


P ‘@) SHIELDskin XTREME "
Je0 Scientific ORANGE NITRILE™ 300 DI

Reinraum gereinigte, puderfreie, ambidextrous, nicht sterile 30 cm lange Nitrile Handschuhe
PSA Katergorie Il (Complex Design) gemass Council Directive 89/686/EEC

In volliger Ubereinstimmung mit der neuesten Version der PSA Norm - EN374:2003 “Schutzhandschuhe gegen
Penetration von Chemikalien und Mikroorganismen”

PRODUKT INFORMATION

Grosse Artikel Nummern Entsprechen folgenden Normen und Piktogrammen
Extra Small (XS/6) 69 6451 EN374:2003 EN374:2003
Medium (M/8) 69 6453 0120*
Level 2
Large (L/9) 69 6454
Extra Large (XL/10) 69 6455 EN420:2003 + A1:2009
Auch gemass EN455-1:2000, EN455-2:2009 + A2:2013,
Extra Extra Large (XXL/10) 69 6456 EN455-3:2015, EN455-4:2009 bezogen auf Direktive 93/42/EEC Medizin
Produkte Verordnung

* SGS UK Limited (Notified Body No: 0120), Unit 202BWorle Parkway, Weston-super-Mare, BS22 6WA, United Kingdom

Material: Erstklassige Multi-Polymer Formulation (Acrylonitrile Butadiene (Nitrile) und Polychloropren),
basierend auf der Twinshield™ Technologie. Enthalt kein Naturlatex.
Design: Doppellagiger Barrierenschutz mit oranger Aussenlage und weisser Innenlage. Ambitextrous, Rollrand,

texturierte Fingerspitzen

Verpackung: Hundert ambidextrous geformte Handschuhe (100) per Poly-Innenverpackung. Verpackung gemass
Anforderungen im Reinraum. Handschuhe werden flach gepackt. Zehn (10) Poly-Innenverpackungen per
zusatzlichem Poly-Beutel um das Einschleusen in den Reinraum zu erleichtern. Verpackt in
doppellagigem Karton um beim Transport Beschadigungen zu vermeiden. 1000 Stiick per Transportkarton

PHYSIKALISCHE EIGENSCHAFTEN

Charakteristik Wert Test Methode
Feststellung “Pinholes 1.5 AQL' EN374:2003
TAQL as defined per 1SO 2859 for sampling by attributes
Ausserste
Reissfestigkeit Reissfestigkeit (min)Typisch Dehnbarkeit
- Vor Alterung 6.0N,min. 7.0N 500%, min. EN455-2:2009 + A2:2013, ASTM D573-

04(2010) und ASTM D412-06a(2013)

- Nach beschleunigter Alterung 6.0N,min. 8.0N 400%, min..




PHYSIKALISCHE EIGENSCHAFTEN (weiterfiihrend)

Charakteristik Werte Test Methode
DIMMENSIONEN Messpunkte mm mil
Nominale einfache Mittelfinger 0.17 6.6 ASTM D3767-03(2014)
Wandstarke
Palm 0.14 5.5
Cuff 0.10 4.0
- Lange 290mm, min. 300mm, typical EN420:2003 + A1:2009
Handflachen Weite
XS/6 S/7 M/8 L/9 XL/10
EN455-2:2009 + A2:2013
Nominale Weite (mm) <80 85 95 105 >110
Handflachen Umfang
XS/6 S/7 M/8 L/9 XL/10
EN420:2003 + A1:2009
Nominaler Umfang (mm) 152 178 203 229 254

CLEANLINESS PROPERTIES

Partikel Test Methode

Grosse Typischer Wert

Partikel Per cm? >0.5pm <3.000 Partikel IEST-RP-C005.4

Extractables Test Method

lon Spezifikation Typischer Wert

Ammonium NH,4 0.150 | ug/cm? 0.030 | ug/cm?

Bromide Br 0.150 | ug/cm? 0.050 | ug/cm?

Calcium Ca 1.000 | ug/cm? 0.800 | ug/cm?

Chloride Cl 0.600 | ug/cm? 0.450 | ug/cm?

Fluoride F 0.090 | ug/cm? 0.050 | ug/cm? IEST-RP-CC005.4

Magnesium Mg 0.150 | ug/cm? 0.050 | ug/cm?

