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PRODUCT CHARACTERISTICS:

= made of syntheatic rubber, free of latex proteing, which has a positive
effect an the comfort of peopls sensitive ta Latex protaing

= Characterized by good resistance 1o tils, greases and rrany toxic
chemicals andsolvants, Mitrile gloves bave high resistance 1o abrasion
ang puncure

FEATURES:

=  Raw material: 100% nitrile (zorvlonitile butadiens)

= Colour: blue

= Cuff: besdad

= Powder: powder free; the cantent of powder residue below 2 mg per
korve

= AQL:1O

= |nternal surface: chlarnatad

= Perfect grip both in dry and wet conditions: s2cure grip thanks o the
teeture at the ﬁllli_ill’f‘ll,i!::

= Classifleation: class | Medical Devica in accardancesaith MR
HEI:_]I.J|.-I1iI_:Ir' CEL A 74745 Persanal Protactive Eguiprment [:dri-'ﬁi_;i}l':.-' I
according to FPE Regulation (ELE 20016/425

= Standards: in avoordance with the reguirements of EM 455, EM 374-2 4.
rasistant ta the penatration of vingses and MMICIOOrganisms in
accordarnce with BN ISC 374-5 and ASTM F1671, tasted for the
penatration of chemicals according to EN 150 3741 (type B) in
accordance with EN 16523; comply with EM 420; approved for contact
with focd

»  Quality Assurance System: manufacturing process in accordance with
EM 1509007 and EN B0 13485

= |ndividual packaging: 100 posor 200pcs in colour-coded boeas for
SiZE recognition

= Shelf life: 3 years

w  Sizet X5

SIZE AND REFERENCE

CATALOGUE NUMEBER SIZE INTERMEDIATE PACKAGING BULK PACKAGING
RNE-25-100) G 100 s 100 3 100 pes
R E-5-T100 o] 100 s 10 100 pes
RME-W- 1080 M 100 D 10 3 100 s
HME-1-106) | 100 s 10 100 pes
RHEB-1- 100 x| 100 pcs 1003 100 pes
RN E-55-2000 i5 A0 s 10 = 200 s
H - 2000 ] A0 s 10 = 200 ps
RMNE-W-200 il 00 D 10 x A0 pes
B B-L-200 | A0 s 10 o 200 s

RN B - 200 % 00 o 100 3 00 pes
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TECHNICAL DRAWING
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DETAILED DIMEMSIONS
/ SPECIFICATION

REF el WIDTH CF PALM {mim) LEMGTH QF A GLOVE {mim)
AN B-X5- 1] 15 54) < A mirn. A
BN B-- 1000 w57 10 min. A0
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THICKNESS

Rk B L= 100 =010 1106 min. 24
PART OF GLOWE SIMGLE WALL [mim)
fincyer £ 13mirm frorm the tip ) DEED ]
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PHYSICAL PROPERTIES

FaRANETER

BEFCIRE ACalMG

AFTER ALalMG

crce at break (M)
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THI. L)
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PACKAGING

number of pleces

packaging material

packaging dimensions

intermediate
packaging

100 s

that carclboard - 3 cardboard box
with a pertoration to open, CAYE

prirting

A1 1=80m

bulk

Ao - cormygatad carcdioan

101 3 100 s o 31 B len
packaging with printirg
temperature: R A
STORAGE CONDITIONS Stora in g cool, dry, well ventilatad ard clean location; Keap out of diract sunlight, Basp seeay brom

Lo rces ol opone G yniticon, Glensas shouled e kapt in their ariginal packaging
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Nitrile examination gloves, powder-free

MEDICAL DEVICE / PERSONAL PROTECTIVE EQUIPMENT DATA:

CATALOGUE NUMBER

RN E-X5-100, BME-5-100, RME-W-100, BNE-L-100, BNE-XL-10{

MANUFACTURER

CLASSIFICATION

Class | Medical Device, ruale 1 in acoardance with MUE Regqulation (EL 20075745

Persanal Protective Bquipment Catagory Il according ta PPE Begqulation (EL) 2006425

