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CLEAN-DON*, the Revolution in Aseptic Gowning. e

KIMTECH PURE* A5 Sterile Cleanroom Coveralls.

The KIMTECH PURE™ A5 Sterile Cleanroom Coveralls simplify
aseptic gowning to save time and reduce the risk of contamination.

b
CLEAN-DON* blue line on the Telescope fold and snaps Vacuum Packed and double bagged for
inside indicates correct place to prevent legs and arms falling to added sterility assurance.
grasp for aseptic gowning. the floor during gowning. Reduces space so more products fit into
gowning area storage.
PERSONAL & PROCESS PROTECTION: DESIGN FEATURES:
» Suitable for EU GMP ISO 5 Grade A cleanrooms » Unhooded coverall available in size S to 4XL
» Gamma lrradiated, Sterility Assurance Level 10 + Blue Indicator line to avoid touching outside
» Low Lint fabric, Helmke Drum test Category | * Presented unzipped with inside-out fold
 Bacterial Filtration Efficiency 96% » Arms and legs telescope folded with snaps
» Manufactured and Packed in ISO 5 cleanroom » Waist and back panel elastics
»Vacuum packed for sterility assurance, saves space * Elastic cuffs and thumb loops
Certified PPE Cat Ill directive 89/686/EEC * High strength, bound and triple stitched seams
» Type 6 limited chemical splash protection  High performance SMS breathable barrier
ST, mmEEL =« Type 5 particle protection + Individually vacuum packed and double bagged.
[ETERILE]R * Breathable barrier combines comfort and protection |+ 25 items per double case liner.

L EU GMP Aseptic Faraiiei] : Pharmaceutical YsiiiElils Aseptic Hood
Applications: ; Drug Biotechnology . product
ISO 5 Grade A Processing : Compounding : work
Manufacturing manufacturing
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CLEAN-DON*, the Revolution in Aseptic Gowning. e

KIMTECH PURE* A5 Sterile Integrated Hood & Mask.

The KIMTECH PURE® A5 Sterile Integrated Hood & Mask simplifies
aseptic gowning to save time and reduce the risk of contamination.

CLEAN-DON* blue line on the inside No gaps between hood and mask Vacuum packed for added sterility
indicates correct place to grasp for ensures exhaled air is filtered. assurance. Reduces space so more
aseptic gowning. Saves time and Elastics provide a comfortable, secure products fit into gowning area storage.
reduces contamination risk. and universal fit.

PERSONAL & PROCESS PROTECTION: DESIGN FEATURES:

 Suitable for EU GMP ISO 5 Grade A cleanrooms * Integrated hood and mask

» Gamma Irradiated, Sterility Assurance Level 106 « Stretch fit elastics for universal size

* Low Lint fabric, Helmke Drum test Category | * Blue Indicator line to avoid touching outside

* Bacterial Filtration Efficiency 96% + Pull down ties on back to assist gowning

» Manufactured and Packed in ISO 5 cleanroom + Presented inside-out fold to avoid contamination

» Vacuum packed for sterility assurance, saves space * High strength, bound and triple stitched seams
prrmiin Certified PPE Cat Ill directive 89/686/EEC * High performance SMS with cloth-like feel
I‘i;l ETERLER | Type 6 Pb limited chemical splash protection * Individually vacuum packed

N ~ |« Breathable barrier combines comfort and protection » 25 items per double-bag, 3 double bags per case
Pimi §

L EU GMP Aseptic e : Pharmaceutical Uil Aseptic Hood
Applications: ; Drug Biotechnology : product
ISO 5 Grade A Processing : Compounding : work
Manufacturing manufacturing
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CLEAN-DON*, the Revolution in Aseptic Gowning. e

KIMTECH PURE* A5 Sterile Cleanroom Boot Covers.

The KIMTECH PURE™ A5 Sterile Boot Covers improves worker safety
and comfort, while reducing the risk of contamination.

New Version Ideal for wet applications. 3 sizes for better safety and comfort. Vacuum packed for added sterility
Wrap-around Vinyl foot is seamed above Better fit and comfort to improve assurance. Reduces space so more
the floor line to reduce risk of liquid worker safety by reducing risk of trip products fit into gowning area storage.
penetration and trip hazards. hazards.

Standard vinyl sole also available.