Nitrate NO; 0.600 | ug/cm? 0.450 | ug/cm?

Potassium K 0.150 | ug/cm? 0.100 | ug/cm?

Sodium Na 0.150 | ug/cm? 0.050 | ug/cm?

Sulphate SO, 0.600 | ug/cm? 0.450 | ug/cm?




ZUSATZLICHE DATEN

e Biokompatibilitat nachgewiesen nach Buehler und “Primary Skin Irritation Tests”

¢ Nicht nachweisbare Werte von chemischen Allergenen gemessen mit aus wassriger Losung Extraktion
(PBS/Phosphate buffered solution) und ,,High Performance Liquid Chromatography“ (HPLC) Priifmethode fir
qualitative Analyse

¢ Vulkanisationsbeschleuniger frei - minimiert das Allegierisiko fiir Allergische Kontakt Dermatitis (Type IV,
Verspatete Hypersensitivitat oder Chemische Allergie

e Puderfrei gemass EN ISO 21171:2006 (,,Medizinische Handschuhe - Feststellung der Puderriickstande auf der
Oberflache“) um die potentiellen Gefahren durch das Einatmen von luftgetragenen Puderpartikeln zu
vermeiden. Puderriickstandswerte liegen typischer Weise bei ca 1,0 mg/HS mit einem Limit nach oben von 2,0
mg/HS

e Mikroorganismen- und Virusresistent - erreicht einen AQL 0.65 gemass EN374-2:2003 und erfiillt die Kriterien
fur hochste Resistenz vor Mikroorganismen (AQL <0.65 Inspektionslevel G1 1000 ml Wassertest). Viren
Penetrationstest gemass 1SO 16604:2004 Prozedur B und ASTM F1671-97b bestanden, durchgefiihrt mit Phi-X 174
Bakteriophage

e FTIR: Silicone, Amide und DOP und Puderriickstande nicht nachweisbar (IEST-RP-C0005.4)

e NVR/Nicht fliichtige Riickstande: maximum 30mg/g (IEST-RP-C0005.4)

e Oberflachen Widerstand: 108 - 10'° Q/sq. (ASTM D257-14)

e ESD Eigenschaften nach EN1149-1,-2,-3 und -5 gestestet

¢ Intensiv auf Chemikalienpermeation getestet nach EN374-3:2003 mit einer grossen Auswahl an Chemikalien
(genaue Information zu finden unter: www.shieldscientific.com/public/chemical-resistance-guide

QUALITATS SYSTEME

e Herstellung gemass 1SO 9001:2008 und I1SO 13485:2003

“SHIELDskin™, A revolution in Glove Technology”

(QS;;HJIJELD Scientific

compliance comfort protection
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CHEMICAL

#0 Sclentific RESISTANCE GUIDE

Level 0

0-<10min

SHIELDskin XTREME* ORANGE NITRILE* 300 DI

Category |11 PPE glove (PPE Directive 89/686/EEC)
c E Complex Design - For mortal & irreversible risks

0120 Powder-free orange/white nitrile/polychloroprene glove

Ambidextrous

300 mm/ 0.14 mm (EN 420:2003 + A1:2009)

AQL 1.5 (EN 374-2:2003 Level 2)

Viral penetration test (1SO 16604:2004 Procedure B & ASTM F1671-97b)
Waterproof and for low chemical protection

Tested for chemical permeation (EN 16523-1:2015 supersedes EN
374-3:2003)

Typical particle levels: less than 3000 per cm? more or equal 0.5um
Tested according to EN 1149-1-2-3& 5

Type | hypersensivity eliminated - Type IV hypersensivity reduced
Accelerator-free

[EN374:2003

LEVEL 2

EN374:2003

6 10127-02-3 © 480’
Acridine orange

6 79-06-1 @ 480
Acrylamide 40%

6 8007-56-5 ® 480
Aqua regia

6 77-92-9 ® 480’

