates or reports issued in terms of this regulation shall be submitted to the
Chief Executive Officer within 7 days from the date of issue.

SEIZURE OF MEDICINES

51. (1) A medicine may be seized if it—

(a) is sold in contravention of the Act;
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(b) is suspected of being a counterfeit;
(c) is misbranded, sub-standard or adulterated;
(d) has expired;
(e} is suspected stolen;
(f) is Scheduled and is sold—
(i) by an unauthorised person;
(i) by an authorised person but in unauthorised quantities; or
(iii) at an unauthorised place or site;
(g) has been declared undesirable in terms of the Act;
{h)  belongs to the State and is found to be possessed by an unauthorised person; or

] i$ used in an unauthorised clinical trial.

(2) An inspector seizing any item in terms of section 28(1)(c) of the Act shall, as
soon as possible and at the scene of seizure, make a written inventory of all items seized and

the inventory shall include—
(a) the date, place and time of seizure;

(b) the name and personal details of the person from whom the items were seized;
(c) the name and quantity of every item seized; and
(d)

d the name of the inspector conducting the seizure.

(3) An item contemplated in subregulation (2) may be used as evidence in any
criminal proceedings in terms of this Act.

(4)  An inspector taking any sample in terms of section 28(1)(d)of the Act shall make
a written inventory of all samples taken which inventory shall include—

(a) the date on which, the place where and time when the sample was taken;
(b}  adescription of nature and size of each sample taken; and

(c) the personal details of the person in whose presence the sample was taken; and
the name of the inspector taking the sample.

OFFENCES AND PENALTIES

52. Any person who fails to comply with, contravenes the provisions of or furnishes
incorrect information, as the case may be, in respect of—

(@) regulation 5(1)(c) or (d) with regard to the parallel importation of medicines;

(b)  regulations 6 or 7 with regard to the importation or transmission of medicines;
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{c)

(d)
(e)
(f)
(@)
(h)
(i)

1)

v)

(w)

regulation 8 with regard to the possession of specified quantities of Schedule
substances for personal medicinal use by persons entering the Republic;

regulation 10 with regard to the labelling of medicines for human use;

regulation 11 with regard to the professional information to be provided;
regulation 12 with regard to the patient information leaflet;

regulation 13 with regard to the labelling of veterinary medicines;

regulation 14 with regard to the professional information for veterinary medicines;

regulation 22 with regard to the licence to dispense, or compound and dispense
medicings;

regulation 23 with regard to the licence to manufacture, import or export act as a
wholesaler or distribute medicines or Scheduled substances;

regulation 26 with regard to the permits or authorisation issued in terms of
section 22A of the Act;

regulation 27 with regard to the importation or exportation of specified Schedule
5, Schedule 6, Schedule 7 or Schedule 8 substances;

regulation 28 with regard to the information to be furnished annually to the
Director-General by the holder of a permit to import or export specified Schedule
5, Schedules 6, 7or 8 substances;

regulation 29 with regard to authorisation of sale of unregistered medicine for
certain purposes;

regulation 30 with regard to the conduct of clinical trials;

regulation 33 or 34 with regard to the particulars which must appear on a
prescription or order for medicine;

regulation 35 with regard to the prescription book or permanent record;

regulation 36 with regard to the register for specified Schedule 5 and 6
medicines;

reguiation 37 with regard to the returns to be furnished in respect of specified
Schedule 5, Schedules 6, 7 and 8 medicines and specified substances;

regulation 39 with regard to the repackaging of medicines,

regulation 42 with regard to the advertising of medicines or Scheduled
substances;

regulation 44 with regard to the destruction of medicines or Scheduled
substances; or

sells a medicine that has expired,

shall be guilty of an offence and upaon conviction be liable to a fine or to imprisonment for a
period not exceeding 10 years.
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e T

COMPLIANCE WITH REQUIREMENTS

§3. (1) Every medicine must continue to comply with the standards and specifications
which were furnished to the Authority and which have been accepted by the Authority with
regard to such medicine.

{2) Any proposed deviation from accepted standards and specifications referred to
in subregulation (1) must be submitted to the Authority for prior approval as determined by the
Authority and such deviation must not be introduced before the said approval has been
granted.

REPEAL

54. The Regulatiopg published under Government Notice. No. R 510 of 10 April 2003 in
Government Gazetfe No. 24727 are hereby repealed.