PROCESS PROTECTION: DESIGN FEATURES:

 Suitable for EU GMP ISO 5 Grade A cleanrooms » New Vinyl foot version available in 3 sizes.

» Gamma Irradiated, Sterility Assurance Level 106 « Standard Vinyl sole version available in 3 sizes.

* Low Lint fabric, Helmke Drum test Category | « Elastic opening presented inside-out folded.

* Bacterial Filtration Efficiency 96% » Two extra-long ties.

» Manufactured and Packed in ISO 5 cleanroom »  SMS material cloth-like feel keeps gloves in place
» Vacuum packed for sterility assurance, saves space * High strength, bound and triple stitched seams

» CE 89/686/EEC Category | PPE — simple design * Individually vacuum packed pairs
® [gTERLE[R | * Breathable barrier combines comfort and protection | < 25 pairs per double-bag, 4 double bags per case

L EU GMP Aseptic e : Pharmaceutical Uil Aseptic Hood
Applications: ; Drug Biotechnology : product
ISO 5 Grade A Processing : Compounding : work
Manufacturing manufacturing
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CLEAN-DON*, the Revolution in Aseptic Gowning. e

KIMTECH PURE* A5 Sterile Cleanroom Sleeves.

The KIMTECH PURE™ A5 Sterile Cleanroom Sleeves simplify
aseptic gowning to save time and reduce the risk of contamination.

P o
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e =
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v,
CLEAN-DON* blue line on the inside Telescoped fold makes aseptic Vacuum packed for added sterility
indicates correct place to grasp for gowning  easier,  preventing assurance. Reduces space so more
aseptic gowning. contact with the outside surface products fit into gowning area storage.
Thumb-loops and material’s cloth-like to reduce contamination risk.
feel keep sleeves and gloves in place.

PROCESS PROTECTION: DESIGN FEATURES:

 Suitable for EU GMP ISO 5 Grade A cleanrooms » 45cm long sleeve protectors, pair packed.

» Gamma Irradiated, Sterility Assurance Level 106 * Blue Indicator line to avoid touching outside

* Low Lint fabric, Helmke Drum test Category |  Telescope inside-out fold for easy gowning

* Bacterial Filtration Efficiency 96% + Elastic cuffs and thumb loops

» Manufactured and Packed in ISO 5 cleanroom »  SMS material cloth-like feel keeps gloves in place

» Vacuum packed for sterility assurance, saves space * High strength, bound and triple stitched seams

» CE 89/686/EEC Category | PPE — simple design * Individually vacuum packed pairs
® [gTERLE[R |  Breathable barrier combines comfort and protection | « 25 pairs per double-bag, 4 double bags per case

L EU GMP Aseptic e : Pharmaceutical Uil Aseptic Hood
Applications: ; Drug Biotechnology : product
ISO 5 Grade A Processing : Compounding : work
Manufacturing manufacturing
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KIMTECH PURE* A5 Sterile Cleanroom Apparel 8%
Technical Data

Quality Standards

+ Suitable for ISO 5 Grade A Sterile Cleanrooms

» Manufactured in 1IS09001and 1S013485 certified facility

« Sterility Assurance Level 10 and Helmke Drum test Category |
 Sterilization in accordance with EN556-1, EN IS011737-1,-2, EN ISO 11140-1

Particle shedding test (Helmke Drum) IEST-RP-CC003.3 Category |

Bacterial Filtration Efficiency (3.0 pm) - SMS material in A5 fabric ASTM F2100 96%

Bacterial Filtration Efficiency (3.0 pm) -Mask in iHAM ASTM F2100 94%

Particle filtration Efficiency (0.5 pm) - SMS material A5 fabric ASTM F2299 94%

Particle Filtration Efficiency (0.5 pm) - Mask in iHAM ASTM F2299 93%

Abrasion resistance EN 530 Method 2 Class 3 of 3

Flex cracking resistance ISO 7854 Method B Class 5 of 6

Trapezoidal tear resistance IS0 9073-4 Class 2 of 3

Puncture resistance EN 863 Class 1of 3

Tensile strength EN IS0 13934-1 Class 10of 3

Resistance to ignition EN 13274-4 Method 3 Pass

Seam strength ENISO 13935-2 Class 3 of 3
1-butanol 100% 71-36-3 <1% 1 >80%
Ethanol 70% 64-17-5 3 <1% 2 >90%
Ethylene glycol 100% 107-21-1 3 <1% 2 >90%
Incidin Plus 100% N/A 3 <1% 2 >90%
Isopropyl Alcohol 70% 67-63-0 2 <5% 1 >80%
Sekusept plus N.A 3 <1% 2 >90%
Sodium Hydroxide 10% 1310-73-2 B <1% 3 >95%
Sulphuric Acid 30% 7664-93-9 3 <1% 2 >90%

