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                             Section 21 Response Letter 
 

2/19/2025 10:41 AM 

Khadija Jamaloodien 

National Department of Health 
Dr AB Xuma Building 
1112 Voortrekker Rd 
Pretoria Townlands 351-JR 
Pretoria 
0187 

Buhle.Mbongo@health.gov.za 

 

Dear Khadija Jamaloodien, 

REQUEST TO USE UNREGISTERED MEDICINE IN TERMS OF SECTION 21 OF THE 
MEDICINES AND RELATED SUBSTANCES ACT, 1965 (ACT 101 OF 1965): 

Your application dated 2/18/2025 10:56 AM refers 

A. STATUS: Approved 
B. APPLICANT: Khadija Jamaloodien  

C. IMPORTING COMPANY: Imperial Market Access Healthcare SA 

D. PATIENT/(S):  

E. UNREGISTERED MEDICINES: 

GENERIC NAME: Lyophilized 

Polyvalent Enzymes Refined Equine  

TRADE NAME: PANAF-Premium 

Polyvalent Snake Venom 

Antiserum 

F. QUANTITY: Polyvalent Snakebite 

Antivenom Injection 20mL x 4600 

vials 

G. LETTER NUMBER: B-34612 

 



B-34612 

Section 21 authorization letters are valid for a period of six months from the letter date, unless otherwise specified. 

 
Comments: 
 
This  application is approved  with the following conditions: 
1. Reporting of adverse events to the Section 21 unit (section21@sahpra.org.za) is required. 
2. An update must be provided on the GMP status of the Indian manufacturer, when available. This is due to the significant
number of Section 21 products that are requested from this manufacturer. 
3.  
 
 
 
 
 
 
 

Yours faithfully, 
 

 
Dr S Munbodh 
Manager: Section 21 Category A Medicines 

  
 
 
 T Sehloho 
 Senior Manager: Clinical Evaluations Management 

 



 
 

 

 
 

Imperial Market Access Healthcare SA (Pty) Ltd  

 
Board of Directors: D Pritchard, BC Oosthuizen 

 

57 Sarel Baard Crescent, Rooihuiskraal, Centurion, 0157, South Africa |  
T +27 12 621 4300 

 

REG No: 2006/029994/07 VAT No: 4050292780 

Att: Buhle Mbongo 
 

National Department of Health  
Dr AB Xuma Building1112  

Voortrekker Road,  
Pretoria Townlands 351-JR,  
PRETORIA, 

 0187   
Buhle.Mbongo@health.gov.za  

012 395 9539 
 
Subject: Quotation for Snakebite Antivenom Injection 

Quotation number: QR010122024 
 

Thank you for considering Imperial Market Access Healthcare SA (IMAHSA) as 
your service provider. 
We are pleased to provide you with a detailed quotation based on your 

requirements.  
 

Please note that the prices quoted are subject to change based on any additional 

requirements or modifications. Quotations are valid for 90 days. 
Delivery costs are included in pricing. 

 
Lead times:  

Lead time for state orders: 5 days 
 
If you have any questions or need further clarification, please do not hesitate to 

contact us. 
 

Sincerely,  
 
 

_______________________ 
Kim Yearsley 

Senior Manager: Commercial Operations| Imperial Market Access Healthcare SA  
20/02/2025 

Product 
code 

Description  Pack 
Size 

Quantity  Price Incl. Vat 
Per Unit 

Total Price Incl. 
Vat 

MH000374 
 

PANAF Polyvalent 
Snake Venom 
Antiserum 20ml 
*HUMAN USE* 

Each 4600 Vials  R1606.03 
 
 

R7 387 738.00 
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Common Name Species Name Countries of Occurrence 

Black-necked spitting 
cobra 

Naja nigricollis Angola, Benín, Burkina Faso, Burundi, Cameroon, 
Central African Republic, Chad, Congo, Côte 
D�Ivoire, Democratic Republic of the Congo, 
Ethiopia, Gabon, Gambia, Ghana, Guinea, Guinea-
Bissau, Kenya, Liberia, Malawi, Mali, Mauritania, 
Namibia, Niger, Nigeria, Rwanda, Senegal, Sierra 
Leone, South Sudan, Sudan, Togo, Uganda, United 
Republic of Tanzania, Zambia 

