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Vital Process Protection and Comfort in Use

KIMTECH PURE* Sterile G3 Latex Gloves

KIMTECH PURE* Sterile G3 powder free
latex gloves offer a highly advanced
protection of processes, helping you to
reduce the risk of contamination.

¢ Recommended for ISO Class 3 or higher cleanroom
environments

* Natural rubber latex for tactile sensitivity and comfort
* Beaded cuff, for added strength and ease in donning
» Textured palms and fingers

* Powder free-minimising contamination and the drying
effects of powder on skin

¢ Hand specific
¢ Low protein and low endotoxin levels
¢ Walleted & pouched in polyethylene for cleanroom use

e Certificate of Analysis (by Lot) and Certificate of
Irradiation available online

¢ Trend Data available online to demonstrate product
quality over time

Whether there is the need for rigid contamination control
in the class IS0 3-4 critical environment or class ISO 5-8
controlled environment, KIMIBERLY-CLARK PROFESSIONAL*
provides a complete line of gloves, masks, apparel and
wipers to meet these needs.

All KIMBERLY-CLARK PROFESSIONAL* Products are
manufactured to exacting quality standards. Our rigorous
process controls ensure every product performs above and
beyond the required class or grade for your cleanrooms
and clean manufacturing facilities. We continually
review our product lines through certification, validation,
independent testing and, most importantly, customer
satisfaction to ensure your most valuable assets
— your processes, your people and your reputation, are
protected.

KIMTECH

PURE* BrAND




&® Kimberly-Clark
PROFESSIONAL®

KIMTECH PURE”* Sterile G3 Latex Gloves
Formerly SAFESKIN* Sterile Critical Latex Gloves

NATURAL RUBBER LATEX
Product Specifications

 Natural rubber latex'. Silicone-free LOW PROTEIN & ENDOTOXIN

HAND-SPECIFIC PAIRS

Quality Standards
* This is a PPE Category Ill product classified by EC Council Directive AVAILABLE IN 30CM LENGTH PACKAGED FOR
89/686/EEC. It is tested in accordance with the EN Norms EN420:2003 TEXTURED PALM  ASEPTIC DONNING

AND FINGERS
* Packaged in a Class 100 Cleanroom

* Meets or exceeds AQL level of 1.5 for pinholes

e Manufactured in accordance with Quality System IS0 9001

'Caution: This product contains natural rubber latex which may
cause allergic reactions. Safe use of this product by or on latex
sensitive individuals has not been established. Do not use this
product if you have a known allergy to natural rubber protein
or chemical additives. KIMBERLY-CLARK PROFESSIONAL* offers

PHYSICAL PROPERTIES (Target Values) natural rubber latex-free alternatives.
Characteristics Value Test Method
Freedom from holes [ 1.5A0L" [ ASTM D 5151 and EN374-2
" AQL as defined per 1SO 2859-1 for sampling by attributes
Tensile Properties Tensile Strength Ultimate EI
- Before Aging 28 MPa, nominal 880% nominal ASTM D 412 and ASTM D 573
- After Accelerated Aging 27 MPa, nominal 900% nominal
Dimensional Measured mm
Point
- Nominal Thickness Middle Finger 0.22 ASTM D 3767 and D 3577
Palm 0.20
Cuff 0.16
Palm Widths
- Nominal Width (mm) 6 6.5 7 15 8 85 9 10 ASTM D 3767 and D 3577
77 83 89 95 102 108 114 130
Particles (maximum)
- Per cm2 > 0.5 micron | 1500 | IEST-RP-CC005
End in (maximum)
- Endotoxin Units/pair [ 20 [ LAL Kinetic Turbidimetric Method
Protein
- Micrograms/gram | 50, max | ASTM D 5712

KIMTECH PURE* Sterile G3 Latex

Gloves
Size and Code 30cm
10x
6 HC1360S
6.5 HC1365S 20x
7 HC1370S
15 HC1375S8
8 HC1380S
8.5 HC1385S
9 HC1390S
10 HC13108
Packaging .
percase 10X 20 Pairs

INFORMATION SERVICE
For technical enquiries please email infofax@kcc.com
For sales enquiries please email kimtech.support@kcc.com

. Visit our website and discover a brand new conceptin
www.kcprofessional.com

cleanroom: the CONTAMINOMICS* Programme —
www.contaminomics.com
*Trademark of Kimberly-Clark Worldwide, Inc., or its affiliates.

