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	New Fees Structure for Clinical Trials: May 2019.
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(a) Inrespect of the submission of an application for the authorisation of the use

of an unregistered medicine:

(i)

(ii)
(i)
(iv)

Clinical trial application (Companies). R9 900;
Clinical trial application (Institutions): R4 950;
Any other clinical trial application: R2 420;

Any other application except for the purpose of performing a clinical trial:
R330.

(b) Inrespect of clinical trials amendments:

Fees in respect of an application for technical amendments:
R 2 310 per amendment;

Fees in respect of an application for administrative amendment:

R715 per amendment.

6 In respect of licences

(a)  An application for a new licence in terms of Section 22C (1)(b) of the Act:

(i)

(i)
(i)
(iv)
{v)

Manufacture: R23 980;

Distribute: R14 300 {Holder of certificate of registration (HCR)];
Wholesale: R14 300;

Import: R14 300 (Holder of certificate of re.gistration);

Export: R14 300 (Holder of certificate of registration).
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