METHOD OF
STERILIZATION

- ) CODE OF GENERIC DEVICE
|8 noresterile M52

GROUP ACCORDING TO UMDNS

PERFORMAMNCE
CHARACTERISTICS

noresterile, povweder-tree examination gloves for single wse; made of synthatic ubber, they are an
alternative solution for peaple with allergies to natural latax rubber provide a barriar against

M rceyanisms o the user ard the patient; allow the risk of ingction o be minimalized

CURRENT TECHNICAL
STANDARDS ARE
APPLICAELE TO THE
DEVICE

EM 4551
EM 150 37415 - Protective glowas acgainst dandgerous charmicals amnd microsarganisms

.34 - Medical gloves tar single use

EM 37424 - Protective ghowves against dangenous Chemicals and mioraanganisms

EM 16523-1- Determination of material rmsistance o permaeation by chemicals

EM 20— Protective glowves

ADITM F167T - Standard Test Method tor Resistance of Materials Lised in Pratective Clothing to
Penetration by Blood-Borme Pathogens Lising Phisd 174 BaCtariophage Penetration as a lest System

TECHNICAL DATA:

RAW MATERIALS

100F nitrika (acrylanitrile butadiens)

WEIGHT

30+ 029

COLOUR bxle
= cubh Deadan
= popevoler free, the content of poneder rasiclue Belowe 2 me per glove
s AL TN
FEATURES = textrE at the hingertips
= intarmal surtace; Chlorinated
= shape ambidextrows, REting to the bt anc lekt hang
= Linle-use

SIZES

a5 ML X

SHELF LIFE

3 yedrs
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SATRA

TECHMNOLOGY

Motified Body: 2777 SATRA customer rumiber: PO130

EU Type-Examination Certificate

Certificate number: 2777/10648-04/E09-01
This EU Type-Examination Cedificate covers the following product group(s) supported by testing to the relevant
standardsftechnical specifications and examination of the technical file documentation:
Following the EU Type-Examination this product group has besn shown to satisfy the applicable eszential health and
safety requirements of Annex |l of the PPE Regulation (EU) 2016/425 as a Category |l product.

Product reference: Description:

RMBCOIXS - RNBCOIXL
RMEMO3XS - RNBMO3XL
RMBLO3XS - RNBLO3XL

Mitrile examination powder free gloves available in:
Black, White, Red, Pink, Blue, Light Purple, Green, Forest Green, Cool Blue,
Comiflower Blue, Violet Blue, Marlin Blus, Sky Blue, Dodger Blue, Pearescent Pink,

RNBHO3XS - RNBHO3XL
RMBO3XS - RMBO3XL
FMLRENBO3XS - FMLRMBO3XL
RNBHS03XS — RNBHSD3 XL
RNBSD3XS — RMBS0D3XL
RNBSCO3XS — RNBSCO3xXL
RNB-XS-RMNB-¥L

RMBROZXS — RMNBRO3XL
Sizes:

Harmony Blue, Avocado.

Classification:

6 (X5)— 10 (XL} EN 150 37412016 Type B Level EN3T4-4:2013
37% Fomaldehyde L 3.1%
40% Sodium Hydroxide i -25.6%
30% Hydrogen Peroxide 2 17 .0%
EN 150 374-5:2016
Resistance to Bacteria and Fungi  Pass
Fesistance to Virus FPass

StandardsTechnical specifications applied:
EN 420: 2003+A1: 200%9; EM IS0 374-1:2016; EN 150 374-5:2016

Technical reports/Approval documents:
SATRA: CHMO285112M 748 ENA, CHMO2851 121 T48/EN/B, CHMO285112M1748/5PT, CHMO2T2621/1828/J5,

CHMOZT5215M8361LH, CHMOZT5215M1 8361 HE, CHMIZT52151836LHD, CHMIZ2T521 51836 H/AFinal
T 7181 143338-CHM16-01-RC

e ALy

Expiry date:  25/06/2023

Hannah Coe Quincey Brown

Signed on behalf of SATRA:

Date of issue: 12072015
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