© 2007 KCWW. Publication code: 4411.01 GB 0108 Contaminomics



PROFESSIONAL

Lot #:

CERTIFICATE OF ANALYSIS

Product Description: KIMTECH PURE*G3 Sterile Latex Gloves,12" Hand-Specific Pairs
(Formerly SAFESKIN* Sterile Critical Latex)
Catalog Numbers: HC1360S, HC1365S, HC1370S, HC1375S, HC1380S, HC1385S, HC1390S, HC1310S

420190

Batches: SM90012XX to SM90312XX

Total Cases per Lot: 4027
Date of Manufacture: Jan-09

Physical Test Data**

|

Visual Defects

Elongation (%)

Tensile (MPa)

Watertight Dimensions Minor Major Pre Aging Pre Aging
Sample Size: 4687 1160 4687 4687 400 400
AQL Level: 1.5 2.5 4.0 2.5 2.5 2.5
Failures Allowed per AQL: 112 58 273 182 20 20
Failures: 1 0 0 0 0 0
Inspection Results: Accept Accept Accept Accept Accept Accept
Averages: 915 31.4
Test Methods: Watertight ASTM D 5151, Elongation and Tensile ASTM D 412
| Particle Test Data** |
Particle Standard Average
Size (pm) Min Max Deviation Particles/cm?
0.5-1.0 55 376 75 161
1.0-2.0 6 48 9 18
2.0-5.0 1 29 5 7
5.0 -10.0 0 5 1 1
10.0 - 20.0 0 1 0 0
=20 0 0 0 0
Total per Sample 73 439 83 188
Test Method: IEST-RP-CCO005
| Extractable lon Test Data**
Anions Results
Fluoride Chloride Nitrite Bromide Nitrate Phosphate Sulfate
F cr NO, Br NO, Po,” s0,7
vg/g glove <0.5 50.4 <2.5 <2.5 3.2 <5 4.2
pg/cm? <0.003 0.455 <0.016 <0.016 0.027 <0.031 0.037
Cations Results Trace Element Results
Sodium Ammonium Potassium Magnesium Calcium Zinc
Na* NH," K* Mg*? Ca*? Zn
pg/g glove <0.5 1.1 0.9 <0.25 3.0 36.3
pg/cm? <0.003 0.010 0.008 <0.002 0.027 0.329

Test Method:

IEST-RP-CCO005

Endotoxin Data**

Test Method: Limulus Amebocyte Lysate (LAL) Test: Kinetic Turbidimetric Technique

Test Result:
Specification:

1.567
<20

Endotoxin Units/ device (pair)
Endotoxin Units/ device (pair)

*Registered Trademark or Trademark of Kimberly-Clark Corporation or its affiliates. Copyright 2001 Kimberly-Clark Corp.
**Testing performed at final quality inspection gate prior to sterilization.
This document is intended for customer use only. Any disclosure, copying, distribution, or other use of this document is strictly prohibited.

Review By :

O PRy /_?..