Western barred spitting 
cobra 

Naja nigricincta Angola, Botswana, Namibia, South Africa 

Red spitting cobra Naja pallida Djibouti, Ethiopia, Kenya, Somalia, South Sudan, 
United Republic of Tanzania      

São Tomé Cobra Naja peroescobari São Tomé and Príncipe 

West African banded cobra Naja savannula Benín, Burkina Faso, Cameroon, Central African 
Republic, Chad, Côte D�Ivoire, Gambia, Ghana, 
Guinea, Guinea-Bissau, Mali, Niger, Nigeria, 
Senegal, Sierra Leone, Togo   

Senegalese cobra Naja senegalensis Benín, Burkina Faso, Côte D�Ivoire, Gambia, 
Ghana, Guinea, Guinea-Bissau, Mali, Mauritania, 
Niger, Nigeria, Senegal, Togo      

Brown forest cobra Naja subfulva Angola, Burundi, Cameroon, Central African 
Republic, Chad, Congo, Democratic Republic of 
the Congo, Ethiopia, Kenya, Malawi, Mozambique, 
Nigeria, Rwanda, Somalia, South Africa, South 
Sudan, Sudan, Uganda, United Republic of 
Tanzania, Zambia, Zimbabwe    

 

The manufacturer will not represent the WHO recommendation as applying to any other species that are not 
listed in Schedule 2 of this notice. The recommendation is strictly limited to the listed species. Where the 
manufacturer obtains data supporting addition of new species to Schedule 2, they will provide this data to 
WHO for review and validation. Where WHO can validate the data, additional species may be added to 
Schedule 2 by WHO. 
  

PRODUCT PACKAGING IMAGE 

 
 



PRODUCT OVERVIEW 

Type: Snake Antivenom for sub-Saharan Africa 
Commercial Name: PANAF-Premium� Combipack of Snake Venom Antiserum with Sterile 

Water for Injection (Pan Africa) 
Manufacturer: Premium Serums and Vaccines Pvt. Ltd. 
Country: India. 
URL: https://www.premiumserums.com/ 
Responsible NRA: Central Drugs Standards Control Organization (CDSCO) 
Country: India 
URL: https://www.cdsco.gov.in 

PRODUCT DESCRIPTION 

Pharmaceutical Form: 
Presentation: 
Number of Doses: 
Route of administration: 
Shelf Life: 
Storage temperature: 
Immunoglobulin content: 
Packaging configuration: 

olution 
Lyophilized powder (vial) with diluent (SWFI) for reconstitution (ampoule). 
1 (10 mL upon reconstitution) 
Intravenous 
48 months 
Store below 30°C, no refrigeration required. 
Not more than 10% w/v. 
Box containing one (1) vial lyophilized PANAF-Premium�, one (1) 
ampoule of diluent (SWFI), and instructions for use. 

WHO RECOMMENDATION 

Based on the results of a comprehensive risk-benefit assessment, this product can be used, at the dose ranges 
indicated in Schedule 1, for the treatment of envenoming by snake species listed in Schedule 2. 

The recommendation is subject to terms and conditions imposed by WHO upon the manufacturer, which 
include the implementation (within one year) of a post-marketing surveillance strategy to monitor the use of 
the product and the clinical outcomes, including reporting of deaths, disabilities and adverse drug reactions. 

WHO reviews all recommendations annually, and considers all new data that becomes available, and may 
renew, revoke, or amend these recommendations, based on the information available at the time of the review. 

SCHEDULE 1: INITIAL DOSES 

Dose recommendations below are based on the recognition of the variable composition of snake venoms 
leading to differences in potency within and between species. They also recognize the wide variation in the 
amount of venom that may be injected by individual specimens, particularly by large cobras (Naja) and 
mambas (Dendroaspis). These dose recommendations may be updated as new data based on clinical practice 
or clinical trials experience becomes available, and subject to review and approval by WHO. 

Species Group Genus Recommended Initial Dose 

African adders Bitis 3-6 vials

African carpet vipers Echis 1-3 vials

African mambas Dendroaspis 10-25 vials

African cobras Naja 20-40 vials

PANAF-Premium�  
Combipack of Snake Venom Antiserum with 

Sterile Water for Injection (Pan Africa) 



SCHEDULE 2: SPECIES COVERED BY THIS RECOMMENDATION  

1. African Adders Genus: Bitis  

Recommended dose: The manufacturer recommends an initial dose of 3-6 vials.  

