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KIMTECH PURE* G3 Sterile STERLING* Nitrile Gloves

KIMTECH PURE* G3 Sterile STERLING*
Nitrile Gloves offer Improved Performance
and Comfort and are Better for the
Environment.

¢ Recommended for ISO Class 3 or higher cleanroom
environments

¢ Contain no natural rubber latex reducing the potential
for TYPE | glove-associated reactions

o Static dissipative in use

 Safe handling of objects due to improved and
consistent grip

¢ Hand specific
¢ Walleted & pouched in polyethylene for cleanroom use
* Packaged for aseptic donning

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

* Trend Data available online to demonstrate product
quality over time

Improved Performance

Our innovative STERLING* manufacturing technology
enables us to deliver a comfortable nitrile glove with all the
protection and cleanliness our customers have come to
expect. The result is a sterile nitrile glove combining the
sensitivity of latex with the protection of nitrile.

Improved Comfort

When double-donned, the KIMTECH PURE* G3 Sterile
STERLING* Nitrile Gloves deliver the equivalent thickness
of a single latex glove without the risk of Type | latex
allergic reactions. This improves feel & dexterity without
any loss in barrier protection or performance.

Better For The Environment

The KIMTECH PURE* G3 Sterile STERLING* Nitrile Glove
is also an environmentally responsible glove that requires
fewer raw materials to produce. We have improved
packaging to deliver 50% more gloves per case than
traditional gloves. Average use of 25 cases per month
results in a reduction of 1,000 kg of waste per year vs.
traditional latex gloves.

KIMTECH
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PACKAGED FOR

EXCELLENT DEXTERITY

& TACTILE SENSITIVITY f;'
KIMTECH PURE* G3 Sterile POWDER-FREE {/
STERLING* Nitrile Gloves )
LOW ENDOTOXIN
Product Specifications
* Synthetic nitrile polymer (Acrylonitrile Butadiene)
. LATEX-FREE
e Contains no natural rubber latex.
FULLY
BEADED CUFF

Quality Standards 30cm LENGTH ~ TEXTURED
e This is a PPE Category Ill product classified by EC Council Directive

89/686/EEC. It is tested in accordance with the EN Norms EN420:2003
e Cleanroom packaged to meet the standard of ISO Class 3 Cleanroom
* Meets or exceeds AQL level of 1.5 for pinholes
* Manufactured in accordance with Quality System IS0 9001
« Dexterity Classification (EN 420:2003) = 5
PHYSICAL PROPERTIES (Target values)

Characteristics Value Test Method
Freedom from holes [ 1.5A0L" [ EN374-1 and ASTM D 5151
" AQL as defined per IS0 2859-1 for sampling by attributes

Tensile Properties Tensile Strength Ultimate EI

- Before Aging 42 MPa 650%

- After Accelerated Aging | 38 MPa 550% | ASTM D 412 and ASTM D 573

Di ional Measured Point mm

- Thickness Middle Finger 0.10

Palm 0.08 ASTM D 3767 and D 6319
Cuff 0.07

Palm Widths

- Width (mm) | 850 275 974 285 139 131'2 130 11208 | ASTM D 3767/ D 6319 and EN420

Particles (maximum)

- Per cm? > 0.5 micron | 1500 | IEST-RP-CCO005

- Endotoxin Units/pair [ 20 [ LAL Kinetic Turbidimetric Method

KIMTECH PURE* G3 Sterile STERLING* Nitrile Gloves

Size and Code 30cm

6 11821
6.5 11822
7 11823
15 11824
8 11825
8.5 11826
9 11827
10 11828

Reduce Today, Respect Tomorrow is the KIMBERLY-CLARK PROFESSIONAL*approach to sustainability. It begins with the understanding
that the way we use resources today shapes the world of tomorrow. And it has led us to focus on reducing consumption at every stage
of the product lifecycle — from design and manufacture to distribution and disposal. Reduction is the key to lowering the environmental
impact of our activities as well as those of customers. It has also been crucial in achieving our number one position five years in a row

on the Dow Jones Sustainability Index. To learn more about Reduce Today, Respect Tomorrow and how we can reduce consumption
in your business, visit www.kcpreducetoday.com

Reduce Today

INFORMATION SERVICE o www.contaminomics.com
For technical enquiries please email infofax@kcc.com
For sales enquiries please email kimtech.support@kcc.com Contaminomics

* Trademark of Kimberly-Clark Worldwide, Inc., or its affiliates. © 2009 KCWW. Publication code: 4535.01 GB 06.10
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KIMTECH PURE" G3 Sterile STERLING”
Nitrile Gloves Donning Procedure

The Science of Protection.