( QA Executive - SSMT )

SA-FORMO01193/0



ISOTRON BATCH

M1SAF0050018
M209050180

CERTIFICATE OF IRRADIATION Number: MA

SAF005

SAFESKIN MEDICAL & SCIENTIFIC (THAILAND) LTD
200 Moo 8, KANJANAVANICH ROAD
TAMBOL PRIK
AMPHUR SADAQO, SONGKHLA
THAILAND
90120
6027004602

Cust. Ref: 21/05/09

Date Rec'd: 26/05/09

Date

ITEM CODE

ITEM SPECIFICATION

KIMTECH Pure* G3, Sterile Latex
Gloves, Hand Specific 12" Pair Packed

Total

0023024

ISOfRON MALAYSIA Sdn Bhd
Company No 512058-V

Kuala Ketil Industrial Estate
09300 Kuala Ketil, Kedah

Tel: 60 (0)4 415 1111
Fax: 60 (0) 4 415 1110
http://www.isotron.com

QTY ADDITIONAL DETAILS
396 CAT NO MFG .LOT/BATCH NO QTyY
HC1365S 420590/ SM91332XX 20
HC13658 420590/ SM91342XX 7

HC13858 420590 /SM91342XX 9
HC1360S 420590/ SM81322XX 36
HC1365S 420590/ SM81302XX 14
HC1365S8 420590 / SM81332XX 22
HC13708 420590/ SM91292XX 36
HC1370S 420590/ SM91292XX 26
HC1370S 420590/ SM91322XX 10
HC1375S 420590/ SM91322XX 386
HC1375S8 420590/ SM91322XX 36

HC1380S 420590/ SM81242XX 6
HC1380S 420590 /SM81252XX 30
HC1385S 420590/ SM91242XX 36
HC1385S 420590/ SM81242XX 36
HC1390S 420590/ SM91302XX 25

HC13808 420590/ 8SM81322XX 11

IRRADIATION DATE:
22/05/2009

DOSE REQUIRED:
25 - 50 kGy

ACTUAL DOSE RECEIVED:
MIN:25.2 kGy

MAX:32.4 kGy

396 Last page 1to 1

This is to certify that the above items been irrpdiated as
specified above i
P >6 {05 9
SABA ,{BWK TALIB
QA Officer

Authorised Signature: ¢\ on (Malaysia) Sdn. Bhd.

For and on behalf of ISOTRON MALAYSIA Sdn Bhd




&»® Kimberly-Clark Corporation

Declaration of Conformity

Product: KIMTECH?* Pure G3 sterile Latex

Product Codes: KC Code Size
HC1360S 6
HC1365S 6.5
HC1370S 7
HC1375S 1.9
HC13808 8
HC1385S 8.5
HC1390S 9

Notified Body: TUV Product Service (0123)

Classification: PPE Class III

Applicable Norms: Protective Gloves against Chemicals and Micro-Organisms (EN 374-1)

Protective Gloves against Mechanical Risks (EN 388)
General Requirements for Gloves (EN 420)
EEC Representative: Kimberly-Clark N.V.; Belgicastraat 13; 1930 Zaventem; Belgium

Kimberly-Clark Corporation, Roswell, GA 30076-2199, USA declares that the new Personal Protective Equip-
ment; Protective Gloves against Chemicals and Micro-Organisms, Model KIMTECH* Pure G3 sterile Latex
(Product Codes as aforementioned) is in conformity with the provisions of Council Directive 89/686/EEC and with
the harmonized standard EN 420, EN 388 and EN 374-1/3. The device is identical to the Personal Protective
Equipment, which is the subject of EC certificate of conformity N° P2 03 04 45160 004 issued by TUV Product
Service GmbH, Munich, Germany. This device is subject to the procedure set out in Article 11 point B of Directive
89/686/EEC under the supervision of the Notified Body TUV Product Service, Munich (0123).

Intended Use:

The Glove shall protect the wearer against mechanical action whose effects are superficial; cleaning materials of
weak action and casily reversible effects; risk encountered in the handling of hot components which do not expose
the user to a temperature higher than 50 °C; minor impact and vibrations which do not effect vital areas of the body
and whose effect cannot cause irreversible lesions; and is not intended for prolonged, direct exposure to harsh
chemicals than stated.

