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	CERTIFICATION APPLICATION FORM	Quality Management System: ISO 13485: 2016 and ISO 9001:2015



Note: This application Form should be completed and submitted by the Authorised Representative of the applicant organisation.

 FORM MATRIX	

	SECTION A
	Organisation Information
	Jump to SECTION A

	SECTION B
	Site Information
	Jump to SECTION B

	SECTION C
	Management System Information
	Jump to SECTION C

	SECTION D
	General Business Information
	Jump to SECTION D

	SECTION E
	Occupational Health and Safety Information
	Jump to SECTION E

	SECTION F
	Terms and Conditions
	Jump to SECTION F

	SECTION G
	Use of ICT for Remote / Hybrid Audits                                               
	Jump to SECTION G
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[bookmark: _SECTION_A:_ORGANISATION] SECTION A: ORGANISATION INFORMATION	

[bookmark: _SECTION_D:_GENERAL]Section A1: Registration Information of the organisation
Company Name: Click or tap here to enter text.
Trading Name: Click or tap here to enter text.
Company / Organisation Type: Click or tap here to enter text.
Company Reg. No: Click or tap here to enter text.
Have you attached the Company Reg. Certificate with Submission? Choose an item.
VAT. No: Click or tap here to enter text.
Section A2: SAHPRA Licence information
Registered Wholesaler	Choose an item.	SAHPRA Licence Number Click or tap here to enter text.
Registered Manufacturer	Choose an item.	SAHPRA Licence Number Click or tap here to enter text.
Registered Distributer               Choose an item.	SAHPRA Licence Number Click or tap here to enter text.
Section A3: Contact Details of the Organisation 
Contact Numbers: Click or tap here to enter text.
Telephone: Click or tap here to enter text.
Mobile: Click or tap here to enter text.
Website: Click or tap here to enter text.
Mailing Address:                                          
Street Address: Click or tap here to enter text.
City: Click or tap here to enter text.
Province/State: Click or tap here to enter text.
Country: Click or tap here to enter text.
Postal/Zip Code: Click or tap here to enter text.
Section A4: Key Personal Detail
Company CEO/MD:	
Name: Click or tap here to enter text.
Position: Click or tap here to enter text.
Phone number: Click or tap here to enter text.
Email address: Click or tap here to enter text.
Authorised Representative:	
Name: Click or tap here to enter text.
Position: Click or tap here to enter text.
Phone number: Click or tap here to enter text.
Email address: Click or tap here to enter text.
Accounts Payable Contact Details:	
Name: Click or tap here to enter text.
Position: Click or tap here to enter text.
Phone number: Click or tap here to enter text.
Email address: Click or tap here to enter text.
Section A5: Certification Services Required.
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Which Certification Scheme do you wish to apply for?  Choose an item.
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 SECTION B: SITE INFORMATION (WHERE AUDITS WILL TAKE PLACE)	

Section B1: MAIN SITE 
No. of Employees at the Main Site: Click or tap here to enter text.
To provide us with more details on your staff complement other than above, please complete the attached 06. CPr01 -F05_A - Certification Information - Staff activities
Activities conducted at the Site:
Street Address: Click or tap here to enter text.
City: Click or tap here to enter text.
Province/State: Click or tap here to enter text.
Postal/ Zip Code: Click or tap here to enter text.
Country: Click or tap here to enter text.
Contact Person:
Name: Click or tap here to enter text.
Position: Click or tap here to enter text.
Phone number: Click or tap here to enter text.
Email address: Click or tap here to enter text.
Does the organisation have more than 1 site to be included as part of certification audit? Choose an item. 
If YES, please complete Annexure 1: Details of Additional Sites.

