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MAMUFACTLIRER:

PRODUCT CHARACTERISTICS:

mada of synthetic rubber, whilch 1s free from latex and the protalns it
contains. This has a posithve effect on the working comfort of people
sensitive to latex protelns

characternzed by good rasistance to olls, greases and many toxkc
chemicals and solvants. Mitrile gloves have high resistance to abrasion
and punciure

FEATURES:

Raw material: 100% nitrile acrylonitrile butadiens)

Colour: purple blue

Cuff: beaded

Powder: powder free; the content of powdar rasidus below 2 mg per
glove

AQL:15

Internal surface: chlornated

Parfect grip both In dry and weat conditions: secure grip thanks to the
taxtura at the fingartips

Classification: class | Medical Device In accordance with MOR Regulation
(ELN 201 74745, Parsonal Protective Equipment Category Il according to
PPE Regulation EL) 20167425

Stamndards: In accordance with the requirements of EN 455, EN 374-2.4;
resistant to the penetration of virusas and miCroonganlismis in
accordance with EM 150 374-5, tasted for the penetration of chemilcals
according to EM 150 374-1 {type C) ) In accordance with EN 16523;;
comply with EN 420; approved for contact with fiood

Quality Assurance Systam: manufacturing process In accordance with
EM 1509001 and EM 120 13485

Individal packaging: 100 pos In colour-coded boxes for size
recogniticn

Shelf life: 5 vears

Slzes: 5-XL

SIZE AND REFEREMCE

CATALOGUE MUMEBER INTERMEDIATE PACKAGING BULK PACKAGIMNG
FNBE-S-100 5 100 pes 10 % 100 ps
RNBE-M-100 M 100 pCs 10 % 100 ps
RNEE-L-100 L 100 pes 10 % 100 ps
ANEE-XL-100 AL 100 pes 10 % 100 pcs
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MEDNCAL DEVICE » PERSONAL PROTECTIVE EQLIIPMENT DATA:

CATALOGUE NUMEBER RMEB-5-100, RMEBE-M-100, RNBE-L-100, EMBE-XL-100
MAMUFACTURER
Clazs | Medical Davice, rule 1 In accordance with MDOR Regulation (EL) 20177745
SRR Personal Protective Equipment Category Hl according to PPE Bagulation (EU) 2016/425
METHOD OF /A 7 non.starila CODE OF GEMERIC DEVICE 053
STERILIZATION GROUP ACCORDIMG TO UMDMNS
non-sterlle, powder-free examination gloves fior single use: madea of synthetic rubber; they are an
PEHLCHERRANIL L alternative solutlon for people with allergles to natural latex rubber; provide a barmer against
CHARACTERISTICS ) I . i - A . R
milcroorganisms to the wser and the patlent; allow the risk of Infection to be minimalized
EM 455-1,2,3 .4 - Madical gloves for single use
CURRENT TECHNICAL EM [50 374-1.5 - Protective gloves against dangerous chamicals and micro-organisms
STANDARDS ARE EN 374-24 - Protective gloves against dangerous chemicals and microorganisms
APPLICABLE TO THE e o . e e b
DEVICE EM 16523-1- Detarmination of materal resistance to permeation by chemicals
EM 420 - Protective gloves
TECHNICAL DA TA:
RAW MATERIALS 1005 nitrile @orvonitrile butadiens)
WEIGHT 15029
COLOUR purple blue
= strakght cuff with rolled adge
= powder freg, the content of powder residue below 2 mg per glove
= AQL-1S
FEATURES = texture at the fingeartips
= [mtermzl surface: chlornated
=  shape: ambldextrous, fitting to the right and lefi hand
= 5ngle-use
SIZES 5 M, L XL
SHELF LIFE 5 years
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REF SIZE WIDTH OF PALM {mm) LENGTH OF A GLOVE {mim)
ETAILED GIMENSIONS RMBE-5-100 516-7) 20+10 min. 240
| TET TR s P——
/ SPECIFICATION RNEE-M-100 M (7-8) 95410 min. 240
RMNBE-L-100 | {5-9) 11010 min. 240
RMEE-XL-100 XL {9-10) =110 min. 240
PART OF GLOVE SIMGLE WALL (rmim)
finger { 13mm from the tip) 0,10+0.0
THICKNSS palm [ In thie middle part ) 0,07+0,0
cuff 0,060,001
PLYSICAL PROPERTIES :'.thN-‘TEE _ BEFCRE ﬁ.u MG A-TEE.A:_iIN:_a
orce at braak (N) milr. &.0 min. &0
number of places packaging material packaging dimeanslons
flat cardboard - 3 cardbozrd box
Intermediate e R P
00 pcs with 2 perforation to open, CMYK 2001 1xE0m
PACKAGING packaging orinting
bulk L Caron - cormugated cardboard o L
0x 100 pcs ) ) 31,5232 7Cm
packaging with printing
temperature: 59 - 3500

STORAGE CONDITIONS

Store Ina cool, dry, well ventllzted and dean location; Keep cut of direct sunlight. Keep away from

sources of czone or ignition. Glowves should ba kept In thalr ariginal packaging.
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SATRA customer number: POE32

EU Type-Examination Certificate

Certificate number: 2777/12322-02/E10-01
This EU Type-Examination Cerificate covers the following product group(s) supported by testing to the relevant
standardsftechnical specifications and examinaticn of the technical file documentation:
Following the EU Type-Examination this product group has been shown to satisfy the applicable essential health and
safety requirements of Annex |l of the PPE Regulation (EL) 2016/425 as a Category Il product.

Product reference: Description:

easyCARE nitrile Five fingered blue powder free nitrile examination gloves.
Sizes: 6 (x5) -10 (¥L) Classification:
EM IS0 374-1: 2016 Mype C Level EM 374-4:2013 % Degradation
n-heptanes [J) 1 43
40% Sodium hydroxide (K) G 35
EN 150 374-5: 2016 Level
Protection against Bacteria and fungi Pass
Protection against viruses Pass

Standards Technical specifications applied:
EM 420 2003+41: 2008; EM 150 374-1:2016; EN 150 374-5:20168

Technical reports/Approval documents:
SATRA: PRCO253420MTOXSPT, PRCO253480M1 TOZ/EN/A.PRCIZ53480M TOZ'ENE, PRCOZ534B0MTOZEN/D,

PRCO253480/1702/ENE, PRCO253480/1702EN/G, PRCO25348011702/EN/, CHMO282156/1910G
-\,;-"-
S .nl:'i"-‘ s 1 &
Signed on behalf of SATRA: < Gabriela Zajac ALy Quincey Brown

Date of issue: 060152021 Expiry date: 12/032024
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