These gloves are not intended for applications involving direct exposure to harsh chemicals, where heavy-duty in-
dustrial gloves are required. Variability in material thickness and glove integrity, chemical concentration, tempera-
ture and length of exposure to chemicals will affect specific performance.

This declaration is valid for the above product in its original, unmodified, unopened and undamaged packaging of
the smallest unit.

Kimberly-Clark Corporation

|
-~ | A4
'(E{‘J) \ -'\1 "{J Mo\ Y V

Dr. Holger Most
Regulatory Affairs Europe

Kimberly Clark Corporation; 1400 Holcomb Bridge Road, Roswell, GA 30076-2199, U.S.A.
Phone: +31 76 5716 497 Fax: +31 84 2220 589
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KIMTECHZ.:

Latex Gloves
12" Hand Specific Pairs

&% Natural Rubber Latex Gloves = 12"/30,5 cm Length = Hand
Specific Pairs » Caution: This Product Contains Natural
Rubber Latex Which May Cause Allergic Reactions.

@R Gants en latex de caoutchouc naturel * Longueur 12/30,5 cm »
Spécifiques pour chaque main » Attention : Ce produit contient du
latex de naturel ptible de pr des all

@ | hand: (Naturh huk) = 12°/30,5 cm Linge «
Handspezifische Paare » Achtung: Dieses Produkt enthélt
Naturkautschuk-Latex und kann allergische Reaktionen
hervorrufen.

&S JlaTeKcOBM PbKaBMLLW OT eCTeCTBEH Kayuyk * 127/30,5 cm
Abn#mHa « 3a NABATA M AACHA pbKa * Buumanwe: Toau npoaykT
ChAbLpHa ECTECTBEH Kay4YyKOoB NaTekc, KOWTO Mome aa
nNpean3BvKa anepruyHi peakuum.

&S Guantes de latex de goma natural = 127/30,5 cm de largo = En
par: mano izquierda y mano derecha = Ad ia: Este prod
contiene latex de goma natural, que puede producir reacciones
alérgicas.

@ Rukavice z pfirodniho gumového latexu « Délka 12°/30,5 cm » Pary
na obé ruce » Upozornéni: Tento vyrobek obsahuje pfirodni gumovy
kauéuk, ktery miZe vyvolat alergické reakce.

@ Handsker af naturgummilatex = 12"/30,5 cm lange = | par
Advarsel: Dette produkt indeholder naturgummilatex, som kan

P

ED Naturaalsest kummilateksist kindad » Pikkus 127/30,5 cm +
Anatoomilise kujuga « Ettevaatust: Toode sisaldab naturaalset
kummilateksit, mis voib tekitada allergilist reaktsiooni.

@ Tavria and Aaté and guotkd kaoutook « Mrikog 30,5 cm » Zelyn
Y10 OUYKEKPLUEVO XEp * MpoooxT: To mapov mpoiov nepLEXEL

Formerly

SAFESKIN’
(FL> Rekawice z naturalnej gumy lateksowej
Dlugost 127/30,5 cm « Pary (lewa/prawa diof) «
Przestroga: Produkt ten zawiera naturalng guma,
lateksowa, ktora moze wywolywac reakcje alergiczne.
@ Luvas de latex de borracha natural = 12"/30,5 cm de
comprimento * Pares de luvas especificas para cada mao » Atengéo:
Este produt ém latex de b natural ptivel de