[bookmark: _SECTION_C:_MANAGEMENT]SECTION C: MANAGEMENT SYSTEM INFORMATION	

1. Type of audit to be conducted? Choose an item.
2. Is an internal audit conducted? Choose an item.
3. Is a Management Review conducted? Choose an item.
4. When do you expect the management system to be ready for the audit?Click or tap to enter a date.
5. Is the system you are seeking assessment for integrated with any other management system? Choose an item.
6. Have you used a consultant to develop and implement your System? Choose an item.
7. Do you currently have any other management system certified by any other Certification body? Choose an item.
8. Is any process used by the organisation outsourced? Choose an item.
a. If Yes; Please provide details of the outsourced processes:Click or tap here to enter text.
b. Are the outsourced processes integral to your business operations? Choose an item.
i. If YES, please describe the level of control your organization exercises over these outsourced processes:
Click or tap here to enter text.
9. Is the audit report for the last audit conducted available? Choose an item.
10. Are there any outstanding non-conformities raised? Choose an item.
11. Are there any complaints received from customers or other parties? Choose an item.
12. Does your organisation have any current engagements with regulatory bodies in respect of legal compliance? Choose an item.
a. If YES, please provide details Click or tap here to enter text.
13. Any technological and regulatory context IBRATSA needs to take into consideration? Choose an item.
a. If YES, please provide details Click or tap here to enter text.
14. Indicate the Language of communication for all employees in the organisation: Click or tap here to enter text.
15. Where did you hear about IBRATSA? Click or tap here to enter text.
SECTION D: GENERAL BUSINESS INFORMATION	
Section D1: Scope of Certification (refers to a clear, concise statement describing the activities, products, and services your organization intends to cover under the ISO 13485/ISO 9001 certification.)
Please write down the Scope of Certification that your organisation is seeking

Click or tap here to enter text.
Section D2: QMS (ISO 9001) Technical Clusters
1. Food									 Choose an item.
1. Mechanical 								 Choose an item.
1. Paper									 Choose an item.
1. Minerals 								 Choose an item.
1. Construction 								 Choose an item.
1. Good Production 							 Choose an item. 
1. Chemicals 								 Choose an item.
1. Supply 									 Choose an item.
1. Transport and Waste Management 				 Choose an item.
1. Services 									 Choose an item.
1. Nuclear 									 Choose an item.
1. Pharmaceutical 							 Choose an item.
1. Aerospace 								 Choose an item.
1. Health 									 Choose an item.



Section D3: Medical Device(s) Classification
[bookmark: _SECTION_E:_OCCUPATIONAL]According to SAHPRA (guideline for classification of Medical Devices and IVDs) what class is your Medical Device(s)?

	Medical Device and Classification



	Click or tap here to enter text.
Section D4: Part or services
Does your organisation provide the following part or services? 
Raw materials, Choose an item.
Components, Choose an item.
Subassemblies, Choose an item.
Calibration Services, Choose an item.
Distribution Services, Choose an item.
Maintenance Services, Choose an item.
Transportation Services? (Yes/No) Choose an item.
Parts/Services other than specified provided. Click or tap here to enter text.

Section D5: For each medical device your organisation handles, please indicate medical devices that your organisation:
a) Manufacture 
Click or tap here to enter text.
b) Distribute
Click or tap here to enter text.
c) Wholesale
Click or tap here to enter text.
Section D6: Does your organisation do Design and Development of the Medical Devices indicated as manufacturing in Section D4 above? Choose an item.
If YES, please provide details:
Click or tap here to enter text.

Section D7: Which manufacturing activities does your organisation do to the Medical Devices indicated as manufacturing in Section D4 above: ☐ Production, ☐ Sterilization, ☐ Installation, ☐ Packaging and re-packaging, ☐ Labelling and re-labelling, ☐ Putting together a collection of devices/other products for medical purposes?
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Section D8: Sterilization Methods for Medical Devices
This is the process of eliminating or killing all forms of microbial life, including bacteria, viruses, fungi, and spores, from the surface of a medical device or product.
Does your organisation perform sterilization of Medical Devices? Choose an item.
If YES, please provide details of the sterilisation method used: Click or tap here to enter text.
SECTION E: OCCUPATIONAL HEALTH AND SAFETY INFORMATION	
Please indicate any special details regarding safety whilst at your premises:
1. As the certification client, we will supply IBRATSA Auditors with all other PPE. Choose an item.
2. Are there any industry-specific safety risks or equipment applicable? Choose an item.
3. The following Personnel Protective Equipment (PPE) is required to be supplied by the IBRATSA Auditors Choose an item.
4. A safety induction is required for entry into the premises/site (this time is additional to any audit duration). Choose an item.
If option 2, 3 and/or 4 is checked above, please explain Personnel Protective Equipment (PPE) and/or safety induction process required:
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	Click or tap here to enter text.
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[bookmark: _SECTION_F:_TERMS] SECTION F: TERMS AND CONDITIONS	
1. The applicant warrants that the information provided in this application form is accurate and correct. Choose an item.
2. The signing of the application form places no obligation on the applicant to pay any auditing fees and the information provided in this application is purely used to compile a quotation/service level agreement. Choose an item.
3. The applicant acknowledges that it has read and agrees to abide by the contractual terms contained in the following documents, also publicly available on our website: Choose an item.
a. IBRATSA Terms and Conditions for Certification. 
b. Certification process. 
c. Use of Certification Symbols.
4. The applicant agrees that if IBRATSA issues a Certificate, the applicant will use the IBRATSA Certification Symbol in accordance with the Certification Scheme Terms. Choose an item.
5. This application remains valid for six months from the date at which the application was made, after which period, the application will expire, and new application will have to be submitted. Choose an item.
6. The applicant agrees that this application has been signed without prejudice or pressure from external parties. Choose an item.



