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Government Notices

MINISTRY OF HEALTH AND SOCIAL SERVICES

No. 177 2008

COMMENCEMENT OF MEDICINES AND 
RELATED SUBSTANCES CONTROL ACT, 2003

Under section 48 of the Medicines and Related Substances Control Act, 2003 (Act No. 13 of 2003), I 
determine that the Act comes into operation on the date of publication of this notice in the Gazette.

R. N. KAMWI
MINISTER OF HEALTH AND SOCIAL SERVICES Windhoek, 30th June 2008
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MINISTRY OF HEALTH AND SOCIAL SERVICES

No. 178 2008

MEDICINES AND RELATED SUBSTANCES CONTROL ACT, 2003: 
REGULATIONS RELATING TO MEDICINES AND RELATED SUBSTANCES

The Minister responsible for Health, under section 44 of the Medicines and Related Substances 
Control Act, 2003 (Act No. 13 of 2003), and after consultation with the Namibia Medicines 
Regulatory Council, has made the regulations set out in the Schedule.

R. N. KAMWI
MINISTER OF HEALTH AND SOCIAL SERVICES Windhoek, 30th June 2008

SCHEDULE

ARRANGEMENT OF REGULATIONS

1. Deþnitions
2. Division of medicines into categories for purpose of registration
3. Persons who may apply for registration of a medicine
4. Application for registration of a medicine
5. Samples, labels and other things to accompany application for registration of medicines
6. Reference numbers of applications
7. Information to appear in appropriate medicines register
8. Application for amendment of medicines register
9. Certiþcate of registration
10. Application for transfer of certiþcate of registration
11. Labelling of medicine intended for administration to humans
12. Package inserts of medicines for human use
13. Patient information leaÿet
14 Labelling of veterinary medicines
15. Package inserts for veterinary medicines
16. Advertising of medicines
17. Informing Council of adverse reactions which occur during the use of a medicine and of 

substandard medicines
18. Notice of particulars of applications received for registration of medicines
19. Compounding of medicines by pharmacist for sale in the retail trade
20. Method of taking samples by inspector and form of certiþcate where inspector has taken 

samples
21. Seizure and disposal of medicine or scheduled substance
22. Analysis of samples
23. Requirements for prescription for a medicine or a scheduled substance
24. Records of medicines and scheduled substances dispensed on prescription
25. Prescription books or other permanent records in respect of sales of Schedule 1, Schedule 2 

and Schedule 3 substances
26. Records in respect of Schedule 4 substances and speciþed Schedule 3 substances for use by 

manufacturer, wholesaler, importer or exporter
27. Registers and prescription books or other permanent records in respect of Schedule 4 

substances
28. Import permits for Schedule 4 substances or speciþed Schedule 3 substances
29. Export permits for Schedule 4 substances or speciþed Schedule 3 substances
30. Manufacturing permits for Schedule 4 substances or speciþed Schedule 3 substances
31. Permits for cultivation or collection of plants from which Schedule 4 substances or speciþed 

Schedule 3 substances can be extracted, derived, produced or manufactured
32. Returns to be submitted in respect of Schedule 4 substances and speciþed Schedule 3 

substances
33. Destruction and disposal of medicines and scheduled substances
34. Licenses and permits
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35. Application for registration of premises used for manufacturing of medicines and renewal of 
licence

36. Obtaining of pethidine or preparations or mixtures thereof and other scheduled substances by 
a registered nurse or a registered midwife

37. Import and export of medicines or scheduled substances
38. Possession of certain scheduled substances by persons entering or departing from Namibia
39. Transmission of Schedule 4 substances and speciþed Schedule 3 substances by post
40. Transmission of scheduled substances through Namibia
41. Control of medicines and scheduled substances in hospitals
42. Re-packing of medicines into patient ready packs
43. Minimum standards for good manufacturing practices to be followed in the manufacture of 

medicines
44. Purchase, acquisition, keeping, or use of scheduled substances by master of a vessel or 

ofþcer in charge of an aircraft
45. Expedited registration process for medicines for human use
46. Application for sale of an unregistered medicine in terms of section 27 of the Act
47. Fees
48. Penalties
49. Procedures at meetings of Council
50. Procedures at meetings of executive committee
51. Procedures at meetings of veterinary medicines committee
52. Procedures at meetings of other committees
53. Appeal against decision of Council
54. Repeal of regulations

Annexure I  Pharmacological classiþcation of categorised medicines

Annexure II  Application for registration of a medicine

Annexure III Medicines register for medicines which are not veterinary medicines 
or complementary medicines

Annexure IV Veterinary medicines register

Annexure V Complementary medicines register

Annexure VI  Application for amendment of entry in register

Annexure VII  Certiþcate of registration

Annexure VIII Application for approval of transfer of certiþcate of registration

Annexure IX Report of adverse drug reaction

Annexure X  Certiþcate by inspector

Annexure XI  Certiþcate by analyst

Annexure XII  Schedule 4 substances register and prescription book

Annexure XIII Application for permit to import a Schedule 4 substance or a 
speciþed Schedule 3 substance

Annexure XIV Import/Export* permit for a Schedule 4 substance or a speciþed 
Schedule 3 substance

Annexure XV Application for permit to export a Schedule 4 substance or a 
speciþed Schedule 3 substance

Annexure XVI Application for permit to manufacture a Schedule 4 substance or a 
speciþed Schedule 3 substance
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Annexure XVII Permit to manufacture a Schedule 4 substance or a speciþed 
Schedule 3 substance

Annexure XVIII Application for permit to cultivate or collect plants or a portion of a 
plant from which a Schedule 4 substance or a speciþed Schedule 3 
substance can be extracted, derived, produced, or manufactured

Annexure XIX Permit to cultivate or collect plants or a portion of a plant from 
which a Schedule 4 substance or a speciþed Schedule 3 substance 
can be extracted, derived, produced, or manufactured

Annexure XX Certiþcate of destruction and disposal of scheduled substances and 
medicines

Annexure XXI Application for licence in terms of section 31(1), (2) or (3)

Annexure XXII Licence issued in terms of section 31(1) of the Act

Annexure XXIII Licence issued in terms of section 31(2) of the Act

Annexure XXIV Licence issued in terms of section 31(3) of the Act

Annexure XXV Application for permit in terms of section 31(4)

Annexure XXVI Permit issued in terms of section 31(4)

Annexure XXVII Application for licence in terms of section 31(5)

Annexure XXVIII Licence issued in terms of section 31(5)

Annexure XXIX Application for registration of premises used for manufacturing of 
medicines

Annexure XXX Licence in respect of registration of premises used for manufacturing 
of medicines

Annexure XXXI Application for renewal of licence in respect of registration of 
premises used for manufacturing of medicines

Annexure XXXII Scheduled substances for use by registered nurse or midwife

Annexure XXXIII Application by registered nurse or midwife to purchase, acquire 
or keep for administration in a midwifery case the scheduled 
substances set out in Annexure XXIX.

Annexure XXXIV Permit for scheduled substances for use by registered nurse or 
midwife

Annexure XXXV Register of Scheduled substances to be kept by registered nurse or 
midwife

Annexure XXXVI Application for sale of unregistered medicine

Annexure XXXVII Authorisation for the sale of unregistered medicines in terms of 
section 27 of the Act

Annexure XXXVIII Fees
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Deþnitions

1. In these regulations, unless the context otherwise indicates, any word or expression 
to which a meaning is assigned in the Act bears that meaning, and -

òappropriate medicines registeró means -

(a) a medicines register referred to in section 17(1)(a) of the Act;

(b) a veterinary medicines register referred to in section 17(1)(b) of the Act;

(c) a complementary medicines register referred to in section 17(1)(c) of the Act; or 

(d) any other register referred to in section 17(1)(d) of the Act, 

as the case may be;

òapproved nameó, in relation to an active ingredient of a medicine, means the internationally 
recognised non-proprietary name of such ingredient or such other name as the Council may 
determine;

òapproved package insert,ó means a package insert approved by the Council upon application made 
under regulation 4;

òbatchó, in relation to any medicine, means a deþned quantity of a medicine manufactured in a single 
manufacturing cycle and which has homogenous properties;

òbatch numberó, means the number or other cypher allocated to a batch of a medicine by the 
manufacturer;

òbusiness addressó, in relation to a business carried on in Namibia, means the full physical address 
of the premises where that business is carried on;

òclinical trialó, means any investigation in human subjects intended to discover or verify the clinical, 
pharmacological or other pharmacodynamic effects of a medicine or to study the absorption, 
distribution, metabolism and excretion of a medicine with the object of ascertaining its safety and 
efþcacy in respect of humans;

òexpiry dateó, in relation to any batch of a medicine, means the date beyond which a manufacturer 
of that medicine does not guarantee that such medicine will retain its potency, purity, bioavailability 
and other properties;

òlegibility of at least N.6ó, means the legibility of printing in 6 pt. type size, using ôTimes Romanõ or 
ôHelveticaõ typeface in black ink on white paper or the equivalent thereof;

òlegibility of at least N.12ó, means the legibility of printing in 12 pt. type size, using ôTimes Romanõ 
or ôHelveticaõ typeface in black ink on white paper or the equivalent thereof;

òmedicines regulatory authorityó, means the authority in a country responsible for enforcement of 
the laws relating to the registration and the control of medicines;

òpackage insertó, means the document containing information regarding a medicine referred to in 
regulation 12 or 15, as the case may be;

òproprietary nameó, in relation to a medicine, means the name which is unique to a particular 
medicine and by which it is generally identiþed and which, in the case of a registered medicine, is 
the name approved by the Council in respect of that speciþc medicine in terms of section 19(8) of 
the Act;

òregistered midwifeó, means a registered midwife as deþned in section 1 of the Nursing Act, 2004 
(Act No. 8 of 2004);
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òscheduling statusó, in relation to a medicine, means the status of the medicine concerned according 
to the Schedule that it is classiþed as, as contemplated in section 29(1) of the Act; and 

òthe Actó, means the Medicines and Related Substances Control Act, 2003 (Act No. 13 of 2003).

Division of medicines into categories for purpose of registration

2. (1) For the purpose of registration of medicines as contemplated in section 19 
of the Act, all medicines are divided into three basic categories, namely -

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

(b) Category B, in respect of medicines which cannot normally be administered without 
further manipulation; and 

(c) Category C, in respect of medicines intended for veterinary use and which are, 
without further manipulation, ready for administration, including packaged 
preparations where only a vehicle is added to the effective medicine.

(2) Medicines falling under the categories referred to in subregulation (1) are further 
subdivided into the pharmacological classes and into the medicineõs principal pharmacological 
purpose or therapeutic effect, as set out in Annexure I to these regulations.

(3) For the purposes of subregulation (1)(a) and (c) "vehicle" means an inert substance 
with which a medicine is mixed to facilitate the measurement and administration or application of 
that medicine.

Persons who may apply for registration of a medicine

3. (1) Only -

(a) a person residing and doing business in Namibia;

(b) the manufacturer of a medicine manufactured in a country outside Namibia by virtue 
of a registration with the medicines regulatory authority of that country;

(c) a nominee residing in Namibia of a manufacturer referred to in paragraph (b) and 
authorised by the manufacturer;

(d) a subsidiary of a manufacturer referred to in paragraph (b) doing business in a 
country outside Namibia, provided the subsidiary -

(i) applies for the registration of medicines owned by the manufacturer; and 

(ii) submits proof that the manufacturer partly or wholly owns the subsidiary; 
or 

(e) the holder of a permit issued under section 31(4) of the Act to manufacture and sell 
a medicine or a scheduled substance, 

may apply for the registration of a medicine as contemplated in section 19 of the Act.

