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NO. 859

DEPARTMENT OF HEALTH
25 AUGUST 2017

MEDICINES AND RELATED SUBSTANCES ACT, 1965

GENERAL REGULATIONS

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

SCHEDULE

ARRANGEMENT OF REGULATIONS

SUPPLY OF MEDICINES

1.

o ~N O o A W N

Definitions

. Requirements for therapeutic equivalence

. Conditions for compounding medicine

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

. Importation of medicines into Republic

. Transmission of medicines through Republic

. Personal medicinal use by persons entering Republic

REGISTRATION OF MEDICINES

9.

Categories and classification of medicines

10. Labelling of medicines intended for human use

11. Professional Information for medicines for human use

12. Patient information leaflet

13. Labelling for veterinary medicines

14. Professional information for veterinary medicines

15. Batch release for biological medicines

16. Application for the registration of a medicine

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




48 No. 41064 GOVERNMENT GAZETTE, 25 AUGUST 2017

17. Particulars to be published in respect of applications received for registration in terms of
section 14(3)

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

21. Ceriificate of registration

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

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

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

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

28. Information to be furnished annually to Chief Executive Officer

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

31. Obtaining pain control medicines by registered midwives

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

MANAGEMENT OF MEDICINES

33. Particulars which must appear on prescription for medicine

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

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

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

38. Control of medicines in hospitals

39. Repackaging of medicines

40. Vigilance

41. Pricing Committee

42. Advertising of medicines

43. Use of medicines for exhibition purposes

44, Destruction of medicines or scheduled substances

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




STAATSKOERANT, 25 AUGUSTUS 2017 No. 41064 49

THE AUTHORITY
45. Skilts of staff of Authority

46. Time frames for considering applications

APPEALS
47. Appeal against decision of Director-General

48. Appeal against decision of Authority

INVESTIGATIONS, OFFENCES AND PENALTIES

49. Investigations

50. Method of taking samples, certificate to be issued and reporting of analysis results
51. Seizure of medicines

52. Offences and Penalties

53. Compliance with requirements

GENERAL
54. Repeal

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




50 No. 41064 GOVERNMENT GAZETTE, 25 AUGUST 2017

DEFINITIONS

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

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

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

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

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

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

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

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

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

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

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

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

{b) identify any adverse events;

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

(d) ascertain its safety or efficacy;

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

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

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

(i) anindividual patient; or

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

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

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

“dispense”—

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

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

(i) the interpretation and evaluation of a prescription;

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

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

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

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

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

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

(a) complementing health;

(b) supplementing the diet; or

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

REQUIREMENTS FOR THERAPEUTIC EQUIVALENCE

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

(a) are—

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

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

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

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

CONDITIONS FOR COMPOUNDING MEDICINE

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

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

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

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

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

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

(ff  for purpose of export; or

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

THE MANNER AND CONDITIONS FOR ALLOWING INTERNATIONAL TENDERING

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

(b) is essential for national heaith.

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

IMPORTATION OF MEDICINES CONTEMPLATED IN SECTION 15C

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

(3) The Authority—

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

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

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

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

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

(a) a certified copy of that permit;

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

(c) the applicable application fee.

(6) The Authority—

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

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

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

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

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

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

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

IMPORTATION OF MEDICINES INTO REPUBLIC

6.

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

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

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

(d) OQ.R. Tambo International Airport.

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

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

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

least the following information:

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

(i) telephone numbef; and

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

(g) the expiry date of the medicine.

TRANSMISSION OF MEDICINES THROUGH REPUBLIC

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

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

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

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

PERSONAL MEDICINAL USE BY PERSONS ENTERING REPUBLIC

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

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

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

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

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

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

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

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

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

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

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

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

{b)  heaith supplements.

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

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

LABELLING OF MEDICINES INTENDED FOR HUMAN USE

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

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

(b) the proprietary name of the medicing;

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

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

(d) the dosage form of the medicine;

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

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

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

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

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

volume; and

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

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

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

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

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

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

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

(s)
(t)

v)

(w)

x)

(y)

()

(aa)

(bb)

(cc)

)

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

be included on the label:

(@)
(b)

The name and address of the manufacturer of the medicine;

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

3

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

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

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

@)

(b)

in the case of Category A medicines—

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

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

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

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

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

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

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

in the case of Category D medicines—

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

PROFESSIONAL INFORMATION FOR MEDICINES FOR HUMAN USE

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

{f) indications;

(g) contraindications;

(n)  warnings and special precautions;

(i) interactions;

() human reproduction;

(k) dosage and directions for use;

)] side effects;

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

(0) presentation;

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

n

(s)

®

(b)

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

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

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

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

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

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

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

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

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

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

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

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

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

The Authority may determine additional professionat information to be provided.

