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This licence remains the property of the South African Health Products Regulatory Authority.  Upon amendment, voluntary 
withdrawal, recall, suspension or revocation of the licence, the original licence must be returned to the Office of the Chief 
Executive Officer.              [Licence to Manufacture Medical Devices_v2] 
 

SOUTH AFRICAN HEALTH PRODUCTS 

REGULATORY AUTHORITY 

 
 
 
 
 
 

Licence number: 00001602MD 
 

LICENCE TO MANUFACTURE MEDICAL DEVICES 
In terms of section 22C(1)(b) of the Medicines and Related Substances Act, 1965 

To act as a Manufacturer, Distributor, Importer and Exporter 
 

 
This licence is granted to: 

Licence Holder 
INFODOC HEALTH CC 

Riversands Outlet Park, 75 Century Blvd 
Block 6, Unit 2 
Riverside View 

Fourways 
2055 

 

 
On the following terms and conditions: 
The licence holder and the persons described and named in Annexure 1 shall at all times 
ensure that all medical devices distributed, irrespective of its registration status, comply with all 
the provisions of the Medicines and Related Substances Act, 1965, as amended and in 
particular with sections 14, 18, 18A, 18B, 18C, 19, 20, 22A, 22C, 22H, 23, 26, 28, 33 and the 
Regulations relating to Medical Devices 2, 3, 4, 5, 6, 13, 14, 17, 18, 19, 20, 21, 22, 23, 24, 25, 
27, 28 and all relevant South African Health Products Regulatory Authority Guidelines. 
 
This licence consists of 4 pages. 
This facility is authorised to perform the manufacturing activities listed in Annexure 1 to this 
licence. 
 
 
 
CHIEF EXECUTIVE OFFICER 
 
ORIGINAL DATE OF ISSUE: 06 October 2020 
 
EXPIRY DATE: 06 October 2025 
 
AMENDMENT DATE: N/A 
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This licence remains the property of the South African Health Products Regulatory Authority.  Upon amendment, voluntary 
withdrawal, recall, suspension or revocation of the licence, the original licence must be returned to the Office of the Chief 
Executive Officer.              [Licence to Manufacture Medical Devices_v2] 
 

ANNEXURE 1 00001602MD 

AUTHORISED MANUFACTURING AND MATERIAL HANDLING ACTIVITIES 
 
1.  MANUFACTURING ACTIVITIES YES NO 
Sterile Medical Device Manufacture (includes primary packing, but not secondary 
packing such as  artooning or labelling) 

  

Single use  No 
Measuring medical devices  No 
Non-invasive medical device  No 
Invasive medical devices  No 
Active medical devices  No 
Inactive medical devices   No 
Contraceptive medical devices  No 
Combination medical devices  No 
Other sterile medical devices (as specified):  No 
Non-sterile Manufacture   
Measuring medical devices  No 
Non-invasive medical devices Yes  
Invasive medical devices:   No 
Active medical devices  No 
Inactive medical devices Yes  
Contraceptive medical devices  No 
Combination medical devices  No 
Other non-sterile medical devices (as specified):  No 
Manufacture of In Vitro Devices (IVDs)   
Class A IVD  No 
Class B IVD  No 
Class C IVD  No 
Class D IVD  No 
End point Sterilisation of Medical Devices  No 
Manufacture of Radioactive Medical Devices  No 
Servicing and Refurbishment of Medical Devices  No 
   
2.  PACKAGING ACTIVITIES   
Packaging of bulk product and labelling Yes  
Re-labelling or redressing  No 
Cartoning or secondary packaging Yes  
Assembly or “kits” / procedure packs  No 
   
3.  TESTING ACTIVITIES   
Analytical  No 
Microbiological  No 
Sterility   no 
Stability  No 
Animal  No 
Other Testing Activities (as specified):   No 
   
4.  DISTRIBUTION ACTIVITIES   
Distribution to hospitals and retail pharmacies and other clients: Class A  No 
Distribution to hospitals and retail pharmacies and other clients: Class B Yes  
Distribution to hospitals and retail pharmacies and other clients: Class C  No 
Distribution to hospitals and retail pharmacies and other clients: Class D  No 
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This licence remains the property of the South African Health Products Regulatory Authority.  Upon amendment, voluntary 
withdrawal, recall, suspension or revocation of the licence, the original licence must be returned to the Office of the Chief 
Executive Officer.              [Licence to Manufacture Medical Devices_v2] 
 

00001602MD 
 
 YES NO 
5.  MATERIALS HANDLED OR STORED AT THIS SITE   
Combination medical devices with Penicillins  No 
Combination medical devices with Cephalosporins  No 
Combination medical devices with (other) Antibiotics (as specified):  No 
Combination medical devices with Hormones  No 
Combination medical devices with Cytostatics/Cytotoxics  No 
Bulk Pesticides, Herbicides or Rodenticides  No 
Radioactive material or Radioactive medical devices   No 
Other potent, toxic, sensitising or hazardous materials (as specified):  No 
   
