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EU Type Examination Certificate

This is to certify that: TIDI Products, LLC
570 Enterprise Drive
Neenah
Wisconsin
54956
USA

Holds Certificate Number: CE 752598

In respect of:

Eye-protector for phototherapy on newborns conforming to essential requirements according to Annex
II of the PPE-Regulation (EU) 2016/425 and limited clauses of EN 166:2001
 
on the basis that BSI carried out the relevant Type Examination procedures under the requirements with the
Regulation (EU) 2016/425 of the European Parliament and Council relating to Personal Protective Equipment
Regulation (PPE) Annex V (Module B) and meets the relevant health and safety requirements specified in Annex II

For and on behalf of BSI, a Notified
Body for the above Regulation     
(Notified Body Number 2797): Drs. Dave Hagenaars, Managing Director
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Product Specification

Range: Posey Phototherapy Eye Protector

Models in Range: 4644 Newborn Eye Protectors, SM Preemie
4645 Newborn Eye Protectors, Preemie
4646 Newborn Eye Protectors, Newborn

Product Description: The phototherapy eye protectors are a PPE device that is placed over a newborn
patient’s eyes when the patient is exposed to phototherapy lights.  The eye protectors
are made of a padded foam material and attached via hook and loop fasteners to head
and over the crown to help keep securely in place.

Technical Specification: Essential requirements according to Annex II of PPE Regulation (EU) 2016/425
EN 166:2001 Personal eye-protection – Specifications (Partial)

Certificate Administration Details

Technical File Reference: TF-0024 Phototherapy Eye Protectors Technical File

Certificate Administration Record and BSI internal Technical File Review reference

Issue date Comments BSI Project Ref.

March 2022 First issue under PPE Regulation (EU) 2016/425 2797:22:3480207

Note:  The Certificate holder is responsible for keeping the Notified Body advised of changes to any aspect of the
overall process used in the manufacture of the product.
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