STNT°X

Licencia Sanitaria de Importacion de Productos Sanitarios nim. 6613-PS

GD14 VINYL DISPOSABLE GLOVES

Packaging
1,000 p. outer case

* Content: 10 boxes of 100 pieces
e Dimension: 315 x 250 x 250 mm.

100 p. inner
dispenser

* Content: 100 pieces
* Dimension: 230 x 125 x 60 mm.

Labelling

(.

~

Importer name and address

Size and units quantity

* Product name in some languages e Single-use

e Commercial benchmark, lot number and barcode ¢ Storage conditions
*AQL1.5 e Protection symbols

* Expiration e Regulatory compliance

\- CE marking

General Characteristics

Description: Blue vinyl gloves.
Smooth surface for greater sensitivity and
beaded cuff.

Applications & warnings )

Shelf life: 5 years

Classification:

Medical device: Class I; European Directive
93/42/CEE

PPE: Category Ill; European Directive 89/686/CEE

Size: S, M, Land XL
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STNT°X

Licencia Sanitaria de Importacion de Productos Sanitarios nim. 6613-PS

GD14 VINYL

DISPOSABLE GLOVES

Physical Properties

Composition: Polyvinyl Chloride (PVC)

Characteristics:
- AQL:1.5
- Ambidextrous
- Latex free

&

- Free of proteins and chemical accelerators
- Free of Tiuram, animal tissue or other biological substances

Property

Benefit level / Result

Standards applied
Healthcare products Directive 93/42/CEE

requirements

Tests for freedom Compliant with EN 455-1
from holes

Dimensions Compl!ant w!th EN 455-2
Force at break Compliant with (average=4.8N)

Biological safety Compliant with EN 455-3

(k) Sodium Hydroxide
(40%)

Class 6/ Permeation time
> 480 min

(L) Sulfuric Acid (96%)

Phthalate content test

Class 0/ Permeation time
<10 min

Compliant with

Migration Test

Compliant with

Resistencia a la 9 Mpa
tensién de ruptura
Elongation 300%
Personal Protection Equipment Directive 89/686/CEE
Dexterity 5 EN 420
Resistance to the permeation of microorganisms
Air leak test Compliant with EN 374-2 &
Water leak test Compliant with
Resistance to chemical products permeation
(J) n-Heptane Class 0/ Permeation time
<10 min
EN 374-3

Plastic materials intended to come into contact with food Regulation 10/2011

EN 14372
EN 1186/7:2002

e

Ctra. N-1l Km. 644 Torre d’Ara p.8

08302 Matard, Barcelona

Tel: 937 416 221 Fax: 937 416 220

www.santex.es

calidad@santex.es
santex@santex.es

Reviewed by:
Gisela Boixadera
Last edition
02/01/2015

Page 2 of 4




Licencia Sanitaria de Importacion de Productos Sanitarios nim. 6613-PS

GD14 VINYL DISPOSABLE GLOVES

Glove dimensions

Size Length Palm width Thickness (mm) £0.02
(mm) (mm) 5 Finger Palm Sleeve
P >240 85 0.08 0.07 0.06
M >240 95 0.08 0.07 0.06
G >240 105 0.08 0.07 0.06
XG >240 115 0.08 0.07 0.06

Finger dimensions

Finger Length (mm) 3 Width (mm) £3

P M G XG P M G XG
Thumb 57 61 70 71 34 40 44 45
Index F. 66 75 81 83 29 33 36 39
Middle 72 81 92 95 28 34 38 39
F.
Ring F. 67 76 84 88 27 30 35 38
Little F. 51 56 60 64 25 29 32 37

Logistic Data Sheet
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. EAN Code Vil Cases/ Pallet Distr.
Cade - Size Inner dispenser Outer case P el m3 Pallet Lcésesx
eights)
GD14BB- P 8437001266289 | 8437001266241 4.96 0,019344 70 10x7
GD14BC- M 8437001266296 | 8437001266258 5.46 0,019344 70 10x7
GD14BD- G 8437001266302 | 8437001266265 5.96 0,019344 70 10x7
GD14BE- XG | 8437001266319 | 8437001266272 6.50 0,019344 70 10x7
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STNT°X

Licencia Sanitaria de Importacion de Productos Sanitarios nim. 6613-PS

GD14 VINYL DISPOSABLE GLOVES

Storage Conditions
Keep dry.
keep away from direct sunlight and fluorescent lighting.

“‘-\ij' R 40°C max

XS
AN\

Regulatory Compliance

= European Directive: 93/42/CEE. Concerning medical devices.
- EN 455/1-2-3; Medical disposable gloves.

= European Directive: 89/686/CEE. European Personal Protective Equipment.
- EN 420:2003; Protective gloves: General requirements.
- EN 374/1-2-3; Protective gloves: Chemicals and Microorganisms permeation.

* Regulation 10/2011 on plastic materials and articles intended to come into contact
with food.

- EN 14372:2005; Cutlery and feeding utensils - Safety requirements and tests.
- EN 1186/7:2002; Materials and articles in contact with foodstuffs — plastics.

I1ISO 13485:2003, Quality system for the healthcare products production.

Management System

. Y M intertek SGS

Product Compliance

C€
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