KIMTECH PURE* A5 Sterile Cleanroom Apparel

889005, 88807 (M), 88802 1) 88803 (X nregrated Hood & Mask, 75perCase 36072
88304 {2XL), 88805 (3XL), 83806 (4XL) Hood with Ties, 100 per Case 25797 / 88807

Boots Vinyl Foot, 100 pairs per Case 12922 (S), 88808 (Universal), 12920 (XL) .
. . Sterile Sleeves, 100 pairs per Case 36077
Boots Vinyl Sole, 100 pairs per Case 31683 (S), 31696 (Universal), 31697 (XL)

Coveralls, 25 per Case

Together we create exceptional workplaces L e

Visit for more product information: includes data-packs, gowning posters and certificates of conformance & irradiation
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&® Kimberly-Clark
PROFESSIONAL

Gowning Procedure
BEFORE GOWNING

Step 1: (Pre-Entry) Don Hair Net and Shoe
Covers after removing all jewelry
and cosmetics.

Step 2: (Gowning) Wash hands and gown first
pair of sterile gloves. Sanitize gloves
after gowning each article if required.

Step 3: Apply mask and hood assuring
a snug fit.

snap releases

®/* Trademarks of Kimberly-Clark Worldwide, Inc. Marques déposées de Kimberly-Clark Worldwide, Inc. © 2008 KCWW.
Printed in the USA. K01115 K2299-08-01 10/08

Step 8: Put one leg in and point
toe through opening until

. Step 12: slip thumbs through
\i thumb loops

KIMTECH PURE* A5 Sterile Cleanroom Apparel with CLEAN-DON* Technology

Step 6: Gently unfold coverall BEGIN GOWNING - - Step 7: Hold garment at waist

utiIiZing blue indicator Iine. sHaps a"ow gathered-up arms

Arms and legs are pre-drawn and legs to expand during gowning
and snapped in place.

Garment is already folded
inside-out and unzipped.

Step 4: open vacuumed-packed apparel.
Tear at notched edge.

)

Step 5: Grasp the blue line.
Located on the inside middle back.

Step 10: Insert one arm
and extend until
snap releases

Step 11: Do the same with
the other arm

Step 9: Do the same with
the other leg

\ Final Step: Cross legs and zip After A5 Sterile Cleanroom
| up coverall Apparel is Gowned:

y Add boot covers Complete gowning by adding goggles

and a second pair of sterile gloves.

KIMTECH

PURE* BRAND




KIMTECH PURE" A5
Integrated Hood and
Mask Donning Technique

Step 1

Select your integrated hood and mask;
inspect package for vacuum seal; tear
along notches toward the product to open

Step 2

Pull out integrated hood and unfold
to locate the blue signal indicator line

Step 3

Center your chin just above the blue
line then roll over your forehead.

Step 4

Grab ties with both hands then extend
arms out in a circular motion to position
under armpits.

Step 5
Pull ties across chest and secure as needed

Step 6

Gently adjust front flap to comfortable
position; pinch mask wire over bridge
of nose to ensure proper fit.

Exceptional KIMTECH

Workplaces

®/*Trademarks of Kimberly-Clark Worldwide, Inc. or its affiliates. Marques deposees de Kimberly-Clark Worldwide, Inc. ou de ses filiales. ©2012 KCWW. K02705 K9613-12-01 12/12



KIMTECH PURE" AS Sterile
Boot Cover with Grasp Ties
Donning Technique

Step 1

Select your boot cover size; inspect package for
vacuum seal; tear along notches toward the product
to open; flex package to separate boot covers

Step 2

Pull out one boot cover by the cuff

Step 3

Grasp ties with one hand and make
sure they don't touch the floor

Step 4

Open up boot cover; point toe towards opening
and pull up over calf while holding the ties

Step 5

Hold up foot or rest on bench. Grasp ties at front
of boot cover and wrap over cusp of shoe/boot;
then wrap ties behind ankle and tie in front.

