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REGULATIONS

REGULATIONS MADE IN TERMS OF

Medicines and Related Substances Control
Act 13 of 2003

section 44

Regulations relating to Medicines and Related Substances

Government Notice 178 of 2008
(GG 4088)
came into force on date of publication: 25 July 2008

The Government Notice which publishes these regulations notes that they were made
after consultation with the Namibia Medicines Regulatory Council.

as amended by

Government Notice 28 of 2015 (GG 5681)
came into force on date of publication: 27 February 2015

The Government Notice which publishes these amendments notes that they were made

after consultation with the Namibia Medicines Regulatory Council.

Government Notice 316 of 2015 (GG 5915)
fees effective from 1 April 2016

The Government Notice which publishes these amendments notes that they were made

after consultation with the Namibia Medicines Regulatory Council

and in consultation with the minister repsonsible for finance.

These regulations were initially ruled invalid in Medical Association of Namibia Ltd & Another v
Minister of Health and Social Services & Others, 2010 (2) NR 660 (HC). However, this was overruled
by Minister of Health and Social Services & Others v Medical Association of Namibia Ltd & Another

2012 (2) NR 566 (SC), which found the regulations to be generally valid, with the exception of
regulation 34(3)(a), (c), (d) and (e). These provisions were declared invalid as being
ultra vires the powers of the Minister under the Act.
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Annexure XXXVII  Authorisation for the sale of unregistered medicines in terms of
section 27 of the Act

Annexure XXXVIII Fees

Definitions

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 -

“appropriate medicines register” means -
(a) amedicines register referred to in section 17(1)(a) of the Act;
(b) aveterinary medicines register referred to in section 17(1)(b) of the Act;
(c) acomplementary 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;
“approved name”, 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;

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

“batch”, in relation to any medicine, means a defined quantity of a medicine manufactured in a
single manufacturing cycle and which has homogenous properties;

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

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

“clinical trial”, 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 efficacy in respect of humans;

“expiry date”, 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;

“legibility of at least N.6”, means the legibility of printing in 6 pt. type size, using ‘Times
Roman’ or ‘Helvetica’ typeface in black ink on white paper or the equivalent thereof;
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“legibility of at least N.12”, means the legibility of printing in 12 pt. type size, using ‘Times
Roman’ or ‘Helvetica’ typeface in black ink on white paper or the equivalent thereof;

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

“package insert”, means the document containing information regarding a medicine referred to
in regulation 12 or 15, as the case may be;

“proprietary name”, in relation to a medicine, means the name which is unique to a particular
medicine and by which it is generally identified and which, in the case of a registered medicine,
is the name approved by the Council in respect of that specific medicine in terms of section
19(8) of the Act;

“registered midwife”, means a registered midwife as defined in section 1 of the Nursing Act,
2004 (Act No. 8 of 2004);

“scheduling status”, in relation to a medicine, means the status of the medicine concerned
according to the Schedule that it is classified as, as contemplated in section 29(1) of the Act;
and

“the Act”, 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 medicine’s 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 -
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(a)  aperson 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) anominee 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
(i)  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

(b) that he or she or it holds a current certificate 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 efficacy 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 known as Namibia Common Technical Document,
available at the office of the Council, together with as many copies thereof as the Council may
from time to time determine.
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[regulation 4 substituted by GN 28/2015]

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

S.

(a)

(b)

(©)

(d)
(e)

(H
(2

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

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;

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

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
final product;

a proposed label for use on the medicines;

a certified copy of the manufacturing licence together with a current good
manufacturing practices certificate from the medicines regulatory authority of the
country of origin of the medicine concerned;

proof of existence of a manufacturing site, in the form of a site master file; and

in the case of a Schedule 3 or a Schedule 4 substance, a certified copy of a permit
to manufacture such substances.

Reference numbers of applications

6.

(a)

(b)

The Registrar -

must allocate a reference number to each application for the registration of a
medicine, and

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)

(b)

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;

veterinary medicines register relating to veterinary medicines must be kept in the
form as set out in Annexure IV to these regulations;
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(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 certificate 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.
Certificate of registration

9. A certificate 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 certificate of registration

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

(a) inrespect of the holder of the certificate concerned -

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

(i1)  the registration number allocated to the medicine under section 19(9) of the
Act;
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(iii)) the name of the holder of the certificate of registration concerned; and

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

(b) inrespect of the person to whom the certificate concerned has to be transferred -

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

(i)  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 qualifies in terms of the Act as a person to whom
such certificate 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 official 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 0f2003)”;

(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

(i1)) 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;
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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;

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

if practicable, the indications for use of the medicine;

if practicable, the recommended dosage of the medicine;

if applicable, the instruction “Shake the bottle before use”;

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

in the case of a medicine classified as a scheduled substance as contemplated in
section 29(1) of the Act, the letter “NS” 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;

the batch number of the medicine;

the manufacturing date of the medicine;

the expiry date of the medicine;

the manufacturer of the medicine;

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

if applicable, the statement “For external use only”;

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

in the case of eye drops or artificial tear solutions in respect of which evidence
concerning the self-sterilising ability of the medicine has not been approved by the

Council, the warning “Do not use more than 30 days after opening”;

any specified 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;

in the case of a medicine which contains tartrazine, the warning “Contains
TARTRAZINE”;

in the case of a medicine which contains paracetamol, the warning “Contains
PARACETAMOL”; and
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in the case of a medicine which contains aspirin, the warning “ASPIRIN should not
be administered to children below the age of 16 years.”.

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 sufficient to state on the
immediate container label -

(a)

(b)

(©)

(d)

(e)

3)

(a)

(b)

4)

(@)
(b)

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);

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);

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),
(1), (m), (n), (o) and (s) of subregulation (1);

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

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.

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

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

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

Subregulation (1) does not apply to -

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

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;

(i)  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

(i) 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
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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;

(i)  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) areference number linking the medicine to a patient record.

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 official language and in type having a legibility of at
least N.6, under the headings and in the format specified in this regulation, only the following
particulars relating to such medicine -

(a)
(b)
(©)
(d)

(e)

®

(2

(h)

the scheduling status;
the proprietary name, if any;
the dosage form;

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;

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

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;

in the case of a medicine which contains TARTRAZINE, the warning “Contains
TARTRAZINE”;

the category and pharmacological classification as contemplated in regulation 2
and Annexure I to these regulations, respectively;
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the pharmacological action;

the pharmacokinetic and pharmacodynamic properties;

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

the contra-indications;

the interaction with other drugs;

use during pregnancy and lactation;

the dosage and directions for use;

the side-effects of, and special precautions;

the known symptoms of over dosage and particulars of its treatment;

the conditions of registration;

the identification;

the presentation;

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;

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

[There should be a comma between the words “bottle” and “ampoule”.]
(i1)  the specific 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;

the registration number -

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

(i) 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,
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followed by the expression “(Act No. 13 of 2003)”;

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

the date of publication of the package insert.

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

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

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

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.

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

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

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;

(i) 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

(i) 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

any medicine sold in accordance with a prescription issued by a medical
practitioner or dentist or veterinarian for the treatment of a particular patient.

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 leaflet

13.

(1)  Subject to subregulation (2), each package of a medicine must have a patient

information leaflet that must contain, in the official language, the following information with
regard to the medicine -

(@)
(b)

the scheduling status;

the proprietary name and dosage form;



(c)

(d)
(e)

(

(2

(h)

(@)

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

the approved indications and use;

instructions before taking the medicine which include -
(i)  contra-indications;

(il)  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:

“If 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.”; and

“If 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.”;

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

“Do not share medicines prescribed for you with any other person.”; and

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

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

the side effects, including the following general statement:

“Not all side effects reported for this medicine are included in the leaflet. Should
your general health worsen while taking this medicine please consult your doctor,
pharmacist or other health care professional for advice.”;

storage and disposal information, including the following general statement:

“Store all medicines out of the reach of children.”;

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

the registration number of the medicine;

the name, business address and telephone number of the holder of the certificate of
registration; and
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(I)  the date of publication of the patient leaflet.

(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 leaflet 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 leaflets 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 official language:

(a)  the words “veterinary medicine”;
(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 “(Act No. 13 of
2003);

(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;

(i) 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;



(2

(h)

W)
(k)

M

(m)
(n)
(0)
(9]

(@
(r)
(s)

®

2)
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the content of the medicine package expressed in the appropriate unit or volume of
the medicine;

if practicable, the indications for use of the medicine;

if practicable, the recommended dosage of the medicine;

if applicable, the instruction “shake the bottle before use”;

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

in the case of a medicine classified as a scheduled substance as contemplated in
section 29(1) of the Act, the letter “NS” 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;

the batch number of the medicine;

the expiry date of the medicine;

the name of the holder of certificate of registration of the said medicine;

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

if applicable the statement “For external use only.”;

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

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

any specified 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.

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 sufficient to state on the
immediate container label -

(a)

(b)

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),
(1), (m), and (n) of subregulation (1);

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), (¢), (e), (m), (n), and (o) of
subregulation (1)



(©)

(d)

(e)

3)
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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), (1), (m), (n), and (o) of subregulation (1);

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);

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.

The Council may, on application to it by an applicant, authorize the inclusion on

the label of a medicine of any specified information, which is not required by this regulation to
be so included.

4
(@)

(b)

(©)

Subregulation (1) does not apply to -

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

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

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

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;

(i1)) 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.

Republic of Namibia 20 Annotated Statutes

REGULATIONS
Medicines and Related Substances Control Act 13 of 2003

Regulations relating to Medicines and Related Substances

(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 official language with the following information with regard to the medicine in
legibility of at least N.6 -

(@)
(b)
(©)
(d)

(e)

(M
(2
(h)

W)

(k)

M

(m)

(n)

(0)

(p)
(2)

the scheduling status;
the proprietary name, if any;
the dosage form;

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;

the category and pharmacological classification as contemplated in regulation 2
and Annexure I to these regulations, respectively;

the pharmacological action;

the pharmacokinetic and pharmacodynamic properties;

the contra-indications;

warnings of withdrawal period in the case of food producing animals;

the side-effects of, and special precautions;

the known signs of overdose and particulars of its treatment;

the quantity and strength of active ingredients per dosage unit;

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;

the registration number -

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

(i)  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 “(Act No. 13 of 2003)”;

the name and business address of the manufacturer, and if a certificate of

registration has been issued in respect of such medicine, the name of the holder of

such certificate; and

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

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

(b) s in conflict 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 efficacy 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)  inthe 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

(i) 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;
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(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 specific reference must be made to the specific 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 first 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 certificate 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 certificate of registration.