6.  IMPORT   
Import Class A medical device  No 
Import Class B medical device Yes  
Import Class C medical device  No 
Import Class D medical device  No 
Import Class A IVD  No 
Import Class B IVD  No 
Import Class C IVD  No 
Import Class D IVD  No 
Import RUO IVDs  No 
   
7.  EXPORT   
Export Class A medical device  No 
Export Class B medical device Yes  
Export Class C medical device  No 
Export Class D medical device  No 
Export Class A IVD  No 
Export Class B IVD  No 
Export Class C IVD  No 
Export Class D IVD  No 
Export RUO IVDs  No 
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This licence remains the property of the South African Health Products Regulatory Authority.  Upon amendment, voluntary 
withdrawal, recall, suspension or revocation of the licence, the original licence must be returned to the Office of the Chief 
Executive Officer.              [Licence to Manufacture Medical Devices_v2] 
 

00001602MD 
8. PARTICULARS OF THE PERSONNEL RESPONSIBLE FOR OPERATION ON THE 

PREMISES ON BEHALF OF THE LICENCE HOLDER 
 

Authorised 
Representative 

Manufacture / Import / Distribution / 
Export Control Person 

Quality Control Person 

NANETTE DA 
FONSECA  

NANETTE DA FONSECA  MELANIE HONICKE 

SECRETERIAL 
DIPLOMA   

SECRETERIAL DIPLOMA   MATRIC  

 
 
9. PARTICULARS OF THE LICENCE HOLDER CONTACT (Other than the Authorised 

Representative) 
   

Name Contact Details Address 
M HONICKE  
   
   

Tel:  011 792 4657   
Cell: 073 3000 699    
Fax: N/A  
Email: melanie@infodoc.co.za 
     
      
     
   

PO BOX 3806 
RIVONIA 
2128   
   
   
   
    

 
 
10. LICENCE SPECIFIC CONDITIONS 

 1. The holder of the licence shall conduct all manufacturing, distribution or 
wholesaling operations in respect of those medical devices for which a registration 
certificate has been obtained, so as to ensure that the medical devices shall 
conform to the standards of quality, safety and performance applicable to them in 
accordance with the specifications made by the person to whose order they are 
manufactured, distributed or wholesaled or the specifications under which the 
medical devices are sold or supplied.  

 
11. ADDITIONAL LICENCE SPECIFIC CONDITIONS (IF REQUIRED) 

 
            

 



 

INFODOC HEALTH CC 
Riversands Outlet Park, 75 Century Blvd 
Block 6, Unit 2 
Riverside View 
Fourways 
2055 
        
Dear Sir/Madam, 
 
LICENCE TO MANUFACTURE IN TERMS OF SECTION 22C(1)(b) OF THE MEDICINES AND RELATED SUBSTANCES 
ACT, 1965 
 
 
Licence Number 00001602MD 
 
Your licence to manufacture in terms of section 22C(1)(b) of the Medicines and Related Substances Act has been approved 
and is attached herewith. This document replaces any licence document, for a medical device establishment, previously issued 
to you. 
 
This licence authorises manufacture by the licence holder named; if the business should change hands, the company or person 
taking over the business will have to obtain a new licence before commencing the manufacturing of medical devices. 
  
This licence is subject to the limitations specified in the licence and to the statutory provisions contained in the Regulations to 
the Act. 
 
Activities may only be carried out in accordance with the terms of the relevant product licence, unless a specified exemption 
applies, which allows it to take place other than in accordance with the licence. 
 
This licence relates to the manufacture of medical devices on the premises and under the supervision of the persons specified.  
If any change of premises or of those persons takes place, prior approval must be sought from the South African Health 
Products Regulatory Authority.  Any proposal to make structural alterations to the premises must also be notified to the South 
African Health Products Regulatory Authority. 
 
The South African Health Products Regulatory Authority has the power to revoke, suspend or amend licences in terms of 
Section 22E of Act 101 of 1965. 
 