(2) An applicant referred to in subregulation (1)(d) must produce satisfactory proof to 
the Council -

(a) of his or her or its registration as a pharmaceutical manufacturer by the medicines 
regulatory authority of the country where the medicine is manufactured; and 
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(b) that he or she or it holds a current certiþcate of good manufacturing practice issued 
by that medicines regulatory authority.

(3) With reference to an applicant referred to in subregulation (1)(b) and (d), the Council 
may make such investigations or cause such investigations to be made, as it considers necessary to 
establish any fact contemplated in subregulation (2).

(4) An applicant referred to in subregulation (1) must in such application provide the 
name, business address and telephone number of a pharmacist or other technical representative, with 
appropriate knowledge of all aspects of the medicine in respect of which registration is applied for, 
who is responsible for liaising with the Council. 

(5) An applicant referred to in subregulation (1) who is not resident in Namibia must 
appoint a local representative, which may be the nominee contemplated in subregulation (1)(c), who 
may act in respect of medicines and scheduled substances as contemplated in the Act.

(6) A local representative referred to in subregulation (5) must have legal authorization 
from the applicant concerned to take responsibility for the medicine in respect of which registration 
is applied for on behalf of the applicant concerned and will be answerable to the Council in respect 
of the quality, safety and efþcacy of the medicine concerned.

Application for registration of a medicine

4. Subject to regulation 5, an application for the registration of a medicine must be 
submitted to the Registrar in the form set out in Annexure II to these regulations, together with as 
many copies thereof as the Council may from time to time determine.

Samples, labels and other things to accompany application for registration of medicines

5. An application for the registration of a medicine must further be accompanied by -

(a) three samples of the medicine in the smallest of each of the package forms available 
for sale to the public or, if such product is not yet so available, three samples in 
containers in which the applicant intends to make it available for sale to the public;

(b) samples of all advertising material, package inserts and patient information leaÿets 
which may be in draft form indicating the information which the applicant intends 
to use;

(c) if so requested by the Council or the Registrar, samples of the raw materials used 
in the manufacture of the medicine or reference standards used in the testing of the 
þnal product;

(d) a proposed label for use on the medicines;

(e) a certiþed copy of the manufacturing licence together with a current good 
manufacturing practices certiþcate from the medicines regulatory authority of the 
country of origin of the medicine concerned;

(f) proof of existence of a manufacturing site, in the form of a site master þle; and 

(g) in the case of a Schedule 3 or a Schedule 4 substance, a certiþed copy of a permit to 
manufacture such substances.

Reference numbers of applications

6. The Registrar -

(a) must allocate a reference number to each application for the registration of a 
medicine, and 
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(b) must record all reference numbers referred to in paragraph (a) in a register to be kept 
by him or her for that purpose.

Information to appear in appropriate medicines register

7. A -

(a) medicines register relating to medicines which are not veterinary medicines or 
complementary medicines must be kept in the form as set out in Annexure III to 
these regulations;

(b) veterinary medicines register relating to veterinary medicines must be kept in the 
form as set out in Annexure IV to these regulations;

(c) complementary medicines register relating to complementary medicines must be 
kept in the form as set out in Annexure V to these regulations, 

and must contain the particulars required in the Annexure concerned.

Application for amendment of medicines register

8. (1) An application in terms of section 20 of the Act to have an entry in the 
medicines register amended must be in the form set out in Annexure VI to these regulations and must 
contain -

(a) the name of the medicine approved by the Council under section 19(8) of the Act;

(b) the registration number allocated to the medicine under section 19(9) of the Act;

(c) the name of the applicant or holder of the certiþcate of registration;

(d) the date of registration of the medicine;

(e) the entry in the appropriate medicines register for which amendment is being applied 
for; and 

(f) the reasons for the amendment concerned.

(2) The Registrar may make such investigations, or cause such investigations to be 
made or call for such additional information, as he or she considers necessary to establish whether or 
not the amendment concerned should be approved.

(3) An amendment contemplated in this regulation may not be introduced to the 
medicine concerned before -

(a) such amendment has been approved by the Council; and 

(b) the appropriate medicines register has been amended accordingly.

Certiþcate of registration

9. A certiþcate of registration contemplated in section 19(7)(b) of the Act must be in 
the form as set out in Annexure VII to these regulations.

Application for transfer of certiþcate of registration

10. An application contemplated in section 21(1) of the Act for approval to transfer a 
certiþcate of registration to a person qualiþed in terms of that subsection must be in the form as set 
out in Annexure VIII to these regulations and must contain-

(a) in respect of the holder of the certiþcate concerned -
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(i) the name of the medicine approved by the Council under section 19(8) of 
the Act;

(ii) the registration number allocated to the medicine under section 19(9) of the 
Act;

(iii) the name of the holder of the certiþcate of registration concerned; and 

(iv) the date of registration of the medicine concerned in terms of section 19 of 
the Act; and 

(b) in respect of the person to whom the certiþcate concerned has to be transferred -

(i) the name and business address of the person to whom the certiþcate is to be 
transferred;

(ii) if application is made on behalf of a body corporate, the name and business 
address of such body corporate and proof of its incorporation or registration, 
as the case may be; and 

(iii) proof that such person qualiþes in terms of the Act as a person to whom such 
certiþcate may be transferred.

Labelling of medicines intended for administration to humans

11. (1) Subject to subregulations (2), (3) and (4), the immediate container of every 
medicine in which medicine intended for administration to humans is sold must have a label attached 
thereto, upon which the following particulars pertaining to the contents of such package must appear 
in clearly legible indelible letters in the ofþcial language:

(a) the proprietary name of the medicine, if any;

(b) the registration number of the medicine allocated in terms of section 19(9) 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 19 of the Act, the reference number 
allocated to such application by the Registrar as contemplated in regulation 6, 
followed by the expression "(Act No. 13 of 2003)";

(c) the dosage form of the medicine;

(d) the international non-proprietary or approved name of each active ingredient of the 
medicine and the quantity thereof contained in a dosage unit or per suitable mass or 
volume unit in lettering which may not be less than -

(i) in the case of a medicine containing only one active ingredient, the size of 
the largest lettering used for the said proprietary name, and be displayed 
adjacent to such name; or 

(ii) in the case of a medicine which contains more than one active ingredient, 
one half the size of the largest lettering which is used for the said proprietary 
name, 

but the lettering must have a legibility of at least N.6;

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

(f) in the case of a medicine for oral or parenteral administration, the quantity of ethyl 
alcohol, if any, contained in the medicine, expressed as a percentage of the total 
volume of the medicine;
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(g) the content of the medicine package expressed in the appropriate unit or volume of 
the medicine;

(h) if practicable, the indications for use of the medicine;

(i) if practicable, the recommended dosage of the medicine;

(j) if applicable, the instruction òShake the bottle before useó;

(k) 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;

(l) in the case of a medicine classiþed as a scheduled substance as contemplated in 
section 29(1) of the Act, the letter òNSó followed by the number of the relevant 
Schedule, in a legibility of at least N.12, and surrounded by a square border, 
immediately preceding the proprietary name of such medicine or immediately 
preceding the approved name if there is no proprietary name;

(m) the batch number of the medicine;

(n) the manufacturing date of the medicine;

(o) the expiry date of the medicine;

(p) the manufacturer of the medicine;

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

(r) if applicable, the statement òFor external use onlyó;

(s) the warning òKeep out of the reach of childrenó;

(t) in the case of eye drops or artiþcial tear solutions in respect of which evidence 
concerning the self-sterilising ability of the medicine has not been approved by the 
Council, the warning òDo not use more than 30 days after openingó;

(u) any speciþed warning which, in terms of section 19(11) of the Act, has to be given 
on the label of a particular medicine as a condition of registration of that medicine;

(v) in the case of a medicine which contains tartrazine, the warning òContains 
TARTRAZINEó;

(w) in the case of a medicine which contains paracetamol, the warning òContains 
PARACETAMOLó; and

(x) in the case of a medicine which contains aspirin, the warning òASPIRIN should not 
be administered to children below the age of 16 years.ó.

(2) If the medicine package bears both an immediate container label and an outer label, 
subregulation (1) applies to the outer label as well, but it is then sufþcient to state on the immediate 
container label -

(a) in the case of medicines intended for administration by injection and having a total 
volume not exceeding 5 ml, the details prescribed in paragraphs (a), (c), (d), (k), (m), 
(n) and (o) of subregulation (1);

(b) in the case of an ointment, cream, gel or powder having a net mass not exceeding 
10 grams, the details prescribed in paragraphs (b), (d), (e), (m), (n), and (o) of 
subregulation (1);
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(c) in the case of a liquid, solution or suspension having a total volume more than 1 ml, 
but not exceeding 15 ml, the details prescribed in paragraphs (a), (b), (c), (d), (l), 
(m), (n), (o) and (s) of subregulation (1);

(d) in the case of a liquid, solution or suspension having a total volume not exceeding 1 
ml, the details prescribed in paragraphs (a) and (o) of subregulation (1); and 

(e) in the case of a medicine packed in blister or similar packaging, the details prescribed 
in paragraphs (a), (d), (m), (n) and (o) of subregulation (1), repeated as frequently as 
is practicable.

(3) The Council may, on application to it by an applicant, authorize -

(a) the inclusion, on the label of a medicine, of any speciþed information which is not 
required by this regulation to be so included; or 

(b) the deviation, on the label of a medicine, of any speciþed information which is 
required by this regulation, or prescribed as a condition of registration, to be so 
included.