(2)  Every applicant or holder of a certificate 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.

(3) For the purpose of this subregulation “adverse reaction” means unwanted effects
not reflected to that extent in the package insert of such medicine.

(4) Every applicant or holder of a certificate 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 certificate 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.
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(6) A person may report to the Council any medicine the quality of which has
deteriorated, rendering it unfit 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;

(¢)  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) sufficient 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 certificate 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 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;

(i)  two runs of parallel testing; and



(e)

®

(2)
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(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;

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;

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;
(i1))  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.

The Council may require any holder of a certificate 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 certificate 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)
(b)
(©)
(d)
(e)
4)

the date on which and the place and time where and when the sample was taken;
a description of the nature and size of each sample taken;

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

the name of the inspector taking the sample; and

the cost of the sample taken.

An inspector must submit to the Registrar a copy of every certificate referred to in

subregulation (3) issued by the inspector.

Seizure and disposal of medicine or scheduled substance



21.
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(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)

(b)

2)

the medicine or scheduled substance concerned -

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

(i)  is suspected to be counterfeit;

(iii) is misbranded;

(iv)  has expired;

(v) s 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 specified temperature; or

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.

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)
(b)

(©)
(d)
(e)
3)

the date, place and time of the seizure;

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

the name and quantity of every medicine or scheduled substance seized;
the reason for the seizure; and
the name of the inspector conducting the seizure.

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), “counterfeit” 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)

(b)
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state in the certificate 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

submit to the Registrar a copy of every such certificate which has been issued by
him 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 -

(@)
(b)

(©)

(d)

(e)

(

(2
(2)

the date of issue of the prescription;

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 figures as well as in words, but if the authorised prescriber has failed
to express the quantity concerned in figures as well as in words, the pharmacist
dispensing the prescription may insert, after obtaining confirmation from the
authorised prescriber, the words or figures that have been omitted;

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;

the name, qualifications and address of the authorised prescriber who wrote the
prescription, which particulars may be printed on the prescription;

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;

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

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

A pharmacist dispensing a faxed, e-mailed, telephonic or other electronic

transmission of a prescription must -

(@)
(b)
(©)
3)

verify the authenticity of the prescription;
make a permanent copy of the prescription concerned for record purposes; and
obtain the original prescription or order within 7 working days.

An authorised prescriber must keep a record of the diagnosis relevant to a

prescription concerned and must indicate the diagnosis on the prescription.
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(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
specified 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;

(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) aprescription 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)  aprescription 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
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(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
(¢)  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 specified 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

(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
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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 “register”, 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 filed.

(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 specified 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 specified 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.
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(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 specified Schedule 3 substances
29. (1) A person who intends to apply for a permit referred to in -

(@) section 29(15)(b) of the Act for the exportation of a specified 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.

(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 specified 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.
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(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 specified 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 specified 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 specified 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
specified 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 specified 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.
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(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.

(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 specified 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
specified 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;
(i)  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;
(i)  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)

(©)

(d)

(e)

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

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

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

“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

“produce,” 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.

(@)

(b)

(©)

)

(1)  Subject to subregulation (2), -

a Schedule 4 and 5 substance and a specified 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 certificate in the form set out in Annexure XX to
these regulations confirming the destruction of the scheduled substance concerned;

a Schedule 1 and 2 substance and an unspecified 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;

medicines or substances which have not been classified 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.

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)
(4)

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

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.

()

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-
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(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,
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 -

[Paragraph (a) was ruled invalid by Minister of Health and Social Services & Others v
Medical Association of Namibia Ltd & Another 2012 (2) NR 566 (SC) on the grounds
that it was ultra vires the powers of the Minister under the Act.]

(b) representations, if any, by other interested persons as to whether a licence should
be granted or not;
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[Paragraphs (c)-(e) were ruled invalid by Minister of Health and Social Services & Others v
Medical Association of Namibia Ltd & Another 2012 (2) NR 566 (SC) on the grounds

Q)
4

that they were ultra vires the powers of the Minister under the Act.]
any other information that the Council may require.

A person, pharmacist, medical practitioner, dentist or veterinarin referred to in

subregulation (1) who has been issued with a licence -

[The word “veterinarian” is misspelt in the Government Gazette, as reproduced above.]

(a)

(b)

(©)

(d)

(e)

®

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;

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);

must keep the scheduled substances under the manufacturers recommended storage
conditions as specified on the medicines label or package insert;

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

must label the scheduled substances concerned with -

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

(i) the name of the practice;

(iii)  the date of dispensing;

(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;

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;



(2

(h)

(@)

W)
(k)
M
)
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may not keep expired scheduled substances on the premises other than in a
demarcated area in a sealed container clearly marked “EXPIRED MEDICINES”,
and such expired scheduled substances must be destroyed as contemplated in
regulation 33;

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;

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;

must, in the event of a recall of a scheduled substance, withdraw that substance;
must conspicuously display the licence concerned in the premises concerned; and
must comply with the conditions of the licence concerned.

The Council may exempt from this regulation a scheduled substance requiring

preparation for a once off administration to a patient during consultation.

(6)
(@)

(b)

(©)

(7

A licence issued in terms of section -

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

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

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

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).

®)

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.

)
(a)
(b)
(10)

A permit referred to in subregulation (8) -
may only be issued after consultation with the Council; and
must be in the form as set out in Annexure XXVI to these regulations.

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, 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.
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(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;

(i1)  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 notification 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 -
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(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

(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 alicence 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 -

(@) 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.
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(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
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

(¢) (1) the original thereof must be submitted to the pharmacy from which the
applicant intends to obtain the scheduled substances;

(i)  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 classified;
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(i1))  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;

(i)  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
following particulars in Part C of the register of scheduled substances -

(1)  the date and time of administration;
(i1))  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).
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(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;

(f)  the Buitepos border post;

(g) the Oshikango border post ;

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

(i)  any post office in Namibia.

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

(a) 1is 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
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and analyse that sample or cause it to be analysed against the specifications 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 specified Schedule 3 substance,
signed by a medical practitioner, dentist or veterinarian; or

(b) a certificate 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 specified Schedule 3 substances by post

39. Subject to regulation 27, if a Schedule 3 substance specified 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 offloaded 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 Office 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.

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 0f 2004),
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must supervise the safety, security, purchasing, storage and dispensing of medicines and
scheduled substances in a hospital.

2)
(a)
(b)

(©)

3)

Medicines and scheduled substances in hospitals must -
be kept according to the storage conditions indicated on the label thereof;

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

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

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.

out by -

(a)

(b)

2)
(a)
(b)

)

(1)  The re-packing of medicines into patient ready packs may only be carried
a pharmacist, or a pharmacist’s assistant, a pharmaceutical technician or a
pharmacist intern, acting under the personal supervision of a pharmacist; or

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

Every person re-packing medicines as contemplated in subregulation (1) -
must use a batch numbering system; and
must do the re-packing concerned -

(1)  under the required temperature and humidity conditions specified by the
manufacturer;

(i1) inan 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.

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.

2)

The Council must ensure through regular inspections -
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(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
officer 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 officer 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 officer 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
notification 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.
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(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.

(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 fine not exceeding N$4 000 or to imprisonment for a period not exceeding one year, or to
both such fine 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 -

(1)  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;
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(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 specified 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.

(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)  bereflected 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 finds 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 confirmation 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.
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(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)  confirmation 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
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;
(il))  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.
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(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 first;

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

(c) 1is 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 “that the motion be amended as follows:”;

(i)  the postponement of the question, namely “that the meeting proceeds to the
next business”;

(iii)  the closure, namely “that the question be now put”;

(v)  the adjournment of the debate, namely “that the debate on the motion be
adjourned”; or

[This subparagraph should be labelled “(iv)” instead of “(v)”.]
(v)  the adjournment of the meeting, namely, “that the Council now adjourns”.

(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 -

(i)  is carried, the question must be dropped from the agenda of business; or
(i) s 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) 1iscarried -



(b)

(26)

(a)

(b)

(27)
Council -

(a)

(b)

(28)
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(i)  the Council must move to the next item on the agenda of business; and
(i)  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 first;

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.

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

may be considered only if notice thereof has been given in terms of subregulation

(6);

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

A motion to rescind a resolution which has been passed during a session of the
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;

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

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)
Council -

(a)
(b)

(30)

Notice may be given of a motion to review any ruling of the chairperson of the

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

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.

Procedures at meetings of executive committee

50.
(a)
(b)

(1)  The Registrar must -
sign notices convening meetings of the executive committee;

specify in the notice concerned the business to be transacted at a meeting; and
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(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 specified 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 reflected 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 finds 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 confirmation 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) aresume 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)  confirmation of the record of proceedings of the previous meeting;

(b)  matters arising from the record of proceedings of the previous meeting;
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(c)  reports of standing committees;
(d) motions;
(e)  correspondence; and

(f)  general.

(12) A member of the executive committee may move at a particular meeting thereof
that any item appearing on the agenda thereof be advanced in the agenda.

Procedure at meetings of veterinary medicines committee

51. (1) The chairperson of the veterinary medicines committee must keep an
attendance register of all members attending a meeting of the veterinary medicines committee.

(2) A member of the veterinary medicines committee who intends to bring any matter
before the committee must give written notice to the chairperson of the veterinary medicines
committee, 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 reflected in the notice convening the meeting; and

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

(3)  Only matters of which due notice has been given in accordance with subregulation
2) may be considered at a meeting of the veterinary medicines committee, unless the meetin

y g ry g

permits the matter to be brought forward as a motion.

(4) A motion which finds no seconder may not be further considered.

(5) A majority of the members of the veterinary medicines committee constitutes a
quorum at a meeting thereof.

(6) The record of the proceedings of every meeting of the veterinary medicines
committee must be preserved in the form of typewritten minutes and must be signed, after
confirmation at the next meeting of the executive committee, by the chairperson of the
veterinary medicines committee.

(7)  The minutes of each meeting of the veterinary medicines committee must contain -

(a) aresume 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 veterinary medicines committee.

