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Siora Surgicals Proudly Announces ISO 13485:2016
Certification
A step towards producing high-quality orthopedic implants and building trustworthy
relationships.

India, Delhi, Apr 10, 2021 (Issuewire.com)  -  Getting the ISO 13485:2016 certification is an important
landmark for Siora Surgicals. It shows our commitment to provide international standard quality
orthopedic implants that meet customer expectations. We will continue to develop components that are
of great quality and conform to the highest standards. ISO 13485:2016 certification completely justifies
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our last statement and we are proud to get this.

ISO 13485 certification ensures that the quality management system of the Siora Surgicals is effective
enough to produce world-class products with its consistent research & development, design &
development, production, and sale of medical devices that are safe to use. This certification also builds
trust about the consistency and precision in the design & quality of products manufactured.

Siora Surgicals Pvt. Ltd. has always urged for quality rather than quantity, and that is what has helped
the company grow and mark its reputable position in the national as well as international market. Our
true quality products are praised in the market and are used by top orthopedic surgeons across the
globe. Achieving this ISO certification is a great accomplishment by our team and an excellent example
of Siora’s commitment to delivering the highest levels of quality and regulatory compliance to our clients.
Siora has been a consistent performer in terms of its quality and commitment to customer satisfaction.
We believe in building trust with the clients and ensure them that they are using the safest products in
the market. The company manufactures a wide range of orthopedic devices including Hand Fracture
Plate, Locking Compression Plate, and Interlocking Intramedullary Nail. 

 

Certain benefits of implementing ISO 13485:2016 include:

Leading and leaving with the international standards in the global medical device community. An
ISO-certified company is well versed with the system, culture, and ethics of another ISO-
certified company, and hence both can work hand in hand.
In the medical device industry, ISO 13485 is known to be the gold standard for quality.
Certification to this standard confirms that the company is serious about the quality of products it
delivers and to ensure that the company has a well-established system in place. 
The ISO 13485 standard has a set of quality management principles and that ensures customer
satisfaction. 
Gives a chance to work with top players in the market as they only want to work with ISO-
certified companies.
Shows consistent commitment to the quality, safety, efficacy, performance while production, and
delivering of high-quality products.
ISO 13485 shows that Siora complies with medical device regulations and legal requirements,
eliminating uncertainty for all stakeholders.
ISO 13485:2016 documentation provides the latest & relevant information to all the team
members of the development team while reducing the time & cost associated with the product
development.
Boosts company knowledge while helping them to easily identify the problems and improve the
development process.
Provides more opportunities to get a global market presence and company growth.

 

Besides all this, Siora Surgicals Pvt. Ltd. has also received ISO 9001:2015 and this ensures that the
quality management system of the company is established according to all stated guidelines. This
certification helps companies focus on the key areas and assist in improving the efficiency of the whole
system. Being the most recognized Quality Management System (QMS) standard of the world, ISO
9001 is based on 7 quality management principles:
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Customer Focus
Leadership
Engagement of people
Process approach 
Improvement
Evidence-based decision making
Relationship management

This is a flexible standard that helps organizations define their objectives and streamline the process to
achieve them with maximum output. Siora Surgicals Pvt. Ltd. is a reliable Orthopedic Implants exporter
in Romania and ISO certifications received by the company completely justifies that.
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