(4) Subregulation (1) does not apply to -

(a) any medicine sold in accordance with section 18(5) of the Act;

(b) any medicine sold by -

(i) a person licenced under section 31(1) of the Act to prescribe and sell a 
medicine referred to in that section to his or her own patients;

(ii) a pharmacist licenced under section 31(2) of the Act to prescribe and sell a 
medicine referred to in that section to his or her own patients; or 

(iii) a medical practitioner, dentist or veterinarian licenced under section 31(3) 
of the Act to prescribe and sell a medicine referred to in that section to his or 
her own patients, 

if such medicine is labelled according to regulation 34(4)(e); or 

(c) any medicine sold in accordance with a prescription issued by a medical practitioner, 
dentist or veterinarian for the treatment of a particular patient, if such medicine is 
sold in a package to which is attached a label containing -

(i) the name and strength of the medicine or the name and strength of each 
active ingredient or constituent medicine;

(ii) the quantity of the medicine sold;

(iii) the name of the patient;

(iv) the directions with regard to the manner in which such medicine should be 
used;

(v) the name and business address of the medical practitioner, dentist, 
veterinarian, pharmacist, pharmacy or hospital or any health facility selling 
such medicine;

(vi) the dispensing date; and 

(vii) a reference number linking the medicine to a patient record.
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Package inserts of medicines for human use

12. (1) Subject to such exclusions made by the Minister as contemplated in section 
45 of the Act in respect of the medicine concerned and to subregulation (2), each package of a 
medicine for human use must be accompanied by a package insert approved by the Council, on 
application made in terms of regulation 4, either as a separate entity or as an integral part of the 
package and on which is printed in the ofþcial language and in type having a legibility of at least 
N.6, under the headings and in the format speciþed in this regulation, only the following particulars 
relating to such medicine -

(a) the scheduling status;

(b) the proprietary name, if any;

(c) the dosage form;

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

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

(f) in the case of a medicine for oral or parental administration, the quantity of ethyl 
alcohol, if any, included in the medicine, expressed as a percentage of the total 
volume of the medicine;

(g) in the case of a medicine which contains TARTRAZINE, the warning òContains 
TARTRAZINEó;

(h) the category and pharmacological classiþcation as contemplated in regulation 2 and 
Annexure I to these regulations, respectively;

(i) the pharmacological action;

(j) the pharmacokinetic and pharmacodynamic properties;

(k) the indications as approved by the Council in terms of section 19(4) of the Act;

(l) the contra-indications;

(m) the interaction with other drugs;

(n) use during pregnancy and lactation;

(o) the dosage and directions for use;

(p) the side-effects of, and special precautions;

(q) the known symptoms of over dosage and particulars of its treatment;

(r) the conditions of registration;

(s) the identiþcation;

(t) the presentation;

(u) the storage directions, which must be practically formulated and quote storage 
temperatures as well as indicating the stability of the medicine after opening of the 
original package;

(v) (i) the speciþcation of the diluent of oral or injectable powder in a bottle   
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 ampoule or vial;

(ii) the speciþc volume of the diluent to be added;

(iii) the resultant volume of the reconstituted oral solution or injection;

(iv) the period and the temperature at which the reconstituted oral solution or 
injection should be kept;

(v) the shelf life; and 

(vi) the date of reconstitution;

(w) the registration number -

(i) allocated to that medicine in terms of section 19(9) of the Act; or 

(ii) in the case of a medicine in respect of which an application for registration 
has been submitted in accordance with section 19(1) of the Act, the reference 
number allocated to such application by the Registrar under regulation 6, 

followed by the expression ò(Act No.13 of 2003)ó;

(x) the name and business address of the manufacturer, and if a certiþcate of registration 
has been issued in respect of such medicine, the name of the holder of such certiþcate; 
and 

(y) the date of publication of the package insert.

(2) The Council may authorise, on application to it by an applicant, -

(a) the deviation from the format of a package insert prescribed by this regulation as a 
condition of registration of a medicine;

(b) the inclusion on a package insert of any speciþed information which is not required 
by this regulation to be so included; and 

(c) that a heading referred to in subregulation (1) may be omitted from the package 
insert, if the Council determines that there is no applicable information to be 
submitted under a particular heading.

(3) Subject to subregulation (4), subregulation (1) does not apply to -

(a) any medicine sold in accordance with section 18(5) of the Act;

(b) any medicine sold by -

(i) a person licenced under section 31(1) to prescribe and sell a medicine 
referred to in that section to his or her own patients;

(ii) a pharmacist licenced under section 31(2) to prescribe and sell a medicine 
referred to in that section to his or her own patients; or

(iii) a medical practitioner, dentist or veterinarian licenced under section 31(3) 
to prescribe and sell a medicine referred to in that section to his or her own 
patients; or 

(c) any medicine sold in accordance with a prescription issued by a medical practitioner 
or dentist or veterinarian for the treatment of a particular patient.
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(4) Nothing contained in subregulation (3) is construed as prohibiting the inclusion of a 
package insert in a package of medicine contemplated in that regulation.

Patient information leaÿet

13. (1) Subject to subregulation (2), each package of a medicine must have a patient 
information leaÿet that must contain, in the ofþcial language, the following information with regard 
to the medicine -

(a) the scheduling status;

(b) the proprietary name and dosage form;

(c) the international non-proprietary or approved name of each individual active 
ingredient;

(d) the approved indications and use;

(e) instructions before taking the medicine which include -

(i) contra-indications;

(ii) precautions to be taken;

(iii) warnings about undesirable effects of the medicine and risks involved with 
sudden withdrawal of the medicine;

(iv) interactions;

(v) the following general statements:

òIf you are taking medicines on a regular basis, using this medicine at 
the same time with another medicine may cause undesirable interactions. 
Consult your doctor or pharmacist or other health care professional for 
advice.ó; and 

òIf you are pregnant or breast feeding your baby while taking this 
medication, please consult your doctor or pharmacist or other health care 
professional for advice.ó;

(f) (i) instructions on how to take the medicine, including the following 
statements:

òDo not share medicines prescribed for you with any other person.ó; and 

òIn the event of over dosage consult your doctor or pharmacist. If neither is 
available, contact the nearest hospital.ó;

(ii) advice to the patient in case of a missed dose;

(g) the side effects, including the following general statement:

òNot all side effects reported for this medicine are included in the leaÿet. Should 
your general health worsen while taking this medicine please consult your doctor, 
pharmacist or other health care professional for advice.ó;

(h) storage and disposal information, including the following general statement:

òStore all medicines out of the reach of children.ó;

(i) the presentation, which includes the number, volume or mass per package unit and a 
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description of the packaging material, such as bottle, blister pack and so forth;

(j) the registration number of the medicine;

(k) the name, business address and telephone number of the holder of the certiþcate of 
registration; and 

(l) the date of publication of the patient leaÿet.

(2) The Council may authorize a deviation from subregulation (1) if it considers it 
necessary.

(3) A person dispensing or administering a medicine must ensure that a patient 
information leaÿet is made available at the point of such dispensing.

(4) A person who sells a medicine in a package containing more than a quantity needed 
for the treatment of one patient must supply patient information leaÿets equal to the number of 
patients who can be treated using the quantity of medicine in that package.

(5) The Council may on application in respect of an interchangeable multi-source 
medicine determine the information to be submitted under a particular heading.

Labelling of veterinary medicines

14. (1) Subject to subregulation (2), (3) and (4), the immediate container of every 
package in which a veterinary medicine is sold must have a label attached on which the following 
particulars pertaining to the contents of such package must appear in clearly legible indelible lettering 
in the ofþcial language:

(a) the words òveterinary medicineó;

(b) the proprietary name of the medicine;

(c) the registration number of the medicine allocated in terms of section 19(9) of the 
Act or, in the case of a medicine in respect of which an application for registration 
has been submitted in accordance with regulation 6, the reference number allocated 
to such application by the Registrar followed by the expression ò(Act No. 13 of 
2003)ó;

(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 in lettering which 
may not be less than -

(i) 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;

(iii) in the case of a medicine containing six or more active ingredients, the 
minimum type size permitted by this regulation, 

but the lettering must in any case not be smaller than the legibility of at least N.6;

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

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

(h) if practicable, the indications for use of the medicine;

(i) if practicable, the recommended dosage of the medicine;

(j) if applicable, the instruction òshake the bottle before useó;

(k) 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 abbreviation; 

(l) in the case of a medicine classiþed as a scheduled substance as contemplated in 
section 29(1) of the Act, the letter òNSó followed by the number of the relevant 
Schedule, in a legibility of at least N.12, and surrounded by a square border 
immediately preceding the proprietary name of such medicine;

(m) the batch number of the medicine;

(n) the expiry date of the medicine;

(o) the name of the holder of certiþcate of registration of the said medicine;

(p) the requirement regarding the manner in which the medicine must be stored, with 
speciþc reference to the applicable storage temperature and other precautions 
required for the preservation of the medicine;

(q) if applicable the statement òFor external use only.ó;

(r) the warning òKeep out of the reach of children.ó;

(s) 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; and 

(t) any speciþed warning which has to be given, in terms of section 19(11) of the Act, 
on the label of a particular medicine as a condition of registration of that medicine.

(2) If the medicine package bears both an immediate container label and an outer label, 
subregulation (1) applies to the outer label as well, but it is then sufþcient to state on the immediate 
container label -

(a) in the case of a medicine intended for administration by injection and having a total 
volume not exceeding 5 ml, the details prescribed in paragraphs (a), (b), (e), (k), (l), 
(m), and (n) of subregulation (1);

(b) in the case of an ointment, cream, gel or powder having a net mass not exceeding 
10 grams, the details prescribed in paragraphs (a), (b), (c), (e), (m), (n), and (o) of 
subregulation (1)

(c) in the case of a liquid, solution or suspension having a total volume of more than 1 
ml, but not exceeding 15 ml, the details prescribed in paragraphs (a), (b), (c), (d), (e), 
(l), (m), (n), and (o) of subregulation (1);

(d) in the case of a liquid, solution or suspension having a total volume not exceeding 1 
ml, the details prescribed in paragraphs (a), (e), and (o) of subregulation (1);

(e) in the case of a medicine packed in blister or similar packaging, the details 
prescribed in paragraphs (a), (b), (e), (m), (n) and (o) of subregulation (1), repeated 
as frequently as is practicable.
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(3) The Council may, on application to it by an applicant, authorize the inclusion on the 
label of a medicine of any speciþed information, which is not required by this regulation to be so 
included.

(4) Subregulation (1) does not apply to -

(a) any medicine sold in accordance with section 31(3) of the Act for the treatment of a 
speciþc animal;

(b) 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 

(c) any medicine sold by a pharmacist in accordance with a prescription issued by a 
veterinarian for treatment of a particular animal, 

if such medicine is sold in a package to which is attached a label containing the following 
information:

(i) the name of the medicine or the name of each active ingredient or constituent 
medicine;

(ii) 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;

(iii) the directions for the use of medicine;

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

(v) the reference number allocated to the sale of the medicine as referred to 
in regulation 24(1)(g), and where applicable the warning, referred to in 
paragraph (s) of subregulation (1), regarding the withdrawal period of such 
medicine;

(vi) the date of dispensing;  

(vii) the batch number; and 

(viii) the expiry date.

Package inserts for veterinary medicines

15. (1) Subject to such exclusions made by the Minister as contemplated in section 
45 of the Act in respect of the medicine concerned and subject to subregulation (2), the immediate 
container of a veterinary medicine that is sold, must be accompanied by a package insert in the 
ofþcial language with the following information with regard to the medicine in legibility of at least 
N.6 -

(a) the scheduling status;

(b) the proprietary name, if any;

(c) the dosage form;

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

(e) the category and pharmacological classiþcation as contemplated in regulation 2 and 
Annexure I to these regulations, respectively;
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(f) the pharmacological action;

(g) the pharmacokinetic and pharmacodynamic properties;

(h) the contra-indications;

(i) warnings of withdrawal period in the case of food producing animals;

(j) the side-effects of, and special precautions;

(k) the known signs of overdose and particulars of its treatment;

(l) the quantity and strength of active ingredients per dosage unit;

(m) the storage directions, which must be practically formulated and quote storage 
temperatures as well as indicating the stability of the medicine after opening of the 
original package;

(n) the registration number -

(i) allocated to that medicine in terms of section 19(9) of the Act; or 

(ii) in the case of a medicine in respect of which an application for registration 
has been submitted in accordance with section 19(1) of the Act, the reference 
number allocated to such application by the Registrar under regulation 6, 
followed by the expression ò(Act No.13 of 2003)ó;

(o) the name and business address of the manufacturer, and if a certiþcate of registration 
has been issued in respect of such medicine, the name of the holder of such certiþcate; 
and 

(p) any other information as the Council may from time to time determine.

(2) The Council may upon application authorize a deviation from subregulation (1).