Procedure at meetings of other committees

52. (1) A majority of the members of any committee contemplated in section 13 of
the Act constitutes a quorum at a meeting thereof.
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(2) The record of the proceedings of every meeting of a committee contemplated in
section 13 of the Act must be preserved in the form of typewritten minutes and must be signed,
after confirmation at the next meeting of the committee, by the chairperson of the committee.

(3) The minutes of each meeting of a committee contemplated in section 13 of the Act
must contain -

(a)  aresume 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 committee.
Appeal against decision of Council
53. (1) A person who wants to appeal against a decision of the Council must within
30 days from the date on which the decision appealed against was communicated to him or her,
send a notice by registered post to: The Minister, Ministry of Health and Social Services,
Private Bag 13198, Windhoek.
(2) A notice referred to in subregulation (1) must -
(a)  contain the full names, business and postal address of the appellant;

(b)  set out the decision of the Council which is appealed against;

(c) state the date on which the decision concerned was communicated to the appellant;
and

(d) set out clearly and succinctly the grounds for the appeal.
Repeal of regulations

54. Government Notices R.352 of 21 February 1975, R.1188 of 9 July 1976 and No.
47 of 15 March 2001 are hereby repealed.
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ANNEXURE I
NAMIBIA MEDICINES REGULATORY COUNCIL
MINISTRY OF HEALTH AND SOCIAL SERVICES
PHARMACOLOGICAL CLASSIFICATION OF CATEGORISED MEDICINES
(regulation 2(2))

(A) MEDICINES IN CATEGORY A ARE SUBDIVIDED INTO THE FOLLOWING
PHARMALOGICAL CLASSES:

[The word “PHARMACOLOGICAL” is misspelt in the Government Gazette, as reproduced above.]

1. Central nervous system stimulants -
1.1 Central analeptics;

1.2 Psychoanaleptics (anti-depressants);

1.3 Special anti-depressant combinations;
1.4 Respiratory stimulants;

1.5 Hallucinogenic medicines; and

1.6 Other central nervous system stimulants.
2. Central nervous system depressants -

2.1 Anaesthetics;

2.2 Sedatives;

2.3 Hypnotics;

2.4 Barbiturates;

2.5 Non-barbiturates;

2.6 Anticonvulsants, including anti-epileptics;
2.7 Tranquillisers;

2.7.1 Phenothiazines and their derivatives;

2.7.2 Rauwolfia: Alkaloids and combinations;
2.7.3  Diphenylmethane and its derivatives;
2.7.4  Alkyl diols and their derivatives;

2.7.5 Miscellaneous structures;

2.8 Antipyretics or antipyretic and anti-inflammatory analgesics;
2.9 Analgesic combinations;

2.10  Other analgesics;

2.11  Centrally acting muscle relaxants; and
2.12  Other central nervous system depressants.

3. Connective Tissue Medicines -

3.1 Antirheumatics (anti-inflammatory agents);
3.2 Non-hormonal preparations;

33 Anti-gout preparations; and

34 Combinations with corticosteroids.

4. Local anaesthetics.

5. Medicines affecting autonomic function -
5.1 Adrenomimetics (sympathomimetics);

5.2 Adrenolytics (sympatholytics);

53 Cholinomimetics (cholinergics);

54 Cholinolytics (anticholinergics);



5.4.1
54.2
5.5
5.6
5.7
5.7.1
572
5.8
59
5.10

6.1
6.2
6.3

7.1
7.1.1
7.1.2
7.1.3
7.1.4
7.1.5
7.2
7.3
7.4
7.5

8.1
8.2
8.3
8.4

10.

10.1
10.2
10.3

11.
11.1
11.2
11.3
11.4
11.4.1
11.4.2
11.5
11.6
11.7
11.8
11.9
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Anti-Parkinsonism preparations;

General;

Ganglion blockers;

Histamine;

Antihistaminics, anti-emetics and antivertigo preparations;
Antihistaminics;

Anti-emetics and antivertigo preparations;

Preparations for the common cold including nasal decongestants;
Hydroxytryptamine (serotonin); and

Serotonin antagonists.

Cardiac medicines -
Cardiac stimulants;
Cardiac depressants; and
Cardiac glycosides.

Vascular medicines -

Vasodilators and hypotensive medicines;
Rauwolfia and combinations;

Rauwolfia: Diuretic combinations;
Other hypotensives;

Vasodilators - coronary and other medicines used in angina pectoris;
Vasodilators - peripheral;
Vasoconstrictors, pressor medicines;
Migraine preparations;

Lipotropic agents; and
Serum-cholesterol reducers.

Medicines acting on blood and haemopoietic system -
Coagulants, haemostatics;

Anticoagulants;

Erythropoietics (haematinics); and

Plasma expanders.

Medicines against alcoholism.

Medicines acting on respiratory system -
Antitussives and expectorants;
Bronchodilators; and

Inhalants.

Medicines acting on gastro-intestinal tract -
Digestants;

Gastro-intestinal antispasmodics and cholinolytics (anticholinergics);
Anorexigenics;

Antacids;

Acid neutralisers;

Acid neutralisers with antispasmodics;
Laxatives;

Lubricants and faecal softeners;

Cholagogues;

Suppositories and anal ointments;
Antidiarrhoeals;



11.9.1
11.9.2

12.

13.
13.1
13.2
13.3
13.4
13.4.1
13.4.2
13.5
13.6
13.7
13.8
13.8.1

13.8.2
13.9
13.10
13.11

14.
14.1
14.2

15.

15.1
15.2
15.3

16.

16.1
16.2
16.3
16.4

17.
17.1
17.2

18.

18.1
18.2
18.3
18.4
18.5
18.6
18.7
18.8
18.9
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Antidiarrhoeals in combination with anti-infective agents; and
Special combinations.

Anthelmintics, bilharzia medicines and filaricides.

Dermatological preparations -

Antiseptics, disinfectants and cleansing agents;
Antiscabies medicines;

Surface anaesthetics;

Antipruritics;

Corticosteroids with or without anti-infective agents;
Emollients and protectives;

Rubefacients;

Counterirritants;

Keratolytics;

Special combinations;

Preparations for psoriasis'
[The apostrophe at the end of item 13.8.1 was probably intended to be a semicolon.]

Fungicides;

Radiation protectants;

Melanin inhibitors and stimulants; and
Acne preparations.

Preparations for treatment of wounds -
Wound disinfectants; and
Wound dressings.

Ophthalmic preparations -

Ophthalmic preparations with antibiotics and/or sulphonamides;
Ophthalmic preparations with corticosteroids; and

Combination antibiotics.

Ear, nose and throat preparations -

Nasal decongestants;

Aural preparations;

Surface anaesthetics; and

Naso-pharyngeal and bucco-pharyngeal antiseptics.

Medicines acting on muscular system -
Peripherally acting muscle relaxants; and
Muscle activators.

Medicines acting on genito-urinary system -
Diuretics;

Antidiuretics;

Ion-exchange preparations;

Urolitholytics;

Urinary tract antiseptics;

Vaginal preparations;

Contraceptive preparations;

Ovulation controlling agents; and

Uterine antispasmodics.
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19. Oxytocics.

20. Antimicrobial (chemotherapeutic) agents -
20.1  Antibiotics and antibiotic combinations;
20.1.1 Broad and medium spectrum antibiotics;
20.1.2 Penicillins;

20.1.3 Penicillin-streptomycin combinations;
20.1.4 Antibiotic-sulphonamide combinations;
20.1.5 Streptomycin and combinations;

20.1.6 Topical antibiotics;

20.1.7 Antifungal antibiotics;

20.2  Other than antibiotics;

20.2.1 Sulphonamides;

20.2.2 Fungicides;

20.2.3 Tuberculostatics;

20.2.4 Leprostatics;

20.2.5 Germicides;

20.2.6 Medicines against protozoa;

20.2.7 Spirochaeticides; and

20.2.8 Antiviral agents.

21. Hormones, antihormones and oral hypoglycaemics -
21.1  Insulin preparations;

21.2  Oral hypoglycaemics;

21.3  Thyroid preparations;

21.4  Parathyroid preparations;

21.5  Corticosteroids;

21.5.1 Corticosteroids and analogues;

21.5.2 Analgesic combinations;

21.5.3 Anti-infective combinations;

21.6  Anabolic steroids;

21.7  Male sex hormones;

21.8  Female sex hormones;

21.8.1 Oestrogens;

21.8.2 Progesterones with or without oestrogens;
21.9  Androgen-oestrogen combinations;

21.10 Trophic hormones;

21.11 Hyperglycaemic hormones; and

21.12 Hormone inhibitors.

22, Vitamins -

22.1  Multivitamins and multivitamins with minerals;
22.1.1 Vitamins for paediatric use;

22.1.2  Vitamins for pre natal use;

22.1.3 Vitamins for geriatric use; and

22.1.4 Vitamin B-complex with vitamin C.

23. Amino-acids.
24. Mineral substitutes and electrolytes.

25. Special foods -



25.1

26.
27.
28.
29.

30.

30.1
30.2
30.3

31.

32.
32.1
322
323
324
325
32.6
32.7
32.8
32.9
32.10
32.11
32.12

32.13

32.14
32.15

(B)
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Infant foods and other formulae, excluding foods used solely as a substitute for human
milk.

Cytostatic agents.

Chelating agents (versenates) as heavy metal antidotes.
Contrast media.

Diagnostic agents.

Biologicals -
Antibodies;
Antigens; and
Blood fractions.

Enzymatic preparations.

Other substances or agents -

Tonics;

Other;

Slimming preparations;

Water for injection;

Artificial tear and contact lens solutions;

Preparations of boracic acid, borax and zinc, starch and boracic powder;

Topical applications of delousing agents;

Topical applications of insect repellents;

Intra-uterine devices;

Dental preparations;

Solutions for haemo- or peritoneal dialysis;

Preparations for which the expressions "medicated", "medicinal”, "for medical use" or
expressions with similar connotations are used;

Preparations intended to promote hair growth;

Sales packs containing two or more medicines with different indications; and

Radiopharmaceuticals.

MEDICINES IN CATEGORY C ARE SUBDIVIDED INTO THE FOLLOWING
PHARMALOGICAL CLASSES:

[The word “PHARMACOLOGICAL” is misspelt in the Government Gazette, as reproduced above.]

