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Closing times for ORDINARY WEEKLY

REGULATION GAZETTE Z@Eﬂ '

N

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

YYYYYYYYYYYYYYYYYVYYYYYVYYYYYYYYYYYYYYYYVYYYYVYYYYYYYYYY

28 December 2017, Thursday for the issue of Friday 05 January 2018
05 January, Friday for the issue of Friday 12 January 2018

12 January, Friday for the issue of Friday 19 January 2018

19 January, Friday for the issue of Friday 26 January 2018

26 January, Friday for the issue of Friday 02 February 2018

02 February, Friday for the issue of Friday 09 February 2018

09 February, Friday for the issue of Friday 16 February 2018

16 February, Friday for the issue of Friday 23 February 2018

23 February, Friday for the issue of Friday 02 March 2018

02 March, Friday for the issue of Friday 09 March 2018

09 March, Friday for the issue of Friday 16 March 2018

15 March, Thursday for the issue of Friday 23 March 2018

22 March, Thursday for the issue of Thursday 29 March 2018

28 March, Wednesday for the issue of Friday 06 April 2018

06 April, Friday for the issue of Friday 13 April 2018

13 April, Friday for the issue of Friday 20 April 2018

19 April, Thursday for the issue of Thursday 26 April 2018

25 April, Wednesday for the issue of Friday 04 May 2018

04 May, Friday for the issue of Friday 11 May 2018

11 May, Friday for the issue of Friday 18 May 2018

18 May, Friday for the issue of Friday 25 May 2018

25 May, Friday for the issue of Friday 01 June 2018

01 June, Friday for the issue of Friday 08 June 2018

08 June, Friday for the issue of Friday 15 June 2018

15 June, Friday for the issue of Friday 22 June 2018

22 June, Friday for the issue of Friday 29 June 2018

29 June, Friday for the issue of Friday 06 July 2018

06 July, Friday for the issue of Friday 13 July 2018

13 July, Friday for the issue of Friday 20 July 2018

20 July, Friday for the issue of Friday 27 July 2018

27 July, Friday for the issue of Friday 03 August 2018

02 August, Thursday for the issue of Friday 10 August 2018

10 August, Friday for the issue of Friday 17 August 2018

17 August, Friday for the issue of Friday 24 August 2018

24 August, Friday for the issue of Friday 31 August 2018

31 August, Friday for the issue of Friday 07 September 2018

07 September, Friday for the issue of Friday 14 September 2018
14 September, Friday for the issue of Friday 21 September 2018
20 September, Thursday for the issue of Friday 28 September 2018
28 September, Friday for the issue of Friday 05 October 2018
05 October, Friday for the issue of Friday 12 October 2018

12 October, Friday for the issue of Friday 19 October 2018

19 October, Friday for the issue of Friday 26 October 2018

26 October, Friday for the issue of Friday 02 November 2018

02 November, Friday for the issue of Friday 09 November 2018
09 November, Friday for the issue of Friday 16 November 2018
16 November, Friday for the issue of Friday 23 November 2018
23 November, Friday for the issue of Friday 30 November 2018
30 November, Friday for the issue of Friday 07 December 2018
07 December, Friday for the issue of Friday 14 December 2018
13 December, Thursday for the issue of Friday 21 December 2018
19 December, Wednesday for the issue of Friday 28 December 2018

This gazette is also available free online at www.gpwonline.co.za
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FOR PUBLICATION OF NOTICES
| COMMENCEMENT: 1 APRIL 2018 |
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 R1008.80 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 252.20
Ordinary National, Provincial 2/4 - Half Page 504.40
Ordinary National, Provincial 3/4 - Three Quarter Page 756.60
Ordinary National, Provincial 4/4 - Full Page 1008.80
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 R3026.32 per page.
G
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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 NOTICES

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

Government Gazette Type Publication Date Submission Deadline Cancellations Deadline

Frequency

Extraordinary Gazettes As required Any day of the week Before 10h00 on publication | Before 10h00 on
date publication date
Tender Bulletin Weekly Friday Friday 15h00 for next Friday Tuesday, 15h00 - 3
working 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 |

