
MEDICAL DEVICES

Reliable and pioneer…



ABOUT SZUTEST
SZUTEST, one of the reliable and leading 

organizations in medical device certification and 

testing activities, is a Team-NB member notified 

body that has proven itself to medical device 

authorities around the world with more than 15 

years of experience. Team-NB is a notified body 

association that requires the application of high 

standards in the field of medical devices for 

membership.

WHY CERTIFICATION ON 
MEDICAL DEVICES?
Medical Devices is a product group that is 

required to be under control with advanced 

regulations around the world. However, 

compliance with the rules of medical device 

regulations, which can be fulfilled by providing 

high standards, can be demonstrated with 

certificates provided by a conformity assessment 

body with a high reputation that has reached 

these standards.

WHY SZUTEST?
SZUTEST, with its services on a global scale, 

allows many medical device manufacturers to put 

their products on the market without any 

problems. 

As SZUTEST, we know how important it is for our 

customers to be able to provide the necessary 

services from a single source so that they can put 

their products on the market, and we continue to 

work hard to provide this.



NOTIFIED BODY

SZUTEST, a member of Team NB, is a notified body appointed in a wide scope in 

the European Union Medical Device Regulation. SZUTEST is fully authorized to 

provide the CE Certificate, which is mandatory for medical devices to enter the 

European and many other country markets.

TEST ACTIVITIES

We are increasing our testing capabilities for medical devices day by day with our 

ever-increasing investments. Electrical safety tests according to EN 60601-1 

standard for active medical devices and biomechanical tests according to ASTM F 

382, ASTM F 384, ASTM F 543, ASTM F 1798, ASTM F 2193, ASTM F 1717, ASTM F 

2077 standards are carried out by our organization. It is the highest level in the 

reliability of accreditation test reports. SZUTEST has an accreditation certificate 

within the scope of these tests from internationally recognized and reliable 

accreditation institutions.

ISO 13485 

ISO 13485 Quality Management System Standard is an indispensable reliability 

indicator for today's medical device manufacturers, services, semi-finished and 

raw material suppliers and distributors, and the ISO 13485 certificate obtained 

from an internationally recognized and reliable organization in this field ensures 

that your company is preferred all over the world. SZUTEST has an accreditation 

certificate from internationally recognized and reliable accreditation bodies 

within the scope of ISO 13485 certification.

SZUTEST
CERTIFICATION
MARKS

OUR SERVICES



SzutestSzutest SzutesttrSzutestSzutesttr

The Way of Global Trade Is Through 
Reliable Certification!

Achieve Your Goals With Us!
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