Citric Acid, 30%

6 548-62-9 @ 480’
Crystal violet

6 110-82-7 © 480"
Cyclohexane

g 66819 ® 480

Cycloheximide

6 91952 ® 480

Diaminobenzidine

6 1239-45-8 @ 480"
Ethidium bromide 5%

www.shieldscientific.com - www.shieldscientific.fr - www.shieldscientific.de - www.shieldscientific.es
Contact: info@shieldscientific.com A© 2016- Copyright protected Shield Scientific - All rights reserved - Printed : 01/07/2016 - * Trade Mark
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CHEMICAL

RESISTANCE GUIDE

SHIELDskin XTREME* ORANGE NITRILE* 300 DI

6

314-13-6
Evans blue

50-00-0
Formaldehyde 10%

50-00-0
Formaldehyde, 37%

111-30-8
Glutaraldehyde 25%

111-30-8
Gluteraldehyde 2,5%

50-01-1
Guanidine Hydrochloride

Mixed Solution
Hydranal ® -Composite 2

7803-57-8
Hydraxine monohydrate 80%

7722-84-1
Hydrogen Peroxide, 12%

7722-84-1
Hydrogen Peroxide, 30%

540-84-1
Iso-Octane 99%

Mixed Solution
Mucocit®-T branded mixture

7664-38-2
Phosphoric Acid, 30%

® 480’

480

© 480

© 480

480

480

© 480

© 480

© 480

® 480’

480

© 480

© 480
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CHEMICAL

#0 Sclentific RESISTANCE GUIDE

Level 0

0-<10min

SHIELDskin XTREME* ORANGE NITRILE* 300 DI

6

7664-38-2 @ 480"
Phosphoric acid, 85%

3761-53-3 © 480’
Ponceau 2R

6226-79-5 © 480"
Ponceau S

1310-58-3 ® 480"

Potassium Hydroxyde 40%

127-09-3 D 480"
Sodium acetate Sat. solution

1310-73-2 © 480"
Sodium Hydroxide, 40%

1310-73-2 @ 480
Sodium Hydroxide, 50%

7681-52-9 © 480’
Sodium Hypochlorite 13%

7664-93-9 ® 480"
Sulphuric Acid 10%

7664-93-9 @ 480
Sulphuric acid 50%

76-03-9 ® 480"
Trichloroacetic acid 10%

77-86-1 @ 480
Tris (hydroxymethyl) aminomethane Sat. solution

72-57-1 ® 480"

Trypan blue
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CHEMICAL

#) Selentitic RESISTANCE GUIDE

Level 0

0-<10min

SHIELDskin XTREME* ORANGE NITRILE* 300 DI

5

95-54-4 @ 308"
o-Phenylenediamine

7803-57-8 @ 180’
Hydrazine monohydrate 98%

54-11-5 @ 151"
Nicotine 98%

7647-01-0 o141
Hydrochloric Acid, 37%

Mixed Solution © 106’
Klercide Premier - WFI 70/30 sterile IPA

75-12-7 © 99'
Formamide 99%

110-54-3 @97
n-Hexane 95%

67-63-0 © 95’

Isopropanol 70%

74-97-5 @79
Bromochloromethane

78-83-1 o 76"
Isobutanol 99%

Mixed Solution o 76"
Klercide 70/30 sterile IPA

Mixed Solution o 73
Bacillol 30 Foam

108-39-4 © 59

m-Cresol 98,5%

www.shieldscientific.com - www.shieldscientific.fr - www.shieldscientific.de - www.shieldscientific.es
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CHEMICAL

#0 Sclentific RESISTANCE GUIDE

Level 0
0-<10 min
SHIELDskin XTREME* ORANGE NITRILE* 300 DI
2 109-66-0 @ 56'

n-Pentane 98%

2 108-87-2 © 55'
Methylcyclohexane 99,9%

2 598-75-4 @ 55
Secondary isoamyl alcohol 98%

2 67-63-0 o 54
Isopropanol 100%

2 Mixed Solution @ 50
Bacillol AF

2 7697-37-2 D 49'

Nitric Acid, 50%

2 67-68-5 D 48'
Dimethyl Sulfoxide 99% (DMSO)
2 71-36-3 47
Butanol 100%
71-23-8 ® 46’
2
Propanol
2 121-44-8 © 36'