Common Name Species Name Countries of Occurrence 

Puff adder Bitis arietans Angola, Benín, Botswana, Burkina Faso, Burundi, 
Cameroon, Central African Republic, Chad, Congo, 
Côte d'Ivoire, Democratic Republic of the Congo, 
Djibouti, Eritrea, Eswatini, Ethiopia, Gabon, 
Gambia, Ghana, Guinea, Guinea-Bissau, Kenya, 
Lesotho, Liberia, Malawi, Mali, Mauritania, 
Morocco, Mozambique, Namibia, Niger, Nigeria, 
Oman, Rwanda, Saudi Arabia, Senegal, Sierra 
Leone, Somalia, South Africa, South Sudan, Sudan, 
Togo, Uganda, United Republic of Tanzania, 
Western Sahara, Yemen, Zambia, Zimbabwe 

Gaboon viper Bitis gabonica Angola, Burundi, Cameroon, Central African 
Republic, Congo, Democratic Republic of the 
Congo, Equatorial Guinea, Gabon, Kenya, Malawi, 
Mozambique, Nigeria, Rwanda, South Africa, 
South Sudan, Uganda, United Republic of 
Tanzania, Zambia, Zimbabwe    

Rhinoceros viper Bitis nasicornis Angola, Burundi, Cameroon, Central African 
Republic, Congo, Democratic Republic of the 
Congo, Equatorial Guinea, Gabon, Kenya, Liberia, 
Nigeria, Rwanda, Sierra Leone, South Sudan, Togo, 
Uganda, United Republic of Tanzania 

West African Gaboon viper Bitis rhinoceros Côte d�Ivoire, Ghana, Guinea, Liberia, Sierra 
Leone, Togo    

2. African Carpet Vipers Genus: Echis  

Recommended dose: The manufacturer recommends an initial dose of 1-3 vials.  

Common Name Species Name Countries of Occurrence 

White-bellied carpet viper Echis leucogaster Algeria, Benín, Burkina Faso, Cameroon, Chad, 
Gambia, Mali, Mauritania, Morocco, Niger, 
Nigeria, Senegal, Sudan, Tunisia, Western Sahara      

West African carpet viper Echis ocellatus Benín, Burkina Faso, Côte d'Ivoire, Ghana, Guinea, 
Mali, Niger, Nigeria, Senegal, Togo 

East African carpet viper Echis pyramidum  Central African Republic (north-east), Djibouti, 
Egypt, Eritrea, Ethiopia, Kenya, Libya, Somalia, 
South Sudan, Sudan 

Roman�s carpet viper Echis romani Cameroon, Central African Republic (west), Chad, 
Niger, Nigeria, Sudan 



3. African Mambas Genus: Dendroaspis

Recommended dose: The manufacturer recommends an initial dose of 10-25 vials.  

Common Name Species Name Countries of Occurrence 

Eastern green mamba Dendroaspis angusticeps Kenya, Malawi, Mozambique, South Africa, United 
Republic of Tanzania, Zimbabwe 

Jameson�s mamba Dendroaspis jamesoni Angola, Benín, Burundi, Cameroon, Central 
African Republic, Congo, Democratic Republic of 
the Congo, Equatorial Guinea, Gabon, Ghana, 
Kenya, Nigeria, Rwanda, São Tomé and Príncipe, 
South Sudan, Togo, Uganda, United Republic of 
Tanzania      

Black mamba Dendroaspis polylepis Angola, Benín, Botswana, Burkina Faso, Burundi, 
Cameroon, Central African Republic, Côte d�Ivoire, 
Democratic Republic of Congo, Djibouti, Eritrea, 
Eswatini, Ethiopia, Gambia, Guinea, Guinea-
Bissau, Kenya, Malawi, Mali, Mozambique, 
Namibia, Rwanda, Senegal, Sierra Leone, Somalia, 
South Africa, South Sudan, Sudan, Uganda, United 
Republic of Tanzania, Zambia, Zimbabwe 

Western green mamba Dendroaspis viridis Benín, Côte D�Ivoire, Gambia, Ghana, Guinea, 
Guinea-Bissau, Liberia, Nigeria, Senegal, Sierra 
Leone, Togo 

4. African Cobras Genus: Naja  

Recommended dose: The manufacturer recommends an initial dose of 20-40 vials.  