Publication

Government Gazette Type Frequency Publication Date Submission Deadline Cancellations Deadline
Gauteng Liquor License Monthly Wednesday before Two weeks before publication | 3 working days after
Gazette the First Friday of the submission deadline
month
Northern Cape Liquor Monthly First Friday of the Two weeks before publication | 3 working days after
License Gazette month submission deadline
National Liquor License Monthly First Friday of the Two weeks before publication | 3 working days after
Gazette month submission deadline
Mpumalanga Liquor License | Bi-Monthly Second & Fourth One week before publication | 3 working days prior to
Gazette Friday publication

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.

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. ForNational 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 (Z95, 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.

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

N

10.

1.

12.

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.

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. It is 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 humber can only be used once to make a payment.

This gazette is also available free online at www.gpwonline.co.za
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| GOVERNMENT PRINTING WORKS - BUSINESS RULES |
Copy (SEPARATE NoTiICE 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.
REJECTIONS
24. Allnotices 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.
\

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




STAATSKOERANT, 31 AUGUSTUS 2018 No. 41871 9

~\
| GOVERNMENT PRINTING WORKS - BUSINESS RULES |
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 anotice, orthe placement of such notice inany section orunderany 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

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

31.  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.

32. 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.

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

34. 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.

35. 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.

36. Inthe 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.

37. 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
G

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




STAATSKOERANT, 31 AUGUSTUS 2018 No. 41871 11

GovERNMENT NOTICES ® GOEWERMENTSKENNISGEWINGS

DEPARTMENT OF HEALTH
NO. R. 912 31 AUGUST 2018
FEES PAYABLE IN TERMS OF THE PROVISIONS OF THE MEDICINES
AND RELATED SUBSTANCES ACT, 1965

The Minister of Health, in consultation with the Minister of Finance and the South African
Health Products Regulatory Authority, in terms of Section 35(1)(xxxi) and (xxxii) read
together with Section 35(4) of the Medicines and Related Substances, intends to make the
Regulations in the Schedule.

This Schedule intends to amend the Schedules as published in Government Notice
Government Gazette No 39154 Notice R 784 (Medicines and Related Substances Act,
1965 (Act 101 of 1965) using the following convention:

° Words and figures in square brackets and bold print e.g. [R30 000], indicate
an amendment from the Schedules;

o Words underlined with a solid line e.g. Vaccines: R65 000, indicate
insertions and replacement of the current fee in the Schedule.

Interested persons are invited to submit, within three month of publication of this notice,
comments on the proposed Regulations to the South African Health-Products Regulatory

Authority, for the attention of the Chief Executive Officer, Private Bag X828, Pretoria, 0001

SCHEDULE

In these Schedules, "the Act" means the Medicines and Related Substances Act, 1965 (Act
No. 1 of 1965). The following fees shall be payable to the Chief Executive Officer or the

Director General as the case may be:

1 Category A medicines

Human medicines, including Biologicals, for which an application for registration is
submitted as contemplated in Section 15 of the Act,

(a) In respect of the submission of an application for registration of-

(i) New Chemical Entities, including highly technological products, and
new biotherapeutics other than vaccines, which have been processed
by the abbreviated registration process [AMRP] (first strength, first
dosage form): [R49 000] R__R53 900 per application;

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

(iv)

(v)

(vi)

(vii)

(viii)

(ix)
(x)

(xii)

(xiv)

(xv)

Strengths and dosage forms other than those referred to in sub-
paragraph (i): [R21 000] R__R23 100 per application;

New Chemical Entities, including highly technological products, other
than vaccines (first strength, first dosage form): [R54 000] R59 400 per
application;

Strengths and dosage forms other than those referred to in sub-
paragraph (iii): [R27 000] R29 700 per application;

Biological products e.g. vaccines and biosimilars (excluding new
biotherapeutics): [R43 000] R47 300 per application;

Strengths and dosage forms other than those referred to in sub-
paragraph (v): [R13 500] R14 850 per application;

