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INTRODUCTION

ISO 13485:2016 
ISO 13485 is a set of international standards put 
in place to check the need to use up to date 
medical equipment for accurate diagnosis results 
and also to continually improve and maintain 
excellent standards in the health sector. This ISO 
also helps organizations check and respond 
adequately to challenging health crises.

The core purpose of ISO 13485 is to create 
standards in the medical industry, carefully 
checking and controlling medical facilities, 
diagnosis and treatments

Why to get ISO 13485:2016 
certified

Certification to ISO 13485 goes a long way to 
show that the organization is committed to the 
health of its patients and is actively working to 
reduce any form of the wrong diagnosis. There 
are commercial advantages of ISO 13485, by 
strengthening patients' trust and also enhancing 
organization public image.

Importance 

ISO 13485 specifically exists to help 
organizations manage the risk involved with the 
wrong diagnosis. It is designed to ensure strictly 
use of up to date medical equipment. 
Maintaining ISO 13485 requires that the 
organization set up a team of technicians to 
regularly update the organization about the 
innovation in by implementing this standard, 
medical organizations can medical equipment 
improve their overall ability to diagnose and 
treat a patient effectively. It is important for 
medical facilities to establish policies that help 
check the functionality and accuracy of a set of 
medical equipment.

Benefits

There are many good reasons why an 
organization would adopt a more innovative way 
to manage the accuracy of diagnosis. .creating a 
set of standards to enable the organization to 
understand the need for an accurate diagnosis.

Positioning your company as a lead medical 
facility with accuracy in diagnosis and treatment. 
promoting accurate diagnosis and treatment.



Who Needs ISO 13485:2016

ISO 13485 can be set up by any organization that desires to set up, enhance and promote the use of up 
to date medical facilities for diagnosis to improve accuracy and treatment

“creating standards in the 
medical industry, carefully 
checking and controlling 

medical facilities, diagnosis and 
treatments.”
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About DTA

Delta Tech Africa Limited is an ICT and Quality 

consulting organization focused on 

performance management across business 

verticals. Delta means“ A Finite Increment”. We 

help organizations to achieve this Increment 

across departments and functions and to 

improve the overall organizational performance 

while adding value to the stakeholders. 

Evolution is a constant change. When the pace 

of evolution renders societies impatient, it is a 

technology that accelerates evolution leading 

to the transformation of societies. When that 

evolution happens, it doesn’t limit the human 

endeavors, to get the technology evolution, It 

has to be supported by processes and 

management of the best quality. Hence, we at 

Delta Tech Africa thought of bringing both 

Technology and Quality Management processes 

together to get the best organizational 

performance and value across the fast growing 

continent of Africa.
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