DRIA MOTSOALEDI, MP
MINISTER OF HEALTH

DATE: “"\/Q\’] L\P‘\’]

This gazette is also available free online at www.gpwonline.co.za




112 No. 41064

GOVERNMENT GAZETTE, 25 AUGUST 2017

SCHEDULES

Annexure 1

Classes of Medicines in categories A and D (human complementary medicine)

1. Central nervous system stimulants

1.1
1.2
1.3
1.4
1.5
1.6

Central analeptics.

Psychoanaleptics (antidepressants).
Special antidepressant combinations.
Respiratory stimulants.
Hallucinogenic medicines.

Other centrat nervous system stimulants.

2. Central nervous system depressants

2.1
2.2
23
2.4
2.5
26

2.7
2.8
2.9
2.10
2.1
212

Anaesthetics.

Sedatives, hypnotics.

Barbiturates.

Non-barbiturates.

Anticonvulsants, including anti-epileptics.
Tranquillisers.

2.6.1 Phenothiazines and their derivatives.

2.6.2 Rauwaolfia: Alkaloids and combinations.

2.6.3 Diphenyimethane and its derivatives.

2.6.4 Alkyl diols and their derivatives.

2.6.5 Miscellaneous structures.

Antipyretics or antipyretic and anti-inflammatory analgesics.
Analgesic combinations.

Other analgesics.

Centrally acting muscle relaxants.

Other medicines acting on the central nervous system

Depressants.

3. Connective Tissue Medicines

3.1

Antirheumatics (anti-inflammatory agents).
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3.2 Non-hormonal preparations.
3.3 Anti-gout preparations.
3.4 Combinations with corticosteroids.
3.5 Others.
4. Local anaesthetics
5. Medicines affecting autonomic function
5.1 Adrenomimetics (sympathomimetics).
52 Adrenolytics (sympatholytics).
53 Cholinomimetics (cholinergics).
54 Cholinolytics (anticholinergics).
54.1 Anti-Parkinsonism preparations.
542 General.
5.5 Ganglion blockers.
56 Histamine.
5.7 Antihistaminics, anti-emetics and antivertigo preparations.
5.7.1  Antihistaminics.
5.7.2 Anti-emetics and antivertigo preparations.
5.8 Preparations for the common cold including nasal decongestants.
5.9 Hydroxytryptamine (serotonin).
5.10  Serotonin antagonists.
511  Others.
6. Cardiac medicines
6.1 Cardiac stimulants.
6.2 Cardiac depressants.
6.3 Cardiac glycosides.
6.4 Antidysrhythmics/conduction modifying medicines.
6.5 Others.
7. Vascular medicines
71 Vasodilators, hypotensive, antihyperiensive medicines include other

antihypertensive medicines e.g. ACE-inhibitors, ARBs, RAAS, etc]

7.1.1  Rauwolfia and cambinations.
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7.2
7.3
7.4
7.5
7.6

7.1.2 Rauwolfia: Diuretic combinations.

7.1.3  Other hypotensives.

7.1.4  Vasodilators - coronary and other medicines used in angina pectoris.
7.1.5  Vasaodilators - peripheral.

Vasoconstrictors, pressor medicines.

Migraine preparations.

Lipotropic agents.

Serum-cholesterol reducers.

Others.

8. Medicines acting on blood and haemopoietic system

8.1
8.2
8.3
8.4
8.5

Coagulants, haemostatics.
Anticoagulants.
Erythropoietics (haematinics).
Plasma expanders.

Others.

9. Medicines against alcoholism

10. Medicines acting on respiratory system

10.1
10.2

103

Antitussives and expectorants.
Bronchodilators.

10.2.1 inhalants.

Others.

11. Medicines acting on gastro-intestinal tract

11.1
11.2
11.3
11.4

11.5
11.6

Digestants.

Gastro-intestinal antispasmodics and cholinolytics (anticholinergics).
Anorexigenics.

Antacids.

11.4.1 Acid neutralisers.

11.4.2 Acid neutralisers with antispasmodics.

11.4.3 Other.

Laxatives.

Lubricants and faecal softeners.
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11.7  Cholagogues.
11.8  Suppositories and anal cintments.

11.9  Antidiarrhoeals.

11.9.1 Antidiarrhoeals in combination with anti-infective agents.

11.9.2 Special combinations.

11.10 Others.

12. Anthelmintics, bilharzia medicines, filaricides, etc.

13. Dermatological preparations
13.1  Antiseptics, disinfectants and cleansing agents.
13.2  Antiscabies medicines.
13.3  Surface anaesthetics.
13.4  Antipruritics.
13.4.1 Corticosteroids with or without anti-infective agents.
13.4.2 Emollients and protectives.
13.5  Rubefacients.
13.6  Counterirritants.
13.7  Keratolytics.
13.8  Special combinations.
13.8.1 Preparations for psoriasis.
13.8.2 Fungicides.
13.9  Radiation protectants.
13.10 Melanin inhibitors and stimutants.
13.11 Acne preparations.