Generic products (pharmaceutical, analytical and bioavailability
evaluated) including generic dental and radio-pharmaceutical products
(first strength, first dosage form): [R27 000] _R29 700 per application;

Strengths and dosage forms other than those referred to in sub-
paragraph (ix): [R9 500] _R10 450;

Generic products with clinical data: [R44 000] _R48 400;

Strengths and dosage forms other than those referred to in sub-
paragraph (xi): [R13 500] R14 850 per application;

Screening fee on receipt of a Common Technical Document (CTD)
format application: [R1 600] _R1 760:;

Screening fee on receipt of an electronic Common Technical Document

(eCTD) format application: R1 760 per sequence;

Evaluation of additional submitted clinical data (pre-registration):
[R2 700] _R2 970;

An application in terms of Section 15C of the Act: [R32 700] _R35 970;

An application for priority review: R25 000;

Any medicine, the registration of which has been approved by the Council in
terms of Section 15(3) of the Act:

(i)

In respect of registration of any medicine, the registration of which has
been approved by the Council in terms of Section 15(3) of the Act (in

the case of medicines in minute-dose form; the fee encompasses

This gazette is also available free online at www.gpwonline.co.za
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different dilutions and different volumes, when submitted simultaneously
for the same indication or intended use) and in respect of which an
application fee has been paid: [R1 600] R1 760 for each registration;

(i) Evaluation of request for rescheduling of products: [R5 400] _R15 000

(iii) Evaluation of request to amend package insert and Patient Information
Leaflets in respect of which data relating to safety must be evaluated
(post registration): [R3 500] _R3 850;

Evaluation of request to amend package insert and Patient Information
Leaflets in respect of which clinical data relating to safety and efficacy
must be evaluated (post registration): [R3 500] R15 000;

(iv)  Evaluation of request to amend the Generic medicine package inserts

and Patient Information Leaflet where clinical data are not required

(post registration): R2 500;

(v) Evaluation of request for major technical amendments in respect of

which data relating to quality must be evaluated (post registration):
R15 000;

(vi)  Evaluation of requests for approval of once-off deviations from

registered requirements: R5 000;

(vii)  Evaluation of requests for exemption from registered post-importation

testing requirements per product: R5 000;

(viii)  Annually, in respect of the retention of the registration of a medicine, the
registration of which has been approved by the Council in terms of
Section 15(3): [R1100] _R5 000: Provided that this provision shall
come into effect one year after the date on which the registration of the
said medicine was approved by the Council in terms of Section 15(3);
Provided further that the said fees payable during a particular calendar
year shall be payable on or before the last working day of June that
year, failing which the registration may be cancelled in terms of Section
16(4).

(d) In respect of the testing of a biological medicine for purposes of batch release
by the National Control Laboratory: R22 000 per batch;

2 Category C medicines

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




14 No. 41871

GOVERNMENT GAZETTE, 31 AUGUST 2018

Veterinary medicines, including Biologicals, for which Council has determined by

resolution that they are registerable:

(a)

In respect of the submission of an application for registration of-

(i)

(ii)

(i)
(iv)

(v)
(vi)

New Chemical Entities, including highly technological products, (first
strength, first dosage form): [R12 000] R13 200 per application;

Generic products (pharmaceutical, analytical and bioavailability
evaluated): [R11 000] R12 100 per application;

Generic products with clinical data: [R12 000] _R13 200;

Strengths and dosage forms other than those referred to in sub-
paragraphs (i), (ii), (iii): [R3 800] _R4 180;

Screening fee on receipt of the application: [R1 600] _R1 760;

Evaluation of additional submitted clinical data (pre-registration):
[R2 400] _R2 640.