—_—
. . . .
—_ =

N —

1.2.1
1.2.2
1.2.3
1.3

1.3.1
1.3.2
1.4

Central And [and] Peripheral Nervous System -
Central nervous system stimulants;
Central analeptics;

Respiratory stimulants;
Anaesthetics;

Inhalation anaesthetics;

Parenteral anaesthetics;

Local anaesthetics;

Narcotic analgesics;

Opioid agonists;

Opioid antagonists;

Sedatives;



1.4.1
1.4.2
1.4.3
1.5
1.6
1.6.1
1.6.2
1.6.3
1.7
1.8
1.9

2.1
2.2
23
24

3.1
3.1.1
3.1.2
3.1.2.1
3.1.2.2
3123
3.1.3
3.14
3.2
3.2.1
322
323
324
33
3.3.1
332

4.1
4.1.1
4.1.2
4.2

5.1
5.1.1
5.1.2
5.2
53
5.3.1
532
533
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Sedative hypnotics;
Sedative analgesics;
Sedative antagonists;
Anticonvulsants including anti-epileptics;
Tranquillisers;
Phenothiazine derivatives;
Butyrophenone derivatives;
Tricyclics;
Neuroleptanalgesics;
Analgesic antipyretics; and
Drugs used for euthanasia.

Autonomic Nervous System -
Sympathomimetics;
Sympatholytics;

Cholinergics; and
Antimuscarinics.

Musculo-Skeletal System and Joints -
Anti-inflammatory;

Steroidals;

Non-steroidal anti-inflammatory drugs (NSAIDs);
COX inhibitors;

Non selective COX2 inhibitors;
Selective COX2 inhibitors;

Topical agents;

Combinations;

Analgesics;

Opioids

NSAIDs;

Topical agents;

Combinations;

Muscle relaxants;

Centrally acting; and
Peripherally-acting.

Autacoids -

Histamine inhibitors;
Antihistamines;

Histamine release inhibitors; and
Serotonin antagonists.

Cardio-Vascular System -
Positive inotropic agents;
Cardiac glycosides;
Methylxanthines;
Anti-arrhythmics;
Vasodilators;
Peripheral-acting vasodilators;
Angiotensin inhibitors; and
Calcium channel inhibitors.

Blood And [and] Haemopoeitic System -



6.1
6.2
6.3
6.4

7.1
7.2
7.3
7.4

8.1
8.2
8.3
8.4
8.4.1
8.4.2
8.4.3
8.4.4
8.5
8.5.1
8.5.2
8.6
8.7
8.7.1
8.7.2
8.7.3
8.7.4
8.8
8.9
8.10
8.10.1
8.10.2

9.1
9.2

10.
10.1
10.2
10.3
10.4
10.4.1
10.4.2

11.
11.1
11.2
11.2.1
11.2.2
11.2.3
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Coagulants, haemostatics;
Anticoagulants;
Haematinics;

Plasma expanders.

Respiratory System -
Antitussives and expectorants;
Mucolytics;

Bronchodilators; and
Combinations.

Gastro-Intestinal System -
Mouth washes;

Emetics;

Anti-emetics;

Acid-reducers;

Antacids and combinations;
Histamine-2 receptor antagonists;
Proton pump inhibitors;
Cytoprotective agents;

Motility enhancers;

Lubricants and faecal softeners;
Laxatives and purgatives;
Antispasmotics;
Antidiarrhoeals;

Plain;

With anti-microbial agents;
Antimicrobial agents;
Biologicals;

Analgesics;

Digestants;

Preparations used in the rumen;
Ruminotorics; and

Anti-bloat remedies.

Hepatic System -
Cholagogues and cholerectics; and
Liver protectants and lipotropics.

Urinary System -

Diuretics;

Urolitholytics and antispasmodics;
Urinary tract antiseptics;

pH modifiers;

Urinary acidifiers; and

Urinary alkalinisers.

Reproductive System -

Intravaginal and intra-uterine preparations;
Sex hormones;

Testosterone;

Oestrogens;

Progesterones and progestogens;



11.24
11.3
11.4
11.5
11.6
11.7

12.

12.1
12.2
12.3
12.4
12.5

13.
13.1
13.2
13.3
13.3.1
13.3.2
13.4
13.5
13.6
13.7
13.8

14.

14.1
14.2
14.3

15.

15.1
15.2
15.3

16.
16.1
16.2

17.
17.1
17.1.1
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Combinations;

Prostaglandins;

Trophic hormones;

Myometrial stimulants (Ecbolics);
Myometrial relaxants (Tocolytics); and
Ovulation controlling agents.

Endocrine System -
Insulin preparations;
Thyroid preparations;
Corticosteroids;
Growth hormone; and
Anabolic steroids.

Dermatologicals -

Disinfectants and cleaning agents;

Antiseptic and antimicrobial preparations;

Antipuritics;

Topical corticosteroids with or without anti-infective agents;
Topical antihistamines with or without anti-infective agents;
Emollients and protectives;

Rubefacients and counter irritants;

Keratolytics;

Antifungals; and

Anti-parasitics.

Ophthalmic And Aural Preparations -
Anti-infectives;

Corticosteroids; and

Combinations (anti-infective with corticosteroids).

Wounds -

Wound antiseptics;
Wound dressings; and
Desloughing agents.

Mammary Gland -
Intra-mammary preparations; and
Preparations for the care of teats and udders.

Antimicrobials -
Antibacterials;
Beta-lactams;

17.1.1.1 Penicillins;
17.1.1.2 Cephalosporins;

17.1.2
17.1.3
17.1.4
17.1.5
17.1.6
17.1.7
17.1.8
17.1.9

Tetracyclines;

Aminoglycosides;

Macrolides, lincosamides and pleuromutulins;
Amphenicols;

Ouinolones;

Sulphonamides and potentiators;

Nitrofurans;

Polypeptides;
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17.1.10 Antibacterial combinations;

17.2
17.3
17.4
17.4.1
17.4.2
17.4.3

18.
18.1
18.1.1
18.1.2
18.1.3
18.1.4
18.1.5
18.1.6
18.1.7
18.1.8
18.2
18.3
18.3.1
18.3.2
18.3.3
18.3.4
18.3.5
18.3.6
18.3.7
18.3.8
18.3.9

19.

19.1
19.2
19.3
19.4

20.

21.

22,

23.

24.

24.1
242
243
24.4
24.5
24.6
24.7
24.8

Antifungals;
Antivirals;
Anti-protozoals;
Anticoccidials;
Antibabesials; and
Spirochaeticides.

Antiparasitic Agents -
Endoparasiticides;

Benzimidazoles and probenzimidazoles;
Macrocyclic lactones;

Halogenated salicylanilides and itrophenols;
Midazoles;

Tetrahydropyrimidines;
Piperazines;

Organophosphores;

Combinations;

Endectocides;

Ectoparasiticides;

Organochlorines;
Organophosphores and Carbamates;
Pyrethrins and Pyrethroids;
Formamidines;

Nitroquanidines;

Phenylpyrazoles;

Insect growth hormones;

Chitin synthesis inhibitors; and
Combinations.

Vitamins, Minerals And Geriatric Preparations -
Vitamins only;

Vitamin and mineral combinations;

Minerals and electrolytes; and

Vitamins, electrolytes and aminoacid combinations.

Cytostatic Agents.

Immune Modulating Agents.
Chelating Agents.

Contrast Media.

Biologicals -

Dogs vaccines;

Cats vaccines;

Poultry vaccines;
Ruminants vaccines;
Swine vaccines;

Horse vaccines;

Other species vaccines;
Other vaccines;
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249  Other biologicals.

25. Production Enhancers -
25.1  Antimicrobials;

25.2  Hormones;

25.2.1 Sex hormones;

25.2.2 Growth hormones; and
25.3  Beta agonists.

26. Fish Medicines.
217. Game medicines.
28. Reptile medicines.

29. Other animals medicines.

[Iltem 29 should be “animals’ medicine” (with an apostrophe)
or “animal medicines” (using “animal” in the singular).]
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Annexure I1

[Annexure Il deleted by GN 28/2015]

ANNEXURES III-XXXVIII
To view content without printing, scroll down.

To print at full scale (A4), double-click the icon below.

-
>

GN 178/2008
Annexures

[Annexure XXXVIII substituted by Government Notice 316 of 2015]
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ANNEXURE III
NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES

MEDICINES REGISTER FOR MEDICINES WHICH ARE NOT VETERINARY

MEDICINES OR COMPLEMENTARY MEDICINES
(section 17(1)(a) of the Act)
(regulation 7(a))

Approved

Name of Registration name of App!u:iultj Date of
.. . Dosage form certificate . .
medicine Number each active holder registration

ingredient

Conditions of
registration
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ANNEXURE IV

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCTAL SERVICES
VETERINARY MEDICINES REGISTER
(section 17(1)b) of the Act)

(regulation 7(b))

Name of
medicine

Registration ml:nrz‘;efd Do f Aprl:]!iﬁc“tg Date of
number each active sage lorm certthca registration

ingredient holder

Conditions of
registration
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ANNEXURE V

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
COMPLEMENTARY MEDICINES REGISTER
(section 17(1)(c) of the Act)

(regulation 7(c))

Approved Applicant!
Nam e of Registration name of Do f prl;il;:ante Date of Conditions of
medicine num ber each active sage lorm certiica registration registration

ingredient holder
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ANNEXURE VI

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
APPLICATION FOR AMENDMENT OF ENTRY IN REGISTER
(section 20 of the Act)

(regulation 8(1))

TO: FROM:
The Registrar of Medicines

Namibia Medicines Regulatory Council
Ministry of Health and Social Services
Private Bag 13198

WINDHOEK

(Name and address of applicant)
L....... . N (full names
and surname of appl1cant and 1f the appl1cat1on is made on behalf of a body corporate the name of
the body corporate) being the holder of a certificate of registration in respect of ..
(name of medicine approved by the Council under section 19(8)) of the Act) with
(reg1strat1on number allocated to the med1c1ne under sect1on 19(9) of theAct) and reglstered on
. (date of registration of the medicine)

hereby apply for the amendment ofthe followmg entry -m the reglster with respect to that medicine:

to the followmg entty

due to the following TEABOMIE. ©.. t oot ettt et e ceecet e oee cen e e oee e e een e e e e e

Slgnatureofapphcant Date
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ANNEXURE VII

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
CERTIFICATE OF REGISTRATION
(section 19(7) of the Act)

(regulation 9)

It is hereby certified that the Namibia Medicines Regulatory Council has approved in terms of
section 19(4) of the Medicines and Related Substances Control Act, 2003 (Act No 13 of 2003), the
registration of the medicine described below subject to the conditions set out below:

Registered name (proprletary name) of medicine: .
Registration number: . P

Date of registration: .
Approved name of every actlve mgredlent and quantltles thereof per dosage umt or per su1table
mass or volume unit of medicine: .