Advertising of medicines

16. (1) Subject to subregulation (7), medicines which -

(a) do not contain a scheduled substance; or 

(b) contain a Schedule 0 or a Schedule 1 substance, 

may be advertised to the public.

(2) Medicines which contain a Schedule 2, Schedule 3 or Schedule 4 substance may be 
advertised only -

(a) for the information of medical practitioners, dentists, veterinarians, pharmacists and 
nurses, or 

(b) in a publication which is normally or only made available to members of the 
professions referred to in paragraph (a), 

but this paragraph does not prohibit the announcement to the public of the prices of medicines which 
contains a substance appearing in the Schedules concerned.

(3) Any advertisement of a medicine that contains a statement which -

(a) deviates from;
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(b) is in conÿict with; or 

(c) goes beyond, 

the evidence and particulars submitted in the application for registration of such medicine with 
regard to the safety of the use of the ingredients in human beings or the efþcacy of such ingredients 
in relation to the purpose for which it is intended that they should be used, constitutes an offence as 
contemplated in section 38(g) of the Act if such evidence and particulars have been accepted and 
approved by the Council in terms of section 19(1) of the Act in respect of such medicine and have 
been incorporated into the package insert of such medicine approved by the Council in terms of that 
section.

(4) An advertisement of a medicine must contain -

(a) the proprietary name and the name of the manufacturer thereof;

(b) the approved name and quantity of each active ingredient of such medicine in letters 
the size of which may not be less than -

(i) in the case of a medicine containing only one active ingredient, the same 
size as the largest lettering which is used for the said proprietary name, and 
be displayed adjacent to such name; or 

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

(c) in the case of a registered medicine, the registration number allocated to it in terms 
of section 19(9) of the Act; and 

(d) in any case where a name other than the proprietary name is also used, such name in 
lettering the same size as the largest lettering which is used for the said proprietary 
name in such advertisement.

(5) In the case of an advertisement of a medicine containing more than one active 
ingredient, no speciþc reference must be made to the speciþc properties of any individual active 
ingredient, unless a reference thereto has been approved by the Council for inclusion in the package 
insert of such medicine.

(6) If a medicine is advertised verbally for the þrst time by or on behalf of an applicant 
to any member of the medical, dental, veterinary, nursing or pharmaceutical profession, the applicant 
or person who advertises the medicine must simultaneously give written information, which must 
include at least the information called for in terms of regulation 12, to the person to whom the verbal 
advertisement is directed, and if the medicine is advertised verbally on subsequent occasions, the 
information concerned must be available on request.

(7) An advertisement of a medicine must be approved by the Council before such 
advertisement is used to advertise medicine to the public.

Informing Council of adverse reactions which occur during the use of a medicine and of 
substandard medicines

17. (1) Every applicant or holder of a certiþcate of registration in respect of a 
medicine must within a reasonable time inform the Council of any adverse reaction which occurred 
during the use of, or which was reported to him or her with regard to the use of a medicine for which 
he or she holds an application for registration or a certiþcate of registration.

(2) Every applicant or holder of a certiþcate of registration referred to in subregulation 
(1) must without delay inform the Council of the steps which he or she intends to take with regard to 
an adverse reaction concerned.
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(3) For the purpose of this subregulation òadverse reactionó means unwanted effects not 
reÿected to that extent in the package insert of such medicine.

(4) Every applicant or holder of a certiþcate of registration must -

(a) inform the Council immediately of any formulation, labelling or other error which 
has occurred with regard to a medicine for which he or she holds an application for 
registration or a certiþcate of registration, and which has been released for sale by 
him or her; and 

(b) also inform the Council of steps taken by him or her or which he or she intends 
to take to rectify the error or with regard to the suspension of the sale of such 
medicine.

(5) Every authorised prescriber must within a reasonable time inform the Council on the 
form as set out in Annexure IX to these regulations of any adverse reaction which occurred during 
the use of any medicine.

(6) A person may report to the Council any medicine the quality of which has deteriorated, 
rendering it unþt for use.

Notice of particulars of applications received for registration of medicines

18. The Registrar must publish the following particulars in the Gazette as 
contemplated in section 19(12) of the Act -

(a) the proprietary name of the medicine;

(b) the international non-proprietary or approved name and quantity of each active 
ingredient of the medicine;

(c) the dosage form of the medicine; and 

(d) the name of the applicant who lodged the application for registration.

Compounding of medicines by pharmacist for sale in the retail trade

19. (1) A pharmacist compounding a medicine for sale in the retail trade as 
contemplated in section 18(5)(b) of the Act may only compound a medicine that is -

(a) related to a treatment regimen of a particular patient; and 

(b) sufþcient to be used by the patient for not more than 30 consecutive days from the 
date of dispensing.

(2) Any medicine referred to in subregulation (1) must be compounded extemporaneously.

Method of taking samples by inspector and form of certiþcate where inspector has taken 
samples

20. (1) Any inspector who takes a sample in terms of section 36(1)(d) of the Act -

(a) must take a sample that is representative of the whole medicine or scheduled 
substance concerned;

(b) must, if taking samples from bulk medicines or large containers of scheduled 
substances, take care to reduce the risk of contamination by dust or other substances 
of the sample and the remaining bulk medicine or scheduled substance;

(c) may, if taking samples in the premises of a manufacturer, cause the personnel of 
the manufacturer to collect the sample under his or her observation if the taking 
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of the samples by him or her may increase the risk of contaminating the remaining 
medicine or scheduled substance;

(d) must in every case take enough quantities of the sample concerned for -

(i) two runs of the intended analysis;

(ii) two runs of parallel testing; and 

(iii) a retention sample that is enough for two runs of the intended analysis,

and if the owner of the sample concerned wants to carry out a parallel analysis the 
sample must include the extra quantity required therefore;

(e) must take care that the container in which the sample of a bulk medicine or scheduled 
substance is packed does not interact with the medicine or scheduled substance 
concerned and may not allow contaminants to affect the medicine or scheduled 
substance in any way that would have a negative effect on the analytical results;

(f) must after taking a sample, label the container of the sample in order to contain the 
following information -

(i) the name of the medicine or scheduled substance, if known;

(ii) the batch number, if available;

(iii) the quantities of the sample taken;

(iv) the date on which the sample has been taken;

(v) the storage conditions of the sample;

(vi) the handling precautions of the sample;

(vii) his or her name;

(viii) the name of a witness;

(ix) the name of the place from where the sample was taken.

(2) The Council may require any holder of a certiþcate of registration to supply the 
Council with a sample of a particular medicine or scheduled substance in order to test, examine or 
analyse such sample.

(3) A certiþcate contemplated in section 36(2)(c) of the Act must be in the form set out 
in Annexure X to these regulations and must contain -

(a) the date on which and the place and time where and when the sample was taken;

(b) a description of the nature and size of each sample taken;

(c) the personal details of the person in whose presence the sample was taken;

(d) the name of the inspector taking the sample; and 

(e) the cost of the sample taken.

(4) An inspector must submit to the Registrar a copy of every certiþcate referred to in 
subregulation (3) issued by the inspector.
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Seizure and disposal of medicine or scheduled substance

21. (1) An inspector may seize any medicine or scheduled substance found in 
possession, or under the control, of a person not entitled under the Act to keep or use it, if -

(a) the medicine or scheduled substance concerned -

(i) consists of an unregistered medicine and is sold in contravention of the 
Act;

(ii) is suspected to be counterfeit;

(iii) is misbranded;

(iv) has expired;

(v) is suspected to be stolen;

(vi) is possessed by a person who may not possess it or by a person who may 
possess it, but who possesses it in quantities exceeding the quantity which 
he or she may possess;

(vii) belongs to the State and is found in possession of a person who may not 
possess it; or 

(viii) is a biological medicine and is not stored at the speciþed temperature; or 

(b) the Council is of the opinion that it is not in the public interest that the medicine or 
scheduled substance concerned be made available to the public.

(2) An inspector who has seized a medicine or scheduled substance as contemplated in 
subregulation (1) must as soon as possible and at the scene of seizure make a written inventory of all 
medicines or scheduled substances seized, and the inventory must include -

(a) the date, place and time of the seizure;

(b) the name and personal details of the person from whom or in whose presence the 
medicines or scheduled substances concerned were seized;

(c) the name and quantity of every medicine or scheduled substance seized;

(d) the reason for the seizure; and 

(e) the name of the inspector conducting the seizure.

(3) An inspector who has seized a medicine or scheduled substance as contemplated in 
subregulation (1) may dispose thereof as contemplated in regulation 33.

(4) For the purposes of subregulation (1)(a)(ii), òcounterfeitó means in relation to a 
medicine or a scheduled substance, that a false representation has been made with regard to the 
contents, identity or source thereof by any means, including the labelling and packing thereof.

Analysis of samples

22. An analyst must -

(a) state in the certiþcate set out in Annexure XI to these regulations the result of any 
test, examination or analysis on a sample transmitted to him or her in terms of 
section 36(2)(c) of the Act; and 

(b) submit to the Registrar a copy of every such certiþcate which has been issued by him 
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or her.

Requirements for prescription for a medicine or a scheduled substance

23. (1) Every prescription for a medicine or a scheduled substance must be written 
in legible print and signed in person by the authorised prescriber who wrote it, and must state -

(a) the date of issue of the prescription;

(b) the name, strength and quantity of the medicine or scheduled substance to be supplied 
in terms of that prescription, and the quantity to be supplied must be expressed in 
þgures as well as in words, but if the authorised prescriber has failed to express the 
quantity concerned in þgures as well as in words, the pharmacist dispensing the 
prescription may insert, after obtaining conþrmation from the authorised prescriber, 
the words or þgures that have been omitted;

(c) the name and address of the patient or, in the case of a prescription issued by a 
veterinarian, the name and address of the person to whom the medicine or scheduled 
substance is to be sold, but if the authorised prescriber who wrote the prescription 
has omitted to insert thereon the address of the patient or person, the address may be 
inserted by the person by whom the prescription is dispensed;

(d) the name, qualiþcations and address of the authorised prescriber who wrote the 
prescription, which particulars may be printed on the prescription;

(e) in respect of the medicine or scheduled substance, instructions for the administration 
of the dosage concerned, the frequency of administration and the withdrawal period 
in the case of veterinary medicines for food producing animals;

(f) the age and gender of the patient and, in the case of a veterinary medicine, the animal 
species; and 

(g) if the prescription may be repeated, the number of times it may be repeated.

(2) A pharmacist dispensing a faxed, e-mailed, telephonic or other electronic 
transmission of a prescription must -

(a) verify the authenticity of the prescription;

(b) make a permanent copy of the prescription concerned for record purposes; and 

(c) obtain the original prescription or order within 7 working days.

(3) An authorised prescriber must keep a record of the diagnosis relevant to a prescription 
concerned and must indicate the diagnosis on the prescription.

(4) An authorised prescriber may only write an initial prescription after seeing and 
physically examining the patient in person.

Records of medicines and scheduled substances dispensed on prescription

24. (1) A prescription book or other permanent record must be kept on every 
premises where prescriptions for a patient to receive a medicine or a scheduled substance speciþed in 
that prescription are dispensed, and must be in a form in which the following information relating to 
every sale of a medicine or a scheduled substance on prescription must be entered for easy reference, 
namely -

(a) the name of the medicine or scheduled substance;

(b) the date on which the prescription was dispensed;
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(c) the dosage, form, strength and quantity of the medicine or scheduled substance 
sold;

(d) the name and address of the patient or, in the case of a prescription written by a 
veterinarian, the name and address of the person to whom the medicine or scheduled 
substance was sold; 

(e) the name of the authorised prescriber who wrote the prescription;

(f) the period of validity of the prescription; and 

(g) a prescription reference number linking the patient to a patient record.

