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CTD Conversion


In June 2010, The Medicines Control Council (MCC) announced the intention to implement the South African Common Technical Document (ZA CTD) format which will replace the current MRF1 and any applications still in MBR1 format.


From June 2011, submissions in ZA CTD format are mandatory (excluding veterinary medicines).


Freyr is currently working with many Global Pharmaceutical and Consumer Health Care companies in supporting them in planning and executing the CTD conversion requirement for the existing and new product registrations in South Africa enabling them to meet the MCC mandate.  For some of these global companies CTD conversion is a time consuming and a huge responsibility that needs careful planning and execution given their growing product portfolio in the African market.
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Freyr’s Global Presence



North America



	Canada - English
	USA - English
	Mexico - English







South America



	Argentina - English
	Bolivia - English
	Brazil - English
	Chile - English
	Colombia - English
	Costa Rica - English
	Dominican Republic - English
	Ecuador - English
	French Guiana - English
	Guatemala - English
	Guyana - English
	Panama - English
	Paraguay - English
	Peru - English
	Puerto Rico - English
	Suriname - English
	Uruguay - English
	Venezuela - English







East Europe



	Kazakhstan - English
	Kosovo - English
	Kyrgyzstan - English
	Serbia - English
	Tajikistan - English
	Turkmenistan - English
	Uzbekistan - English







Europe



	Albania - English
	Andorra - English
	Armenia - English
	Austria - English
	Belarus - English
	Belgium - English
	Bosnia & Herzegovina - English
	Bulgaria - English
	Croatia - English
	Cyprus - English
	Czech Republic - English
	Denmark - English
	Estonia - English
	Finland - English
	France - English
	Georgia - English
	Germany - German
	Greece - English
	Hungary - English
	Iceland - English
	Ireland - English
	Italy - English
	Latvia - English
	Liechtenstein - English
	Lithuania - English
	Luxembourg - English
	Macedonia - English
	Malta - English
	Moldova - English
	Monaco - English
	Montenegro - English
	Netherlands - English
	Norway - English
	Poland - English
	Portugal - English
	Romania - English
	San Marino - English
	Slovakia - English
	Slovenia - English
	Spain - English
	Sweden - English
	Switzerland - English
	United Kingdom - English
	Vatican City - English







North Africa & Middle East



	Algeria - English
	Bahrain - English
	Benin - English
	Burkina Faso - English
	Burundi - English
	Cameroon - English
	Central African Republic - English
	Chad - English
	Djibouti - English
	Egypt - English
	Eritrea - English
	Ethiopia - English
	Gabon - English
	Gambia - English
	Ghana - English
	Guinea - English
	Guinea Bissau - English
	Iraq - English
	Israel - English
	Ivory Coast - English
	Jordan - English
	Kenya - English
	Kuwait - English
	Lebanon - English
	Liberia - English
	Libya - English
	Mali - English
	Mauritania - English
	Morocco - English
	Niger - English
	Nigeria - English
	Oman - English
	Palestine - English
	Qatar - English
	Rwanda - English
	Saudi - English
	Senegal - English
	Sierra Leone - English
	Syria - English
	Togo - English
	Tunisia - English
	Turkey - English
	United Arab Emirates - English
	Uganda - English
	Yemen - English







Southern Africa



	Angola - English
	Botswana - English
	Democratic Republic of the Congo - English
	Lesotho - English
	Madagascar - English
	Mauritius - English
	Malawi - English
	Mozambique - English
	Namibia - English
	Seychelles - English
	South Africa - English
	Swaziland - English
	Tanzania - English
	Zambia - English
	Zimbabwe - English







APAC



	Bangladesh - English
	Bhutan - English
	Brunei - English 
	Cambodia - English
	China - English
	Fiji - English
	Hong Kong - English
	India - English
	Indonesia - English
	Laos      - English 
	Malaysia - English
	Maldives - English
	Mongolia - English
	Myanmar - English
	Nepal   - English
	Pakistan - English
	Philippines - English
	Russia - English
	Singapore - English
	Sri Lanka - English
	Taiwan - English
	Thailand - English
	Timor Leste - English
	Vietnam - English







Australia & New Zealand



	Australia - English
	New Zealand - English







Japan & South Korea



	Japan - English
	South Korea - English
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Good Manufacturing Practice


Good Manufacturing Practice is that part of Quality Assurance which ensures that products are consistently produced and controlled to the quality standards.