Common Name Species Name Countries of Occurrence 

Snouted cobra Naja annulifera Botswana, Eswatini, Malawi, Mozambique, 
Namibia, South Africa, Zambia, Zimbabwe 

Black forest cobra Naja guineensis Côte d�Ivoire, Ghana, Guinea, Guinea-Bissau, 
Liberia, Sierra Leone, Togo   

Egyptian cobra Naja haje Algeria, Cameroon, Central African Republic, 
Chad, Democratic Republic of the Congo, Djibouti, 
Egypt, Eritrea, Ethiopia, Kenya, Libya, Mali, 
Morocco, Niger, Nigeria, Somalia, South Sudan, 
Sudan, Tunisia, Uganda, United Republic of 
Tanzania     

Forest cobra Naja melanoleuca Angola, Benín, Cameroon, Central African 
Republic, Congo, Democratic Republic of the 
Congo, Equatorial Guinea, Gabon, Nigeria, South 
Sudan, Uganda      

Mozambique spitting cobra Naja mossambica Angola, Botswana, Eswatini, Malawi, 
Mozambique, Namibia, South Africa, United 
Republic of Tanzania, Zambia, Zimbabwe 



Common Name Species Name Countries of Occurrence 

Black-necked spitting 
cobra 

Naja nigricollis Angola, Benín, Burkina Faso, Burundi, Cameroon, 
Central African Republic, Chad, Congo, Côte 
D�Ivoire, Democratic Republic of the Congo, 
Ethiopia, Gabon, Gambia, Ghana, Guinea, Guinea-
Bissau, Kenya, Liberia, Malawi, Mali, Mauritania, 
Namibia, Niger, Nigeria, Rwanda, Senegal, Sierra 
Leone, South Sudan, Sudan, Togo, Uganda, United 
Republic of Tanzania, Zambia 

Western barred spitting 
cobra 

Naja nigricincta Angola, Botswana, Namibia, South Africa 

Red spitting cobra Naja pallida Djibouti, Ethiopia, Kenya, Somalia, South Sudan, 
United Republic of Tanzania      

São Tomé Cobra Naja peroescobari São Tomé and Príncipe 

West African banded cobra Naja savannula Benín, Burkina Faso, Cameroon, Central African 
Republic, Chad, Côte D�Ivoire, Gambia, Ghana, 
Guinea, Guinea-Bissau, Mali, Niger, Nigeria, 
Senegal, Sierra Leone, Togo   

Senegalese cobra Naja senegalensis Benín, Burkina Faso, Côte D�Ivoire, Gambia, 
Ghana, Guinea, Guinea-Bissau, Mali, Mauritania, 
Niger, Nigeria, Senegal, Togo      

Brown forest cobra Naja subfulva Angola, Burundi, Cameroon, Central African 
Republic, Chad, Congo, Democratic Republic of 
the Congo, Ethiopia, Kenya, Malawi, Mozambique, 
Nigeria, Rwanda, Somalia, South Africa, South 
Sudan, Sudan, Uganda, United Republic of 
Tanzania, Zambia, Zimbabwe    

 

The manufacturer will not represent the WHO recommendation as applying to any other species that are not 
listed in Schedule 2 of this notice. The recommendation is strictly limited to the listed species. Where the 
manufacturer obtains data supporting addition of new species to Schedule 2, they will provide this data to 
WHO for review and validation. Where WHO can validate the data, additional species may be added to 
Schedule 2 by WHO. 
  

PRODUCT PACKAGING IMAGE 

 
 



PACKAGE INSTRUCTIONS 

English language copies of the Package Instructions appended to this notice are current as of the date of issue, 
but are subject to change in future, subject to review and approval by WHO. The Package Instructions included 
in the product have been reviewed by independent experts as part of the risk-benefit assessment by WHO and 
updated by the manufacturer on the basis of that review.  

French, Spanish or Portuguese language versions of the Instructions will be included with product marketed in 
countries where these are the official languages of a country. 

NOTICE ISSUED 
 

Effective date: 01/03/2023 

 










