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5 SELEFA

SELEFA® Powder-Free Paper Backed Copolymer Gloves, Sterile
REF: 6031865, 6031875, 6031885

A sterile, ambidextrous, powder & protein-free co-polymer glove attached to paper.

Key Features

P Paper backed sterile EVA Copolymer glove
P One glove per pouch ?\

Recommendations for use

Basic procedures
and wards

W R CODE  Lemgth  dispenserioarton
6031865 Powder-Free Paper Backed Copolymer Glove, Sterile, Transparent 280 mm 100 / 2000
6031875 Powder-Free Paper Backed Copolymer Glove, Sterile, Transparent 280 mm 100/ 2000
6031885 Powder-Free Paper Backed Copolymer Glove, Sterile, Transparent 280 mm 100 / 2000

Sales Unit: Transport Carton

Page 1 2023-12-05



_|
D
O
>
=3
Q
=
A"
)
o
Q
-
O
f_’-
O
o
r—f—
X
2
>
D
D
f_'-

Regulations

The product complies with legal requirements for medical devices.

c€ 2460 CE [LATEX FREE] ® T /2_,{% m/ﬂ/zm

REACH regulation:

Freedom of holes:

Force at break (N):
Biological evaluation:

Compliance with legal
requirements:

Compliance with product
standards:

Quality standards:
Label information and

packaging compliance:

Material

Product Part

Palm & Finger

The products covered by this data sheet do not contain substances classified as
carcinogenic, mutagenic or toxic for reproduction (CMR), including any of the
Substances of Very High Concern (SVHC) as listed in the latest available version of the
Candidate List published by European Chemicals Agency (ECHA).

AQL 1.5
> 3.6 N (before and after challenge test)

EN ISO 10993-5
EN ISO 10993-10

Medical Device Regulation (EU) 2017/745, MDD class Is

EN 455-1

EN ISO 13485

EN ISO 15223-1, EN ISO 20417

Raw Material & Characteristics

Ethylene Vinyl Acetate (EVA) Copolymers, single wall thickness 0.03 mm /+0.01
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Warnings & Recommendations

The product is single use. If reused, the performance of product may deteriorate and cross

Wamings contamination may occur.

Recommended storage in clean, dry space in ambient temperature. Products should be

Storage Recommendation protected from direct sunlight, other intensive light sources and ozone.

Disposal Recommendation Dispose in accordance with local regulations.

Shelf Life 5 years

Packing Information
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Package Material Size (LxWxH) mm
Single Pack Paper 107 x 170

Dispenser Pack Cardboard, TCF or ECF quality 115x110x 175
Transport Carton Corrugated board, TCF or ECF quality 582 x 251 x 385
Packing Tape PVC-free, Transparent N/A

Barcodes / UDI-DI

REF Single Pack Dispenser Transport Carton

6031865 06438129150629 06438129350623 06438129550627
6031875 06438129150636 06438129350630 06438129550634
6031885 06438129150643 06438129350647 06438129550641

Evercare Medical AB is a partner that enables better lives for patients, facilitates everyday
life for healthcare employees and contributes to lower care costs. We strive to reduce the
environmental impact and, together with our suppliers, to improve working conditions
throughout the value chain.

“ Yaan Device Co., Ltd.

9th FI., No. 80, Fu-Hsing North Road, Taipei
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