	Regular periodic or rolling quality reviews of all registered medicinal products, including export only products are conducted.
	The Manufacturer and Holder of Certificate of Registration, where different, should evaluate the results of the review and an assessment should be made of whether corrective and preventative action or any revalidation should be undertaken.

Medicines Control Council’s (MCC)  general policy is that the standard to be used to assess compliance with current Good Manufacturing Practice (cGMP), is the South African Guide to Good Manufacturing Practice (SA guide to GMP).


	Under Section 22C of the Act, all South African manufacturers should be licensed
	The Act requires that overseas manufacturers of medicine supplied to South Africa should comply with the same or equivalent manufacturing standards as expected of South African manufacturers
	When acceptable evidence of GMP compliance is not available, overseas manufacturers are inspected by the GMP Inspectorate before registration of the medicine is approved
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Medicines Registration


Medicines to be used in South Africa for both public and private sectors shall be duly registered with the national regulatory authority, the Medicines Control Council’s (MCC) in accordance with the provisions and requirements of the Medicines and Related Substances Control Act No. 101 of 1965 and the Regulations and Guidelines published in terms thereof.


A written notification from the Minister to the effect that the medicine is considered essential to national health; an expert report (which is not more than 2 (two) years old; a package insert (where the product has been approved) and a summary basis for the registration (SBRA) should be submitted with application.


The Registrar shall notify the applicant within 30 days of the date of receipt of the application and the Council shall, within 9 months make a decision with regard to the application.


The abbreviated medicine review process is based mainly on the expert reports of the pharmaco toxicological and clinical data.


Applications for Abbreviated Medicine Review Process (AMRP) can only be accepted if the product has been approved by the said authorities within the last three years of the license in the licensing country.
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      First Name
  
  
  


      Last Name
  
  
  


      Company Name
  
  
  


      Business Email
  
  
  


      Contact Number
  
  
  


      Best Time to Contact
  
  
  - Select Time -
AM
PM




  
  
  


    Country
  
  
                  