Step 6

Place donned boot on the clean side

Step 7

Pull the remaining boot cover out of package
by the cuff and repeat Steps 3, 4 and 5.
Proceed with final gowning steps

Exceptional KIMTECH

Workplaces:
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KIMTECH PURE* A5 Sterile Cleanroom Apparel
Label Design
A5 Sterile Cleanroom Coveralls
88800 (S), 88801 (M), 88802 (L), 88803 (XL) Ab Sterile Cleanroom Sleeves
88804 (2XL), 88806 (3XL), 88806 (4XL) 36072 — one size fits all
Case Label

8880310 36077100
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Label Design

KIMTECH PURE* A5 Sterile Cleanroom Apparel

A5 Sterile Cleanroom Hoods with ties
EU 88807(01) / US 25797(00)

A5 Sterile Integrated Hood & Mask
36072 — one size fits all

Case Label

US 2579700
EU 88807(01

100 Sterile Hoods with Ties

One size fits all LOT #
100 capuchons stériles avec attaches 8
Taille unique

100 capuchas estériles, con cintas
Una sola talla

100 Sterile Hauben mit Bandern
Eine Grofe passt allen

100 cTepuAbHbIX KAMIOLIOHOB € 3aBA3KAMM

3607200
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Please note:

From June 2013 production, 88807(01) will be dual coded to
25797 (US) / 88807 (EU).

This product is identical in design and specification.

Our European business will continue to refer to this product as
88807 in all price lists, literature and ordering systems.

logether we create exceptional workplaces
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Label Design

KIMTECH PURE* A5 Sterile Cleanroom Apparel

A5 Sterile Boot Covers with Vinyl Sole
12922 (S), 88808 (Universal), 12920 (XL)

A5 Sterile Boot Covers with Vinyl Foot
31683 (S), 31696 (Universal), 31697 (XL)

Case Label
1l Tan
uu'.“u. il LOT @ 1234567800 Boots LOT #
i 100 Pair » Small/Medium
“;:u 1 1234-56 Bottes g
Balik ; o e 100 Paire « Petites/Moyennes Giea
b e == Botas
Loy e el = "
bae 100 Par « Pequenas/Medianas -
;'-"'E:I" e Stiefel
e 100 Paare * Klein/Mittel
T | b0 3330 BRAEA 4 BoTHHKHM
Bapiampees E Tk 100 nap * ManeHbkwi paamep/CpegHuii pasmep 100 36000 31683 1
ltem Label 88808
1 Pair/Boots Dne size fits all
Paire/Bott Taille uni
/ o T T - - 0 0 - - == —\\ P:Ir:';nlases U:a ES:II: 1’::|n
@ W | Paar/Stiefel Eine GriBe passt allen
Napa/BoTHHKKM BespasmepHbiid

KIMTECH

A5

& Cleanroom Apparel

@ Vétements pour salle blanche
@ Vestimenta para sala limpia
@ Reinraumkleidung

@D Opempaa fNA YUCTLIX KOMHAT

Made from 100% pokyolefin @ [ * Trademarks of Kimberly-Clark Wordwide, Inc,
Fabriquées en polyoléfine
Hecheo 100% de poliolefina,
Hergestelt aus 100 % Polyolefin

Qmms.renu w3 100%-+0r0 M

© 2007 KEWW.,
Made in China / Fabrigué en Chine
l.com

WA, i

Margues déposées de Kimberhy-Clark Worldwide, Inc.
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8 1234-56
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Certificate of Conformance
KIMTECH PURE* A5 Cleanroom Sterile Apparel

Product: KIMTECH PURE* A5 Cleanroom Sterile Apparel

Code Description Size Packaging
88800 Coverall S 25/case
88801 Coverall M 25/case
88802 Coverall L 25/case
88803 Coverall XL 25/case
88804 Coverall 2XL 25/case
88805 Coverall 3XL 25/case
88806 Coverall 4XL 25/case
12917 Coverall 5XL 25/case
12914 Coverall 6XL 25/case
88807 Hood, no ties One-Size 100/case
25797 Hood, with ties One-Size 100/case
88808 Universal Boots One-Size 100 pr/case
12922 Boots SIM 100 pr/case
12920 Boots XL/2XL 100 pr/case
31683 Boots, with edge vinyl S/IM 100 pr/case
31696 Boots, with edge vinyl One-Size 100 pr/case
31697 Boots, with edge vinyl XL/2XL 100 pr case

Lot number: XN213701X

This document certifies that the lots listed above conform to Kimberly-Clark’s internal specifications for product
quality. Kimberly-Clark uses a system of in-process and lot inspections to assure conformance to specifications.

