TECHNICAL DATA SHEET

Cover for surgical light handle.

BLAYCO

> Product description

Cover for surgical light handle is intended to prevent the surgeon
contacting intended or accidentally with the handle of the lamp

during a surgical procedure.

ce

2797

> Product charasteristics

blayco

¢ Prevents the surgeon from directly contact the surgical light handle during the surgical procedure.

« Suitable for all models of surgical lights featuring a handle with diameter within 20mm and 40mm.

o Latex Free.

> Technical specifications

Materials
o Fixation discs
« Polyethylene homopolymer. (LDPE)
¢ Pouch:
Polyethylene.
¢ Packaging:scd
o Inner microperforated PE pouch
o Medical grade cellulose
« Film Polyamide/Polypropylene
Main dimensional properties
o External disc diameter: 11,8cm
e Pouch dimensions:
e LHC-01:9,5x12cm
e LHC-03: 9,5 x 15cm

o Accepted diameters for light handle: 20 — 40mm

This document is the property of Telic, S.A.U. Transmission to third-parties or non-authorized copies are not allowed

1-2

GROUP

R060-PD01-01



TECHNICAL DATA SHEET

Sterilization and expiry date

« Sterile product by ethylene oxide.

« Shelf life: 3 years upon the manufacturing date.

Storage and maintenance

« Keep protected from direct sunlight / the outside.

e Keep in a dry place.

o Single use product. No maintenance required.

Packaging

Ref. Code

Presentation

LHC-01 |TCFOA

Individual pouch. Service box of 100 units.

LHC-03 |TCFOC

Individual pouch. Service box of 100 units.

Date: 2023 February

Specification N2: ETP/250/14

Regulatory information

GROUP

TELIC, S.A.U. guarantees that this product is in conformity with Regulation 2017/745 and that it has been manufactured
following the directives of the Quality Assurance System certified as 1ISO 13485.

This product is classified as:

e Class I sterile product according to Annex VIII of the Regulation (UE) 2017/745 rule 1.

« GMDN Code: 44977 — Operating/examination/treatment light handle cover, single-use

e EMDN code: V9099 (Various devices not included in other classes — Other).

This document is the property of Telic, S.A.U. Transmission to third-parties or non-authorized copies are not allowed

2-2

R060-PD01-01