Any medicine, the registration of which has been approved by the Council in

terms of Section 15(3):

(i)

(ii)
(iif)

In respect of the registration of any medicine, the registration of which
has been approved by the Council in terms of Section 15(3) (in the case
of medicines in minute-dose forms; the fee encompasses different
dilutions and different volumes, when submitted simultaneously for the
same indication or intended use) and in respect of which an application
fee has been paid: [R1 000] R 1 760 for each registration;

Evaluation of request for rescheduling of products: [R5 400] _ R5 940 ;

Evaluation of request to amend package insert in respect of which
clinical data relating to safety and efficacy must be evaluated: [R3 500]
R3 850 ;

Annually, in respect of the retention of the registration of a medicine, the
registration of which has been approved by the Council in terms of
Section 15(3): [R850] R2 300: Provided that this provision shall come
into effect one year after the date on which the registration of the said
medicine was approved by the Council in terms of Section 15(3):
Provided further that the said fees payable during a particular calendar

year shall be payable on or before the last working day of June that
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year, failing which the registration may be cancelled in terms of Section
16(4).

Category D medicines (Human medicines)

Human medicines-for which an application for registration has been submitted as

contemplated in Section 15 of the Act,

(a)

(b)

In respect of the submission of an application for registration of-

(i

(ii)

(v)
(vi)

(vii)

Products submitted with clinical and or toxicological data (first strength,
first dosage form): [R12 400] R13 640 per application;

Strengths and dosage forms other than those referred to in sub-
paragraph (i): [R3 900] R4 290 per application;

Products submitted with no clinical or toxicology data (first strength,
first dosage form): [R5 500] R6 050 per application;

Strengths and dosage forms other than those referred to in sub-
paragraph (iii): [R1 800] _R1 980;

Screening fee on receipt of an application: [R1 600] _R1 760;

Evaluation of additional submitted clinical data (pre-registration):
[R2 500] _R2 750;

An application in terms of Section 15C of the Act: [R30 000] _ R33
000;

Any medicine, the registration of which has been approved by the Council in
terms of Section 15(3) of the Act:

(i

(i)
(iii)

(iv)

In respect of registration of any medicine, the registration of which has
been approved by the Council in terms of Section 15(3) of the Act and
in respect of which an application fee has been paid: [R950] R1 760

for each registration;
Evaluation of request for rescheduling of products: [R5 000] _R5 500;

Evaluation of request to amend package insert in respect of which
clinical data relating to safety and efficacy must be evaluated (post-
registration): [R3 000] _R3 300;

Annually, in respect of the retention of the registration of a medicine,
the registration of which has been approved by the Council in terms of
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Section 15(3): [R650] R1 700: Provided that this provision shall come
into effect one year after the date on which the registration of the said
medicine was approved by the Council in terms of Section 15(3);
Provided further that the said fees payable during a particular calendar
year shall be payable on or before the last working day of June that
year, failing which the registration may be cancelled in terms of Section
16(4).

4 Category D medicines (Veterinary medicine)

Veterinary medicines for which Council has determined by resolution that they are

registerable:

(a) In respect of the submission of an application for registration of -

(i) Products submitted with clinical and or toxicological data, (first
strength, first dosage form): [R3 400] R3 740 per application;

(ii) Products submitted with no clinical or toxicology data (first strength,
first dosage form): [R2 400] R2 640 per application;

(i) Strengths and dosage forms other than those referred to in sub-
paragraphs (i), (ii): [R1 400] _R1 540;

(iv)  Screening fee on receipt of the application: [R1 600] _R1 760,

(v) Evaluation of additional submitted clinical data (pre-registration):
[R1 300] R1430

(b)  Any medicine, the registration of which has been approved by the Council in
terms of Section 15(3):

(1) In respect of the registration of any medicine, the registration of which
has been approved by the Council in terms of Section 15(3) and in
respect of which an application fee has been paid: R1 760 for each
registration;

(i) Evaluation of request for rescheduling of products: [R5 000] _RS5 500;

(i)  Evaluation of request to amend package insert in respect of which
clinical data relating to safety and efficacy must be evaluated: [R3 000]
R3 300;