Triethylamine 99%

2 64-17-5 o 34"
Ethanol, 70%

1 1336-21-6 @ 28
Ammonium Hydroxide, 25%

1 111-76-2 © 23

2-Butoxyethanol 99%

www.shieldscientific.com - www.shieldscientific.fr - www.shieldscientific.de - www.shieldscientific.es
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CHEMICAL

#0 Sclentific RESISTANCE GUIDE

o
SHIELDskin XTREME* ORANGE NITRILE* 300 DI
B
il 64-17-5 o 22

Ethanol 100%

1 108-95-2 o 22
Phenol 4%
1 108-95-2 o 22

Phenol 50%

1 108-20-3 @16’
Diisopropy! ether 99%

1 62-53-3 @14
Aniline 99,9%

1 95-63-6 @13
1,2,4- Trimethylbenzene 98%

1 100-51-6 © 11
Benzyl Alcohol

1 97-88-1 ® 11
Butyl methacrylate 99,9%

1 1634-04-4 @11
Methyl Tert Butyl Esther (MTBE)

1 108-67-8 @ 10
1,3,5-Trimethylbenzene 98%

1 127-19-5 @10
Dimethyl Acétamide 99%

1 Mixed Solution @10
Euro 95 unleaded petrol

www.shieldscientific.com - www.shieldscientific.fr - www.shieldscientific.de - www.shieldscientific.es
Contact: info@shieldscientific.com A© 2016- Copyright protected Shield Scientific - All rights reserved - Printed : 01/07/2016 - * Trade Mark



CHEMICAL

RESISTANCE GUIDE

Level 0 Level 6
0-<10 min < 480 min
SHIELDskin XTREME* ORANGE NITRILE* 300 DI
7664-39-3 ® 10

Hydrofluoric Acid, 40%

64-19-7 o6
Acetic Acid 100%

7726-95-6 o6
Bromine
108-94-1 © 6

Cyclohexanone 99%

7664-39-3 o6
Hydrofluoric Acid, 48%

7664-39-3 @6
Hydrogen Fluoride 48%

67-56-1 © 6
Methanol 99,9%

7664-93-9 26
Sulphuric acid 95%-98%

68-12-2 ©5
Dimethyl Formamide 99%

127-18-4 @©5
Tetrachloroethylene 99%

79-10-7 © 4
Acrylic acid 99%

64-18-6 @4
Formic acid, 98,5 %

37143-54-7 @3
1-Methoxy-2-propylamine 95%
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CHEMICAL

RESISTANCE GUIDE

Level 0

0-<10min

HIELDskin XTREME* ORANGE NITRILE* 300 DI

Level 6
< 480 min

92

107-06-2 @ 2"
1,2-dichloroethane 99%

60-29-7 @2
Diethyl ether 99%

108-10-1 @2
Methyl Isobutyl Ketone 99%

1330-20-7 @2
Xylene 98,5%

60-24-2 © 1
2-Mercaptoethanol 99%

96-47-9 ©1'
2-Methyltetrahydrofuran 99,9%

67-64-1 © 1
Acetone 99.8%

109-89-7 @1
Diethylamine 99,5%

141-78-6 @l
Ethyl Acetate 100%

80-62-6 ©1'
Methyl Methacrylate 99%

Mixed Solution @l
Phenol:Chloroform Isoamyl Alcohol 25:24:1

110-86-1 @1
Pyridine
76-05-1 @1

Trifluoroacetic acid 99%
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CHEMICAL

RESISTANCE GUIDE

Level 0

0-<10min

SHIELDskin XTREME* ORANGE NITRILE* 300 DI

75-05-8 @0
Acetonitrile 99,9%

107-13-1 @0
Acrylonitrile 99%

67-66-3 @0
Chloroform 99,8%

75-09-2 @0
Dichloromethane 99%

107-21-1 @0
Ethylene Glycol

75-56-9 @0
Propylene oxide 99%

100-42-5 @0
Styrene 99.9%

109-99-9 @0
Tetrahydrofuran 99%

108-88-3 @0
Toluene 99,9%
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/4 \ EC Declaration of Conformity gzzzzzgﬂb ste gi’ o
LD Scientific | for Personal Protective Equipment | originator: J.F. Robles