Characteristic Specification Target
Particle Count (Helmke Drum, IEST-RP-CC003.3) Category I
Sterility Assurance Level (ANSI/AAMI/ISO 11137) 10°

A Certificate of Irradiation is also available to assure that the product has received the specified radiation
dosage.

s " [NEEF I
_-::!.Fr ﬂ-}?'f'_.r' ;I't."f..--x.

Verified by: Date: _ May 29, 2012

® Registered Trademark and * Trademark of Kimberly-Clark Worldwide, Inc. © 2006 KCWW. All Rights Reserved.

*Product is tested prior to sterilization
Customer Service: 800-255-6401

Kimberly-Clark | 1400 Holcomb Bridge Rd., Roswell, GA 30076 USA, Form# KP-FORM-00052/2
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b A GM2012071502
HEMER S,
Sub-contrmect: GM12070127
RISZIPY(B)-7515  ACIOL
HhER
Costamer 1 % " - . 1
G W (A ™8R R (ERET
Article description’ Carton Sizé(cm) Article LotNo, | Carton Qry(es) | O.Wikgs) |
Unfrarsal Boots; 8880 BOB0e3T XN216101% *180% 1620
Sleeve: 36077 50830837 XN21HS01T 524 34,8
Coverall: BB80X 50430037 XN21UTOLX *3s 158, 4
Coversll: 8305 50x30%4% IN213701% *76 a4
gnivcrnl footu:RE80 Os 3037 ANZ1H801X sine 160
UWF%a
XA A L0 R O B 5 R 4
THE PRODUCTS HAVE BEEN IRRADIATED BY GAMMARAY.
mrsY
Process Code Ne, P1207153
S MERNE M
trradiation fot finish date St D
FPEpRERaAR kG REAREMEREFR:
Minlmam specifieddose: 32,5 Y | Ajgimum inpectionarcadose: 94,0 ¥OY
P ERBNREN R _ RENREHSRANR:.
Maximue specified dose: 50 X0V Maxisun inspection area dose; 44, 6 KO
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Cleanroom Sterile Apparel

vD-Max32.5 Radiation Validation for KIMTECH PURE" AS
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Protocol Title

VD-Max3i2.5 Radiation Validation for KIMTECH PURE" A5
Clsanraom Sterile Apparel
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Proiocal Tik:

VD-Max32.5 Radiation Validation for KIMTECH PURE*® A5
Cleanroom Sterile Apparel
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Tenms and Conditiang of Sfudy

Any and al repads and leflers issued Gy Sterfra Conswling or StenPro Laboralonss, dedsions of
Stergenics ULS.. LLT [coliwcivaly referred Jo as “Stevigenics?) are fur ihe sole and exclusive usa of
Sherigenics ana e sponzor fo whorm Mhey are addvessed. Stengencs sinclly prohitels any ather wse or
recrogductkion of any repors or porbons terenf, quofations from any sush repgots o ues of Stengeniss’
rartke withhaut Slerigenics’ prcr wiiten conseal. Sponsor ackacwledges and shall bo deemtad B fave
aqraed, upon its Lse of Serigemes’ Senaces thal tho sigaficance of any Qaka 15 sukent fo fhe adequacy
and raprsentalive cherecher of the samples fendered fov lesting  Sterigenice warrants anly that alt tasts
are performed in accardants with estapished Jabgraiony procedures and standards. Stengencs makes mo
alfrar war anhos oF representalions of any wied, Brpress GF empled, anciuding el ool mifed 1o amptinng
regarding the adequacy of thw sampies fandered for festng for any Specic 938 of spplcation. soch
detaremriaton Dary) tha sole responsiniity af the spansar. Sponsor scrmawlenges ard skaif ber deemed i
have agread, upen s use of Sherigencs' serwoes. that Sterigenics' fiabifly for any loss ar demage
reELtnG oM SenQ@nics’ &CIE OF MISSONS sHaY i no swent Bxceed e cogt af 1esls perovmed. i no
grenl Shall Stergenics ha fable for any spacial Narec!. incidantal conseguentia), punitive O other similar
damages, Jesuding ol He dowted fo dzmeages ansing from death, bodily ey, arapady damage fother
iran a3 et focth heremn|, foss of profifs o revenue o fass of rse of any samoles or producls,
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1. Scops