(iv)  Annually, in respect of the retention of the registration of a medicine,
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the registration of which has been approved by the Council in terms of
Section 15(3): [R430] R1 200: Provided that this provision shall come
into effect one year after the date on which the registration of the said
medicine was approved by the Council in terms of Section 15(3):
Provided further that the said fees payable during a particular calendar
year shall be payable on or before the last working day of June that

year, failing which the registration may be cancelled in terms of Section

16(4).
5 Use of unregistered medicines
(a) In respect of the submission of an application for the authorisation of the use
of an unregistered medicine:
(i) Clinical trial application (Companies): [R9 000] _R9 900;
(ii) Clinical trial application (Institutions): [R4 500] _R4 950;
(i) Any other clinical trial application: [R2 200] _R2 420;
(iv)  Any other application except for the purpose of performing a clinical
trial: [R300] R330.
(b) In respect of clinical trials amendments:
(i) Fees in respect of an application for technical amendments: [R2 100]
R 2 310 per amendment;
(ii) Fees in respect of an application for administrative amendment: [R650]
R715 per amendment.
6 In respect of licences

(a)

An application for a new licence in terms of Section 22C (1)(b) of the Act:
(i) Manufacture: [R21 800] _R23 980;

(ii) Distribute: [R13 000] R14 300 [Holder of certificate of registration
(HCR)];

(i)  Wholesale: [R13 000] _R14 300

(iv)  Import: [R13 000] R14 300 (Holder of certificate of registration);

(v) Export: [R13 000] R14 300 (Holder of certificate of registration).
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(b)

(d)

(e)

An application for the renewal of a licence in terms of Section 22D of the Act,
the licensing of which has been approved by the Council in terms of Section
22C(1)(b) of the Act:

(i) Manufacture: [R19 000] R20 900
(ii) Distribute: [R10 900] R11 990 (Holder of certificate of registration);

(i)  Wholesale: [R10 900] _R11 990;

(iv) Import: [R8 000]_R8 800 (Holder of certificate of registration);
(v) Export: [R8 000] R8 800 (Holder of certificate of registration).

Annually, in respect of the retention of a licence issued in terms of Section
22C(1)(b) of the Act: [R3 000] _R10 000, and this fee is payable on or before
the last working day of June that year, failing which registration may be
cancelled;

Licensing for any manufacture, distributor, wholesale, import or export, the
license of which has been approved by the Council in terms of Section 22(1)(b)
of the Act: [R2 900] _R3 190;

Application for the amendment to an existing licence to manufacture, distribute,

wholesale, import or export: R5 000.

7 Inspections to assess the quality, safety and efficacy of medicines or scheduled

substances

(a)
(b)

(©)

(d)
(e)
M
(9)

(h)
()
)

Local manufacturing site [R650/h] R715/h;
International manufacturing sites (excluding Southern Africa Development

Community countries): [R4 000/h] R4 400/h

International manufacturing sites in _ Southern Africa Development

Community countries: R2 000/h;
Wholesale sites [R5500] _R6 050;
Distributor sites [R5 500] _R6 050;
Local clinical trial site: R715/h;

International clinical trial site (excluding Southern Africa Development

Community countries): R4 400/h;

International clinical trial sites in Southern Africa Development Community
countries: R2 000/h;
Local pharmacovigilance inspection: R715/h:

International pharmacovigilance _inspection (excluding Southern Africa

Development Community countries): R4 400/h;
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(k) International pharmacovigilance inspection in Southern Africa Development

Community countries: R2 000/h.

Desktop inspection to assess quality, safety and efficacy of medicines or
scheduled substances: R2 000

Permits and Certificates
In respect of the issuing of a permit or a certificate:

(a) Certificate [Certificate of a Pharmaceutical Product (WHO), Good
Manufacturing Practice (GMP) Certificate, Certificate of Free Sale]: [R1 200] _
R1 320;

(b) Import permit (holder of certificate of registration): [R800] R880;
(c) Export permit (holder of certificate of registration): [R790] R869;
(d) Any other permit or certificate: [R820] _R902;

(e) Permits issued by the Director-General in terms of Section 22A of the Act,
excluding government departments: [R820] _R902.