comfar! protection

Product: SHIELDskin XTREME™ ORANGE NITRILE™ 300 DI Powder Free DI
washed Ambidextrous Non-Sterile 30cm Cleanroom Nitrile Gloves
Product Codes: SHIELD Scientific codes Size
69 6451 6/XS
69 6452 718
69 6453 8/M
69 6454 9/L
69 6455 10/XL
69 6456 11/XXL
Classification: PPE Category 1l (Complex Design)
Applicable Norms: Protective Gloves against Chemicals and Micro-Organisms — Part 1: Termi-

nology and performance requirements (EN374-1: 2003), Part 2: Determina-
tion of resistance to penetration (EN374-2: 2003), Determination of material
resistance to permeation by chemicals - Part 1: Permeation by liquid chemi-
cal under conditions of continuous contact (EN16523-1: 2015) and General
Requirements for Gloves (EN420: 2003 + A1:2009).

The manufacturer established in the European Economic Community:

SHIELD Scientific B.V.,

Dr Willem Dreeslaan 1,

6721 ND BENNEKOM,
The Netherlands

declares that the Personal Protective Equipment (PPE): Protective Gloves (Product Codes as mentioned
above) described hereafter:

SHIELDskin XTREME™ ORANGE NITRILE™ 300 DI |

is in conformity with the provisions of Council Directive 89/686/EEC and with the harmonized standards
EN374-1: 2003, EN374-2; 2003, EN16523-1: 2015 (supersedes EN374-3: 2003) and EN420: 2003 + A1:
2009. This device is identical to the PPE, which is the subject of EC certificate of conformity no. GB13/90394
issued by the Notified Body:

SGS UK Ltd (Notified Body No: 0120),
Unit 202B Worle Parkway, Weston-super-Mare, BS22 6WA,
United Kingdom

This device is subject to the procedure set out in Article 11 point B of Directive 89/686/EEC under the super-
vision of the Notified Body:

SGS UK Ltd (Notified Body No: 0120),
Unit 202B Worle Parkway, Weston-super-Mare, BS22 6WA,
United Kingdom
SHIELD Scientific B.V.

J.F ROBLES 4
General Manager

Validity of this Declaration: 1** January 2016 until December 312017

SHIELD Scientific B.V.  Dr Willem Dreeslaan 1 - 6721 ND BENNEKOM - The Netherlands
- Phone +31 (0)317 700 202 - Fax +31 (0)318 503 742 -
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ESD CERTIFICATE

Product Description: SHIELDskin Xtreme™ ORANGE NITRILE™ 300

Orange Nitrile gloves, white and orange, non sterile

Certificate Number: 1666/12 and T1210128 Date: 02.08. 2012

Test with 3 pairs/6pieces in accordance with
EN1149-1:2006 Protective Clothing - Electrostatic properties
- Part 1: Test method for measurement of surface resistivity
(Certificate 1666/12) samples tested as received

Surface Resistivity Information in accordance with EN1149-1:2006
Maximum Ohms Measured
in accordance to EN1149-5 Ohms
2,5x10° Q 4,04x10°Q
Air temperature =23°C+1 Relative humidity =25%+2 %

Test with 3 pairs/6 pieces in accordance with
EN1149-2:1998 Protective Clothing - Electrostatic properties
- Part 2: Test method for measurement of vertical resistance
(Certificate 1666/12) samples tested as received

Vertical Resistance Information in accordance with EN1149-2:1998
Maximum Ohms Maximum Yalue in accorfiance with TRGS 2153 Measured
In accordance to EN1149-5 (Technische Regeln fiir Gefahrstoffe) BG Ohms
Germany
Not applicable <108 Q 6,98 x 10’ Q
Air temperature =23°C+1 Relative humitiy =25 % + 2 %

Test laboratory/Notified Body: Eurotextil d.o.0., 10000 Zagreb, Croatia

In accordance with EN 1149-5:2008 Protective clothing - Electrostatic Properties
- Part 5: Material performance and design requirements

The data provided is based on gloves tested under laboratory conditions, in accordance with EN1149-1:2006, EN1149-2:1998,
EN1149-3:2004 and EN1149-5:2008. The information is for guidance only and may not reflect the user's application. A risk
assessment should always be made by purchaser to assess the suitability of gloves for a specific application. There is no test
standard for in-use resistivity which is part of EN1149-5 for gloves.