This sy will be periormed to eslablish a 32.5-kGy mirimun dose and validate the olleetveness of
Gamma Radialian slentizaficn of e KIMTECH PURE* AS Gleanroom Sterile Apparel. Plaase rofir o
e Praduct Family Members Table bebow fod 3l produsts includad in this stenhzaton Tamily. This
prodocol dascribes procedures fof validation of radiabon stenhzaticn of medical producls n
accordance with AAMI TIR 32: Sterhzation of kesth care products — Badialion = SuGsfaniation of &
salectad sleriZabon dase — Method VD-Max.

Produdd Family Members

Deecription

Kariech Pure* AR Cleanropm Stenle Appargl - Coveralls - Siza S
Wimiech Pure® A3 Cheanroom Slerile Apparel - Cowarals - Size M
Kimilech Pure® AS Cleanroom Stenke apparel » Coveralls - Sies L
Kimtecn Pura® &3 Cleawoom Sterle Apparal - Soveralls - Saze KL
Kamitech Pure* AL Claanrcam Sterile apparel - Coveralls - 3iza 250
kumtech Pure” &5 Cleanroom Stecile Apparel - Goveralls « Size 28l
Karniech Pure* Al Cleanrocm Stesile Apparel - Coveralls - Size 441
Kimlech Purgt A5 Claanroom Stenke &oparel - Coveralls - Size SAL
Kirmlech Pure® A% Cleanroom Sderile Apparel - Caveralls - Siza GXL

Kimtech Pure® AS Cleancam Stenle Apparel - Hoods - One slze Mg all
Kimtech Pure* A5 Claanmmam Sterle Apparel - Bools — Size &6
Kamierh Pure* A5 Claaniom Sierile Apparel - Bools — Size L

Kimtech Pure* A5 Cloanraom Slarile Apparal - Bosls — XL2xL

2. Chjectives

21, Preliminary bauburden daa has delermuned the Kemilech Pure® A5 Claandoom Starile Apparel -
Goveralls - 3ige BXL as the Dese Setbng Device for this starilizaton famiky

22 The Dose Setting Device for the product Tamily will be (e 122t sample 1or this validation, Pre.
slerhzatan Biohurdan level will ba datarmmed 1 establish tha appeognate venlicatinn dose.

2 Mecomnmerdation for a reuting ronngan skenlization dosa will be based on evaluation of
microbal surevors folicwing ryposure af products o e verification desa,. The mirmum dose of
32 SkiGy will be designed 10 prawde a Sterility Assurance Level {34800 of 10 ar not mare Lhan
ang nan-stecle unit for each ane millien omits slenlized al that dase el

2.4, This study is intended to suppoel release of produsts for which eaposue 1o he minimom raguirad
dose can b dempnstraten by the vea ol calbraled dosimaters and withoo! post-exposure sieriity
tegting of aach ol

o alenhl
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3. Ralonale

%1 The WD-Mazx validation 15 ubkized to determing 0 ouramwm effective procassing dose For
radiaban steriuzation. The validation 13 based on the concapt thal the predunt bicburden for b
averall average or a single lof averaga (f grealer Ihan twice the overall averaje] baburden will
be bess than 100,000 colony *erring umits.

1.2 The YD-Max prosedure analyzes the number and ragigiance of the bicbordsen on the product
Thtee independent Ivls of preduct are jested ior baobordan beyels, and ke baburden recovery
affciency [parcent recowery] is determued  The beaburden recovary wificiency and the sample
Mern parewn {percand of unil ested) are used 1o catzulate (he thearetinal device aburden on
aaelh test unil The final hioburdar estimate 15 used g determine the venficalion dose from the
radiaton dosy tables §pecfied In A4kl TIR 23.