Dosageform
Registered in the name of (name and busmess address of appllcant)

Name and address of manufacturer and the manufacturing facility: .....................

Name of the final product release controller: ... ...t i e e e e
Name of the final product release respOmSTBItY: ... ... oosoosocoes oo
Conditions of registration (Attached):

Issued at ....ooooe e Ofl oo

Registrar of Medicines Stamp
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ANNEXURE VIII

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCTAL SERVICES
APPLICATION FOR APPROVAL OF TRANSFER OF CERTIFICATE
OF REGISTRATION
(section 21 of the Act)

(regulation 10}

APPLICATION NUMBER

TO: FROM: (Name and address of applicant)
The Registrar of Medicines

Namibia Medicines Regulatory Council

Ministry of Health and Social Services

Private Bag 13198

WINDHOEK

L e (Full names
and surname of applicant and, if the application is made on behalf of a body corporate, the name of
the body corporate) being the holder of a certificate of registration in respect of

(name of medicine approved by the Council under section 19(8)) of the Act) with .

(registration number allocated to the medicine under section 19(9) of the Act) and registered on
e e e e e e e e e e e ree e eee e e (date Of registration of the
medicine) hereby apply for approval for the transfer of the certificate of registration attached hereto
(00 ot i i e e e e eeennn . (fUll names and surname of the person to whom the
certificate is to be transferred) Of ... ... o s

(postal and physical business address)* / ..........................
or (name of body corporate) 0f ... ...
(postal and physical business address)*

S]gnatureofappl[cant R
*Delete whichever is not applicable.
Note: Please attach proof -

(a) of incorporation or registration of the body corporate, as the case may be; and

(b) that the person or body corporate concerned qualifies in terms of the Medicines

Control Act, 2003, as a person to whom the certificate concerned may be
transferred.
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ANNEXURE IX

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
REPORT OF ADVERSE DRUG REACTION
(regulation 17(5))

TO:

The Registrar of Medicines

Namibia Medicines Regulatory Council
Ministry of Health and Social Services
Private Bag 13198

WINDHOEK

Full names and surname or record number of patient: ..........

AGE: v sre GEOET: e e es WAL oo

ADVERSE REACTION DESCRIPTION Date: ...

DRUG THERAPY .
Tndicate suspected drog(s): Daily dosage and | Date therapy Date therapy

Trade Mame and Batch No. route started stopped

Reasons for use

Treatment of reaction

OUTCOME Recovered Not yet recovered Unknown

Fatal

(This matter will be followed up and you will be informed of the outcome)
Comments: (e.g. relevant history, allergies, previous exposure)
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Profession of reporting authorised prescriber: (e.g. medical practitioner, dentist, veterinarian, nurse
LO ] o - TN
Full names and surname: ...
Business address: ......... B
Telephone:... ..o W Cell

slgnature G

* (The identity of the reporter and the patient will be strictly confidential)
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ANNEXURE X

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
CERTIFICATE BY INSPECTOR
(section 36(2)(c) of the Act)
(regulation 20(3))

I, (full names and surname) hereby certify that the accompanying isfare a sample/samples of a
medicine or a scheduled substance takenon........................ at(fulladdress)........................

from the stocks under the control of (full names and surname and business address) ..

in the presence of (full names and surname and business address of witness): ...........................

The following particulars relate to the sample/samples:
(a) Propnetaryname(lfany)
(b) Dosage form: .
(c) Estimated quantlty
(d) Particulars on label: .
(1) Name and busmess address of appllcant
(ii) Batch number: . .
(iii) Expiry date: .
(iv) Other marks of 1dent1ﬁcat10n (clalms mdlcatlons trade marks)

(¢} This sample is submitted for analysis/testing/examination/identification/other
ACHOM (SPECIIT Y oo e e e e
() The cost of the sample taken AMOUNLS (0 NS ... ... oovvro oo

S,gnatumoflnspecm Date

Slgnatureoletness Datc
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ANNEXURE XI

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCTAL SERVICES
CERTIFICATE BY ANALYST
(section 36(4) of the Act)
(regulation 22)

I, (full names and SUrname), ....................oooiiiii i eee oo een . duly authorized
in terms of section 37 of the Medicine and Related Substances Control Act, 2003, {Act No. 13 of
2003), as analyst hereby declare -

(a) that I have received a sample deseribed a5 ...

.. from (full names and surname).

(b) that I have carried out the instructions of the inspectoron .........cccceoeee oo oo oun; and
(c) that my findings were as indicated in the report attached hereto.

Remarks with regard to results 0f analysis: ... ... oo e

slgnatureofAnalyst Datc
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ANNEXURE XII

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
SCHEDULE 4 SUBSTANCES REGISTER AND PRESCRIPTION BOOK
(section 29¢20) of the Act)

(regulation 27(1)

SUBSTANCE .................. FORM .......... DOSE MASSORVOLUME UNIT ....................
Date . Supplier's , o
received Supplier's Inwoice No Purchaser's Ref. Prescriber’s Units Units .
name and name and Name and . . Balance | Signature
or or Import No received | issued

address

issued permit No address address
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ANNEXURE XIII

NAMIBIA MEDICINES REGULATORY COUNCIL

pCT T

MINISTRY OF HEALTH AND SOCIAL SERVICES
APPLICATION FOR PERMIT TO IMPORT ASCHEDULE 4 OR A
SPECIFIED SCHEDULE 3 SUBSTANCE
(section 29(15)(b) and (23)(b) of the Act)

(regulation 28(1))

APPLICATION NUMBER

TO: FROM:
The Permanent Secretary

Ministry of Health and Social Services
Private Bag 13198

WINDHOEK

(Name and address of applicant)

L e e e i een e (Ul nAMES
and surname of applicant and, if the application is made on behalf of a body corporate, the name
of the body corporate) being a registered .............coco i practising/conducting® a
DUSINESS AL ... oottt e o et it e e et e e e e e e
(physical address) hereby apply for a permit authorising me/it to import a Schedule 4/specified
Schedule 3* substance/preparation® in respect of which the following details are given:

(a) the name of the substance/preparation:™ ... ... . e

(b) the quantity of the substance/preparation:® ... .. ...

(c) the name and content of the active ingredients of the substance/preparation* (per unit and
0N 1 ) U
(d) the dosage form of the substance/preparation™: ... ... ...

I declare that the quantities required are reasonably required by me for purposes authorised by law: I
estimate that these quantities will meet my requirements for a peried of ................... months from
the date of application.

The consignment will be imported fTom ... e
(full names and surname and address of person in exporting country from whom the drug is fo be
obtained).
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The consignment will be imported through ... ..o
<eeeee.... (border post, airport or harbour).

I declare that the quantities applied for are appropriate for the purpose applied for.

Slgnatureoprphcant Dme

* Delete whichever is not applicable.
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ANNEXURE XIV

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
IMPORT/EXPORT PERMIT#* FOR ASCHEDULE 4 OR
ASPECIFIED SCHEDULE 3 SUBSTANCE
(section 29¢(15)(b) and 23(b) of the Act)
(regulations 28(1) and 29(2))

I, (full names and surname . eiteeeeiiien..... the Permanent Secretary: Ministry
of Health and Social Servrces hereby author1se
. (name of apphcant and 1f the apphcatlon is made on behalf
of a body corporate the name of the body corporate) being a registered ..
.practising/conducting *business at .
(phys1cal address) to import/export* the followmg Schedule 4lspe01ﬁed
Schedule 3* substahce/preparahon * gubject to the conditions, if any, set out herein:

(a) the name of the substance/preparation:*
(b) the quantity of the substance/prepamtloh* (calculated asa base) .................................
(c) the dosage form of the substance/preparation:® ......... ... e

Conditions, IF ANY: ... ... e e

The consignment will be imported/exported* through ... .
................................................................................................ (border post a1rport or harbour)

Issmed at ... Ol ottt e e e e
Period of validity of Permit: ... ... e
Slgnature of PermanentSecretary Ministry of Health and Social Services

*Delete whichever is not applicable.
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ANNEXURE XV

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
APPLICATION FOR PERMIT TO EXPORT ASCHEDULE 4 OR
ASPECIFIED SCHEDULE 3 SUBSTANCE
(section 29(15)(b) and 23(b) of the Act)
(regulation 29(1))
APPLICATION NUMBER

TO: FROM:
The Permanent Secretary

Ministry of Health and Social Services
Private Bag 13198

(Name and address of applicant)
I.. . (full names
and surname of appllcant and 1fthe application is made on behalf of a body corporate the name of the

body corporate) being a registered .. practismg/conductmg a
business at ......
(physical address) hereby apply for a perrnlt authorismg me/it to export to

(name and address ofthe ﬁrm or person in the importing country to which or to whom the substance/
preparation® is to be supplied) the Schedule 4/specified Schedule 3* substance/preparation in respect
of which the following details are given:

(a) In the case of the exportation of a raw material or a semi-finished product only:
() the name of the substance: .
(ii) the quantity of the substance (calculated asa base)
(b) In the case of the exportation of a preparation (finished produet):
(i) the name and quantity of the active ingredient(s) of the preparation (per unit and
total): . F

(11) the quantity of the preparatlon
(iii) the dosage form of the preparatlon

I declare that the quantities applied for are appropriate for the purpose applied for.

The consignment will be exported through ...........
.............................................................................. (border post a1rpon harbour or post ofﬁce)

Signaturc of applicant Date

Note: The permit concerned may only be issued if the applicant submits with the application con-
cermned a copy of an importation authorisation issued by the medicines regulatory authority of the
country to which exportation of the relevant substances is contemplated.



