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Taking of samples
28. (1) An inspector may take a sample or any quantity of samples of a medicine or substance

for purposes of testing, examination or analysis in terms of the Act, or for any other

investigational purposes, by a designated person.

)

(4)

©)

(6)

The sample or samples contemplated in sub-reguiation ( 1) must—

(a)  be taken in the presence of the person who is in charge of such medicine or
substance, or in the absence of such person, in the presence of any witness
present;

(b)  be taken and stored in such a manner as to ensure its integrity during the
entire examination process of the sampie;

(c)  be packed and sealed and suitably labelled or marked in such a manner as its
nature may permit and must be transmitted by any suitable means to the
designated person together with the certificate signed by the inspector, a copy
of which must be issued to the person contemplated in paragraph (a) by the
inspector at the earliest possible time.

A sample or samples contemplated in sub-regulation (1) must as soon as possible
be tested, examined or analysed and a report of the results thereof be submitted to
the Registrar.

An inspector referred to in sub-regulation (1) may take a sample during a routine
inspection from a manufacturer, a wholesaler, practitioner, therapist or retailer for
testing, examination or analysis in terms of these regulations.

Notwithstanding sub-regulation (1), the Council may require any applicant or holder
of a certificate of registration for a medicine or substance or substance to supply the
Council with a sample of a particular medicine or substance, or documentation
relating to the medicine or substance, in order to test, examine or analyse such
sample.

Certificates or reports issued in terms of this regulation must be submitted to the
Registrar within seven days from the date of issue.

Seizure of CAMS
29. (1) A CAMS may be seized if it—

(@) is unregistered or does not have an allocated application number and is being
sold in contravention of the Act:
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@)

)

(b)
(©)
(d
(e)
U]

(9
(h)
®

An

is suspected counterfeit;

is misbranded;

has expired;

is suspected stolen;

is scheduled and is possessed by an unauthorised person or by an authorised
person but in unauthorised quantities;

has been declared undesirable in terms of the Act;

belongs to the State and is found in possession of an unauthorised person; or
is used in an unauthorised clinical trial.

inspector seizing any item shall as soon as possible, and at the scene of seizure,

make a written inventory of all items seized and the inventory shall include—

(a)

An

the date, place and time of seizure;

the name and personal details of the person from whom the items were
seized;

the name and quantity of every item seized: and

the name of the inspector conducting the seizure.

seized item may be used as evidence in any criminal proceedings in terms of the

Act.

Offences and penalties

30. (1) Any person who fails to comply with, or contravenes the provisions of or wilfully

furnishes incorrect information in respect of

(@
(b)
(c)
(d)
(e)
®
(9
(h)
(i)
1)
(k)
0
(m)

Regulation 10 with regard to labelling;

Regulation 11 with regard to paékage inserts;

Regulation 12 with regard to the patient information leaflet:
Regulation 13 with regard to the marketing;

Regulation 14 with regard to advertising;

Regulations 15 and 16 with regard to importation;

Regulation 16 with regard to exportation;

Regulation 17 with regard to possession;

Regulation 18 with regard to the prescription book:

Regulation 22 with regard to the destruction of medicines;
Regulation 23 with regard to the conduct of trials;

Regulation 24 with regard to the licence to compound or dispense;
Regulation 25 with regard to the licence to manufacture, act as a wholesaler or a
distributor,
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shall be guilty of an offence and upon conviction be liable to a fine, or to imprisonment for a
period not exceeding 10 years.

(2) Generally any person who fails to comply with, or contravenes the provisions of, or
wilfully furnishes incorrect information in respect of these regulations, or sells
adulterated, counterfeit, unregistered, expired medicines or substances without an
application number allocated to him, shall be guilty of an offence and upon
conviction be liable to a fine or to imprisonment for a period not exceeding 10 years.

Guidelines
31. (1) The Council shall determine the guidelines for the evaluation of the safety, efficacy and
quality of CAMS and shall publish such guidelines in the Gazetfte.

Commencement
32. These regulations shall come into operation twelve months from the date of publication.

A aboatades

ME TSHABALALA-MSIMANG
MINISTER OF HEALTH
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No. R. 870 22 August 2008

MEDICINES AND RELATED SUBSTANCES ACT, 1965

SCHEDULES ON COMPLEMENTARY AND ALTERNATIVE MEDICINES
MADE IN TERMS OF THE MEDICINES AND RELATED SUBSTANCES
ACT, 1965 (ACT NO. 101 OF 1965): AMENDMENT

The Minister of Health, on the recommendation of the Medicines Control
Council intends, in terms of section 22A(2) of the Medicines and Related
Substances Act, 1965, (hereinafter referred to as “the Act”) to make the
Schedules in the Schedule.

Interested persons are invited to submit, within three months from the date of
publication of this notice, comments on the proposed Schedules to the
Director-General: Health (for the attention of the Cluster Manager: Medicines
Regulatory Affairs) Private Bag X828, PRETORIA, 0001.
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