      Country
  
  
  - None -
Afghanistan
Albania
Algeria
American Samoa
Andorra
Angola
Anguilla
Antarctica
Antigua & Barbuda
Argentina
Armenia
Aruba
Ascension Island
Australia
Austria
Azerbaijan
Bahamas
Bahrain
Bangladesh
Barbados
Belarus
Belgium
Belize
Benin
Bermuda
Bhutan
Bolivia
Bosnia & Herzegovina
Botswana
Bouvet Island
Brazil
British Indian Ocean Territory
British Virgin Islands
Brunei
Bulgaria
Burkina Faso
Burundi
Cambodia
Cameroon
Canada
Canary Islands
Cape Verde
Caribbean Netherlands
Cayman Islands
Central African Republic
Ceuta & Melilla
Chad
Chile
China
Christmas Island
Clipperton Island
Cocos (Keeling) Islands
Colombia
Comoros
Congo - Brazzaville
Congo - Kinshasa
Cook Islands
Costa Rica
Croatia
Cuba
Curaçao
Cyprus
Czechia
Côte d’Ivoire
Denmark
Diego Garcia
Djibouti
Dominica
Dominican Republic
Ecuador
Egypt
El Salvador
Equatorial Guinea
Eritrea
Estonia
Eswatini
Ethiopia
Falkland Islands
Faroe Islands
Fiji
Finland
France
French Guiana
French Polynesia
French Southern Territories
Gabon
Gambia
Georgia
Germany
Ghana
Gibraltar
Greece
Greenland
Grenada
Guadeloupe
Guam
Guatemala
Guernsey
Guinea
Guinea-Bissau
Guyana
Haiti
Heard & McDonald Islands
Honduras
Hong Kong SAR China
Hungary
Iceland
India
Indonesia
Iran
Iraq
Ireland
Isle of Man
Israel
Italy
Jamaica
Japan
Jersey
Jordan
Kazakhstan
Kenya
Kiribati
Kosovo
Kuwait
Kyrgyzstan
Laos
Latvia
Lebanon
Lesotho
Liberia
Libya
Liechtenstein
Lithuania
Luxembourg
Macao SAR China
Madagascar
Malawi
Malaysia
Maldives
Mali
Malta
Marshall Islands
Martinique
Mauritania
Mauritius
Mayotte
Mexico
Micronesia
Moldova
Monaco
Mongolia
Montenegro
Montserrat
Morocco
Mozambique
Myanmar (Burma)
Namibia
Nauru
Nepal
Netherlands
Netherlands Antilles
New Caledonia
New Zealand
Nicaragua
Niger
Nigeria
Niue
Norfolk Island
Northern Mariana Islands
North Korea
North Macedonia
Norway
Oman
Outlying Oceania
Pakistan
Palau
Palestinian Territories
Panama
Papua New Guinea
Paraguay
Peru
Philippines
Pitcairn Islands
Poland
Portugal
Puerto Rico
Qatar
Romania
Russia
Rwanda
Réunion
Samoa
San Marino
Saudi Arabia
Senegal
Serbia
Seychelles
Sierra Leone
Singapore
Sint Maarten
Slovakia
Slovenia
Solomon Islands
Somalia
South Africa
South Georgia & South Sandwich Islands
South Korea
South Sudan
Spain
Sri Lanka
St. Barthélemy
St. Helena
St. Kitts & Nevis
St. Lucia
St. Martin
St. Pierre & Miquelon
St. Vincent & Grenadines
Sudan
Suriname
Svalbard & Jan Mayen
Sweden
Switzerland
Syria
São Tomé & Príncipe
Taiwan
Tajikistan
Tanzania
Thailand
Timor-Leste
Togo
Tokelau
Tonga
Trinidad & Tobago
Tristan da Cunha
Tunisia
Turkey
Turkmenistan
Turks & Caicos Islands
Tuvalu
U.S. Outlying Islands
U.S. Virgin Islands
Uganda
Ukraine
United Arab Emirates
United Kingdom
United States
Uruguay
Uzbekistan
Vanuatu
Vatican City
Venezuela
Vietnam
Wallis & Futuna
Western Sahara
Yemen
Zambia
Zimbabwe
Åland Islands
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Regulatory Operations


Submissions Publishing


In June 2010, The Medicines Control Council (MCC) announced the intention to implement the South African common technical document (ZA CTD) format which will replace the current MRF1 and any applications still in MBR1 format.  From June 2011, submissions in ZA CTD format are mandatory (excluding veterinary medicines).


With the need for converting old format submissions to CTD format comes the opportunity for Market Authorization Holders (MAH) to plan and be ready for electronic submissions.  Freyr can compile submissions in eCTD format and print in paper format as required by the current MCC requirement. This allows the MAHs to be prepared for future eCTD requirements from MCC and enables efficient electronic submission dossier management.


Registrations and Submissions Information Management


Module 1 (Administrative 1.10 Foreign Regulatory Status) requirement from Medicines Control Council’s (MCC) requires the applicant to provide a list of countries in which an application for the same product is being applied for in South Africa has been submitted, dates of submission (if available). This should detail approvals (with indications).  Applicants must declare whether a marketing application for the medicine has been rejected in the countries listed under 1.10.1 prior to submission of the application in South Africa. If the medicine has been rejected, repeatedly deferred or withdrawn, then the MCC must be informed and the reasons supplied.


If no application has been submitted for registration in the country of origin, include a statement to provide the reason for this decision. It should be noted that aforementioned information is required to be provided in dossier however, it does not mean that this will help to speed up the review process.
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