Amendment of entries in register

In respect of all applications for amendments in terms of Section 15A, the name of the
medicine approved by the Council under Section 15(5), which shall be the proprietary
name, 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 conditions of registration, the name of the applicant, the name and
address of the manufacturer, packer, final product release control, final product

release responsibility: [R700] R770 per application.

Transfer of certificates of registration
In respect of an application in terms of Section 15B: [R900] R990 per application.
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12 Appeal against the decision of the Authority
In respect of an application in terms of Section 24 (3): R50 000 per application.

13 Withdrawal of Notice
Government Notice Government Gazette No 39154 Notice R 784 is hereby

withdrawn.

I [

J; N\
‘ DR A MOTSOALEDI MP
MINJSTER,OF HEALTH
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DEPARTMENT OF TRADE AND INDUSTRY
NO. R. 917 31 AUGUST 2018

PROPOSED AMENDMENTS TO THE NATIONAL GAMBLING REGULATIONS, 2004,
PUBLISHED IN GOVERNMENT GAZETTE NO. 26994 OF 12 NOVEMBER 2004

By virtue of the powers vested in me in terms of section 87 of the National Gambling Act,
2004 (Act No. 7 of 2004), I, Dr Rob Davies, the Minister of Trade and Industry, after
consultation with the National Gambling Policy Council, intend to make amendments to
the National Gambling Regulations 2004.

The proposed amendments are contained in the Schedule hereto. Interested persons
are hereby invited to comment and to make written submissions in this regard within 45
(forty five) calendar days from the date of publication of this Notice to:

Director-General, Department of Trade and Industry
Private Bag X 84

Pretoria

0001

Or hand deliver to:

77 Meintjies Street
Block B, 1% Floor
Sunnyside
Pretoria, 0002

Or e-mail: TShale@thedti.gov.za
For attention: Ms Tsholofelo Shale

)
5=

Dr Rob Davigs (MP)
Minister of Trade and Industry
1 August 2018
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DEPARTMENT OF TRANSPORT
NO. R.918 31 AUGUST 2018

South African Civil Aviation Authority

APPLICATION FOR A HELIPORT LICENCE

1. An application for a heliport licence relating to the proposed Ultimate Heliport has been
received from Ultimate Heliport (Pty) Ltd in terms of regulation 139.03.11 of the South
African Civil Aviation Regulations,

2. In terms of regulation 139.03.11(1) of the said regulations, the following particulars
concerning the application are published for comment:

(a) Full name of the applicant: Ultimate Heliport (Pty) Ltd.

(b) Particulars of the location heliport coordinates: S26° 01’ 42.12” and E028° 06’ 38.54".

3. Written representations against or in favour of the said application should reach the
Director of Civil Aviation at the following address: South African Civil Aviation Authority,
Private Bag x 73, Halfway House, 1685.

Comments should be forwarded to: Mr Nelson Nkabiti at e-mail address:
Nkabitin@caa.co.za, not later than 3 September 2018.
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WARNING!!!

To all suppliers and potential suppliers of goods to the
Government Printing Works

The Government Printing Works would like to warn members of the public
against an organised syndicate(s) scamming unsuspecting members of the
public and claiming to act on behalf of the Government Printing Works.

One of the ways in which the syndicate operates is by requesting quotations for
various goods and services on a quotation form with the logo of the
Government Printing Works. Once the official order is placed the syndicate
requesting upfront payment before delivery will take place. Once the upfront
payment is done the syndicate do not deliver the goods and service provider

then expect payment from Government Printing Works.

Government Printing Works condemns such illegal activities and encourages
service providers to confirm the legitimacy of purchase orders with GPW SCM,
prior to processing and delivery of goods.

To confirm the legitimacy of purchase orders, please contact:

Renny Chetty (012) 748-6375 (Renny.Chetty @ gpw.gov.za),

Anna-Marie du Toit (012) 748-6292 (Anna-Marie.DuToit @ gpw.gov.za) and

Siraj Rizvi (012) 748-6380 (Siraj.Rizvi@gpw.gov.za)
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