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Purple Nitrile-XTRA*

Examination Glove - Non sterile

€

Description

50600M: Purple Nitrile XTRA - XS
50601M: Purple Nitrile XTRA - S
50602M: Purple Nitrile XTRA - M
50603M: Purple Nitrile XTRA - L
50604M: Purple Nitrile XTRA - XL

Non-powdered, textured finger tips, ambidextrous, extended cuff,
single use. Color: Purple.

Dimensions

Palm width Length (target)
Extra Small (XS) 70 mm 310 mm
Small (S) 80 mm 310 mm
Medium (M) 95 mm 310 mm
Large (L) 110 mm 310 mm
Extra Large (XL) 120 mm 310 mm

Properties (target)

Median force at break before aging: 11.0 N
Median force at break after aging: 9.0 N
Residual powder: 1.0 mg/glove

Thickness middle finger: 0.15 mm
Thickness palm: 0.12 mm

Thickness cuff: 0.11 mm

Indication

To protect patient and user from cross-contamination. These gloves
are also approved for use during chemotherapy activities.

Counter indication

Not intended for applications involving direct exposure to harsh
chemicals, where heavy duty industrial gloves are required.

Main materials

Base material: Nitrile Butadiene.
Accelerators: ZDBC (Zinc Dibuthyldithiocarbamate) and ZDEC (Zinc
Diethyldithiocarbamate).

Not intentionally formulated or treated with any of the following:
Bisphenol A, colophony (rosin), natural rubber latex, brominated
flame retardants, phthalates (DBP, BBP, DEHP, DMEP, DNOP, DPP,
DIPP, DIDP, DINP).

*Registered trademark or trademark of Halyard Health Inc.
©2016 Halyard Belgium BVBA. All rights reserved.
Created 18-mar-2016, version 2
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Sterilization

Products are non-sterile.
Packaging

Shipping case of 500 units.

50 units are placed within 1 dispenser and 10 dispensers are placed
within a shipping case.

Bar coding: GS1-128 symbology, linear, on shipping case and dispenser
box.

Manufacturing

Products are manufactured in Thailand.
The quality system of the manufacturing sites is ISO 13485 compliant.

Regulatory information

Product CE marked as per 93/42/EEC Directive on Medical Devices.
Class of the device: I.

Comply to EN 455-1, EN 455-2, EN 455-3, EN 455-4, EN 374-1, EN
374-2 (Level 2) and EN 374-3. Product tested for viral penetration
as per ASTM F1671.

AQL of 1.0 for freedom from holes according to EN 455-1.

Storage

Store in a dry and cool place, away from intense sources of heat
and sources of radiation.
Keep as much as practicably possible in its shipper box.

Shelf life

5 years, from the date of manufacture.

The dimensions and properties listed above can vary within pre-established specifications.
This document was created using the most recent information. In the interest of
continuous improvement, the characteristics of the product may change without prior
notice.
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Purple Nitrile-XTRA*

Vysetrovaci rukavice - nesterilni

C€

Popis

50600M: Purple Nitrile XTRA - XS
50601M: Purple Nitrile XTRA - S
50602M: Purple Nitrile XTRA - M
50603M: Purple Nitrile XTRA - L
50604M: Purple Nitrile XTRA - XL

Nepudrované, $picky prstl s texturou, obouruké, prodlouzena
manzeta, jednorazové poufZiti. Barva: fialova

Rozméry 5

Sitka dlané Délka (pozad.)
Extra malé (XS) 70 mm 310 mm
Malé (S) 80 mm 310 mm
Stredni (M) 95 mm 310 mm
Velké (L) 110 mm 310 mm
Extra velké (XL) 120 mm 310 mm

Vlastnosti (poZadované)

Medianova sila pfi pretrzeni pred starnutim: 11.0 N
Medianova sila pfi pretrzeni po starnuti: 9.0 N
Zbytkovy prach: 1.0 mg/rukavice

Tloustka stfedniho prstu: 0.15 mm

Tloustka dlané: 0.12 mm

Tloustka manzety: 0.11 mm

Indikace

Ochrana pacienta a uZivatele pred kfizovou kontaminaci. Tyto
rukavice jsou rovnéz schvaleny k pouziti béhem chemoterapie.

Kontraindikace

Nejsou uréeny k aplikacim zahrnujicim pfimé vystaveni se agresivnim
chemikaliim, kde jsou vyZzadovany odolné primyslové rukavice.

Hlavni materidly

Zakladni materidl: Nitril-Butadien.

Akceleratory: ZDBC (Zinc Dibuthyldithiocarbamate) a ZDEC (zinek
diethyldithiocarbamates).

Nejsou zamérné vyrobeny ani osSetieny pouzitim nasledujicich:

Bisfenol A, colophony (rosin), pfirodni latex, bromované zpomalovace
hofeni, ftalaty (DBP, BBP, DEHP, DMEP, DNOP, DPP, DIPP, DIDP,

DINP).

*Registrovnd obchodni znacka nebo obchodni znacka
Halyard Health Inc.
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Vytvoreno 18. bfezna 2016, verze 2

Strana1z1

Sterilizace

Nesterilni vyrobky.

Baleni

Prepravni karton 500 jednotek.

50 jednotek umisténo v jednom déavkovacdi a 10 davkovacl v jednom
prepravnim kartonu.

Cérové kédy: Symbolika GS1-128, linearni, na prepravnim kartonu a
davkovaci krabici.

Vyroba

Produkty jsou vyrobeny v Thajsku.
Systém fizeni kvality vyroby ve vyrobnim zavodé vyhovuje normé ISO
13485.

Informace o predpisech

Oznaceni produktu CE dle Smérnice o zdravotnickych prostfedcich
93/42/EHS. T¥ida prostredku: I.

Vyhovuje normam EN 455-1, EN 455-2, EN 455-3, EN 455-4, EN
374-1, EN 374-2 (Stupen 2) a EN 374-3. Vyrobek testovén na
rezistenci proti praniku virl podle ASTM F1671.

AQL 1.0 nepropustnost dle EN 455-1.

Skladovani

Skladujte na suchém a chladném misté mimo zdroje tepla a radiace.
Pokud mozno uchovavejte v plvodnim prepravnim kartonu.

Doba skladovani
5 let od data vyroby.
Rozméry a vlastnosti uvedené vyse se mohou lisit v ramci prednastavenych specifikaci.

Tento dokument byl vytvoren za pouZiti nejnovéjsich informaci. V zdjmu neustdlého
zlepSovani se vlastnosti vyrobku mohou ménit bez pfedchoziho upozornéni.
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