13.12 Others.

14. Preparations for treatment of wounds
14.1  Wound disinfectants.

14.2  Wound dressings.

14.3  Others.

15. Ophthaimic preparations

15.1  Ophthalmic preparations with antibiotics and/or sulphonamides.

16.2  Ophthalmic preparations with corticosteroids.
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15.3 Combination antibiotics.

15.4  Others.

16. Ear, nose and throat preparations
16.1  Nasal decongestants.
16.2  Aural preparations.

16.3  Surface anaesthetics.

16.4  Naso-pharyngeal and bucco-pharyngeal antiseptics.

16.5  Others.

17. Medicines acting on muscular system
17.1  Peripherally acting muscle relaxants.
17.2  Muscle activators.

17.3  Others.

18. Medicines acting on reno-urinary and genital system

18.1  Diuretics.

182  Antidiuretics.

18.3 lon-exchange preparations.
18.4  Urolitholytics.

18.6  Urinary tract antiseptics.
18.6  Vaginal preparations.

18.7  Contraceptive preparations.
18.8  Owulation controlling agents.
18.9  Uterine antispasmodics.

18.10 Others.

19. Oxytocics

20. Antimicrobial {chemotherapeutic) agents

201 Antibiotics and antibiotic combinations.

20.1.1 Broad and medium spectrum antibiotics.

20.1.2 Penicillins.

20.1.3 Penicillin-streptomycin combinations.

20.1.4 Antibiotic-sulphonamide combinations.

This gazette is also available free online at www.gpwonline.co.za




STAATSKOERANT, 25 AUGUSTUS 2017

No. 41064

117

20.2

20.3

20.1.5 Streptomycin and combinations.
20.1.6 Topical antibiotics.

20.1.7 Antifungal antibiotics.
Other than antibiotics.

20.2.1 Sulphonamides.

20.2.2 Fungicides.

20.2.3 Tuberculostatics.

20.2.4 Leprostatics.

20.2.5 Germicides.

20.2.6 Medicines against protozoa.
20.2.7 Spirochaeticides.

20.2.8 Antiviral agents.

Others.

21. Hormones, antihormones and oral hypoglycaemics

21.1
212
21.3
21.4
21.5

216
217
218

21.9

21.10
21.11
2112
21.13

Insulin preparations.

Oral hypoglycaemics.

Thyroid preparations.

Parathyroid preparations.
Corticosteroids.

21.5.1 Corticosteroids and analogues.
21.5.2 Analgesic combinations.
21.5.3 Anti-infective combinations.
Anabolic steroids.

Male sex hormones.

Female sex hormones.

21.8.1 QOestrogens.

21.8.2 Progesterones with or without cestrogens.
Androgen-oestrogen combinations.
Trophic hormones.

Hyperglycaemic hormones.

Hormone inhibitors.

Others.
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22, Vitamins
221 Muitivitamins and multivitamins with minerais.
2211 Vitamins for paediatric use.
22.1.2 Vitamins for prenatal use.
22.1.3 Vitamins for geriatric use.
22.1.4 Vitamin B-complex with Vitamin C.
22.2  Others.

23. Amino-acids

24. Mineral substitutes, electrolytes and trace elements

25. Special foods

251 Infant foods and other formulae, excluding foods used solely as a substitute
for human milk.

26. Cytostatic agents

27. Chelating agents (versenates) as heavy metal antidotes
28. Contrast media

29. Diagnostic agents

30. Biologicals

30.1  Antibodies.

30.2  Antigens.

30.3  Blood fractions.

304  Probiotics.

305 Others.

31. Enzymatic preparations

32. Other substances or agents

32.1 Tonics.
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32.3
32.4
32.5
32.6
327
32.8
32.9
32.10
32.11
32.12

32.13
32.14
32.15
32.16

33.

33.1
33.2
33.3
33.4
33.5
33.6
33.7
33.8

34.
34.1
34.2
34.3
34.4
34.5
346
34.7
34.8
34.9

Slimming preparations.

Water for injection.

Artificial tear and contact lens solutions.

Preparations of boracic acid, borax and zinc, starch and boracic powder.
Topical applications of delousing agents.

Topical applications of insect repellents.

Intra-uterine devices.

Dental preparations.

Solutions for haemo- or peritoneal dialysis.