Republic of Namibia 79  Annotated Statutes

REGULATIONS
Medicines and Related Substances Control Act 13 of 2003

Regulations relating to Medicines and Related Substances

ANNEXURE XVI

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES

APPLICATION FOR PERMIT TO MANUFACTURE ASCHEDULE 4

OR ASPECTFIED SCHEDULE 3 SUBSTANCE
(section 29(15)(a) and 23(a) of the Act)
(regulation 30(1))

TO:

The Registrar of Medicines

Namibia Medicines Regulatory Council
Ministry of Health and Social Services
Private Bag 13198

(Name and address of applicant)
| T . s . (full names
and surname of apphcant and 1f the apphcatlon is madc on bchalf of a body corpomte the name of
the body corporate) being aregistered ... i practising/conducting®
a business at . . evieeeeeiieonee oo (physical address) hereby

apply fora permlt authorlsmg me/lt to manufacture

the Schedule 4/specified Schedule 3* substance/preparatl(.m* in respect of Wthh the followlng

details are given:

(a) In the case of the manufacturing of a raw material or a semi-finished product only:
(i) the name of the SUDSIANCE ... ...ttt e e e e e
(ii) the quantity of the substance (calculated asabase) .............c.oiiiic e
(b) In the case of the manufacturing of a preparation (finished product) -
(i) the name and quantity of the active ingredients of the preparation (per unit and

0N 1) N

(ii) the quantity of the preparation: ... i e

(iii)  the dosage form of the preparation: ............ ..o e

slgnatureofapphcant Date

*Delete whichever is not applicable.
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ANNEXURE XVII

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCTAL SERVICES

PERMIT TO MANUFACTURE A SCHEDULE 4 OR ASPECIFIED
SCHEDULE 3 SUBSTANCE
(section 29(15)a) and 23(a) of the Act)
(regulation 30(2))

The Namibia Medicines Regulatory Council hereby authorizes .

. (full names and surname of appllcant and 1f the appllcatlon is made on
behalf of a body corporate the name of the body corporate) being a registered .. T
. practising/conducting® business at ...
..................................... (physical address) to manufacture the following Schedule 4/specified
Schedule 3* substance, subject to the conditions set out herein:

(a) the name of the Schedule 4/specified Schedule 3* substance/preparation: *
(b) the quantity of the substance/preparation *(calculated as abase) ...............coiiii e
(c) the name and content of the active ingredients of the substance/preparation *(per unit and

70 -1 R

(d) the dosage form of the substance/preparation * ... ... oo e

L3 11 8T 1 TSPt

IsSUEd At... e e BTD L e e
Period of validity of permit: ...
Registrar of Medicines

*Delete whichever is not applicable.
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ANNEXURE XVIII

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
APPLICATION FOR PERMIT TO CULTIVATE OR COLLECT PLANTS
OR APORTION OF APLANT FROM WHICH ASCHEDULE 4
OR ASPECIFIED SCHEDULE 3 SUBSTANCE CAN BE EXTRACTED,
DERIVED, PRODUCED OR MANUFACTURED
(section 29(15)c) and 23(c) of the Act)

(regulation 31(1})

APPLICATION NUMBER

TO: FROM: (Name and address of applicant)
The Registrar of Medicines
Namibia Medicines Regulatory Council
Ministry of Health and Social Services
Private Bag 13198

WINDHOEK

PPN 1111 § 117y [:1
and surname of applicant and, if the application is made on behalf of a body corporate, the name of the
body corporate) being a registered ..............coi i vieeeee e oo practising/conducting ¥ a
business at ...... ......(physical

address) hereby apply for a permit authorising meAt” to cultivate or collect plants or portions of
plants from which a Schedule 4/specified Schedule 3* substance can be extracted/derived/ produced
/manufactured,* and in respect of which the following details are given:

(a) the names of the plants or portions thereof to be cultivated/collected: *

(b) the names of the Schedule 4/specified Schedule 3* substance to be extracted/derived/
produced/manufactured* and the purpose for which it will be used:

(c) the place(s) where the cultivation/collection® will take place:

Signature of applicant Date

*Delete whichever is not applicable.
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ANNEXURE XIX

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
PERMIT TO CULTIVATE OR COLLECT PLANTS OR A PORTION OF A PLANT
FROM WHICH ASCHEDULE 4 OR A SPECIFIED SCHEDULE 3 SUBSTANCE
CANBE EXTRACTED, DERIVED, PRODUCED OR MANUFACTURED
(section 29(15)(c) and 23(c) of the Act)
(regulation31(2))

The Namibia Medicines chulatory Council hereby authorises ..

. (full names and surname of appl1cant and
1f the applrcatron is made on behalf of a body corporate the name of the body corporate) being a
rcglstercd ...practising/conducting® a business at .

..(physical address) to cultivate or collect the
plants or portlons of plants as set out below on the condltlons as determined herein:

(a) the names of the plants or portions thereof to be cultivated/collected: *

(b) the names of the Schedule 4/specified Schedule 3* substances to be extracted/derived/
produced/manufactured* and the purpose for which it will be used:

(c) the place(s) where the cultivation/collection® will take place:

L3 48T 1 PP

Period of validity of the Permit: ... e

ReglstrarofMEdlcmeS Date

*Delete whichever is not applicable.
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ANNEXURE XX

NAMIBIA MEDICINES REGULATORY COUNCIL

pCT T

MINISTRY OF HEALTH AND SOCIAL SERVICES
CERTIFICATE OF DESTRUCTION AND DISPOSAL OF SCHEDULED
SUBSTANCES AND MEDICINES
(regulation 33(1))

1. Details of premises where the scheduled substances or medicines were found:

INRITIE: .o oot e oot e ot et e oo e e e e e et e e s
Postal address: ...
Physical address: ... ... e e e e
Name 0f PEMSON N CHAIZE: ... oot e et et e e e e e et e e e e

2. Items destroyed:

Name of scheduled substance

or medicine Quanftity Reason for destruction

3. Method of destruction and disposal: ....... ... .o

4. Name of inspector / AUthOTISEd PEMSOM: ... ...t e e e e ree e e
Signature of Inspector/Authorised persen Date

Signature of person in charge of premiscs Date
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ANNEXURE XXI

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES

APPLICATION FOR LICENCE IN TERMS OF SECTION 31(1), (2) OR (3) OF THE ACT

TO:

(regulation 34 (1))

APPLICATION NUMBER

The Registrar of Medicines

Namibia Medicines Regulatory Council
Ministry of Health and Social Services
Private Bag 13198

WINDHOEK

A General Information:

L. Name of applicant: ... ... e

2. Qualifications of applicant: . ... .. e e

3. Postal address of applicant:

4. Telephone No.:
E-mail address

5. Residential address of apphcant

6. State Whether the type of llcence applled for is under sectlon 3 1(1) (2) or (3) ofthe Medlcmes
and Related Substances Control Act, 2003) ..

B. Please attach the following:

L Certified copies of certificates of qualification.

2. Certificate of current registration with the relevant professional board.

3. Motivation as to the need to for the licence concerned.

C. Other information:

1.1 Physical address of premises where the applicant intends to store, compound, and dispense
AT (571 PN

12 Area in Namibia within which the applicant intends to perform his or her service (for
example, municipality, town, village, settlement area, rural area): ...

2.

Catchment area to be served by the appCant: ................oc..oveorrsrrs s oo
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3. Estimated population in the geographical area: .................

4. Particulars of the premises

For official
use only

1. Is there a separate facility for washing hands?

2. Is there a separate facility for cleaning equipment?

3. Is the temperature in the dispensary below 25°C?

4. Is there a suitable means of counting tablets and capsules?

5. Is there a suitable range of dispensing containers for medicinal products
available?

6. Is there a suitable and adequate means of waste disposal available?

7. Is there a fridge for heat sensitive pharmaceuticals and vaccines available?

8. Are there security measure in place to prevent unauthorized entry?

9. Are all working surfaces finished with a smooth impermeable and was hable
material?

10. Is there sufficient and adequate lighting?

11. Is the floor surface of impermeable material?

12. Are all scheduled medicines stored/displayed in areas inaccessible to the public?

13. Are all cupboards and shelves finished with a smooth impermeable and was hable
material?

Signature of applicant Date
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ANNEXURE XXII

NAMIBIA MEDICINES REGULATORY COUNCIL

f

MINISTRY OF HEALTH AND SOCIAL SERVICES
LICENCE ISSUED IN TERMS OF SECTION 31(1) OF THE ACT
(regulation 34(7)a))

PART A

The Namibia Medicines Regulatory Council hereby authorises -...
etveetieiie i e e eee o (full names and surname) of

(business postal address) ...
(physical business address) being a.................

e e e e e e e e e e e e e ee e aee s eee e e .. OCCUpALiON)
to acquire, possess and prescribe, use in respect of, or sell to, his or her patients in terms of section
31(1) of the Medicines and Related Substances Control Act, 2003, the Schedule 1, Schedule 2 or
Schedule 3 substances specified in Part B to this licence, subject to the conditions, if any, set outin
Part C to this licence.

Period of validity 0f LICENCE: ... ... oo i e e et s et e e e e e e
ReglstrarofMedl(:]nes s
PART B

SPECIFIED SCHEDULED SUBSTANCES

MEDICINE DOSAGE FORM INDICATIONS
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PART C

CONDITIONS SUBJECT TO WHICH THE SCHEDULED SUBSTANCES SPECIFIED IN
PART B MAY BE ACQUIRED, POSSESSED AND PRESCRIBED, USED IN RESPECT OF,
OR BE SOLD TO PATIENTS .. . TP




Republic of Namibia 88  Annotated Statutes

REGULATIONS
Medicines and Related Substances Control Act 13 of 2003

Regulations relating to Medicines and Related Substances

ANNEXURE XXIII

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
LICENCE ISSUED IN TERMS OF SECTION 31(2) OF THE ACT
(regulation 34(7)(b))

PART A

The Namibia Medicines Regulatory Council hereby authorises -..........oiiiiiiiiice e
...(full names and surname) of ..

(busrness postal address) e

(physical business address) bemg a.

. . (occupation)
to prescrrbe and sell to persons in respect of whom he or she has 1ssued a prescrrptron under
paragraph (a) of section 31(2) of the Medicines and Related Substances Control Act, 2003, the
Schedule 2 or Schedule 3 substances specified in Part B to this licence, subject to the conditions, if
any, set out in Part C to this licence.