[bookmark: _SECTION_G:_USE]SECTION G: USE OF ICT FOR REMOTE / HYBRID AUDITS                                               
IBRATSA certification audits may be conducted onsite, remotely, or using a combination of both, in accordance with accreditation and regulatory requirements. Please indicate whether your organization has the necessary Information and Communication Technology (ICT) resources to support remote or hybrid audits, should this be determined to be appropriate.

PART 1 — CLIENT AGREEMENT
☐Yes, we agree that audits may be conducted using ICT (remote or hybrid) where appropriate
☐No, we do not agree to the use of ICT for audits

PART 2 — MANDATORY ICT RESOURCES (TICK ALL THAT APPLY)
A. Connectivity & Hardware
☐ Stable internet connection suitable for video conferencing
☐ Desktop or laptop computer with camera and microphone
☐ Smartphone or tablet with camera (for live site walkthroughs)
☐ Backup internet connection (e.g. portable mobile hotspot)

B. Software & Platforms
☐ Video conferencing capability (Teams / Zoom / Google Meet)
☐ Screen-sharing capability
☐ Secure document sharing platform (SharePoint, Google Drive)
☐ Ability to view and share electronic records in real time

C. Document & Record Access
☐ Management system documents available in electronic format
☐ Records retrievable during the audit without undue delay
☐ Ability to share controlled documents securely during the audit

D. Site Access & Observation
☐ Ability to conduct live video walkthroughs of relevant areas
☐ Mobile device permitted in operational areas
☐ Adequate lighting and connectivity in areas to be observed
☐ Not applicable

E. Personnel Availability
☐ Key personnel will be available during audit via ICT
☐ We have the ability to conduct interviews remotely without disruption

PART 3 — LIMITATIONS OR RESTRICTIONS (IF ANY)
☐ No known limitations
☐ Yes (if Yes please describe briefly below):
Click or tap here to enter text.

PART 4 — CLIENT CONFIRMATION
☐ We confirm that the information above is accurate and that the listed ICT resources will be available should a remote or hybrid audit be planned.


	Click or tap here to enter text.	Click or tap to enter a date.
Signature of Responsible person	Designation	Date



HISTORY OF DOCUMENT CHANGES
	REV NO./
ISSUE NO.
	DATE
	DESCRIPTION OF CHANGES
	STATE
(APPROVED / 
NOT APPROVED)
	 CHANGE INITIATOR (INITIALS)
	NEW REV NO./ 
ISSUE NO.

	0/1
	09/20/2021
	Initial Release
	Approved
	FM
	0/1

	0/1
	06/29/2022
	Application form was revised, and additional questions added
	Approved
	FM
	0/2

	0/2
	07/11/2022
	Transfer Application form was updated and changed from Word to Excel.
	Approved
	FM
	0/3

	0/3
	01/17/2023
	Amend Section D to align with the new MD9:2022.
	Approved
	FM
	0/4

	
	
	
	
	
	

	0/4
	10/06/2024
	New Rev/Issue as part of the Re-coding and re-structuring of the QMS documents. Revision of relevant in-text.
	Approved
	FM
	1/1

	1/1
	17/07/2024
	Added the category "Management" on staff complement
	Approved
	FM
	1/2

	1/2
	04/10/2024
	Added:
- A section to get more information on an organisation's outsourced processes
- An agreement on the use of ICT in Auditing and certification services
	Approved
	FM
	1/3

	1/3
	13/03/2026
	Revised the ICT section to obtain the client’s consent to use ICT as well as obtaining confirmation of the availability of ICT infrastructure.
	Approved
	FM
	1/4
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