Preparations for which the expressions "medicated”, "medicinal”, "for medical
use" or expressions with similar connotations are used.

Preparations intended to promote hair growth.

Sales packs containing two or more medicines with different indications.
Radiopharmaceuticals.

Others.

Complementary Medicines: Discipline-Specific Traditional Claims
Aromatherapy

Homeopathy

Phytotherapy

Traditional Chinese Medicine

Unani Medicine

Waestern Herbal Medicine

Combination Product

Other Herbal

Complementary Medicines: Health Supplements
Amino acids

Aminosaccharides

Animal Extracts, Products and Derivatives
Carotenoids

Enzymes

Fats, Oils and Fatty Acids

Minerals

Polyphenols (including Bioflavonoids)

Probiotics
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34.10 Saccharides (including prebiotics)
34.11 Vitamins
34.12 Multiple substance formulation

34.13 Other
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Annexure 2

Classes of Medicines in categories C and D (veterinary complementary medicines)

1. Central and Peripheral Nervous System

11

1.2

1.3

1.4

1.5
1.6

1.7
1.8
1.9

Central nervous system stimulants.
1.1.1  Central analeptics.

1.1.2  Respiratory Stimulants.
Anaesthetics.

1.2.1  Inhalation anaesthetics.
122 Parenteral anaesthetics.
1.2.3 Local anaesthetics.
Narcotic anaigesics.

1.3.1  Opioid agonists.

1.3.2 Opioid antagonists.
Sedatives.

1.4.1 Sedative hypnotics.

142 Sedative analgesics.

1.4.3 Sedative antagonists.
Anticonvulsants including anti-epileptics.
Tranquillisers.

1.6.1 Phenothiazine derivatives.
1.6.2 Butyrophenone derivatives.
Neuroleptanalgesics.

Analigesic antipyretics.

Medicines used for euthanasia.

2. Autonomic Nervous System

2.1
22
2.3
2.4

Sympathomimetics.
Sympatholytics.
Cholinergics.

Antimuscarinics.

3. Musculo-Skeletal System and Joints

3.1

Anti-inflammatory.

3.1.1 Steroidals.
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3.2

3.1.2  Non-steroidal anti-inflammatory drugs (NSAIDs).
3.1.2.1 Non selective COX2 inhibitors.
3.1.2.2 Selective COX2 inhibitors.

3.1.3 Topical agents.

3.1.4 Combinations.

3.1.5 Other.
Analgesics

3.21 Opioids.
3.22 NSAIDs.

3.2.3 Topical agents.
3.2.4 Combinations.

3.3 Muscle relaxants.

3.3.1  Centrally acting.
3.3.2 Peripherally-acting.

4. Autacoids

41

42
4.3

Histamine inhibitors.

4.1.1 Antihistamines.

4.1.2 Histamine release inhibitors.
Serotonin antagonists.

Others.

5. Cardio-Vascular System

5.1

5.2
5.3

Positive inotropic agents.

51.1 . Cardiac glycosides.

51.2 Methylxanthines.

51.3 Others.

Anti-arrhythmics.

Vasodilators.

5.3.1 Peripheral-acting vasodilators.
5.3.2 Angiotensin inhibitors.

5.3.3 Calcium channet inhibitors.

6. Blood And Haemopoeitic System

6.1

Coagulants, haemostatics.
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6.2
6.3
6.4

Anticoagulants.

Haematinics.

Plasma expanders.

7. Respiratory System

7.1
7.2
7.3
7.4

Antitussives and expecterants.

Mucolytics.

Bronchodilators.

Combinations.

8. Gastro-Intestinal System

8.1
8.2
8.3
8.4

8.5

8.6

8.7

8.8
8.9
8.10

Mouth washes.

Emetics.

Anti-emetics.

Acid-reducers.

8.41
8.4.2
8.4.3
8.4.4

Antacids and combinations.
Histamine-2 receptor antagonists.
Proton pump inhibitors.

Cytoprotective agents.

Motility enhancers.

8.5.1 Lubricants and Faecal softeners. .
8.5.2 Laxatives and Purgatives.
Antispasmotics.

Antidiarrhoeals.

8.7.1 Plain.

8.7.2 With anti-microbial agents.
8.7.3 Antimicrobial agents.
8.7.4 Biologicals.

Analgesics.

Digestants.

Preparations used in the rumen.

8.10.1 Ruminotorics.

8.10.2 Anti-bloat remedies.

8.10.3 Others.
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9. Hepatic System
9.1 Cholagogues and cholerectics.

92 Liver protectants and lipotropics.

10. 