Period of validity of LICENCE: ... ..o e e e e e
ReglstrarofMedl(:]nes T

PART B
SPECIFIED SCHEDULED SUBSTANCES

MEDICINE DOSAGE FORM INDICATIONS

PART C

CONDITIONS SUBJECT TO WHICH THE SCHEDULED SUBSTANCES SPECIFIED IN
PART B MAY BE ACQUIRED, POSSESSED AND PRESCRIBED, USED IN RESPECT OF
OR BE SOLD TO PATIENTS
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ANNEXURE XXIV

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
LICENCE ISSUED IN TERMS OF SECTION 31(3) OF THE ACT
(regulation 34(7)(c)

PART A

The Namibia Medicines Regulatory Council hereby authorises —......... oo
s . (full namcsandsurnamc)of

(busmess postal address) ..
(physmal busmess address) being a . (occupatlon) to
sell to his or her patients in terms of scctlon 3 1(3) of thc Mcdlcmes and Rclatcd Substanccs Control
Act, 2003, Schedule 1, Schedule 2, Schedule 3 or Schedule 4 substances, subject to the conditions, if
any, set outin Part B to this licence.

Period of validity 0f HEGNCE: ... ... e e et e

Reg]strarofMed]cn]es Do
PART B

CONDITIONS SUBJECT TO WHICH SCHEDULE 1, SCHEDULE 2, SCHEDULE 3 OR
SCHEDULE 4 SUBSTANCES MAY BE SOLD TO PATIENTS
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ANNEXURE XXV

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
APPLICATION FOR PERMIT IN TERMS OF SECTION 31(4) OF THE ACT
(regulation 34(9)

APPLICATION NUMBER

TO:

The Minister of Health and Social Services
Ministry of Health and Social Services
Private Bag 13198

WINDHOEK

I, (full names and SUMAME) ... ...... ... oiiiii oL DEIDZ A L
w.ev.r... (occupation) and holding the following qualifications
(attachccmﬁcdcoplcsofquahﬁcaugns)of
(postal address), telephone no. .................o.o
AAOTEES. .. oo e e e s e eee s

hereby applies in terms of section 3 1¢{4) of the Medicines and Related Substances Control Act, 2003,
fora licence to manufacture */pack and sell* the medicine or scheduled substances set out below:

Scheduled

Substancel Medicine Scheduled substances/medicine, strength and dosage form Quantity

Physical address of facility where the intended manufacturing®/ packing and selling* will be done:

Slgnatumanpphcant Date

*Delete whichever is not applicable
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ANNEXURE XXVI

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCTAL SERVICES
PERMIT ISSUED IN TERMS OF SECTION 31(4) OF THE ACT
(regulation 34(10}))

L. . the Minister
resp0n31ble for health hereby amhonse in Ierms 0f sectlon 31(4) of the Medlcmes and Related

Substances Control Act, 2003,
(full names and sumame) of

...... (occupation)
to manufacture®/

'(iiﬁgis'{c'Ai'a}id';'J'(;'si'a'fn;'ﬁgiﬁ'égs'a&id}ééé)"'b'éiﬁ'g' O
and holdmg the followmg quallﬁcatlons .
pack and sell* the medicine or scheduled substance spemﬁed below

Schedule/Medicine Schedule substances, medicine, strength and dosage form Quantity

[0 51T F 1 PP

Period of validity 0F HCEICE: ... ... e e et e e e e

Minister Responsible for Health Date
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ANNEXURE XXVII

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
APPLICATION FOR LICENCE IN TERMS OF SECTION 31(5) OF THE ACT
(regulation 34(11})

APPLICATION NUMBER

TO:

The Registrar of Medicines

Namibia Medicines Regulatory Couneil
Ministry of Health and Social Services
Private Bag 13198

WINDHOEK

I, (full names and SUINAIMIE) ...... ... oie et et it eee et it e eeeee e eessneenneen -o. DEIDZ @ L.
+veven.. (occupation) and
holding the following qualifications ........ ... ...

eteteieeiiiiiene e o.. (attach certified copies of qualifications) of
... (postal address), telephone no. ...
faxno. ... emALL AAIESS L
hereby applies in terms of section 3 1(5) of the Medicines and Related Substances Control Act, 2003,
fora licence to manufacture*/pack and sell*/import*/export* the medicine or scheduled substances
SEt OUE DELOW. Lo oo

(please attach, if applicable, a copy of the permit issued in terms of section 31(4) of the Medicines
and Related Substances Control Act, 2003)

Physical address of facility where the intended manufacturing and selling */packing and selling™* will
DE dOME .. e e s oe e e een e e

Signaturc of Applicant Date

*Delete whichever is not applicable.
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ANNEXURE XXVIII

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
LICENCE ISSUED IN TERMS OF SECTION 31(5) OF THE ACT
(regulation 34(12))

The Namibia Medicines Regulatory Council hereby authorises in terms of section 31(5) of the
Medicines and Related Substances Control Act, 2003, ...
(full names and surname) of ..

(postal busmcss addrcss)
(physical business address) bemg a.
(occupation) and holding the followmg quallﬁcatlons

t0 manufacture*/pack and sell*/import*/export* the followmgmedlcmeorscheduledsubstances

Conditions: ........

Period of Validity 0f HOONEE: ... vr.ecvvrs e ies oot et oo

ReglstrarofMedlcmes Date

*Delete whichever is not applicable.
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ANNEXURE XXIX

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
APPLICATION FOR REGISTRATION OF PREMISES USED FOR
MANUFACTURING OF MEDICINES
(regulation 35)

APPLICATION NUMBER

TO:

The Registrar of Medicines

Namibia Medicines Regulatory Council
Ministry of Health and Social Services
Private Bag 13198

WINDHOEK

1. Name of APPIICANT: ... ..o e e s e e e e
2. Postal address of applicant: ... e
3. Telephone No..o.........oo i

E-mail address of applicant: ............

4. Residential address of applicant: ........................
N Phys]caladdressofpremlses

6. Name of pharmacist, or person contemplated in section 31(4) of the Act, as the case may be,
under whose personal supervision the premises will be: ... ...

Signature of applicant Date
Note: Attach qualification certificates of applicant and proof of registration with the Pharmacy
Council.
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ANNEXURE XXX

NAMIBIA MEDICINES REGULATORY COUNCIL

pCT T

MINISTRY OF HEALTH AND SOCIAL SERVICES

LICENCE IN RESPECT OF REGISTRATION OF PREMISES USED
FOR MANUFACTURING OF MEDICINES
(regulation 35(3))

The Namibia Medicines Regulatory Council has approved the registration of the premises below for
the manufacturing of medicines and issues the following licence in respect thereof.

Name of licence hoIer: ... e et e e e e e
Telephone number: ...t FAXMOMbET: L
Residential adudress: ... ..o oo e e e e s e e e e e aanes

NAmMe OF PrEMISeS: ... ... oo ooeer e e
Physical address of Premises: ... e e e
Name of pharmacist, or person contemplated in section 31(4) of the Act, s the case may be, under
whose personal supervision the premises will be: ... ...

BRPIIY Qa8 .o e et e et e e e et e e e
Applicable conditions (if any): ..

Registrar of Medicines Date



TO:
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ANNEXURE XXXI

NAMIBIA MEDICINES REGULATORY COUNCIL

APPLICATION FOR RENEWAL OF LICENCE IN RESPECT OF REGISTRATION

OF PREMISES USED FOR MANUFACTURING OF MEDICINES
(regulation 35)
APPLICATION NUMBER

The Registrar of Medicines

Namibia Medicines Regulatory Council
Ministry of Health and Social Services
Private Bag 13198

WINDHOEK
1. Name of applicant: ..............ooiiiiiiiiiii s
2. Postal address of applicant: .....................
3. Telephone No.: .................
E-mail address of applicant: .......
4. Residential address of applicant: ....
5. Physical address of premises:........
6. Name of pharmacist, or person contemplated in section 31(4) of the Act, as the case may be,
under whose personal supervision the premises will be: ............. ...
7. Date of expiry of existing lICEICE: ... ... ..ot e e e
Slgnatureofappllcant e

Note: Attach qualification certificates of applicant and proof of registration with the Pharmacy
Council.
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ANNEXURE XXXII

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES

SCHEDULED SUBSTANCES FOR USE BY REGISTERED NURSE OR MIDWIFE

(regulation 36(1))
. Maximum stock
Schedule Medicine Strength Dosage permitted
) Phytomenadione injection | ) o < oy 1 mg IM 10x0.5 ml ampoules
(Vit K1) ’ )
2 Ergometrine tartrate 0.5 mg / ml 0.5 mg IM 50x1 ml ampoules
injection
. 0.01 mg/kg IM or
32 Nz_alox_one tydrochloride 0.02 mg / ml subcutaneous. May 10x2 ml ampoules
injection {neo-Natal) b
e repeated
1% 1520 ml 1% 10 x 20 ml vials
@ Lignocaine hydrochloride solution per patient
solution 5 ml 2% solution per
2% patient 10 x 20 ml vials
Chloramphenicol eye One capsule per
2 casules (applicaps) B treatment 50 capsules
32 Oxytocin 10 TU/ ml - 20 ampoules
L . 50 mg IM.
a Pe_thu?me hydrochloride 50 mg / ml ‘Additional 50 mg 20 x 1 ml ampoules
injection . (1000 mg)
may be given
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ANNEXURE XXXIII

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
APPLICATION BY REGISTERED NURSE#*/MIDWIFE *TO PURCHASE, ACQUIRE
OR KEEP FOR ADMINISTRATION IN A MIDWIFERY CASE THE SCHEDULED
SUBSTANCES SET OUT IN ANNEXURE XXIX
(regulation 36(1))

APPLICATION NUMBER

TO:

The Permanent Secretary

Ministry of Health and Social Services
Private Bag 13198

Windhoek

I, (full names and surname) . .

being a nurse*/midwife* reglstered in terms in terms of the Nursmg Act 2004 (Act No 8 of 2004)
hereby apply to acquire the scheduled substances mentioned in the column below; being scheduled
substances set out in Annexure XXIX:

Nam e of scheduled medicine/

substance Strength and dosage forms Maximum quantity

The other required particulars are as follows:

Business postal address: .

Physical business address .

Date of registration as reglstered nume/m1dw1fe

(Please attach copy of certificate of registration concerned).