CRITICAL

@ Manusi de latex din cauciuc natural « 12°/30,5 cm lungime « Perechi
specifice pentru fiecare mana in parte « Atentie: Acest produs contine
latex provenit din cauciuc natural, ceea ce poate cauza reactii
alergice.
@ ep4aTkv M3 HATYpansHOro narexca » [lnuHa 12°/30,5 cm
Paanuuneie Ha npasyio u nesyio pyky + OcTopomHo: 3TOT NpoaykT
COMEpHMT HaTYpanbHbIA KayyyKOBbLIA NaTEKC, KOTOPLIA MOMXeT
BLI3BATL ANNEPrUYECKNE PEaKLLMM,
@O Rukavice z prirodného gumového latexu + Dizka 12°/30,5 cm » Pary
na obidve ruky + Upozornenie: Tento vyrobok obsahuje prirodny
gumovy latex, ktory méze vyvolat alergické reakcie.
L Rokavice iz kavéuka iz naravnega lateksa « 12°/30,5 cm dolge
Vsaka rokavica za uporabo na samo eni roki + Svarilo: Ta izdelek
vsebuje kavéuk iz naravnega lateksa, ki lahko povzroéi alergiéne
reakcije.
(G | I ilateksikisi te Pituus 12/30,5 cm »
Késikohtaisia pareja » Huomautus: Témé tuote siséltia
luonnonlataksmumla joka voi aiheuttaa allergisia reaktioita.
H av naturg ilatex  127/30,5 cm ldnga »
Handspecifika par Varﬁirsuktqgl Denna produkt innehéaller

£AQOTIKO KOMYL TO OMoio EVBEXETAL VA TIPOKAAETEL uusp\rucm;
avnBpaoeLs.

T Guanti in lattice di gomma naturale * Lunghezza 12"/30,5 cm =
Paia non ambidestre = Attenzione: Prodotto contenente lattice di
gomma naturale che pud produrre reazioni allergiche.

¥ Dabiskas gumijas lateksa cimdi » 12"/30,5 cm gari « Pri, kas
pielagoti roku formai » Piesardziba: $is produkts satur dabiskas gumijas
lateksu, kas var izraisit alergiskas reakcijas.

@ Natiiralaus kaugiuko latekso pirstinés + 12°/305 cm ilgio + Kiekvienai
rankai pritaikytos poros + Atsargiai: 3io produkto sudétyje yra
natiralaus kauéiuko latekso, kuris gali sukelti alerging reakcija.

D Természetes gumi latexkeszty( » 12°/30,5 mm hosszl » Jobb- és
balkezes parok » Vigyazat: A termék természetes gumi latexet
tartalmaz, amely allergias reakciot valthat ki.

@D Handschoenen van natuurlijke rubberlatex = 127/30,5 cm lang =
Handspecifiek paar » Opgelet: Dit product bevat lijke
rubberlatex dat allergische r ies kan ver
@D Hansker av naturgummilateks * 12°/30,5 cm lange = Parvis,
tilpasset hver hénd » Obs! Dette produktet inneholder
naturgummilateks som kan fremkalle allergiske reaksjoner.

y

6
6.5
7

HC1360
HC1365
HC1370
HC1375
HC1380
HC1385
HC1390
HC1310

[]
[]
[]
[l
[]
[]
[]
L]

AQL 1,5 G1

Ce€

0123
EN420

wwwikcprofessional’com

2 Kimberly-Clark

Professional”

som kan allergiska reaktioner.
i) Dogal kauguk lateks eldivenler » 127/30,5 cm uzunlugunda « Ele Ozel
Eldiven + Uyan: Bu iriin alerjik reaksiyona yol acabilen Dogal Kauguk
Lateks icermektedir.
@ RARALST VI AFE - 2305 cm - FHANRF
- ERICOMRBER.FLILF—RIGES|IERITEHH
BERABILSTYIAEZATVET,

EN374-1 gy

L
@

@

Tested for Watertightness and Low Chemical Protection
Testés pour étanchéité a I'eau et faible protection chimique
Gepriift auf Wasserfestigkeit und geringen Schutz gegen Chemikalien
Sometidos a pruebas de impermeabilidad y proteccion
contra sustancias quimicas leves
Comprovadas contra a estanqueidade & dgua e protecgéo
contra produtos quimicos fracos

@® KEES S B P ERME M
EN374-2 0 Tested for Microorganism Hazards

@ Testés pour les risques causés par les microorg

@B Gepriift fiir Gefahren durch Mikroorganismen

S Sometidos a pruebas contra riesgos presentados por
microorganismos
Comprovadas contra perigos apresentados por
microrganismos