Certificate Number: 1666/12 and T1210129 page 2 Date: 25. Aug 2012

Test with 3 pcs in accordance with
EN1149-3:2004 Protective Clothing - Electrostatic properties
- Part 3: Test method for induction decay
(Certificate T1210128) samples tested as received
Dimension of the specimens: samples too small, measurement made with little ring

Induction Decay Information in accordance with EN1149-3:2004

Shielding Factor S Electrostatic dissipative if Measured Half decay time
T50 (S)
0,00 T50 <4 S 2,08
Air temperature = 23°C Relative humidity = 25 %

Test laboratory/Notified Body: Centexbel-Verviers, 4650 Herve, Belgium

In accordance with EN 1149-5:2008 Protective clothing - Electrostatic Properties
- Part 5: Material performance and design requirements

SHIELD Scientific B.V.

Cisco ROBLES
General Manager

The data provided is based on gloves tested under laboratory conditions, in accordance with EN1149-1:2006, EN1149-2:1998,
EN1149-3:2004 and EN1149-5:2008. The information is for guidance only and may not reflect the user's application. A risk
assessment should always be made by purchaser to assess the suitability of gloves for a specific application. There is no test
standard for in-use resistivity which is part of EN1149-5 for gloves.



(&SHJEELD Scientific

compiiance comfort protection

CHEMICAL ANALYTICAL SERVICES
TEST REPORT ASTM D 6978-05

Project No: 104597A

SUBJECT: Permeation testing per ASTM D 6978-05 on sample submitted

SAMPLE: Powder free 6mil ORANGE nitrile glove
(new Twin Tone SHIELDskin™ ORANGE NITRILE™ 300 Sterile,
SHIELDskin™ ORANGE NITRILE™ 260 and 300,
SHIELDskin Xtreme™ ORANGE NITRILE™ 300 gloves)

Test Laboratory: Akron Rubber Development Laboratories Inc
2887 Gilchrist Road
Akron Ohio 44305
UNITED STATES

TEST CHEMICALS:

Test chemicals and their sources are listed in Table 1.

Table 1. List of the Test Chemicals, Sources, and Expiration Dates

Test Chemical Chemical Source
Carmustine (BCNU) Bristol-Myers
Cyclophosphamide (Cytoxan) Sigma
Doxorubicin Hydrochloride Teva
Fluorouracil APP
Etoposide (Toposar) Teva
Paclitaxel (Taxol) Dabur Oncology
Thiotepa Sigma Aldrich

SHIELD Scientific B.V. < Galvanistraat 1 - 6716 AE EDE - The Netherlands
Phone +31 - (0)318 — 754141 - www.shieldscientific.com < info@shieldscientific.com




COLLECTION MEDIA:
The collection media which were selected are listed in Table 2.

Table 2. Collection Media for Test Chemicals
Test Chemical Concentration Collection Medium

Carmustine (BCNU) 3,300 ppm 10% Ethanol Aqueous Solution
Cyclophosphamide (Cytocan) 20,000 ppm Distilled Water
Doxorubicin Hydrochloride 2,000 ppm Distilled Water
Fluorouracil 50,000 ppm 9.20 pH Sodium Hydroxide Solution
Etoposide (Toposar) 20,000 ppm Distilled Water

Paclitaxel (Taxol) 6,000 ppm 30% Methanol Aqueous Solution
Thiotepa 10,000 ppm Distilled Water

NOTE: The chemotherapy drugs were prepared as required by the ASTM D 6978-05 Standard at 5.2.2.5, page 2, using
the highest concentration of the drugs to which a healthcare worker might be exposed during handling as referenced in
the most recent edition of the Physician’s Desk Reference or the package inserts of the testing drugs.

TESTING CONDITIONS:

Standard Test Method Used: ASTM D 6978-05

Deviation From Standard Test Method: Used 1" (2.54cm) Permeation Cell
Analytical Method: UVIVIS Spectrometry

Testing Temperature: 35.0°C £2.0

Collection System: Closed Loop

Specimen Area Exposed: 5.067 cm?