The scheduled substances concerned will be obtained from . .
(name of pharmacy) of

AT (postal addrcss) and

........................................................................................................................ (physical address).

Slgnammoprphcant Date
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ANNEXURE XXXIV

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
PERMIT FOR SCHEDULED SUBSTANCES FOR USE BY
REGISTERED NURSE#*MIDWIFE*

(regulation 36(3))

L . the
Permanent Secretary: Ministry of Health and Social Services, hereby authorise in terms of regulation
(full names and SUMAME) Of ... ... oo e e e e e e e e e e s
(physical and postal business address), who is practising as a registered nurse*/ midwife* in his or
her own midwifery practice */in a clinic practice *currently registered in terms of the Nursing Act,
2004 (Act No. 8 of 2004), to purchase, acquire or keep for administration the scheduled substances
mentioned in the column below after the deletion note:

O e e e e e e e e, (DAME)Y L
(postal and physical business address of pharmacy from whom scheduled substances concerned will
be obtained).

Permit NUIIIDETT ... oo e e e e e et et e et e e

Permanentsecretary R
Ministry of Health and Social Services

Note: The permit must be issued in triplicate, the original to the pharmacy, the duplicate copy to
the applicant (registered nurse and midwife) and the third copy to the Registrar.

* Delete whichever is not applicable

Maximum
Schedule Medicine Strength Dosage Stock permitted
Soluble as pirin tablets and R One or two tablets, may be
51 codeine phophate tablets repeated after four hours 100 tablets
Phytomenadione injection 10x 0,5 ml
52 (Vit. K1) 1 mg/05 ml 1 mg IM ampoules
32 Ergometrine tartrate injection | 0,5 mg IM 05 mg IM 50 Ll
ampoules
Naloxonehydrochloride 0,01 mg/kg TM or subcutane- | 10 x 2 ml
52 injection { neonatal) 0.02 mg/ml ous; may be repeated ampoules
. . . 15-20 ml 1% solution per .
Lignocaine hydrochloride 1% . . 10 x 20 ml vials
52 solution 25 ﬁﬁ: 5 ml 2% solution per | 152 55 mi vials
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52 Chlm_-amphemcol eye capsules | One capsule per treatment 50 capsules
(applicaps)
32 Oxytocin 10 IU/ml - 20 ampoules
Lo . 12x2ml
s4 Pethidine hydrochloride 100 me/2 mi 100 mg T™ ampoules
injection (1200 mg)
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ANNEXURE XXXV

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES

REGISTER OF SCHEDULED SUBSTANCES TO BE KEPT BY
REGISTERED NURSE OR MIDWIFE

(regulation 36(4))
PART A
(To be completed by the pharmacist and the permit holder)
New stock
Stock on hand . .
Schedule | TVame of substance Strength (Permit holder acquired Maximum
or medicine (Pharmacist to stock perm itted
to com plete)
complete)
I, the permit holder, acknowledge receipt of the scheduled substances.
Name: ...... eeeenennee e Permit Noc o

Name and business address of the phammacy: ...

Signature of permit holder
Name of the pharmacist: ... ... s e e e e e

slgnatureofpharmaﬂst Date
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PART B
Number of Name and address .
Date perm it Quantity of pharmacy Issued by Received by
Brought forward
New stocks acquired
PART C

IN RESPECT OF ADMINISTRATION OF SCHEDULED SUBSTANCE
(To be completed by permit holder after use)

Time

Nam e and
address of
patient

Quantity
adm inistered

Administered by

Reason
for
adminis-

Signature Qualification tration

Balance
on hand




Republic of Namibia 103  Annotated Statutes

REGULATIONS
Medicines and Related Substances Control Act 13 of 2003

Regulations relating to Medicines and Related Substances

ANNEXURE XXXVI

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
APPLICATION FOR SALE OF UNREGISTERED MEDICINE
(Section 27 of the Act)

(regulation 46)

APPLICATION NUMBER

TO:

The Registrar of Medicines

Namibia Medicines Regulatory Council
Ministry of Health and Social Services
Private Bag 13198

WINDHOEK

PART A
PARTICULARS OF APPLICANT

INAITIE. 1 ivei ettt ettt et e e et se e st e e te e e e et s e e e et s s e et e e et e eRe e ee ek n R et ans et e er et b e er e eneeae e e ee st nn
QUALTTICALIONS: ...eeoeee oottt et e oo et et e ee ettt eae e ee e et eee e ete et s e et an st e et e ee e e eeenens
Business Address: .
Postal Address: ..

Brmiai] @00TESS o.oovieeece ettt ettt ettt ettt et et ers s

PART B
PARTICULARS OF THE MEDICINE TO BE SOLD

Proprietary MAIME: ... ... ... i e
Pharmacoelogical classiflcation: ............. i
DOSAZE [OIIIL .o e e e e e e s
DOSAZE UNIE ... e e e e e

Approved names of the active pharmaceutical ingredient(s): ...

Strengths per doSage UNILI ... i e e e
Descriptive name of biological medicine: ..........cocoo i e e
COURITY OF OTLII .o oot e s et et e e et e e e e et et e e
ManufactiIer: ...

BUSINeSs A0AreSs: ... ot e e e e e e e e e
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Is the medicine registered in the country of origin?: ................coco v (YES/INO)
Name other countries where the medicine is registered: .

Has the manufacturer or represcntative applied for registration of the medicin in Namibia
(YES/NO)

If the medicine is not registered in any country, what is the stage of development of the medicine?:

Indications for use of the MEdiCine: ....... ... e e e e s

Explain in detail the purpose for which the medicine is required: .....................o

Patient details if the medicine is for an individual patient:
Name of PALIEIE ... oo oo e e s e e e e e e e
Agel CSex: ..
Diagnosis: .

DOSABE: .. crr oo vvvers e e et e
Expected duration of treatMent: ... ... e
Are there any registered alternatives of the medicine in Namibia?............................. (YES/NO)
If "Yes", explain why the alternative cannot be used? :.

The undersigned hereby declares that all the information submitted above is true and correct, and
that a full report on the use of this medicine will be provided to the Namibia Medicines Regulatory
Council on completion of the treatment.

Name in bleck letters Date of application
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ANNEXURE XXXVII

NAMIBIA MEDICINES REGULATORY COUNCIL

MINISTRY OF HEALTH AND SOCIAL SERVICES
AUTHORISATION FOR THE SALE OF AN UNREGISTERED MEDICINE
IN TERMS OF SECTION 27 OF THE ACT
(regulation 46)

The Namibia Medicines Regulatory Council hereby authorises in terms of section 27 of the Act the
use of the unregistered medicine(s) listed below:

Name of medicine: ...
Dosage fOIm: ..ot e
Strength per dosage unit: .........

Quantity: ...
Manufacturer: ... ...
For the treatment of ...
Name of patient: .....................
B L

Diagnosis:

Dosage and duration of treatment:

Name and address of BOSPIal: -.................oovvo oo verocsosoe s ice e ce et

Name of medical practiioner: (APPLCANTY: ... ... coooovoeooe oo

Registrar of Medicines Date
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[Annexure XXXVIII substituted by Government Notice 316 of 2015]

ANNEXURE XXXVIII
MEDICINES AND RELATED SUBSTANCES CONTROLACT, 2003

FEES
(Regulation 47)

In respect of an application for registration of a Category A medicine -

i) Screening fee: N$ 1 000-00;

(ii) Application fee: N$ 5 000-00;

iii Expedited registration fee: N$ 15 000-00;
Xp 2

iv) Anmually, in respect of the retention of the registration
of a medicine, and this fee will be payable before or
on the expiry of 12 months after the date on which the
registration of the said medicine has been approved
by the Council: *

(a) for a medicine entirely compounded in Namibia: N$ 500-00;
(b) for a medicine imported into Namibia: N$ 1050-00;
) For a line extension of a medicine: N$ 2 500-00;

(vi) Any post-registration amendment submission
{whether approved or not): N$ 1 500-00;

(vii)  Transfer of a certificate of registration
{whether approved or not): N$ 700-00.

In respect of an application for registration of a Category C medicine -

i) Screening fee: N$ 1 000-00;
(ii) Application fee: N$ 2 500-00;
(iii)  Expedited registration fee: N$ 7 500-00;

iv) Annually, in respect of the retention of the registration
of a medicine, and this fee will be payable before or
on the expiry of 12 months after the date on which the
registration of the said medicine has been approved
by the Council: *

(a) for a medicine entirely compounded in Namibia: N$ 250-00;
(b) for a medicine imported into Namibia: N$ 500-00;

W) For a line extension of a medicine: N$ 1 500-00;
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(vi) Any post-registration amendment submission
{whether approved or not): N$ 1 500-00;

(vil)  Transfer of a certificate of registration
{whether approved or not): N$ 125-00;

3. In respect of any licence issued in terms of section 31
of the Act: N$ 1000-00;

4. In respect of an authorisation granted for the use or sale of an
unregistered medicine -

(a) registered outside Namibia but not registered
in Namibia N$ 4 000-00;

(b) not registered at all N$ 6 000-00;

() not registered at all, but forming part of a clinical
trial N$ 6 000-00;

(d) registered in Namibia, but forming part ofa

clinical trial for purposes of other indications N$ 2 000-00;
{(e) prescribed for a specific patient N$  50-00;
5. In respect of an application for the registration ofa
premises used for the manufacturing of medicines: N$ 1 000-00;
6. For the performance of an inspection to determine whether

a premises comply with current good manufacturing practices -

(a) in respect of the premises of a manufacturer
of medicines in Namibia N$ 10 000-00 per site;
(b) in respect of the premises of a manufacturer
of medicines outside Namibia N$ 30 000-00 per site;
7. For the performance of an expedited inspection to determine whether

a premises comply with current good manufacturing practices -

() in respect of the premises of a manufacturer

of medicines in Namibia N$ 20 000-00 per site;
(b) in respect of the premises of a manufacturer

of medicines outside Namibia N$ 100 000-00 per site;

* Please note:

() The fees referred to in paragraph 1(iv) and 2(iv) payable during a particular calendar year
must be paid on or before the last working day of March of that year, failing which the
Registrar must cancel the registration of the medicines concerned as contemplated in terms
of section 22¢4) of the Act.

(b) For the purposes of this Annexure “line extension of a medicine” means any additional
strength to the pharmaceutical form, excluding novel dosage forms or delivery systems.