Before starting the donning procedure, wash hands thoroughly and dry.

Peel open sterile pouch and unfold glove wallet
(DO NOT touch the exterior surface of gloves).
Pinch the sides of wallet to open.

Apply first glove to hand by sliding palm up into
glove (thumb facing outward). Bend thumb toward
center of palm and slide into glove while pulling
up on the cuff. Leave the cuff rolled up.

Apply second glove to hand by sliding the four
gloved fingers into cuff of the second glove. Slide
ungloved palm (thumb facing outward) into glove.
Bend thumb toward center of palm and slide into
glove while pulling up with fingers of gloved hand.

Complete donning the gloves by pulling up the cuff
of the first glove with the fingers of the second hand".

If double donning is desired, repeat steps 1-4 with
a second set of gloves - this time using a half inch
size larger glove if necessary.

www.contaminomics.com KIMTECH

t Isopropyl Alcohol (IPA) may be used to clean the surface of the gloved hands if required by standard operating procedure (SOP) PURE* BRAND

* Trademark of Kimberly-Clark Worldwide, Inc., or its affiliates. © 2010 KCWW. Publication code: 4592.01 GB 10.10



PROFESSIONAL

CERTIFICATE OF ANALYSIS

Product Description :

Catalog Numbers :

Lot#:
Batches :

KIMTECH PURE*G3 Sterile Nitrile Gloves, 12" Hand-Specific Pair
(Formerly SAFESKIN* Sterile Critical Nitrile Gloves)
11821, 11822, 11823, 11824, 11825, 11826, 11827, 11828

971190

SM93052VX to SM93342VX

Total Cases per Lot :
Date of Manufacture :

573
Nov-09

Physical Test Data

Visual Defects

Elongation (%) Tensile (MPa)

Watertight Dimensions Minor Major Pre Aging Pre Aging
Sample Size : 1410 672 1410 1410 384 384
AQL Level : 1.5 2.5 4.0 2.5 2.5 2.5
Failures Allowed per AQL : 35 21 88 53 12 12
Failures : 3 0 0 0 0 0
Inspection Results : Accept Accept Accept Accept Accept Accept
Averages : 589 35.7
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?
0.5-1.0 396 1067 142 597
1.0 -2.0 35 119 23 70
2.0-5.0 11 47 10 26
5.0 -10.0 1 8 2 3
10.0 - 20.0 0 2 1 1
>20 0 0 0 0
Total per Sample 466 1194 156 697
Test Method : IEST-RP-CC005
Extractable lon Test Data
Anions Results
Fluoride Chloride Nitrite Bromide Nitrate Phosphate Sulfate
F cr NO,” Br NO; Po,? S0,2
ug/g glove <0.5 16.2 <2.5 <2.5 11.4 <5 21
pglcm? <0.003 0.074 <0.016 <0.016 0.052 <0.031 0.013
Cations Results Trace Element Results
Sodium Ammonium Potassium Magnesium Calcium Zinc
Na* NH," K* Mg*? Ca*? Zn
ug/g glove 1.1 0.9 1.6 <0.25 9.9 4.1
pglcm? 0.005 0.004 0.007 <0.002 0.045 0.019
Test Method : IEST-RP-CC005
Endotoxin Data
Test Result: 0.429 Endotoxin Units/device (pair)
Specification: <20 Endotoxin Units/device (pair)

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

*Registered Trademark or Trademark of Kimberly-Clark Corporation or its affiliates. Copyright 2001 Kimberly-Clark Corp.
This document is intended for customer use only. Any disclosure, copying, distribution, or other use of this document is strictly prohibited.

Review By :

( QA Executive - SSMT )

SA-FORMO01193/2
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Cust. Ref:

Date Rec'd:

Date

ITEM CODE
ISOTRON BATCH

CERTIFICATE OF IRRADIATION Number: MA

\‘:«»’I\F”“}{ MEDICAL & SCIENTIFIC (THAILAND)
{3 Moo 8, KANJANAVANICH ROAD

T&MQOL PRIK

AMPHUR SADAD, SONGKHLA

THAILAND

80120

ISOTRON

Kuala Ketil
09300 Kua

Fax: 60 (0)

4027001171
http://www.