MEMBEEDT R HFEH

Contains Latex
Contient du latex
Enthilt Latex
Contiene latex
Contém latex
STUOAER

Single Use Only

Usage unique seulement

Nur zur einmaligen Verwendung
Usese una sola vez

Para uso nico

—ERY DER

Attention: See Insert

Attention: Voir encart

Achtung: Siehe Packungsbeilage
Aviso: Ver hoja insertada
Atengao: Consultar a literatura inclusa
Ao —FEZRKTF &L

Gar]

LEVEL 2

Keep Dry

Conserver au sec

Trocken halten

Mantener secos

Manter seco

WM ULPRICRELTTFEW

Protect from Heat and Radioactive Sources

- _sls
[w®r- I{' Protéger des sources de chaleur et radioactives
’.“- Vor Hitze und radioaktiven Strahlen schiitzen
— S

Proteger del calor y de las fuentes de radiactividad
Proteger contra o calor e fontes de radioactividade
P REEROSONSHEEBL TTFZ W

CEEEEER LR @@@@@@ @@@'8'@@ & @

Manufactured by Kimberly-Clark, Roswell, GA 30076 USA

Distributed in the U.5. by Kimberly-Clark Global Sales, Inc.,

Roswell, GA 30076 USA = USA » kimtech@kcec.com » 1-800-255-6401
Kimberly-Clark N.V., Belgicastraat 13, 1930 Zaventem, Belgium
Europe = infofax@kec.com « +44(0) 1737 736000

Asia = +603 7807 8210

Made in Thailand

*Registered Trademark or Trademark of Kimberly-Clark Worldwide, Inc.
or its affiliates. @2006 KCWW. All rights reserved. 110051-05
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PROFESSIONAL"

Summary of Validation of Kimtech Pure G3 (formerly Safeskin Critical) Latex gloves
performed in 2008.

The validation study was performed according to the guidelines established by
ANSI/AAMI/ISO 11137:2006 "American National Standard, Sterilization of Healthcare
Products—Requirements for Validation and Routine Control—Radiation Sterilization.".
The need to re-establish the dose arose from the fact that the packaging was significantly
changed. The maximum dose study performed previously established the maximum dose
at 50 kGY. The product was tested to be non-bacteriostatic/fungistatic.

Three batches of above-referenced gloves were assayed for bioburden levels. Method 1
was used. The overall average was 24.67 CFU/device. No single batch was shown to be
more than twice this overall average and therefore this overall average was used to
calculate the sub process verification dose.

With reference to table 5 of the ISO11137:2006 (this was the current version at that
time), the nearest value listed equal to or greater than the bioburden level is 24.67 CFU.
Therefore the sub-process dose required for the sterility assurance level of 10 is 6.3

kGy.

One hundred units were irradiated at this dose and subsequently individually tested for
sterility at 6.3+/-10% KkGy.

After full incubation period, there were no growths found. Therefore statistical
verification is accepted. Referring to Table 5, to achieve the desired Sterility Assurance

Level of 10-6, the minimum dose required is 19.1 kGy.

Submitted by:

7@“% h K“]”

Ruthlyn M. Reyes
KCP Operations

Date: January 19, 2010



Test Method for Analyzing Liquid Particle Counts

This test method is used to analyze the mobile particle contaminants from cleanroom gloves.

1. Scope

1.1. The test method covers the average particulate contamination found on gloves designated for cleanroom
applicability.
1.2. The average contaminant concentration will be reported in particles per cm” in two ways:

121

1.2.2,

By size grouping, 0.5 to 1.0 microns, 1.0 to 2.0 microns, 2.0 to 5.0 microns, 5.0 to 10.0 microns, 10.0 to
20.0 microns, greater than 20.0 microns, and a total particle count greater than 0.5 microns,

Statistical analysis of each grouping consisting of Minimum Value, Maximum Value, Standard
Deviation, and Average Value, for each group of individual gloves.