(2) The seller of a medicine or scheduled substance must retain -

(a) a prescription concerned for at least three years from the date on which the 
prescription was dispensed;

(b) a prescription book or other permanent record referred to in subregulation (1) at his 
or her business address for at least three years from the date of the last entry made 
therein.

Prescription books or other permanent records in respect of sales of Schedule 1, Schedule 2 and 
Schedule 3 Substances

25. (1) A prescription book or other permanent record in respect of Schedule 
1, Schedule 2 or Schedule 3 substances must be kept on all premises where such substances are 
dispensed or sold and must contain -

(a) the date on which the scheduled substance was sold;

(b) the name of the scheduled substance;

(c) the dosage form, strength and quantity of the scheduled substance;

(d) the name and residential or business address of the person to whom the scheduled 
substance was sold; and 

(e) the name of the seller.

(2) A pharmacist, pharmacist intern or pharmacist assistant who sells a Schedule 1 
substance without a prescription in terms of section 29 of the Act must record -

(a) the name of the person to whom it was sold;

(b) the name of the scheduled substance and the quantity; and 

(c) his or her own name.

(3) The seller of a scheduled substance contemplated in this regulation must retain a 
prescription book or other permanent record referred to in subregulation (1) at his or her business 
address for at least three years after the date of the last entry therein.

Records in respect of Schedule 4 substances and speciþed Schedule 3 substances for use by 
manufacturer, wholesaler, importer or exporter

26. (1) Every holder of -

(a) a permit in terms of section 29(15) and (23) of the Act to manufacture, pack and sell, 
import or export any Schedule 3 or Schedule 4 substance; or 
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(b) a permit in terms of section 31(4) or a license in terms of section 31(5) of the Act 
to manufacture, pack and sell, import or export any Schedule 3 or Schedule 4 
substance, 

must keep a record in respect of each such scheduled substance, in which the following information 
in respect of every import, export, manufacture, packing and sale, as the case may be, of a Schedule 
3 or Schedule 4 substance must be recorded, namely -

(i) in the case of an import or export, the permit or licence number of the relevant 
import or export permit or licence issued in terms of these regulations in respect of 
such import or export;

(ii) the name and business address of the person from whom each such scheduled 
substance has been received or to whom such substance has been sold;

(iii) the date on which such scheduled substance was received, sold, packed, or 
manufactured; and 

(iv) the quantity of such scheduled substance received, sold, packed, or manufactured.

(2) The seller of a scheduled substance contemplated in this regulation must retain a 
record referred to in subregulation (1) at his or her business address for at least three years after the 
date of the last entry therein.

Registers and prescription books or other permanent records in respect of Schedule 4 
substances

27. (1) The register of Schedule 4 substances and the prescription book or other 
permanent record referred to in section 29(20) of the Act must be kept in one record, hereinafter 
referred to as the òregisteró, and must substantially be in the form as set out in Annexure XII to these 
regulations, and must contain the following information in respect of each receipt or sale, as the case 
may be, of a Schedule 4 substance -

(a) the name and business address of the person from whom each such substance was 
received;

(b) the date on which such substance was received;

(c) the quantity of such substance received;

(d) the name and address of the person to whom such substance was sold;

(e) the date of the sale concerned;

(f) in the case of a sale of such a substance on prescription, the name and address of the 
medical practitioner, dentist or veterinarian who wrote the prescription;

(g) the quantity of such substance sold;

(h) the physical quantity of such substance remaining in stock after each sale or receipt; 
and 

(i) the signature of the person making the entry in the register.

(2) A person required to keep a register referred to in subregulation (1) must retain such 
register at his or her business address for at least three years after the date of the last entry therein, 
and if such record is kept in electronic form, it must be held in the form of a computer print-out.

(3) A computer print-out referred to in subregulation (2) must be made monthly, and 
dated, signed and þled.
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(4) Records must be stored separately and in an orderly manner so that they can be 
accessed easily.

(5) The entry of each receipt or sale of a Schedule 4 substance in the register referred to 
in subregulation (1) must be made on the date and time the transaction is completed.

Import permits for Schedule 4 substances or speciþed Schedule 3 substances

28. (1) Any person who intends to apply for a permit referred to in -

(a) section 29(15)(b) of the Act for the importation of a speciþed Schedule 3 substance; 
or 

(b) section 29(23)(b) of the Act for the importation of a Schedule 4 substance, 

must apply therefore to the Permanent Secretary in the form as set out in Annexure XIII to these 
regulations.

(2) The Permanent Secretary may refuse to issue the permit applied for if, after 
consultation with the Council, the Permanent Secretary is of the opinion that -

(a) the applicant is not capable of keeping or storing the scheduled substances concerned 
in a satisfactory manner in order to prevent its loss;

(b) the annual importation quota, if such a quota has been determined by the Council for 
the scheduled substance concerned, has been exceeded or will be exceeded; or 

(c) the scheduled substance concerned, of an acceptable quality, is already available in 
Namibia.

(3) A permit issued in terms of section 29(15)(b) or (23)(b) of the Act in respect of the 
importation of a Schedule 3 or Schedule 4 substance -

(a) may only be issued after consultation with the Council; and 

(b) must be in the form as set out in Annexure XIV to these regulations.

(4) It must be a condition of every permit referred to in this regulation that there may 
be no deviation, during the relevant importation of the scheduled substance concerned, from the 
particulars concerning that importation as set out in the relevant permit.

(5) Notwithstanding any penalty that may be imposed under section 39 of the Act, but 
subject to subregulation (6), the Permanent Secretary may cancel a permit referred to in subregulation 
(4), if the Permanent Secretary is of the opinion that subregulation (4) or the conditions contained in 
the permit concerned have not been complied with.

(6) A permit referred to in subregulation (5) may only be cancelled under section 29(17) 
or (24) of the Act if the Permanent Secretary has given the person to whom the relevant permit has 
been issued a prior opportunity to be heard on the matter.

Export permits for Schedule 4 substances or speciþed Schedule 3 substances

29. (1) A person who intends to apply for a permit referred to in -

(a) section 29(15)(b) of the Act for the exportation of a speciþed Schedule 3 substance; 
or 

(b) section 29(23)(b) of the Act for the exportation of a Schedule 4 substance,

must apply therefore to the Permanent Secretary in the form as set out in Annexure XV to these 
regulations.
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(2) A permit issued in terms of section 29(15)(b) or (23)(b) of the Act in respect of the 
exportation of a Schedule 4 substance or a speciþed Schedule 3 substance must be in the form as set 
out in Annexure XIV to these regulations.

(3) It must be a condition of every permit referred to in this regulation that there may 
be no deviation, during the relevant exportation of the scheduled substance concerned, from the 
particulars concerning that exportation as set out in the relevant permit.

(4) Notwithstanding any penalty that may be imposed under section 39 of the Act, 
but subject to subregulation (5), the Permanent Secretary may withdraw a permit referred to in 
subregulation (3), if the Permanent Secretary is of the opinion that subregulation (3) or the conditions 
contained in the permit concerned have not been complied with.

(5) A permit referred to in subregulation (4) may only be withdrawn as contemplated 
therein or be cancelled under sections 29(17) or (24) of the Act if the Permanent Secretary has given 
the person to whom the relevant permit has been issued, a prior opportunity to be heard on the 
matter.

Manufacturing permits for Schedule 4 substances or speciþed Schedule 3 substances

30. (1) A person who intends to apply for a permit referred to in -

(a) section 29(15)(a) of the Act to manufacture a speciþed Schedule 3 substance; or 

(b) section 29(23)(a) of the Act to manufacture a Schedule 4 substance,

must apply therefore to the Council in the form as set out in Annexure XVI to these regulations.

(2) A permit issued in terms of section 29(15)(a) or (23)(a) of the Act in respect of the 
manufacturing of a speciþed Schedule 3 substance or a Schedule 4 substance must be in the form as 
set out in Annexure XVII to these regulations.

(3) It must be a condition of every permit referred to in this regulation that there may be 
no deviation, during the relevant manufacturing process of the scheduled substance concerned, from 
the particulars concerning that process as set out in the relevant permit.

(4) Notwithstanding any penalty that may be imposed under section 39 of the Act, 
but subject to subregulation (5), the Council may withdraw a permit referred to in subregulation 
(3), if the Council is of the opinion that subregulation (3) or the conditions contained in the permit 
concerned have not been complied with.

(5) A permit referred to in subregulation (4) may only be withdrawn as contemplated 
therein or be cancelled under sections 29(17) or (24) of the Act if the Council has given the person to 
whom the relevant permit has been issued, a prior opportunity to be heard on the matter.

Permits for cultivation or collection of plants from which Schedule 4 substances or speciþed 
Schedule 3 substances can be extracted, derived, produced or manufactured

31. (1) A person who intends to apply for a permit, referred to in -

(a) section 29(15)(c) of the Act, for the cultivation or collection of plants or portions 
thereof from which a speciþed Schedule 3 substance; or

(b) section 29(23)(c) of the Act, for the cultivation or collection of plants or portions 
thereof from which a Schedule 4 substance, 

can be extracted, derived, produced or manufactured must apply therefore to the Council in the form 
as set out in Annexure XVIII to these regulations.

(2) A permit referred to in sections 29(15)(c) or (23)(c) of the Act must be issued in the 
form as set out in Annexure XIX to these regulations.
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(3) It must be a condition of every permit referred to in this regulation that there may be 
no deviation, during the relevant cultivation or collection concerned, from the particulars concerning 
such cultivation or collection as set out in the relevant permit.

(4) Notwithstanding any penalty that may be imposed under section 39 of the Act, 
but subject to subregulation (5), the Council may withdraw a permit referred to in subregulation 
(3), if the Council is of the opinion that subregulation (3) or the conditions contained in the permit 
concerned have not been complied with.

(5) No permit referred to in subregulation (4) may be withdrawn as contemplated therein 
or be cancelled under sections 29(17) or (24) of the Act, unless the Council has given the person to 
whom the relevant permit has been issued, a prior opportunity to be heard on the matter.

Returns to be submitted in respect of Schedule 4 substances and speciþed Schedule 3 
substances

32. (1) Every person who imports, exports, produces or manufactures a medicine 
containing, or consisting of, a Schedule 4 substance or such Schedule 3 substances, as may be 
speciþed by the Registrar by notice in the Gazette, must submit to the Registrar, on or before 28 
February of each year, a return containing -

(a) the quantity of such substance as was held in stock on 31 December of the preceding 
calendar year;

(b) the quantity of such substance acquired during the preceding calendar year by the 
importation, production or manufacture of -

(i) any raw material of such substance;

(ii) any preparations of such substance;

(c) the quantity of such substance which was disposed of during the preceding year 
through the exportation of -

(i) any raw material of such substance;

(ii) any preparations of such substance;

(d) the quantity of such substance which was disposed of during the preceding year 
through authorised destruction; and 

(e) the quantity of such substance utilised during the preceding year in the manufacture 
of preparations of substances exempted from Schedule 3 or Schedule 4.

