
Pragmatech Healthcare Solutions Pvt. Ltd. has 
received ISO 13485 Quality Management System 

certification 

 

 

We are thrilled to announce that Pragmatech Healthcare Solutions Pvt. Ltd. has received ISO 
13485 Quality Management System certification. This certification, crucial for manufacturing 
and selling medical devices worldwide, marks a significant milestone in their startup journey! 
 
A heartfelt congratulations to the entire Pragmatech team for securing this certification in 
relatively short duration, and we wanted to take this opportunity to highlight the role of our 
Regulatory and Industry Facilitation Centre (RIFC) at Venture Center, which played a crucial role 
in supporting Pragmatech in their efforts by providing: 
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(i) Ready templates to expedite the certification process 
(ii) Hands-on implementation and review 
(iii) Training for team members 
(iv) Gap analysis of QMS 
(v) Support for Stage I & II audits and closure of non-conformities 
 
This milestone not only accelerates Pragmatech's path to commercialization for their flagship 
product - the CERVICHECK self-sampling kit, but also showcases the potential of tailored 
support that RIFC can offer to medtech startups looking to work their way through complex 
regulatory landscapes. 
 
For more about how RIFC can help expedite your medical device certification, visit us at: 
https://lnkd.in/gcsiJb7P 
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