Q22159
Qar2ice

ITEM SPECIFICATION

MALAYSIA Sdn Bhd

Company No 512058-V

Industrial Estate
{a Ketil, Kedah

Tel: 60 (0) 4 415 1111

4 4151110
isotron.com

ADDITIONAL DETAILS

M1SAFOC50021
M209120023

CAT MO
11821-07
11821-07
11822-07
11822-07
11822-07
11822-07
11823-07
11823-07
11823*07
1182307
"%’3025 g7
11823-07
ﬁb?ﬁf a7
11824-07
11824-07
11824-07
11824-07
11825-07
11825-07
11825-07
11825-07
11825-07
11825-07
11828-07
118286-07

KIMTECH Pure® G3, Sterile Sterling * 546
Nitrile Gloves, 12° Hand Specific Pairs

it e s i s e

Total Last page
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MFG IBATCH NO &N
g71120/8MB3312VX
871100/8MB3332VX
971180/8ME32823V XK
97 1180/8M 83322V X
71190/8MB3322VX
g71180/8MB3322V X
071160/8ME3282VX
97 1120/SMB3282V X
G71180/8M03282VX
971180/SMB3282V X
g71180/SMB3282VK
G71190/8ME3322Vv K
G71180/8ME3272VX
B71190/SM83302VvE
B71190/8MBE2302VX
971190/SMB3312V X
G71180/8MB3212V X
871190/8MB3272V X
G71190/SME3292VX
DY T100ISMO3282V X
Q71100/8M 33302V
A71100/SMO3302V X
O71180/SMB3322V K
g7 1100/ISMO3202V A
S71100/8MB3202VK
971180/SME3282VX
GT1190/SMBR322V X
7 1180/8MO3202V X
97 1100/8SMB3322V X
971180/8ME3282VX
971180/8MB3332V XK
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specified above

This is to certify that the above itemﬁhave been irradiated as

Poululo

JAYANTHIMALA . A
Authorised Signature: QA Manager

1sotron &Mala sia

Sdn. Bhd.
For and on behalf of ISOTRON M

dn Bhd
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&% Kimbery-Clark Corporation

Declaration of Conformity

Product: KIMTECH PURE* G3 Sterile STERLING* Nitrile gloves

Product codes: KC Code Size
1182107 6.0
1182207 6.5
1182307 7.0
1182407 75
1182507 8.0
1182607 85
1182707 9.0
1182807 10.0

Classification: PPE Category I

EEC Representative:  Kimberly-Clark Professional Europe, Protective Clothing Business Group, 40
London Road, Reigate, Surrey, United Kingdom, RH2 3QP

Applicable Norms: Protective gloves against chemicals and micro-organisms {EN 374-1)
Protective gloves against mechanical risks {EN 388)

General requirements for gloves (EN420)

Kimberly-Clark Professional Europe, Reigate, Surrey, United Kingdom, RH2 9QP declares that
Personal Protective Equipment: Protective gloves against chemicals and micro-organisms, meodel
KIMTECH PURE* G3 Sterile STERLING* Nitrile gloves (product codes aforementioned) is in
conformity with the provisions of EC Council Directive 89/686/EEC and with the harmonised
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 Number GB09/78686 issued by SGS
United Kingdom (Notified Body 0120}. 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 (Notified Body 0123).

Kimberly-Clark Corporation

Larry Kludt
Global Regulatory Affairs Manager
Kimberly-Clark Europe



B Kimberly-Clark
PROFESSIONALF

06-70-113-0-00

A
N

,»Dr, 15G1 1 E E

—_ =

C€0123

EN420

& Kimberly-Clark
PROFESSIONAL

KIMTECH

_of PURE™ BrAND
€® Kimberly-Clark Les on
[FRocessonar] i G3 STERILE STERLING* NITRILE GLOVES

PURE* BRAND []10.0 11828

G3 STERILE STERLING* NITRILE GLOVES
GANTS EN NITRILE STERLING* G3 STERILES ENTL2000 @ 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 a dgua e protecgéo
contra produtos quimicos fracos

KEMSIMEE T LR E R ERE R

Tested for Microorganism Hazards

Testés pour les risques causés par les microorganismes
Gepriift fiir Gefahren durch Mikroorganismen

Sometidos a pruebas contra riesgos presentados por
microorganismos

Comprovadas contra perigos apresentados por microrganismos
BEDBRED T A HEH

(1]

6066866

e 8

EN374-2,2003

©06666

LEVEL 2

@888

©808066

Patent Pending. / Manufactured Under License of US Patent No.: RE 35,616

® /* Trademarks of Kimberly-Clark Worldwide, Inc.
Marques déposées de Kimberly-Clark Worldwide, Inc.
COLOR GREY - Trademark of KCWW © 2007 KCWW.
Made in Thailand / Fabriqué en Thailande / Fabricado en Tailandia / Mpou3segeHo B Taunanae
Distributed in the U.S. by Kimberly-Clark Global Sales, LLC, Roswell, GA 30076-2199
Distributed in Canada by Kimberly-Clark Inc., Mississauga, Ontario L5B 3Y5

