CERTIFICATE OF GOOD MANUFACTURING PRACTICE (GMP) for ACTIVE PHARMACEUTICAL
SUBSTANCES

Written confirmation for active substances exported into the European Union (EU) for medicinai
products for human use, in accordance with Article 48b(2){b) of Directive 2001/83/EC

Confirmation no

1. Name of Stte (incluing building number, where appiicabls): - ©
Address: %l Lt

2. Manufacturer's ficense number. Not Applicable

REGARDING THE MANUFACTURING PLANT UNDER (1) OF THE FOLLOWING ACTIVE SUBSTANCE(S)
EXPORTED TO THE EU FOR MEDICINAL PRODUCTS FOR HUMAN USE -

[ Active substance(s) (NN name): . | Activity(ies):

I

bl -,
il N

]
w9 il

THE REGISTRAR OF MEDICINES, MEDICINES CONTROL COUNCIL, DEPARTMENT OF HEALTH
OF THE REPUBLIC OF SOUTH AFRICA, HEREBY CONFIRMS THAT:

The standards of good manufacturing practice (GMP) applicable to this manufacturing plant are at least equivalent
to those laid down in the EU (=GMP of WHO/ICH Q7);

The manufacturing plant is subject to regular, strict and transparent contrals and to the effective enforcement of
mmmmmmﬂmﬂunmmmﬂ inspections, so as to ensure protection of public
health at least equivalent to that in the EU; and

lnﬂm‘dﬁmdﬂmhmnmnﬂam.mmﬂmmwmuwnpﬂedwmmmrd
Medicines, South Africa without delay to the EU at emalil: 4

3. Date of the inspection of the plant under (1): 14 - 17 November 2011
4, NmsNWMaM#MWMMm&MaMFDAUSA
5. This written confirmation remains valid until: 30 June 2016

The authenticity of this written confirmation may be verified with the Registrar of Medicines, Medicines Control
Counell, Department of Health, South Africa,

mummnwummmmwmmummmﬂmmmmmofm
medicinal product in accordance with Directive 2001/83/EC

Address of the issuing regulatory authority:
REGISTRAR OF MEDICINES, DEPARTMENT OF HEALTH, PRIVATE BAG X828, PRETORIA, 0001

Name and fun—~~ ~f tha manafidiila person: Bafana Malaza, Chief Medicines Control Officer
E-mait