1.3. The safe and proper use of gloves is beyond the scope of this test method.
1.4. This test method does not purport to address all of the safety concemns, if any, associated with its use. It is

the

responsibility of the user of this Test Method to establish appropriate safety and health practices and

determine the applicability of regulatory limitations prior to use.

2. Referenced Documents
2.1. IEST-RP-CC005.3 Recommended Practice for Gloves and Finger Cots Used in Cleanrooms and Other
Controlled Environments
2.2. Work Instruction

3. Apparatus

3.1. Analytical Balance, capable of readability and repeatability to 0.1 mg
3.2. Particle Measuring Systems CLS-900 Liquid Particle Counting System
3.3. 2000 mL glass beaker or 1000mL glass conical flask

34. Sta

inless Steel Forceps, 10" length

3.5. 250 ml Volumetric Flask
3.6. 500 m] Volumetric Flask
3.7. High Purity Deionized Water System, capable of producing 18.2 MOhm quality water

3.8. Poi

nt of Use Filter, 0.2 micron size

3.9. Orbital Shaker, *4” orbit, capable of 200 rpm
3.10. Circular Die, 1.5 inch diameter, calibrated

4. Procedure

4.1. Test Preparation

4.1.1.

4.1.2.

Prior to extraction, all Erlenmeyer flasks will be cleaned no less than five times with high purity
deionized water filtered to 0.2 microns at point of usc.

All related equipment (forceps, volumetric flasks, etc.) must be rinsed with high purity deionized water
prior to use.

4.2. Extraction

4.2.1.
4.2.2,

423,
424,
42.5.
4.2.6.
42.7.
4.2.8.

4.29.
4.2.10.

Randomly pull a glove from the package.

Place glove finger-first into the one liter Erlenmeyer flask and hold open by cuff using the rinsed
forceps.

Empty into the inside of the glove 500 ml high purity filtered deionized water.

Allow the glove to settle into the Erlenmeyer flask.

Place an additional 250 ml high purity filtered deionized waler over the glove within the Erlenmeyer
flask.

Allow the Erlenmeyer flask with glove to agitate on the shaker for 10 minutes £ 10 seconds at a rate of
150 rppm £ 10 rpm.

Using clean tongs, immediately remove the glove from the container. Drain any trapped liquid into the
beaker by manipulating the fingers on the glove, with the tongs

Dispose of the glove.

Repeat the extraction two additional times to complete the sel.

Prepare a process blank, using all the steps in section 4.2, without placing the glove in the Erlenmeyer
flask.



4.3. Measurement
4.3.1. Follow the Work Instruction for the Liquid Particle Counter for analyzing the solutions,
4.4. Glove Surface Area
4.4.1. Pull three gloves from the production package and weigh to the nearest 0.1 mg.
4.4.2. RecordasA.
4.4.3. Cutthe 3 gloves with square die (5X5 cm.) by wheel cutter at palm. This will give you six cut-
out sections.
4.44. Weight the six cut-out sections. Record this as B.
4.4.5. Calculate the surface area of the glove using the following equation :

AXS5X5X4
B

5. Calculations
5.1. Calculate counts/cm’ by channel size using the following equation:

Sample (counts/mL)-Bl /mL) x ion volume (mL) x DF
Surface area (in cm*®)

5.2. Total Counts/cm?: = Z AllChannelSizes

6. Reporting
6.1. The final report should include the Lot Number, Batch number, Product Description, Part Number, and
any other pertinent information about the sample, as well as the final calculated counts/cm’ by channel
size and a total counts/cm’ greater than 0.5 microns,
6.2. Statistics will be calculated and reported on sample sizes greater than three,
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Test Method for Analyzing Extractables

This test method is used to analyze the soluble ionic extractable contaminants from cleanroom
gloves.

1. Scope

111,

1.2,

1.3.