Selected Data Points: 25/test

Number of Specimens Tested: 3test

Location Sampled From: Cuff

Comments/Other Conditions: Magnetic stir bar was used in the sampling chamber

DETECTION METHOD OF CHEMICAL PERMEATION; UV/VIS ABSORPTION SPECTROMETRY
Instrument: Perkin Elmer UV/VIS Spectrometer Lambda 25

UVIVIS Absorption Spectrometry was used to measure the absorbance of test chemicals which permeated through the
specimens into the collection medium. The collection medium was circulated in a closed loop at 11 ml/minute of flow rate
through the testing period. Data collection was performed according to the programmed schedule by means of UV Winlab
software from the Perkin Elmer Corporation. The list of the characteristics wavelengths is shown in Table 3.

SHIELD Scientific B.V. < Galvanistraat 1 - 6716 AE EDE - The Netherlands
Phone +31 - (0)318 — 754141 - www.shieldscientific.com < info@shieldscientific.com




Table 3. Characteristics Wavelengths used in UV/VIS Absorption Spectrometry.

Test Chemical Wave length (nm)
Carmustine (BCNU) 229
Cyclophosphamide (Cytoxan) 200
Doxorubicin Hydrochloride 232
Fluorouracil 269
Etoposide (Toposar) 205
Paclitaxel (Taxol) 231
Thiotepa 199
SAMPLE CHARACTERISTICS
Table 4. Sample Characteristics
SAMPLE THICKNESS (mm) WEIGHT/UNIT AREA (g/m?)

Average

Carmustine (BCNU) 0.089 99.0
Cyclophosphamide (Cytoxan) 0.111 108.1
Doxorubicin Hydrochloride 0.112 108.1
Fluorouracil 0.111 108.1
Etoposide (Toposar) 0.107 108.1
Paclitaxel (Taxol) 0.109 108.1
Thiotepa 0.100 99.0
CALCULATION:

Average permeation rate for each sampling time interval (except time = 0 minutes) was calculated using the equation
below:

Pi= ((C-Ci ) X Vi) / (TieT Cir) X A)
Where:

Pi = average permeation rate, ug/cm2/min. at time interval T; - Ti.4

Ci= concentration of test chemical detected in collection medium, ug/l,at time T;
Vi = volume of collection medium, |

i = anindex number starting with i = 1 for the first sample

Ti = sampling time, minutes

A = area of specimen in contact with the test chemical, cm?

SHIELD Scientific B.V. < Galvanistraat 1 - 6716 AE EDE - The Netherlands
Phone +31 - (0)318 — 754141 - www.shieldscientific.com < info@shieldscientific.com




RESULTS
The permeation test results are listed in Table 5

Table 5 Permeation Test Results:

Test Chemical

Breakthrough* Detection Time

Steady State
Permeation Rate

Minutes (Avg.)pg/cm?min.

Carmustine (BCNU) 34.0 0.7
3,300 ppm/ 3.3 mg/ml (37.7, 34.0, 46.8) (0.9,0.9,0.4)
Cyclophosphamide (Cytoxan) No breakthrough was detected up N/A
20,000 ppm/ 20.0 mg/ml to 240 minutes

Doxorubicin Hydrochloride No breakthrough was detected up N/A
2,000 ppm/ 2.0 mg/ml to 240 minutes

Fluorouracil No breakthrough was detected up N/A
50,000 ppm/ 50.0 mg/ml to 240 minutes

Etoposide (Toposar) No breakthrough was detected up N/A
20,000 ppm/ 20.0 mg/ml to 240 minutes

Paclitaxel (Taxol) No breakthrough was detected up N/A
6,000 ppm/ 6.0 mg/ml to 240 minutes

Thiotepa 166.1 0.1
10,000 ppm/ 10.0 mg/ml (166.1, 180.8, 166.2) (0.1,0.1,0.2)

*Breakthrough detection time is the time in minutes measured from the start of the test to the sampling time that immediately precedes the sampling
time at which the permeation rate reaches 0.01 pg/ cmZmin.

SHIELD Scientific B.V.

