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BIO Clean Sterile Polychloroprene Cleanroom

Gloves

Neoprene

Sterile Polychloroprene Cleanroom Gloves

BioClean Ultimate Sterile Polychloroprene
Gloves offer good tactility for precision
work, and comfort for prolonged use.
Offering resistance to a range of chemicals
the Ultimate is also latex-free and powder-
free.

e Powder-free & latex-free

Tested against ASTM D6978 for
cytotoxic drugs

ESD properties

Beaded cuff for strength

Chemical resistant

Double-donnable

Non-particulating EasyTear packaging

Industries

e Controlled and Critical
Environments

e Production and Manufacturing

e [ab and R&D

e Sterile Processing Department
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TECHNICAL DATA SHEET
PRODUCT INFORMATION

Y EICTAETM Neoprene (Polychloroprene)
(olelleJl Natural
i ETo -l Hand Specific
[eVlill Becaded

Manufacturing/QMS
Audit Standards

LV VEaAS BT I ASTM D6978, CE 0598, EN 420:2003 + AT:2009, EN 421:2010, EN ISO 374-1:2016, EN ISO 374-5:2016,
[ofe] sl IETII EN 420:2003 + A1:2009, EN 455 Part 2, Food Contact, ISO 9001:2015, Category Il

Manufacturing QMS Audit Standards ISO 9001 PPE Regulation 2016 425 Module D

One pair per inner PE wallet; one wallet per sealed EasyTear PE pouch; 10 pouches per sealed outer PE
bag; 20 outer bags per lined carton (200 pairs)

Packaging
SIS Store in a dry, cool place (<40°C) away from direct sunlight and fluorescent light.
Country of Origin NMEIENSE!
INEHEEEIV Y 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0
AW TR\l Powder-Free
IO EIRC A RANG 1MW Textured Fingers and Palm
SCHIPENG B Il GCAMMA irradiation (25 kGy)

Sterilization Minimum

Dose 25kGy

Sterility Assurance
Level

Cleanroom
Compatibility

10-6

ISO Class 4 & EU GMP Grade A
LRI Five (5) years from date of manufacture.
Tested for use with . : : :
Chemotherapy Drugs Yes, in accordance with ASTM D6978 (Not listed in the US FDA 510k)
MTICIHARAEI N /A: contains no natural rubber latex
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Sterile Polychloroprene Cleanroom
Gloves

IoClean

PHYSICAL PROPERTIES

Typical Values
6 | e | 7 | 7 | 8 | 8 | 9o |
Length (mm/in) 300/12
115/4.5

Palm Width 77/3 83/3.2 89/3.5 95/3.7 102/4 108/4.2

Freedom from Holes 0.65 AQLPerformance Level 3

EN 374-2

Typical Particle Count > PP
0.5um (counts / cm2) <1300 IEST-RP-CC005.4
Minimum Single Wall
Palm Thickness 0.1/ 4.33 EN455-2
(mm/mil)
Minimum Single Wall . :
Finger Thickness 014 /551 EN ‘}22'52%?%%%%009
(mm/mil)
Minimum Single Wall . :
Cuff Thickness 0.09 / 3.54 EN & 207200802 0108

/ ASTM D3767

(mm/mil)

Force at Break (N) > 9N EN 455-2

IONIC CONTENT

in ug/cm?2 in hg/cr
0.005 <0.06 0.795 <1.0000
Not Detected <0.0004 N Not Detected <0.0004
0.582 <1.250 Phosphate Not Detected <0.0004
0.494 Potassium 0.378 <0.080
Not Detected <0.0004 Sodium 0.123 <0.150
Not Detected <0.0004 Sulphate 0.041 <0.150
0.025 <0.050 Zinc Not Tested <0.030

ORDERING INFORMATION
I e T es T

BUPS-75

SIZE

BUPS-80 BUPS-85 BUPS-90
echnology

'NO RUBBER LATEX

BUPS RE%%DER BUPS-60 BUPS-65 BUPS-70

Performance Standards and
Regulatory Compliance

(€

For additional information visit us at www.ansell.com, or call us at

Europe, Middle East & Africa Region

Ansell Healthcare Europe NV
Riverside Business Park

EN 421

Australia

Ansell Limited

Level 3,678 Victoria Street,
Richmond, Vic, 3121
Australia

T: +611800 337 041

F: +611800 803 578

North America Region

Ansell Healthcare Products LLC
M Wood Avenue South,

Suite 210

Iselin, NJ 08830, USA

T: +1800 800 0444

F:+1800 800 0445

EN 158 374-1:3006
Typa C

&

Blvd International, 55
1070 Brussels, Belgium
T: +32(0) 2528 74 00
F:+32(0) 252874 01

Asia Pacific Region Latin America & Caribbean Region Russia
Ansell Global Trading Center Ansell Commercial Mexico S.A. de C.V. Ahcenn PYC BN 190 T78-3:008 "
(Malaysia) Sdn Bhd Blvd. Bernardo Quintana No. 7001-C, 123610 Poccnr, Mockba
Prima 6, Prima Avenue Q7001 Torre I Kpachonpechehckar
Block 3512, Jalan Teknokrat 6 Suites 1304, 1305 vy 1306. Ha6. 12, n.3, op. 1304A
VIRUS

63000 Cyberjaya Ten. +7 495 25813 16
Selangor, Malaysia
T: +603 8310 6688

F: +603 8310 6699

Col. Centro Sur, c.p. 76079
Queretaro, Qro. Mexico
T: +52 442 2481544 / 248 3133

Ansell, ® and ™ are trademarks owned by Ansell Limited or one of its affiliates. US Patented and US and non-US Patents Pending:
www.ansell.com/patentmarking © 2019 Ansell Limited. All Rights Reserved.

Neither this document nor any other statement made herein by or on behalf of Ansell should be construed as a warranty of
merchantability or that any Ansell product is fit for a particular purpose. Ansell assumes no responsibility for the suitability or adequacy of
an end user's selection of gloves for a specific application.
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