(2) For the purposes of subregulation (1) -

(a) all quantities must be expressed in metric units as a percentage base of the relevant 
substance;

(b) opium, and any preparations containing opium quantities, must be expressed in 
terms of opium containing 10 per cent anhydrous morphine;

(c) preparations obtained by mixing opium alkaloids, such as omnopon, pantopon and 
papaveretum, must be expressed as morphine;

(d) if stocks are held or manufacture has been undertaken on behalf of another applicant, 
it must be indicated;

(e) "manufacture" means the manufacture of Category A and C medicines referred to in 
regulation 2 and set out in Annexure I to these regulations; and 
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(f) òproduce,ó means the extraction or synthesis from raw material Category B 
medicines as referred to in regulation 2.

Destruction and disposal of medicines and scheduled substances

33. (1) Subject to subregulation (2), -

(a) a Schedule 4 and 5 substance and a speciþed Schedule 3 substance may only be 
destroyed in the presence of an inspector or a member of the Namibian Police Force 
Service, and the inspector or member of the Namibian Police Force Service, as the 
case may be, must issue a certiþcate in the form set out in Annexure XX to these 
regulations conþrming the destruction of the scheduled substance concerned;

(b) a Schedule 1 and 2 substance and an unspeciþed Schedule 3 substance may be 
destroyed by a pharmacist or other person authorised in writing by the Permanent 
Secretary who is in charge of a place where the substances concerned are kept, and 
the pharmacist or authorised person concerned must certify such destruction;

(c) medicines or substances which have not been classiþed as scheduled substances as 
contemplated in section 29(1) of the Act may be destroyed by any authorised person 
referred to in paragraph (b) where the medicine or substance concerned is kept.

(2) Notwithstanding subregulation (1)(a), the Council may authorise the destruction of 
a Schedule 3 and 4 substance by a manufacturer of such substances if an inspector is not present.

(3) No medicine may be disposed of into a sewerage system of a local authority.

(4) The destruction and disposal of scheduled substances and medicines must be 
conducted in the manner determined by the Council to ensure that they are not retrievable.

(5) A medicine or scheduled substance which has been forfeited to the state as 
contemplated in section 39(2) and which is according to the court concerned a risk to the public 
health, must be destroyed in accordance with subregulation (1).

Licences and permits

34. (1) A -

(a) person lawfully performing a health service and who intends to apply, in terms 
of section 31(1) of the Act, for a licence to acquire, possess, and prescribe, use in 
respect of or sell to his or her patients any of such Schedule 1, 2 or 3 substances as 
the Council may from time to time specify for that purpose;

(b) pharmacist who intends to apply, in terms of section 31(2) of the Act, for a licence to 
prescribe and sell to persons in respect of whom he or she has issued a prescription, 
any of such Schedule 2 or 3 substances;

(c) medical practitioner, dentist or veterinarian who intends to apply, in terms of section 
31(3) of the Act, for a licence to sell any Schedule 1, 2, 3 or 4 substance to his or her 
patients, 

must apply therefore to the Council in the form as set out in Annexure XXI to these regulations.

(2) An application form referred to in subregulation (1) must contain the following 
information -

(a) the name of the applicant;

(b) the physical and postal addresses of the applicant;

(c) the exact location of the premises where the person, pharmacist, medical practitioner, 



30 Government Gazette 25 July 2008 No. 4088 No. 4088 31Government Gazette 25 July 2008

dentist or veterinarian, as the case may be, will possess, prescribe, use, sell or 
dispense, as the case may be, the scheduled substances concerned;

(d) the telephone and fax numbers of the applicant, if applicable;

(e) proof of registration with the relevant professional council;

(f) motivation as to the need for a licence in that particular area; and 

(g) any other information that the Council may determine.

(3) In considering an application referred to in subregulation (1) the Council must have 
regard to the following -

(a) the existence of other health facilities licensed in terms of the Hospitals and Health 
Facilities Act, 1994 (Act No. 36 of 1994), or the Veterinary and Para-veterinary 
Professions Proclamation, 1984 (Proclamation No. AG. 14 of 1984), in the vicinity 
of the premises from where the acquisition, possession, prescription, use, sale or 
dispensing, as the case may be, of scheduled substances is intended to be carried 
out;

(b) representations, if any, by other interested persons as to whether a licence should be 
granted or not;

(c) the geographical area to be served by the applicant;

(d) the estimated number of health care users in the geographical area referred to in 
paragraph (c);

(e) demographic considerations, including disease patterns and health status of the users 
to be served; and 

(f) any other information that the Council may require.

(4) A person, pharmacist, medical practitioner, dentist or veterinarin referred to in 
subregulation (1) who has been issued with a licence -

(a) must keep sales records either in hard copy or in electronic format relating to the 
scheduled substances possessed, prescribed, used, sold or dispensed, as the case may 
be, for a period of at least three years from the date of sale;

(b) must ensure that the dispensary and premises where the scheduled substances are 
kept, are suitable for the possession, prescription, use, sale or dispensing, as the case 
may be, of scheduled substances in accordance with good pharmacy practice and the 
Pharmacy Act, 2004 (Act No. 9 of 2004);

(c) must keep the scheduled substances under the manufacturers recommended storage 
conditions as speciþed on the medicines label or package insert;

(d) may not pre-pack scheduled substances at the premises, unless authorised to do so by 
the Council;

(e) must label the scheduled substances concerned with -

(i) the name of the patient and a reference number linking the patient to a 
patient record;

(ii) the name of the practice;

(iii) the date of dispensing;
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(iv) the interchangeable multi-source name of the scheduled substances or the 
international non-proprietary name if the scheduled substance consists of 
two or more active ingredients;

(v) the quantity of the scheduled substance sold; and 

(vi) the directions for use of the scheduled substances;

(f) may not compound and dispense scheduled substances to patients, unless the sale is 
preceded by a proper diagnosis and a prescription for a particular patient;

(g) may not keep expired scheduled substances on the premises other than in a 
demarcated area in a sealed container clearly marked òEXPIRED MEDICINESó, 
and such expired scheduled substances must be destroyed as contemplated in 
regulation 33;

(h) may not allow a person who does not hold a licence, contemplated in section 31(1), 
(2) or (3) of the Act, to perform at the premises any act pertaining to his or her 
licence;

(i) must secure the premises where the storage, compounding and dispensing is carried 
out whenever he or she is not physically present at the premises concerned;

(j) must, in the event of a recall of a scheduled substance, withdraw that substance;

(k) must conspicuously display the licence concerned in the premises concerned; and 

(l) must comply with the conditions of the licence concerned.

(5) The Council may exempt from this regulation a scheduled substance requiring 
preparation for a once off administration to a patient during consultation.

(6) A licence issued in terms of section -

(a) 31(1) of the Act must be in the form as set out in Annexure XXII to these 
regulations;

(b) 31(2) of the Act must be in the form as set out in Annexure XXIII to these regulations; 
and

(c) 31(3) of the Act must be in the form as set out in Annexure XXIV to these 
regulations. 

(7) It must be a condition of a licence issued in terms of section 31(1), (2) or (3) of the 
Act that any act performed under such licence must only be performed in a health facility licensed 
in terms of the Hospitals and Health Facilities Act, 1994 (Act No. 36 of 1994), or the Veterinary and 
Para-veterinary Professions Proclamation, 1984 (Proclamation No. AG. 14 of 1984).

(8) A person who is not a pharmacist and who intends to apply in terms of section 31(4) 
of the Act for a permit referred to therein to manufacture or pack and sell a medicine or a scheduled 
substance must apply therefore to the Minister in the form as set out in Annexure XXV to these 
regulations.

(9) A permit referred to in subregulation (8) -

(a) may only be issued after consultation with the Council; and 

(b) must be in the form as set out in Annexure XXVI to these regulations.

(10) Any person who may lawfully sell a medicine or a scheduled substance and who 
intends to apply in terms of section 31(5) of the Act for a licence referred to therein to manufacture, 
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pack and sell, import or export that medicine must apply therefore to the Council in the form as set 
out in Annexure XXVII to these regulations.

(11) A licence referred to in subregulation (10) must be issued in the form as set out in 
Annexure XXVIII to these regulations.

(12) Prior to commencing business a person referred to in subregulation (10) -

(a) must appoint and designate a pharmacist who must control the manufacturing of the 
medicines and scheduled substances concerned; and 

(b) must appoint and designate a pharmacist who resides in Namibia who is responsible 
to the Council for compliance with the Act.

(13) It must be a condition of every licence or permit contemplated in this regulation 
that there may be no deviation from the particulars set out in the licence or permit with regard to the 
subject matter for which the licence or permit concerned was issued.

(14) Subject to subregulation (15) -

(a) the Council may revoke a licence referred to in subregulation (1);

(b) the Minister may revoke a permit referred to in subregulation (8);

(c) the Council may revoke a licence referred to in subregulation (10), 

if the Council or the Minister, as the case may be, is of the opinion that subregulation (13) in respect 
of the licence or permit concerned has not been complied with.

(15) No licence or permit referred to in subregulation (14) may be revoked under section 
31(9) of the Act, unless the Council or the Minister, as the case may be, has given the person to whom 
the relevant licence or permit has been issued a prior opportunity to be heard on the matter.

(16) The holder of a licence referred to in subregulation (1) and the holder of a permit 
referred to in subregulation (8) -

(a) is personally responsible for the safe-keeping of all scheduled substances he or she 
has purchased or acquired in terms of the licence; and 

(b) must at all times at the request of any inspector produce -

(i) the licence concerned;

(ii) the prescription book, register, other permanent record or record referred 
to in regulation 25 or 26, as the case may be, in respect of the scheduled 
substance concerned; and 

(iii) all quantities of scheduled substances in his or her possession in terms of the 
licence.

(17) Upon receipt of a notiþcation of revocation of a licence as contemplated in section 
31(9) of the Act the licence holder must personally hand over to the Permanent Secretary or the 
Council, as the case may be, or to a person duly authorised thereto by the Permanent Secretary or the 
Council, as the case may be -

(a) the licence concerned;

(b) the prescription book, register, other permanent record or record referred to in 
regulation 26 or 28, as the case may be, in respect of the scheduled substance 
concerned; and 
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(c) in the case of a licence referred to in section 31(1) or (3) of the Act, also any 
scheduled substances held in his or her possession in terms of the licence.

(18) If a licence holder referred to in subregulation (17) is unable to hand over in person 
any licence, prescription book, register, record or any scheduled substances in his or her possession 
as contemplated in that subregulation, the Permanent Secretary or the Council, as the case may be, 
or any person duly authorised thereto by the Permanent Secretary or the Council, as the case may be, 
may collect the items concerned from the licence holder.

(19) The Permanent Secretary or the Council, as the case may be, or any person duly 
authorized thereto by the Permanent Secretary or the Council, as the case may be, must make a 
written inventory of all items collected as provided in subregulation (18) and the inventory must 
include -

(a) the place, date and time of collection;

(b) the name and personal details of the person from whom the items are collected;

(c) the name and quantity of every item collected; and 

(d) the name of the person collecting the items.

Application for registration of premises used for manufacturing of medicines and renewal of 
licence

35. (1) An application for the registration of a premises used for the manufacturing 
of medicines as contemplated in section 37A of the Act must be submitted to the Registrar in the form 
as set out in Annexure XXIX to these regulations.