3.3, Tha verificalion dose iaub-lethall pravides a Sal of 407 A verificaban capenment mustk be
perormed ta verify that the predust bichurden resisiancs 15 le3s Ihan or equal to the standard
distribution of resstances used in the A0 radiation guidelines

z.4. Fallowng completon of 1ha study, 2 inalreped shall ba genaratled by StenPra, which shall be
signed and approved by desgnated individuals fram SteriPro, ard Kimberly-Glark, This repor
shall be submitted te Kimbedy-Clark and SteriPro will relain a cooy a5 specilied in the SlerPro
pracédure for recon relenkion.

d. Tarms and Dehnilivns

Refer b ANSIAAMISC 111372008, Ashl TIR 33, ang ARSLASKMEIED 11737 206 for definflons. af
Lerwrsalagy.

5. Responsibilities

5.1 Gonlract imadiator
Steriganics. Cooona or Charkotle will be responsible for all equipment. process qualification,
dosimeter calibrabien. ard all documentation invabeng 1ne EsCell rradiator's valkdalson, A
certficale of processirg will ba prowded for ihe product in Hes slody, All giher Steriganics récwds
thal are specillc b this sledy will ba available Lo the sponsor upen request o gudl

&2 Conrac] Lat-oratcry
SteriPro Labs. Wasea will perform the necassary niciohiglogical 1ecting for thes valoaion and wil
pravide all necessary documentation fod ihe Final Report. DY Certification, cenificala rurmbers
A00R-OSL AL TESE and 2005-05L-AD-021Z cerlly S1eriPro Labs b V50 2001 and 130 13485

6. Product Spagifications

.1, Froduet Sample Amaunts
Fearty-gighn (45} finished, rauine producl samples will be submitlad in slandard, ingl packegirg
farmal for all tesding. Thase uoits shall be pulled afwer 8l sleps of production excapd shéfih2ation
and be peoduced under curent guod manufacturing praclice condibars, From 1he 48 product
samphas, Lheie shall be fhree independant kol ef ten samples aach for Boburden determination.
The 1E remaining zamphes may come from one or maore produclior kis.

<niridenhal
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& 2. Sample Mem Farhon (SiF)

The SIF used for allveslig will e 0 19 The SIF that will ke lasted ag the lest sampe will cansist
A diflerent parls of he coverall for a total SIF of 417

E.3 Sample Preparation
2ddilinnal sample prep & needed prion 1o slenhzation i ordger o [avilitale lasting.

7. Bioburden Study Malhod
7.1. Racovary Deterrmmation

7.1.1.Efficency of Recaveny Facior [ERF ) will L <lelermingd using a spacrlic Digburdin (&caverny
1ast grocedure, whech wil be performed on a mimmom o bve Samples 1aken from ona or
more orpduction kols. Thes west 1 pedormed to delermine 1he poréenlags o riCroor gan sms
thal can b rezovered from a product,

7.1.2 Bwaraging he recovery cotained from Ihe samples tested will derme the tecovery facior The
bipourdan 1851 resuls for each 1t will be adjustad by applying the ERF . inorder ko oblain a
thenretcal bnburden esbmale Th theoneical binhurden esimals & 8 mre 3CCurale
repragantaticn of (e actual number of miuroorgamsams on the product.

7.2, Racoyary Tesl Method
The bicburden recovery fesl metrod far the product will be perfarmed uging the rapatitive
extrachon method or inoculated recovety method. The exiraction methed will D& e same s the
mathed used for the Diaburden detamminalion. This testing will be conducted using last
parameters outlined it AMSAAMITSED 117371,

T.3. Bioburden THalarnuralion

Ten samples 2ach from three ndapandent WS will be tested far bivtundén wsig & Specfic 16t
procedurs. Each kb wil have the resulls ruposled 1 colany ferming anis (CFUY, wilh e ERF
apnhed. The bioborden test wih mclude aerabic bacteria ard fungal gnumeratons.

T d. Bigburden Tesl Bl
Tiwe beaburden test mathed will be podformed by immerswon of tha SIF. Thee festing will be
conducked usng lest parameters defined n AN HAAMINGD 11737-1.
8. Yerificabion Study Method
2.1. Vanfication Dose Oeterminaticn

E. 1.1, 4 venhegtion dose will ne determinad using the Lables specilied in AAMTIR 23 The
verificalian dusa deter minahon wall be bazed on tha final Bisburden estimate for the product.

f.1.2.Thirleen packaged verification samplas will b senk Lo Slefiggnics for rradation al th
caloulatled verificalon dose The aciual dosa dalivered will b maasured snd documented by

Sterigeniss. Sterigenics will send the samples directly 1o fhe contract Tabioratory after 1he
varfizalion Jase has bren parfarmed.