Kimberly-Clark Europe Limited / Professional Sector, Reigate, Surrey RH2 9QP, UK.
www.kcprofessional.com

MpeacTasutenbctso B Poccun OO0 Kumbepan-Knapk. 115054 Pocens, Mocksa,
KocmoaamuaHckas HabepeskHas, 52/1. Ten. 007-495-725-4383
www.keprofessional.com/ru

NOTE: Must comply with Kimberly-Clark Master Manufacturing Specification

KIMTECH RHR GANTS EN NITRILE STERLING* G3 STERILES

Attention: See Insert

Attention: Voir encart

Achtung: Siehe Packungsbeilage
Aviso: Ver hoja insertada

Atencgo: Consultar a literatura inclusa
19— F&EZEBETFSN

Keep Dry

Conserver au sec

Trocken halten

Mantener secos

Manter seco
WRUCHICREL TR

Protect from Heat and Radioactive Sources

Protéger des de chaleur et

REF

11821
11822
11823
11824
11825
11826
11827

=
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Vor Hitze und radioaktiven Strahlen schiitzen
Proteger del calor y de las fuentes de radiactividad

- O 00 O NN |

=
=

11828

Proteger contra o calor e fontes de radioactividade
BORIERDEDN SRELTTEL)

Distributed in Australia by: Kimberly-Clark Australia Pty. Limited, 52 Alfred Street, Milsons Point, NSW, 2061, Australia.
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EN420

Dimensions: 6 x 12 Dieline: STB003-1
Mill: OEM Thailand Flute:
BRAND SOLUTIONS
FOR ALL ART REQUESTS PLEASE E-MAIL -
kecpnateam@matthewsbrandsolutions.co.uk
FOR ALL PLATE REQUESTS PLEASE E-MAIL - >:©Cm~. 26, 2009 « 096880MBS MG

V107,21 5Y pittsburghart@matw.com

SUBSTRATE :PET/PE Film
COLORS: PMS 267

Overall Lacquer Coverage
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Single Use Only
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@ STERLING st @ STERLING
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NOTE: Must comply with Kimberly-Clark Master Manufacturing Specification

Dimensions: 13.33 x 10.18 x 14.197
Mill: OEM Thailand

SUBSTRATE :Natural Kraft
COLORS: PMsS-288 Blue

Dieline:
Flute: B/C

BRAND SOLUTIONS

FOR ALL ART REQUESTS PLEASE E-MAIL -
kecpnateam@matthewsbrandsolutions.co.uk
FOR ALL PLATE REQUESTS PLEASE E-MAIL -
pittsburghart@matw.com
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SAFESKIN MEDICAL & SCIENTIFIC (TH) LTD

DOSE SETTING VD Max STUDY TO ISO 11137-PART 2:2006

“STERILIZATION OF HEALTHCARE PRODUCTS RADIATION
ESTABLISHING THE STERILIZATION PART 2:2006”

KIMTECH PURE * G3/G5 STERILE STERLING
NITRILE GLOVES

REPORT NO. 0907371
JUNE - JULY 2009

Report Prepared By: QKQ’%@T@T@CI Microbiologist

Report Reviewed By: ...... / T e fernerannrenans QA Manager
2 ‘D *LO’/‘?

DOSE SETTTING VD Max Study REPORT NO. (0907371 Page 1 of 20



is;',tmn> Isotron (Malaysia) Sdn Bhd

SUMMARY

This study was undertaken in accordance with Method VD max > of “Sterilization of
healthcare products — Radiation Part 2 — Establishing the sterilization dose 11137-2:2006.
The study was to substantiate a Sterilization dose of 25kGy.

3 batches of Kimtech Pure * G3/GS5 Sterling Sterile Nitrile Gloves were assayed for
bioburden levels. The overall average for the batch tested was13.43 /unit sample .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 9 of the ISO 11137 — 2:2006 document, the nearest value listed
equal to or greater than the bioburden level is 14 CFU. Therefore the sub- process dose
required for the sterility assurance level of 107is 7.5kGy +/- 10% ( 6.8 kGy - 8.2 kGy ).

Therefore 10 units were irradiated at this dose and subsequently individually tested for
sterility. After the full incubation period all tests gave a negative result, therefore statistical

verification for the sub process dose is accepted.

In conclusion ,a dose of 25kGy will provide a sterility assurance level of 10°¢.

Complete Dose Setting Study available on demand

DOSE SETTTING VD Max Study REPORT NO. 0907371 Page 3 of 20
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