(2) An application form referred to in subregulation (1) must contain the information 
required therein.

(3) A licence in respect of the registration of a premises used for the manufacturing of 
medicines must be issued in the form as set out in Annexure XXX to these regulations.

(4) An application for the renewal of a licence in respect of the registration of a premises 
used for the manufacturing of medicines as contemplated in section 37D(2) of the Act must be made 
-

(a) not later than three months before the expiry thereof, in the form as set out in 
Annexure XXXI to these regulations; and 

(b) must contain the information required therein.

(5) A licence which has been renewed in respect of the registration of a premises used 
for the manufacturing of medicines must be issued in the form as set out in Annexure XXX to these 
regulations.

Obtaining of pethidine or preparations or mixtures thereof and other scheduled substances by 
a registered nurse or a registered midwife

36. (1) A person registered as a nurse or a midwife in terms of the Nursing Act, 
2004 (Act No. 8 of 2004), who intends to purchase, acquire or keep for administration in a midwifery 
case the scheduled substances set out in Annexure XXXII to these regulations, must apply in writing 
in the form as set out in Annexure XXXIII to these regulations therefore to the Permanent Secretary, 
stating in such application -

(a) the type of nursing service for which the scheduled substances are required;

(b) the full name of the applicant, together with proof of current registration with the 
Nursing Council referred to in section 3(1) of the Nursing Act, 2004 (Act No. 8 of 
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2004);

(c) the registered name and address of the pharmacy from which the applicant intends 
to obtain the scheduled substances; and 

(d) the name, strength, dosage forms and the precise quantities of the maximum supply 
of all scheduled substances for which the permit is requested.

(2) Subject to subregulation (3), the Permanent Secretary may issue, upon receipt of the 
application referred to in subregulation (1) and after making such enquiries as he or she may deem 
necessary, in his or her discretion a permit authorising the permit holder to purchase or acquire or 
keep or administer the requested scheduled substances.

(3) A permit referred to in subregulation (2) -

(a) may only be issued after consultation with the Council;

(b) must be issued in triplicate in the form as set out in Annexure XXXIV to these 
regulations; and 

(c) (i) the original thereof must be submitted to the pharmacy from 
which the applicant intends to obtain the scheduled substances;

(ii) the duplicate thereof must be submitted to the permit holder concerned; 
and 

(iii) the third copy thereof must be submitted to the Registrar.

(4) A permit referred to in subregulation (2) is issued subject to the following conditions -

(a) the permit holder must keep a register of scheduled substances in the form as set out 
in Annexure XXXV to these regulations in which must be recorded in Part A in the 
appropriate column thereof the following particulars of all the scheduled substances 
in his or her possession -

(i) the Schedule under which it is classiþed;

(ii) the name;

(iii) the strength; and 

(iv) the stock on hand;

(b) the pharmacist supplying the scheduled substances must with each supply record the 
following particulars in Part B in the appropriate column of the register of scheduled 
substances -

(i) the date of supply;

(ii) the number of the permit;

(iii) the quantity supplied;

(iv) the name and address of the pharmacy; and 

(v) the name and signature of the pharmacist;

(c) the permit holder must sign in the presence of the pharmacist for receipt of the 
scheduled substances in the register of scheduled substances;

(d) the permit holder must record, after administration of the scheduled substances, the 
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following particulars in Part C of the register of scheduled substances -

(i) the date and time of administration;

(ii) the name and address of the patient;

(iii) the quantity administered;

(iv) the reason for administration;

(v) his or her full signature; and 

(vi) the balance on hand.

(5) The permit holder -

(a) is personally responsible for the safe-keeping of all scheduled substances he or she 
has purchased or acquired in terms of the permit; and 

(b) must at all times at the request of any inspector produce such permit, the register 
of scheduled substances and all quantities of scheduled substances in his or her 
possession.

(6) The Permanent Secretary may at any time withdraw, by notice to the permit holder 
and after having given him or her an opportunity to be heard, a permit referred to in 
subregulation (2).

(7) On receipt of a notice of withdrawal the permit holder must personally hand over the 
permit, the register of scheduled substances and any scheduled substances in his or her possession, 
to the Permanent Secretary or any person duly authorised by the Permanent Secretary.

(8) If the permit holder is unable to hand over in person the permit, the register of 
scheduled substances and any scheduled substances in his or her possession as contemplated in 
subregulation (7), the Permanent Secretary or any person duly authorised thereto by the Permanent 
Secretary may collect the items concerned from the permit holder.

(9) The Registrar must keep a register of all permits issued to registered nurses and 
midwives in terms of these regulations.

(10) The Permanent Secretary must inform the Nursing Council of the full name and 
address of every registered nurse or midwife whose permit has been cancelled or withdrawn as 
contemplated in subregulation (6), together with the reasons therefore.

(11) A permit issued under subsection (2) must be renewed in January and June of each 
year.

Import and export of medicines or scheduled substances

37. (1) A person may only import or export a medicine or scheduled substance 
through -

(a) the Hosea Kutako International Airport near Windhoek;

 (b) Eros airport;

(c) the Walvis Bay harbour;

(d) the Ariamsvlei border post near Ariamsvlei;

(e) the Noordoewer border post;
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(f) the Buitepos border post;

(g) the Oshikango border post ;

(h) the Wenela border post near Katima Mulilo; or 

(i) any post ofþce in Namibia.

(2) A person may only import or export a scheduled substance if such person -

(a) is the holder of a license issued in terms of the Act to import scheduled substances; 
or 

(b) in the case of an unregistered medicine contemplated in section 27, is authorised by 
the Council to import such unregistered medicine.

(3) The Council may require any person who imports any medicine or scheduled 
substance into Namibia to take a sample of each batch of that medicine or scheduled substance and 
analyse that sample or cause it to be analysed against the speciþcations of that medicine or scheduled 
substance to ensure that the quality thereof has not been affected during transportation.

Possession of certain scheduled substances by persons entering or departing from Namibia

38. Notwithstanding anything to the contrary in the Act or these regulations contained, 
any person entering or departing from Namibia who is in possession of -

(a) a prescription for a Schedule 4 substance or a speciþed Schedule 3 substance, signed 
by a medical practitioner, dentist or veterinarian; or 

(b) a certiþcate by a pharmacist to the effect that the scheduled substance concerned was 
prescribed by a medical practitioner, dentist or veterinarian for such person, 

may be in possession for personal medicinal use of a quantity of the scheduled substance concerned 
which does not exceed a reasonable quantity required for use for a period of not more than one 
month.

Transmission of Schedule 4 substances and speciþed Schedule 3 substances by post

39. Subject to regulation 27, if a Schedule 3 substance speciþed by the Registrar by 
notice in the Gazette or any Schedule 4 substance is to be conveyed into Namibia by letter post, the 
scheduled substance concerned may be sent or conveyed only by registered parcel post.

Transmission of scheduled substances through Namibia

40. (1) Scheduled substances that are transmitted through Namibia -

(a) if ofÿoaded from the carrier while in Namibia, must be stored in a customs and 
excise warehouse contemplated in section 19 of the Customs and Excise Act, 1998 
(Act No. 20 of 1998); and 

(b) may not be manipulated in any way while in Namibia, unless authorised by the 
Council.

(2) The name, form of preparation and quantity of the scheduled substances referred 
to in subregulation (1) must be declared to staff members of the Ofþce of the Commissioner for 
Customs and Excise at the port or place of entry and of exit.

(3) Every person who has made a declaration referred to in subregulation (2) must 
forward a copy thereof to the Council.
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Control of medicines and scheduled substances in hospitals

41. (1) The -

(a) pharmacist in charge of a hospital pharmacy; or 

(b) in the absence of that pharmacist, any other person licensed in terms of section 31(1) 
of the Act or any person authorised in terms of the Pharmacy Act, 2004 (Act No. 9 
of 2004), 

must supervise the safety, security, purchasing, storage and dispensing of medicines and scheduled 
substances in a hospital.

(2) Medicines and scheduled substances in hospitals must -

(a) be kept according to the storage conditions indicated on the label thereof;

(b) in the case of narcotics and psychotropic substances, be kept under lock and key if 
not dispensed; and 

(c) be stored locked in such a manner that only a person referred to in subregulation (1) 
has access thereto.

(3) If the pharmacist or the other persons contemplated in subregulation (1)(a) and (b) 
are not available, the pharmacy concerned must be closed.

Re-packing of medicines into patient ready packs

42. (1) The re-packing of medicines into patient ready packs may only be carried 
out by -

(a) a pharmacist, or a pharmacistõs assistant, a pharmaceutical technician or a pharmacist 
intern, acting under the personal supervision of a pharmacist; or 

(b) any other person authorised in terms of the Pharmacy Act, 2004 (Act No. 9 of 
2004.

(2) Every person re-packing medicines as contemplated in subregulation (1) -

(a) must use a batch numbering system; and 

(b) must do the re-packing concerned -

(i) under the required temperature and humidity conditions speciþed by the 
manufacturer;

(ii) in an area of the premises concerned specially used for re-packing only; 
and 

(iii) in accordance with the procedures relating to good manufacturing and 
distribution practices recommended by the World Health Organisation.

(3) The date of re-packing of any medicine must appear on the label of each container 
containing the repacked medicines.

Minimum standards for good manufacturing practices to be followed in the manufacture of 
medicines

43. (1) Any person manufacturing medicines in Namibia must follow and comply 
with the standards of good manufacturing practices as contained in the World Health Organisation 
guidelines on current good manufacturing practices.
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(2) The Council must ensure through regular inspections -

(a) that all medicines registered in Namibia as contemplated in this Act are 
manufactured according to the World Health Organisation guidelines on current 
good manufacturing practices; and 

(b) that conditions mentioned in the World Health Organisation guidelines are 
maintained at all manufacturing premises all the time.

Purchase, acquisition, keeping or use of scheduled substances by master of a vessel or ofþcer 
in charge of an aircraft

44. (1) Subject to subregulation (2), the Permanent Secretary, a medical practitioner 
or a veterinarian designated by the Permanent Secretary may authorize, on the written request of the 
master of a vessel or the ofþcer in charge of an aircraft, the purchase, acquisition, keeping or use of 
a Schedule 2, 3 or 4 substance.

(2) The quantity of scheduled substances which the master of a vessel or the ofþcer in 
charge of an aircraft may purchase, acquire, keep or use as contemplated in subregulation (1) must 
in the opinion of the person who authorised the purchase, acquisition, keeping or use concerned, be 
within reasonable limits and subject to the condition that the scheduled substance is intended for 
medicinal use.

Expedited registration process for medicines for human use

45. (1) The Council may consider an expedited registration process for medicines 
for human use in the case -

(a) of an application for essential medicines which is accompanied by a declaration 
by the applicant that such a medicine is listed in the prevailing Namibian Essential 
Medicines List published by the Ministry responsible for health;

(b) subject to subregulation (3), of any medicine containing new chemical entities that 
is considered essential for national health and which is accompanied by a written 
notiþcation to that effect from the Minister, but which do not appear on the Namibian 
Essential Medicines List referred to in paragraph (a);

(c) of any medicine tendered internationally to the State for supply to state hospitals and 
state health facilities.