Yours faithfully, 
 
 
Ms Momeena Omarjee 
Acting Deputy Medical Devices 
Date:  
 
 

Enquiries: Dr A Keyter 
         Tel: N/A  
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ORGANISMO NOTIFICADO Nº                            
NOTIFIED BODY NUMBER 0370 - LGAI TECHNOLOGICAL CENTER (APPLUS) 

SOLICITANTE                                                                
APPLICANT 

Zhongshan Xinke Medical Device Limited  
Block B on The Third Floor, Zen Factory, No.6, Industrial Zone, 
Nanlang Town, Zhongshan, Guangdong, China  

FABRICANTE                                                          
MANUFACTURER 

Zhongshan Xinke Medical Device Limited  
Block B on The Third Floor, Zen Factory, No.6, Industrial Zone, 
Nanlang Town, Zhongshan, Guangdong, China  

 
REGLAMENTO DE APLICACIÓN PARA DAR LA CONFORMIDAD / APPLICABLE REGULATION TO GIVE CONFORMITY: 

REGLAMENTO (UE) 2016/425 SOBRE LOS EQUIPOS DE PROTECCIÓN INDIVIDUAL 
REGULATION (EU) 2016/425 PERSONAL PROTECTIVE EQUIPMENT 

PROCEDIMIENTO DE EVALUACIÓN DE LA 
CONFORMIDAD                                                           
CONFORMITY ASSESSMENT PROCEDURE 

Módulo // Module:    B  
 

EXAMEN UE DE TIPO / EU TYPE EXAMINATION 

IDENTIFICACIÓN DEL EPI (NÚMERO DE TIPO)                                              
IDENTIFICATION OF THE PPE (TYPE NUMBER)  

Ref.: AOPFP2 
Protective Filtering Mask 

NIVEL O NIVELES DE RENDIMIENTO O LA CLASE 
DE PROTECCIÓN DEL EPI / PERFORMANCE LEVEL  
OR PROTECTION CLASS OF THE PPE 

FFP2 NR   

NORMAS ARMONIZADAS / HARMONISED STANDARDS 
EN 149:2001 + A1:2009 Dispositivos de protección respiratoria. Medias 
máscaras filtrantes de protección contra partículas. Requisitos, ensayos, 
marcado. 
EN 149:2001 + A1:2009 Respiratory protective devices. Filtering half 
masks to protect against particles. Requirements, testing, marking 

FECHA DE EMISIÓN / ISSUE DATE 14/10/2020 

VALIDEZ HASTA / VALIDITY UNTIL 14/10/2025 
El presente certificado se mantendrá vigente durante 5 años siempre que el producto descrito no sea modificado y cumpla los requisitos esenciales de 
salud y seguridad establecidos en el Reglamento (UE) 2016/425. Para asegurar dicho cumplimiento, este certificado deberá ir acompañado de la 
documentación correspondiente a la Evaluación de Conformidad con el tipo según módulo C2, D (realizada por un Organismo Notificado, según frecuencia 
establecida). 
 

This certificate will remain valid for 5 years as long as the indicated product is not modified and fulfills the essential requirements of health and safety 
established in (EU) Regulation 2016/425. To ensure such compliance, this certificate must be accompanied by the documentation corresponding to the 
Conformity Assessment to type according to C2, D(carried out by a Notified Body according, to the established frequency). 

       

   

 
 

 Xavier Ruiz Peña  
                     Managing Director, Product Conformity B.U. 

 
Este documento carece de validez sin su anexo técnico, cuyo número coincide con el del certificado. 
This document is not valid without its technical annex, whose number coincides with the number of certificate. 
 
Puede comprobarse la validez de este certificado en nuestra página web / You can check the validity of this certificate into our website at: 
www.appluslaboratories.com/certified_products 

 

No. 0370-4589-PPE/B 

LGAI Technological Center, S.A. (APPLUS) 
Campus UAB - Ronda de la Font del Carme s/n  
08193 Bellaterra (Barcelona) 
T +34 93 567 20 00 
www.applus.com 

No.
. 

 CERTIFICADO DE EXAMEN UE DE TIPO 
            EU-TYPE EXAMINATION CERTIFICATE 
 

 



 
LGAI Technological Center, S.A. (APPLUS) 
Campus UAB – Ronda de la Font del Carme, s/n 
E - 08193 Bellaterra (Barcelona)  
T +34 93 567 20 00 
www.appluslaboratories.com              
 

                              Technical Annex Ed. 1 
                          14/10/2020 

 
ANEXO TÉCNICO 
TECHNICAL ANNEX 

                           0370-4589-PPE/B 
 

Page 2 of 2 

 

 
I. MODELOS INCLUIDOS EN EL CERTIFICADO  

REFERENCES INCLUDED IN THIS CERTIFICATE  
 

 
MARCA 
BRAND AOP-KF  

IDENTIFICACIÓN DEL EPI (NÚMERO DE TIPO)                                              
IDENTIFICATION OF THE PPE (TYPE NUMBER)  

Ref.: AOPFP2 
Protective Filtering Mask 

NIVEL O NIVELES DE RENDIMIENTO O LA 
CLASE DE PROTECCIÓN DEL EPI  
PERFORMANCE LEVEL  OR PROTECTION CLASS OF 
THE PPE 

FFP2 NR  

 
INFORME DE ENSAYO 
TEST REPORT 
 

R20200165 issued by Trust Right Testing and Certification 
Service (Zhongshan) Ltd.  
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