Certificate IN10/81311

The management system of

Kiran Medical Systems, A Division of
Trivitron Healthcare Private Limited

D-117, T.T.C. Industrial Area, Shirvane, P.O. Nerul, Navi Mumbai, 400 706, Maharashtra, India
has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Manufacture and sale of non-active medical devices viz. Radiation Protection Apparel, Storage Systems
for Radiation Protection Apparel, Radiation Protection Eyewear, Sterile Radiation Protection Shields,
Sterile Incise Drape with Radiation Protection, Anti Scatter Grids & Grid Holders, X-Ray Cassettes,
Intensifying Screens, Manufacture and sale of Ultrasound Gel.

Design and Manufacture of Sterile Surgical Radiation Protection Gloves.

This certificate is valid from 09 September 2025 until 09 September 2028 and remains valid subject to satisfactory
surveillance audits.

Issue 9. Certified since 09 September 2010
Certified activities performed by additional sites are listed on subsequent pages.

(. Moran

Authorised by
Liz Moran
Business Manager

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
t +44 (0)151 350-6666 - www.sgs.com
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This document is an authentic electronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are permitted and will be considered as =3
a copy. This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to
the limitation of liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or
falsification of the content or appearance of this document is unlawful.
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Certificate IN10/81311, continued

Kiran Medical Systems, A Division of
Trivitron Healthcare Private Limited

ISO 13485:2016
EN ISO 13485:2016

Issue 9

Sites

Kiran Medical Systems, A Division of Trivitron Healthcare Private Limited

D-117, T.T.C. Industrial Area, Shirvane, P.O. Nerul, Navi Mumbai, 400 706, Maharashtra, India

Manufacture and sale of non-active medical devices viz. Radiation Protection Apparel, Storage Systems for
Radiation Protection Apparel, Radiation Protection Eyewear, Sterile Radiation Protection Shields, Sterile Incise
Drape with Radiation Protection, Anti Scatter Grids & Grid Holders, X-Ray Cassettes, Intensifying Screens,
Manufacture and sale of Ultrasound Gel.

Design and Manufacture of Sterile Surgical Radiation Protection Gloves.

Kiran Medical Systems, A Division of Trivitron Healthcare Private Limited

D-134, T.T.C. Industrial Area, Shirvane, P.O. Nerul, Navi Mumbai, 400 706, Maharashtra, India

Manufacture and sale of non-active medical devices viz. Radiation Protection Apparel, Storage Systems for
Radiation Protection Apparel, Radiation Protection Eyewear, Sterile Radiation Protection Shields, Sterile Incise
Drape with Radiation Protection, Anti Scatter Grids & Grid Holders, X-Ray Cassettes, Intensifying Screens,
Manufacture and sale of Ultrasound Gel.

Design and Manufacture of Sterile Surgical Radiation Protection Gloves.
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This document is an authentic electronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are permitted and will be considered as =3
a copy. This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to
the limitation of liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or
falsification of the content or appearance of this document is unlawful.
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