1.4.
I

The test method covers the average ionic contaminalion found on gloves designated for cleanroom
applicability.

The average contaminant concentration will be reported in one of lwo ways:

1.2.1. Micrograms of ionic contaminant per gram of glove weight (ug/g), also described as ppm.

1.2.2, Micrograms of ionic contaminant per square centimeter of glove area (ug/em?)
This test method does not cover contaminants that are insoluble in water, or organic macromolecules.
The safe and proper use of gloves is beyond the scope of this test method.
This test method does not purport to address all of the safety concerns, if any, associaled with its use. Itis the
responsibility of the user of this Test Method lo establish appropriate safety and health practices and
determine the applicability of regulatory limitations prior to use.

2. Referenced Documents

P B

22

IEST-RP-CC005.2 Recommended Practice for Gloves and Finger Cots Used in Cleanrooms and Other
Controlled Environments.
Work Instruction WI 10-05-26, Work Instruction for Performing lon Chromatography Analysis of Gloves

3. Apparatus

3.1.
3.2,
3.3.
34
3.5.
3.6.
3.7.
3.8

Analytical Balance, capable of readability and repeatability to 0.1 mg

lon Chromatograph

Extraction Containers, | liter capacity, HDPE with screw type lids

Stainless Steel Forceps, 10” length

500 ml Volumetric Flask

High Purity Deionized Water System, capable of producing 18.0 MOhm quality water
Poini of Use Filier, 0.1 micron size

Circular Die, 1.5 inch diameter, calibrated

4. Procedure

4.1,

4.2,

Test Preparation
4.1.1. Prior to extraction, all extraction containers will be cleaned using high purity deionized water high
purity deionized water filtered to 0.2 microns at point of use.
4.1.2. All related equipment (forceps, volumetric flasks, etc.) must be rinsed with high purity de-ionized
water prior 1o use.

Extraction

4.2.1. Randomly pull a glove from the package.
4.2.2. Place glove finger-first into the one liter Erlenmeyer flask and hold open by cuff using the rinsed

forceps.

4.3. Empty inio the inside of the glove approximately 250 ml high purity fillered deionized waier.

4.4, Allow the glove io setile into the extraction container.

4.5. Pour remaining 250 ml high purity filtered deionized waler over the glove within the extraclion container.
4.6. Place the lid upon the container and seal tightly.

4.7. Gently swirl the container o ensure that all surfaces of the glove are wetled.

4.8. Allow the glove to extract in the dejonized water for at least 10 minutes, but no longer than 11 minutes.
4.9. Remove the glove by the fingers, allowing most of the water trapped in the fingers to drain back in to the

extraction container.,

4.10. Dispose of the glove.
4.11. Repeat extraction two additional limes to complele the set.
4.12. Prepare a sample blank, using all the steps in section 2, without placing the glove in the extraction

container.



4.]13. Measurement
4.13.1. Follow the guidelines for the lon Chromatograph for analyzing aqueous solutions.

4.14. Glove weight and surface area
4.14.1. Pull three gloves from the production package and weigh to the nearest 0.1 mg.
4.14.2. Record as A,

4.14.3. Cut the 3 gloves with square die (5X5 cm.) by wheel cutter at palm. This will give you six cut-out
sections.

4.14.4. Weight the six cut-out sections. Record this as B.

4.14.5. Calculate the surface area of the glove using the following equation :

Surface area= AX5X5X4
B

5. Calculations
5.1. Once the data output from the Chromatograph has been reviewed for errors, calculate the following:

(AnalyteConc.)* (500ml)
GloveWeight

5.1.1. ug/g (ppm) contamination: =

(AnalyteConc.Y(500ml)
SurfaceArea

5.1.2. ug/em’ contamination: =

6. Reporting
6.1. The final report should include the Lot number, Batch number, Product description, Parl number, and any

other pertinent information about the sample, as well as the final calculated contaminant concentration in ug/g
2
and ug/cm-.
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