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Bi o : : Hi gh
contaminatioront ami nation
control

Y Po wdferr e e Ppewashedxhanandl ength (600 mm /
cleanroom gl oves.

Y Personal Protective EquCopmelind x Cd xiggpmr)y dddo r( iF
Regul ation (EU) 2016/ 425.

YFully compliant to the | atest EU PPE norms rel
mi comgani sms and viruses.

Formul ati onSynthetic softAcmiyi oinli ¢erpodbley Beat adi ene

Design White,spheanid ¢, beaded cuff, textured palm and
Packaging 1 pair per REOppelcpescphper doubleéosklhtede IEe thc
per tied <larttioend Iciaoretron | i ner per carton = 10
SI ZES -m---m-n
Codes 8 69 869 869 8769 869 8769 8769 8769 8789

CE/ UKCA regPPE Category |11 -RepuripdteixoDe(seEl@y)n)2016/ 425.
CE Noti ed Body No 0598:-FSBSARDmko Oy, Hel sinlk
UKCA Noti ed Body No 0120 SGS UnWUNIeT-EKIi ngdom

Kl NGDOM.

EU PPE nornl SO 21420: 2020201 &586©AB8720-28201 90 -43:3280 1397,4
| SO 872016, EN 21061%2+3A1: 2018 and | SO 16604: 2004

EU MDR hornEN 415552020, 2EN 0455 -3EN 04%5 and: E0N0855

USA standarASTM DOB67A 2020), -0A4LST(MR (DBY)3, -1ASTavh dD4 12
| ESRRRCC005.4 (2013) .

Ot her standl SO 1212D15, [-S®O: 203D .3

'With reference to Regulation (EU) 2017/ 745 for Medical Devices

QUALI TY

Quality assProduction management in accordance with | SO ¢
Environmental management systems in accordanc:e
Technology uni SHOBlL b-ghkel ed protection to offer an ideal
protection. Compatible with sterile processing
mul tiple post | eaching of gloves (triple washe

Decl arationThese documents can be freely downloaded from
conformity www. shieldscienti c¢.com.

EU type exa nati on

certi cate II—TI easy access, scan the QR code.

Us&r instructions

Certi cate To access CoC and Col, you need t
conf ormance

Certi cat e E)Ife contact us at info@shields

ase
irradiati on HI ELD Scient.i C representative.
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PHYSI|I CAL PROPERT#ES

NOMI NAL THI CK

Y Finger 0.20 7.9

Y Pal m 0.17 6.7 ASTM DIB6A 2020
Y Cuff 0.11 4.3

2Thi ckneG.s03 +mm)

LENGTH Mi ni mum Typical Nor m

Y From middle A 5@@ / 22. 600 mm / 2. 1SO 21420:202

edge of cuff

STRENGTH For ce Ul ti m

PROPERTI ES at break|el onga
(spec.) (spec

A 500' 11. 0N EN 4552015
. ASTM DBX3(2019)
n 400° 9.0N & ASTM -D@ 12

Y Before aging¢g n6.O0N 14 MP;
Y After aging N6.0N 14 MP;

FREEDOM FROM HOLE Perfor mance Nor m

Y Acceptable Quali < 0%°BBvVel 3 | SO 272019

SAQL as de ned-1pelr9919Sd ox85% mpling by attributes.

RI SKS Description Nor m

Mi ccomgani sm1000 ml water test. | SO 272019
Performance |l evel 3, AQL < 0 n |

Virdses Viral penetrat-Kdovndtbatteasiapg | SO 8372016
according to I SO 16604: 2004

Chemi‘als Performahyxme B (KPT). I
Permeat Eabhensively tested. CE
guide on www. shieldscienti ¢

SO -372016+A1: 20
N 16b23015+A1:1n2&

Degr adatTieosnt ed for deter mi na- | SO 72019 nce
degradation by chemical s.
‘“For PPER compliance, > 40 cm gloves are palm and cuff tested for permeation, deg!
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CLEANLI NESS PROPJZRTI ES

Partichessgn 00 par 1,000 parti | ESRIRCC005. 4

EXTRACTABL Speci cati Typical Test
(1 ON) (Mg FPgm (ug/zc)m met hod
01

Ammoni um ( N 0.050

Bromide (Br) 0.030 < 0.008
Calcium (Ca) 0.350 0.200
Chloride (CI 0.200 0.090
Fluoride (F) 0.010 < 0.008
Magnesium (1 0.010 < 0.008
Nitrage (NO 0.030 0.020 | ESRRCCO005. 4
NitrifHe (NO 0.030 < 0.008
Phosphafe (F 0.030 < 0.008
Potassium (I 0.050 0.020
Sodium ( Na) 0.050 0.011
Sul phat)e ( S 0.050 0.008

EXTRA TEST Description

Sterility Terminally sterilized by gam 1 to
Assurance Lev®ll SO ARI12307L 5) 0

Endotoxins Low Endotoxin content at < 2 EN 4352015 )»nst
Limulus Amoebocyte Lysate (L 1rbi

NVR Maxi mum 30 pg/ g. | ESRRRCC005. 4

FTI R Silicone f-deteathablnenl evel s | ESRRRCC005. 90P.

ALLERGI ES

Bi-Oompati bilDemonstrated by skin irritation and sensitiza
| SO 14992021.

Accel erator<sFree of Thiazoles and Thiurams. These chemica
manufacturing process.

Chemi cal Al INowwetectable | evels using aqueous solution ex

Hi gh Perf ormance Liquid Chromatography (HPLC)
Latex ProteiLatfexee.

(@ SHIELD Scientific

compliance comfort protection WwWWw. shi el dsci en
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