EU TYPE-EXAMINATION CERTIFICATE
Regulation (EU) 2016/425, MODULE B

0598/PPE/25/3102 Issue 1

Product X-ray protective clothing

Model Leadlite

Trademark -

Certificate Holder / Kiran Medical Systems, A Division of Trivitron Healthcare Private Limited
Manufacturer D-117, 134, TTC Industrial Area, Shirvane Nerul, 400706, Mumbai, Maharashtra, India

Product complies with the applicable essential health and safety requirements of
Regulation (EU) 2016/425 and standard(s) mentioned below

Standard(s) -

Other Information Manufacturer’s technical specification based on EN 61331-3:2014 and to EN 61331-
1:2014 testing requirements to the modified broad beam method as per rfu sheet PPE-
R/05.34-0
This certificate shall be used in conjunction with conformity assessment procedure
module C2 or D.

Validity This certificate is valid until 2030-04-23.

Date of issue 2025-04-23
SGS Fimko Oy

Signature

Kelvin Shepherd

SGS Fimko Oy is a Notified Body (0598) according to the Personal Protective Equipment Regulation (EU)

. SGSSG

This document is issued by the Company under its General Conditions
of Service accessible at http://www.sgs.com/terms_and_conditions.htm.
Attention is drawn to the limitation of liability, indemnification and
jurisdiction issues defined therein.
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Additional information Kiran (logo) Leadlite (LL) X-Ray protective apparel providing protection to parts of the
body. This clothing is available in a range of styles & sizes specified below.
Contract No: GB-CERT250200056
The full details of the assessment are given in Technical file: KIRAN-PPE-TF-RPA-A
Issue 01, Revision No. 8

Detailed Characteristics:

Radlatl9n Product Front Back kV
Protection
Apparel code (mm) (mm) | range
Panoramic Apron | PN25LL 0.25 60-110
Double-Sided | ngaososLl | 025 025 | 60-110
Apron
Coat Apron CA25LL 0.25 60-110
Skirt & Vest SKV2525LL | 0.25 0.25 60-110
Surgical Apron SA25LL 0.25 60-110
Double-Sided | pgass3sLl | 035 | 035 | 60-150
Apron
Double-Sided | hgas050LL | 0.5 05 | 60-150
Apron
Double-Sided | pgassosll | 035 | 025 | 60-150
Apron
Double-Sided | psas03sLL | 0.5 0.35 | 60-150
pron
Doublelued: - = DSAs025LE |05 0.25 | 60-150
Apron
Coat Apron CA35LL 0.35 60-150
Coat Apron CA50LL 0.5 60-150
Skirt & Vest SKV3535LL | 0.35 0.35 | 60-150
Skirt & Vest SKV5050LL | 0.5 0.5 60-150
Skirt & Vest SKV5025LL | 0.5 0.25 | 60-150
Skirt & Vest SKV3525LL | 0.35 0.25 | 60-150
Skirt & Vest SKV5035LL | 0.5 0.35 | 60-150
Surgical Apron SA35LL 0.35 60-150
Surgical Apron SA50LL 0.5 60-150
Panoramic Apron | PN35LL 0.35 60-150
Panoramic Apron | PN50LL 0.5 60-150
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Radiation Protection | Product Front | Back KV
range

Apparel code (mm) | (mm)

Protective

Gloves(Duo) PG50LL 0.5 60-150

Protective

Gloves(Mittens) PGM25LL 0.25 60-150

Protective

Gloves(Mittens) PGM35LL 0.35 60-150

Protective

Gloves(Mittens) PGMS50LL 0.5 60-150

Gonad Shield GS50LL 0.5 60-150

Gonad Shield GS100LL 1 60-150

Patient Apron

(Gonad) PA50LL 0.5 60-150

Patient Apron

(Gonad) PA100LL 1 60-150

Ovarian Shield OS100LL 1 60-150

Thyroid Shield TS35LL 0.35 60-150

Thyroid Shield TS50LL 0.5 60-150

Dental Apron DA35LL 0.35 70-80

Dental Apron DASOLL 0.5 70-80

These items have nylon covers, which are available in various sizes and cosmetic
finishes

Finnish Accreditation Service
S003 (EN ISO/IEC 17065)
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