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

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

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

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

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

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

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

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

PATIENT INFORMATION LEAFLET

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

(c) inserted into the outer package.

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

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

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

(d) the approved indications and use;

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

(iv) interactions; and

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




66 No. 41064

GOVERNMENT GAZETTE, 25 AUGUST 2017

(@

(h)

@

(k)

()

(m)

(n)

(v) the following general statement:

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

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

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

side effects, including the following general statement:

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

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

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

identification and description of the medicine;
the—

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

13. (1)

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

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

(a)
(b)

(m)

The words “Veterinary Medicine”;

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

the proprietary name of such medicine;

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

the dosage form of the medicine;

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

©)

(4)

(a)

(b)

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

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

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

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

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

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

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

(®

(ii)

(i)

(iv)

v)

(vi)
(vii)

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

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

the directions for the use of such medicine;

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

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

date of dispensing; and

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

PROFESSIONAL INFORMATION FOR VETERINARY MEDICINES

14. (1)

(a)

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

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

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

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

(1).

BATCH RELEASE FOR BIOLOGICAL MEDICINES

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

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

APPLICATION FOR THE REGISTRATION OF A MEDICINE

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

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

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

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

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

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

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

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

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

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

(h) the applicable application fee.

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

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

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

(i) name;
(i)  business address;

(iiiy  postal address;
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(b)

6)

()

(8)

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

()

(iv)
W)

(vi)
(vii)

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

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

particulars of a medicine, including—

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

(vii)
(ix)
(x)

proposed proprietary name;

dosage form;

strength per dosage unit;

route of administration;

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

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

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

approved name of each active pharmaceutical ingredient.

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

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

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

a copy of the certificate of registration;

professional information relating to the medicine;

conditions of such registration; and

any other information as may be required by Authority.

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

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

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

(a)
(b)

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

The proprietary name of the medicine;

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

the dosage form of the medicine;

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

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

the name and address of the manufacturer;

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

name of the person responsible for final product release responsibility.

INFORMATION THAT MUST APPEAR IN REGISTER FOR MEDICINES

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

(@)
(b)
()

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

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

the dosage form of the medicine;

the name of the holder of the certificate of registration;

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

the name of the final product release responsibility;

the date of registration of the medicine;

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

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

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

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

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

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

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

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

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

(iv) the prescribed application fee.

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

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

APPLICATION FOR AMENDMENT TO THE REGISTER FOR MEDICINES

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

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

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

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

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

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

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

CERTIFICATE OF REGISTRATION

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

LICENCE TO DISPENSE OR COMPOUND AND DISPENSE MEDICINES

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

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

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

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

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

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

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

H proof of registration with the relevant statutory health council.

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

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

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

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

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

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

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

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

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

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

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

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

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

(k)  comply with the conditions of the licence.

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

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

(b)  subject to regulation 3.

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

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

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

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

(i)  to import a medicine or Scheduled substance;

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

(58)  The Chief Executive Officer shall—

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

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

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

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

(a) Name of the licence holder,

(b) responsible pharmacist;

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

(e) activities provided for by the licence; or

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

EXEMPTION IN TERMS OF SECTION 22H

25. (1)

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

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

(2)

information:
(a)
(b)
(€)
(d)
(e)

€

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

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

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

the reason for sourcing the medicine from another wholesaler.

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

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

(a)

(b)

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

is in the public interest.

PERMITS AND AUTHORISATION IN TERMS OF SECTION 22A

26. (1)

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

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

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

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

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

()

2)

(b)

(©

©)

(viy  purpose for which the application is made;

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

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

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

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

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

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

(iv) qualifications of the veterinarian;

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

(vi} purpose for which the application is made;

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

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

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

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

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

(c)

(4)

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

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

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

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

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

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

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

(@

(e)
M

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

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

contact details of the applicant including the-

(i) telephone number; and

(iy  facsimile number or email address;

address at which manufacturing is to be undertaken; and

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