ﬁeld

Protecting Life Science

Sterile Cleanroom coverall with
mandarin collar, hood with integrated
facemask & overboots

XSMALL 80451XS  XLARGE 80451XL

SMALL  80451S  2XLARGE 80451XXL :
80451 MEDIUM 80451M  3XLARGE 80451XXXL [ STERILE |R]

LARGE 80451L 4XLARGE 80451XXXXL

PRODUCT CODE
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MATERIAL PERFORMANCE PARAMETERS

Basic weight
PP/PE film laminate

Hydrostatic head
Air permeability

Surface resistivity

Overboot slip
resistance
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HELMKE DRUM TEST RESULT CLASS 1

> 0.3um
> 0.5um

> 5.0um

*Test carried out on coverall and hood. Typical results.

Carmustine
Cisplatin
Cyclophosphamide
Doxorubicin HCI
Etoposide
Fluorouracil
Methotrexate

Paclitaxel

Thiotepa

©®  PERMEATION TEST AGAINST CHEMO DRUGS

g/m? ISO 9073-1-1989
mmH,0 ISO 811-1981
I/m?/S GB/T5453
Q/sq ASTM D257
Coefficient
of Friction (COF) ASTM D1834
743* Less than 2,000
318* 2,000 - 20,000
43* 20,000 - 200,000
30 min
> 480 min
> 480 min
> 480 min
> 480 min
> 480 min
> 480 min
> 480 min
60 min

+2 60

=100 213

> 2000

Static disspative 107

0.6 (Static)

20.5 0.5 (Dynamic)
1 IEST-RP-CC003.4
1 IEST-RP-CC003.4
1 IEST-RP-CC003.4

ASTM F739-20

ASTM F739-20

ASTM F739-20

ASTM F739-20

ASTM F739-20

ASTM F739-20

ASTM F739-20

ASTM F739-20

ASTM F739-20

*Results achieved under controlled laboratory conditions, by accredited ISO 17025 third party testing laboratory

**Mask not tested
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TECHNICAL PROPERTIES

EN 14325:2004
EN ISO 6530:2005

EN 14325:2004
EN ISO 6530:2005

EN 14325:2004
EN IS0 9073-4:1997

EN 14325:2004
EN ISO 13934-1:2013

EN 1SO 13982- 2:2004
EN 1SO 13982- 1:2004 (Type 5)

EN 14325:2004
EN IS0 12947-2:2016

EN 14325:2004
EN ISO 7854:1997, Method B

EN 14325:2004
EN 863:1995

EN 14325:2004 [5.5]

EN 13034:2015 + A1:2009
IS0 17491-4:2008 (Type 6)

In-house AQL 1.5

EN 1S011137 Part 2:2015

Repellency to chemicals

Resistance to penetration
by chemicals

Trapezoidal tear resistance

Tensile strength

Inward leakage of aerosols
and fine particles into suits

Abrasion resistance

Flex cracking resistance

Puncture resistance

Seam strength

Resistance to penetration by
a spray of liquid (Spray Test)

Test plan for major defect

Sterility validation

10% Sodium hydroxide
30% Sulphuric acid
0-Xylene

Butan-1-ol

70% Isopropyl alcohol

70% Ethanol

10% Sodium hydroxide

30% Sulphuric acid
0-Xylene

Butan-1-ol

70% Isopropyl alcohol

70% Ethanol

Machine direction

Cross direction

Machine direction

Cross direction

Pass

0.544%

0.233%

Class 2

Class 6

Class 1

Class 2

Pass

Pass

SAL 10
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Level 3
Level 3
Level 2
Level 2
Level 2

Level 2

Level 3
Level 3
Level 3
Level 3
Level 3

Level 3

Class 2
Class 2

Class 1
Class 2
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Hood with Integrated

Tie-on Facemask

®  FACEMASK MATERIALS

%

Outer layer \ " Non-woven spunbond polyester
Filtration Layer \ Non-woven meltblown polyester

Inner facing layer \ \ Non-woven polypropylene / polyethylene
Tie-tapes | ‘\ Non-woven polyester

\

®  FACEMASK FILTRATION PROPERTIES

Particle Filtration Efficiency (PFE) @ 0.1 Micron 94%
Bacterial Filtration Efficiency (BFE) @ 0.3 Micron 97%
Differential Pressure (AP), mm H20/cm? 6.8

L §



®  LOADING

Pallet size

EURO-PALLET

W80 L120cm

STANDARD PALLET

W100 L120cm

Gross weight

13.31 - 16.76kg

13.31 - 16.76kg

Carton size

W38 L58 H47cm

W38 L58 H47cm

Nett weight

10.51 - 13.96kg

10.51 - 13.96kg

Air freight pallet

Max height: 109cm
Layers: 2
Cartons: 8

Max height: 109cm
Layers: 2
Cartons: 15

Sea freight pallet

(¥

Max height: 156cm
Layers: 3
Cartons: 12

®  DOCUMENTATION

CERTIFICATE OF CONFORMANCE (COC)
CERTIFICATE OF ANALYSIS (COA)
CERTIFICATE OF PROCESSING (COP)

Please email us

FACTORY RELATED CERTIFICATIONS

To request 1IS09001 Certificate,
please email us

Country of origin: China
HS Code: 6210109000

This data sheet and any other claims made by or on behalf of Isofield shall not be

taken as a warranty of merch

ility or as a that any Isofield products

are suitable for a specific purpose. Isofield shall not be held responsible for the
end user’s choice of product for a particular application.

EUROPE

ASIA

Max height: 156cm
Layers: 3
Cartons: 15

Isofield Beta Kits |
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CONTACT

®

ISOFIELD (IRELAND) LTD
70 Northumberland Road, Ballsbridge Dublin 4,
Ireland T +44 (0) 1638 6762 39

ISOFIELD SDN BHD

6 Jalan Gudang 16/9, Seksyen 16, 40200, Shah Alam,
Selangor, Malaysia, T +603 5512 1709

www.isofield.com
info@isofield.com
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