Cisco Robles
General Manager
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YSHIELD Scientific

compliance comfort protection

ANALYTICAL SERVICES

SUBJECT: Test Report No BAN 178090/1a
Amending Test Report No BAN 178090/1
6 August 2013

SAMPLE: SHIELDskin™ ORANGE NITRILE™ 260

SHIELDskin™ ORANGE NITRILE™ 300
SHIELDskin XTREME™ ORANGE NITRILE™ 300 DI

Test Laboratory: SGS United Kingdom Ltd.
Units 41 & 43, The Listerhills Park of Science and Commerce
Campus Road,
Bradford BD7 1 HR
United Kingdom

CONCLUSION:

The products meet** the overall migration limit as specified in EEC Commission Regulation
10/2011/EC for foodstuffs listed on page 2 and 3 in applications up to the temperature of 40°C
(20°C for Iso-octane) for a contact time of 2 hours (30 minutes for Iso-octane). This product is
suitable** for contact with foodstuffs as detailed in EEC Council Directive93/11/EEC and Council
of Europe Resolution AP (2004) 4.

**If it can be demonstrated by means of an appropriate test that there is no fatty contact with the material
SHIELD Scientific B.V. - Dr. Willem Dreeslaan 1 - 6721 ND Bennekom ° The Netherlands
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a) Rubber — Overall migration
Method: with reference to EN 1186-1:2002 for selection of conditions and test methods

EN1186-9:2002 aqueous food simulant by total immersion method
EN1186-14:2002 substitute test

Simulant used Test condition Result Reporting Limit Permissible Result

(mg/dm?) (mg/dm?) Limit (mg/dm?)

1

3% Acetic Acid 2 hours at 40° C 6.7 * 3.0 10 Pass
(W/V) Aqueous
Solution
10% Ethanol (V/V) 2 hours at 40° C 44> 3.0 10 Pass
Aqueous Solution
Fatty Food
Substitute
95% Ethanol 2 hours at 40° C 41 5* 3.0 10 Fail
Iso octane 0.5 hours at 20° C ND* 3.0 10 Pass
NOTE:

1. mg/dm? = milligram per square decimeter

2. °C =degree Celsius
3. ND = Not Detected

Remark:

1. Test condition and simulant were specified by SHIELD Scientfic B.V.
2. *=The test data is based on first migration result only

Sample Received = 5th June 2013

The products meet the overall migration limit as specified in EEC Commission Regulation

10/2011/EC for foodstuffs listed below in applications up to the temperature of 40°C (20°C for Iso-

octane) for a contact time of 2 hours (30 minutes for Iso-octane)

Test Conditions:

a) Simulants/test media:
b) Temperature:

c) Time

Date of Test: 11" July 2013 and 24" July 2013

The products are suitable** for contact with the following food categories of foodstuffs as detailed

in EEC Council Directive 85/572/EEC of 19th December 1985.

01 Beverages

01.01, 01.02, 01.03

02 Cereals, cereal products, pastry, biscuits, cakes and other bakers' wares
02.01, 02.02, 02.03, 02.04, 02.05A, 02.05B, 02.06A, 02.06B

03 Chocolate, sugar and products thereof Confectionery products
03.01, 03.02Al, 03.02All, 03.02Bll, 03.03A, 03.03B, 03.03.C

04 Fruit, vegetables and products thereof
04.01, 04.02A, 04.02B, 04.02Cl, 04.02ClI, 04.03A, 04.03B, 04.03C", 04.04, 04.05A, 04.05B,
04.05Cl, 04.05CllI

3% Acetic Acid, 10% Ethanol, 95% Ethanol, Iso-octane
40°C (20°C for Iso-octane)
2 hours (30 minutes for Iso-octane)

**If it can be demonstrated by means of an appropriate test that there is no fatty contact with the material
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06 Animal products and eggs
06.01A", 06.01B", 06.02, 06.05A, 06.06A, 06.07A, 06.07B, 06.08

07 Milk products
07.01D, 07.04A, 07.05A, 07.05B

08 Miscellaneous products
08.01, 08.02A, 08.03Al, 08.03All, 08.03BII, 08.04A, 08.04B, 08.05, 08.06A, 08.07", 08.08A,
08.08B, 08.10A, 08.10B, 08.11, 08.12, 08.13A, 08.13B", 08.14, 08.15, 08.16, 08.17

SHIELD Scientific B.V.

Cisco Robles
General Manager

**If it can be demonstrated by means of an appropriate test that there is no fatty contact with the material
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