(2) A medicine contemplated in subregulation (1)(c) may be supplied on condition -

(a) that the manufacturing facilities where the medicine is manufactured, have prior 
to the supply thereof been approved by a good manufacturing practice inspection 
according to the guidelines of the World Health Organisation; and 

(b) that the application for registration has been submitted to the Registrar prior to the 
supply thereof; or 

(c) that a registration has been granted by other medicines regulatory authorities 
recognised by the Council.

(3) An application in respect of a medicine referred to in subregulation (1)(b) must be 
accompanied by a summary of the registration application which must be in such format and contain 
such information as the Council may determine.

(4) Subject to subregulation (3), the Council may subject certain applications in respect 
of a medicine referred to in subregulation (1)(b) to an abbreviated medicine review process as 
determined by the Council if registration has been granted by other medicines regulatory authorities 
for the purpose applied for.
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(5) The Council must within three months review an application for registration 
submitted in accordance with subregulation (2)(b) and must inform the applicant of the outcome 
within three months.

(6) The Council may request any information with respect to an application under 
consideration, and the information concerned must be submitted by the applicant within the period 
indicated by the Council, failing which the Council may reject an application.

Application for sale of an unregistered medicine in terms of section 27 of the Act

46. (1) An application for the sale of an unregistered medicine as contemplated in 
section 27(1) of the Act must be submitted to the Registrar in the form as set out in Annexure XXXVI 
to these regulations and must contain the information required therein.

(2) Authorisation to sell an unregistered medicine in terms of section 27(1) of the Act 
must be in the form as set out in Annexure XXXVII to these regulations.

Fees

47. (1) The fees set out in Annexure XXXVIII to these regulations are payable to 
the Registrar in respect of the act, matter or thing mentioned therein.

(2) Every application contemplated in these regulations must be accompanied by the 
appropriate application fee, if any.

Penalties

48. A person who contravenes or fails to comply with regulations 12, 16(1), (2), (4), (5), 
(6) and (7), 17, 20, 22(b), 23, 24, 25, 26, 27, 32, 34(1), (5), (8), (9), (11), (13), (17) and (18), 36(1), 
(4), (5) and (7), 37, 39, 40 and 44 commits an offence and is liable upon conviction to a þne not 
exceeding N$4 000 or to imprisonment for a period not exceeding one year, or to both such þne and 
such imprisonment.

Procedures at meetings of Council

49. (1) The Registrar must -

(a) sign notices convening ordinary and special meetings of the Council;

(b) specify in the notice concerned the business to be transacted at a meeting;

(c) send the notice concerned by post or deliver the notice by hand to each member of 
the Council -

(i) in the case of an ordinary meeting of the Council, at least ten days before the 
date for which the meeting concerned is convened, but if all members agree 
any meeting may be convened at shorter notice;

(ii) in the case of a special meeting of the Council, within such period as the 
chairperson of the Council may consider necessary, and may be given by 
e-mail, telegram, telephone or telefax.

(2) Only business speciþed in the notice relating thereto may be transacted at a meeting 
of the Council, except such matters as the Council has resolved by vote to deal with as urgent.

(3) The Council may adjourn a meeting thereof to any day or hour, but only business as 
was set out in the notice convening the meeting may be transacted at a reconvened meeting.

(4) The Registrar must keep an attendance register of all members attending a meeting 
of the Council.
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(5) A member of the Council who intends to bring any matter for discussion before 
the Council must give written notice to the Registrar, at least 30 days before the date for which a 
meeting of the Council is to be convened, that he or she intends to raise a matter for discussion at 
such meeting and such matter for discussion must -

(a) be reÿected in the notice convening the meeting; and 

(b) unless adjourned, be considered at such meeting.

(6) Only matters of which due notice has been given in accordance with subregulation 
(5) may be considered at a meeting of the Council, unless the meeting permits the matter to be 
brought forward as a motion.

(7) A motion which þnds no seconder may not be further considered.

(8) The Registrar must as far as possible refer all matters within the terms of reference 
of the executive committee or any other committee established in terms of section 13 of the Act, 
as the case may be, to the committee concerned and the committee must, as far as is practicable, 
make the necessary recommendations and report thereon to the meeting of the Council immediately 
following on such referral.

(9) The Registrar must refer all matters within the terms of reference of the veterinary 
medicines committee to that committee and that committee must as far as is practicable, make the 
necessary recommendations and report thereon to the meeting of the Council immediately following 
on such referral.

(10) The Registrar must forward, if practicable, copies of reports of committees to each 
member of the Council together with the notice convening the meeting at which such reports are to 
be considered.

(11) The record of the proceedings of every meeting of the Council contemplated in 
section 8(9) of the Act must be signed, after conþrmation at the next meeting of the Council, by the 
chairperson of the Council.

(12) The Registrar must forward a copy of the record of proceedings of each meeting of 
the Council to all members thereof as soon as reasonably possible after the meeting has been held.

(13) The chairperson of the Council must at the opening of each separate session of 
the Council give opportunity to members thereof to put questions with regard to the work of the 
Council, and the questions must be answered forthwith if possible, or if not, at a later session by the 
chairperson or by such member of the Council or staff member as the chairperson may direct.

(14) The Registrar must compile, in consultation with the chairperson of the Council, the 
agenda for every meeting of the Council, and the agenda must include -

(a) conþrmation of the record of proceedings of the previous meeting;

(b) matters arising from the record of proceedings of the previous meeting;

(c) reports of standing committees;

(d) motions;

(e) correspondence; and 

(f) general.

(15) A member of the Council may move, at a particular meeting thereof, that any item 
appearing on the agenda thereof be advanced in the agenda.

(16) Subject to subregulation (18) and unless otherwise permitted by the chairperson of 
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the Council, all motions and amendments must be in writing and signed by the mover.

(17) The chairperson of the Council or the Registrar, acting under the authority of the 
chairperson, must read any motion or amendment referred to in subregulation (16), and obtain a 
seconder therefore before the motion or amendment is spoken to by other members of the Council.

(18) All formal amendments must be framed as independent motions.

(19) An amendment -

(a) must be relevant to the motion it is intended to amend;

(b) may not alter the original motion in such a way as to make it virtually a new motion, 
and 

(c) must be so framed as -

(i) to add or insert certain words;

(ii) to omit certain words; or 

(iii) to omit, add or insert certain words.

(20) Unless permitted by the Council, no motion or amendment may be withdrawn 
after having been read by the chairperson of the Council or by any other member acting under the 
authority of the chairperson.

(21) The seconder of a motion or an amendment may reserve his or her speech for any 
period of the debate.

(22) If an amendment -

(a) is proposed, it may be followed by other amendments, and the last amendment must 
be considered þrst;

(b) is rejected, the original motion must be put to the vote;

(c) is carried, it must be regarded as a substantive motion and must, as to further 
amendments, in all other respects be treated as an original motion;

(d) is under debate, only one of the further proposals may be received -

(i) an amendment, namely òthat the motion be amended as follows:ó;

(ii) the postponement of the question, namely òthat the meeting proceeds to the 
next businessó;

(iii) the closure, namely òthat the question be now putó;

(v) the adjournment of the debate, namely òthat the debate on the motion be 
adjournedó; or 

(v) the adjournment of the meeting, namely, òthat the Council now adjournsó.

(23) A proposal for the postponement of the question, which may specify a date for the 
further consideration of the question, -

(a) must be made and seconded without debate; and 

(b) may be moved at any time, even during debate on an amendment, and if the proposal 
-
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(i) is carried, the question must be dropped from the agenda of business; or 

(ii) is lost, the debate must proceed.

(24) A proposal for the closure must -

(a) be made and seconded without debate; and 

(b) must be put forthwith, 

and if the proposal is carried, the motion or amendment under debate must at once be voted on by 
the Council.

(25) If a proposal for the adjournment of the debate -

(a) is carried -

(i) the Council must move to the next item on the agenda of business; and 

(ii) the debate must be resumed at the next ordinary meeting of the Council, 

when the proposer of the adjournment is entitled, on the resumption of the debate, 
to speak þrst;

(b) is proposed and seconded, the chairperson of the Council may ask, before putting 
the question, the opinion of the Council as to whether it will, before rising, proceed 
to the transaction of unopposed business.

(26) A motion to rescind a resolution which has been passed at a previous meeting -

(a) may be considered only if notice thereof has been given in terms of subregulation 
(6);

(b) must be passed if a majority of the votes recorded is in its favour.

(27) A motion to rescind a resolution which has been passed during a session of the 
Council -

(a) may be considered, notwithstanding subregulation (26)(a), at the same session of the 
Council, if written notice thereof has been given that the matter be considered on a 
subsequent day of that session;

(b) must be passed only if two thirds of the votes recorded are in its favour.

(28) The Registrar must record any ruling of the chairperson of the Council on the 
interpretation of this regulation, if so requested by a member of the Council at the time of the 
ruling.

(29) Notice may be given of a motion to review any ruling of the chairperson of the 
Council -

(a) on the interpretation of this regulation as contemplated in subregulation (28); and 

(b) the notice must constitute an instruction to the executive committee contemplated in 
section 11 of the Act to consider and report to the Council on such ruling, and such 
report must be placed on the agenda for consideration.

(30) Any member of the Council who dissents from the opinion of the majority of the 
Council and who wishes to have his or her dissent recorded, may request that such dissent be entered 
into the record of the proceedings concerned.
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Procedures at meetings of executive committee

50. (1) The Registrar must -

(a) sign notices convening meetings of the executive committee;

(b) specify in the notice concerned the business to be transacted at a meeting; and 

(c) send the notice concerned by post or deliver the notice by hand to each member 
of the executive committee at least ten days before the date for which the meeting 
concerned is convened, but if all members agree, a meeting may be convened at 
shorter notice.

(2) Only business speciþed in the notice may be transacted at a meeting of the executive 
committee, except such matters as the executive committee has resolved by vote to deal with as 
urgent.

(3) The executive committee may adjourn a meeting thereof to any day or hour, but 
only business as was set out in the notice convening the meeting may be transacted at a reconvened 
meeting.

(4) The Registrar must keep an attendance register of all members of the executive 
committee attending a meeting thereof.

(5) A member of the executive committee who intends to bring any matter before the 
committee must give written notice to the chairperson of the Council, at least 30 days before the date 
for which a meeting of the committee is to be convened, that he or she intends to raise a matter for 
discussion at such meeting and such matter for discussion must -

(a) be reÿected in the notice convening the meeting; and 

(b) unless adjourned, be considered by the committee in that meeting.

(6) Only matters of which due notice has been given in accordance with subregulation 
(5) may be considered at a meeting of the executive committee, unless the meeting permits the matter 
to be brought forward as a motion.

(7) A motion which þnds no seconder may not be further considered.

(8) A majority of the members of the executive committee constitutes a quorum at a 
meeting thereof.

(9) The record of the proceedings of every meeting of the executive committee must 
be preserved in the form of typewritten minutes and must be signed, after conþrmation at the next 
meeting of the executive committee, by the chairperson of the Council.

(10) The minutes of each meeting of the executive committee must contain-

(a) a resume of the subject matter dealt with; and 

(b) such motions and amendments as have been proposed and adopted or rejected, with 
the names of the proposer and seconder, but without any comments or observations 
of members of the executive committee.

(11) The Registrar must compile the agenda for each meeting of the executive committee, 
and the agenda must include -

(a) conþrmation of the record of proceedings of the previous meeting;

(b) matters arising from the record of proceedings of the previous meeting;




























































































































































































































