Coan: o=l
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B2 vanficaton Qose Range
If tne masom delivered dose exceeds lhe verilicalon dose by more than 10%,, 1he werificalarn
grse shall be repaated. I the masinum and mivimum delared tese is (55 Ihan 90% of he
warkzation dose, the verfination dosse may be repeated. H the delivered dose = bass than S0% of
1he verilication dose. and on the tests 17 sterilig acocaptabile resulls are ablained. The verificalan
expenimend need not be repeatad.

B3 Test of Sterility
The lest of sterility requires tan of tha wetilcabon doge sampkes  The resulls will be reported as
nurmber of samples with growih andion e number o samples with negatve ooowib far the Len
weriic abican o588 samples.

5 4. Test of Stenlily Malliead

The lest method will be performed by deeclimmersion The lest will be conducied vaing best
paramealars outhned in A8k TIR 33 and ANSRAAMIISD 117372

8.5, BacteriotlasisFungistase Detarminalion
The bacteriostasis/fungiztasis fesl reguires three of the verilicalion dose samples Thig (est is 3
validaticon of the test of sterility. This last will b conductesn 1o venfy that Nno badgnostahc and
fungistatic aciwly, whezh might compromise the sensibwity o the sterilily 125t meinnd, was
axmibaled by the sAamipas, or formed Dy Lhe vaniication dose exposura. Thd tast resulls sl De
reportad a5 a pass of fal,

B .E. BactarieslasisFungrstasis Test Melhod
The testing mathod wll = e same a5 the method vzad to e 1est of stenlity. The test will ba
perormaed using paramelers cutlinad in the current LSP.

9.  Acceplance Crlteria

Interpretation of resulls wall be aocepiaie or unacceplable, as defingd in A&k TIR 375

2.1, verfisalan s accepted if hefe are no more than one pesitive sterilily 1est unils oul of the Ler
1estad.

32 I bwe postlives accul, peromn arother stenilily last or e addisoral umis that have Baen
iradialed ai the same verification Jose delermined above Upon complelion of Lhe second
stanlity tesl, add sre number of posilivas from Lhe te tests iogether I the kil number e wo
posilives, verification is addopded.

03, ¥ thres or more poslivas aoeld, venhoation is nat acceptad. I 1he posiive sterility units cannol ba
atribated 10 incorract tasting or dosing, an alemative dose delamiration meinod should he used
untass tha cacse of Ihe failure can be identdivd ard coirected.

0d4. BactersisiasisFirgusiasis tesl paskes.

CopEide=hal
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10, Rovtine Stenllzation

11,

141 1. The rputine sterilizalion duse s based on the acceptable results as outlined n Seclion & -::f 1his
prutceal. The 32 S«kGy minimum stenilizalion doese i$ consideced vald for achieving a 10° SAL
for ihe producl Lislad,

10.2. With complelbon and acceptance of this validation sludy, sobsequent balches of the produsl may
be stedilized at a minimum dese of 22, 5 hizy and released far use basad onfy on the dosimeters
:ndicaling that Ihe minimum SAL of 10® dosa has been deliverad o the product.

10 3.0056 audis rust be pedormed according 19 an estabhished sohadola. as indicaled o
ANSTAAMNISED 171371

Rafersnces

11,4 ANSEAAMUISO 117371 2006, Sierilzation of health care peoducts  Micrabwological mathad s —
Part 1° Dejermination of the populalion of microorgansms on producl

11 2 ANSIFAAMYISO 11737-2:20049, Slenlization of medical dewsas — Microbalageal methods — Fart

2: Trwls of stenlity parformed intha dehrilbon, walidation and mamienance of a stenlizalion
PrOCEsE

11.3 ANSEASMEIED 11137- 12005 . Sterilizalan of healih care produs1s — Radialion — Part 1
Requirements far develeprent, vahdation, and routine contral u & slenhzation pocess far
merdical devices

11 4 ANSEAAMIISO 11137-2:2006, Slertizalion of health care products — Fadabicn Pan 2
Estabbizhing the stenhzation dose

11,5 A8M| TIR 33-2005, Stedlization of baallh care products - Radiation — Subslantation of 3
selected sieribzalion dose — Methad YD -hax

1.6 USPINF LS. Pharmacopasa [carrend wersion;

L mtnlenttal
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%y BIOBURDEN TEST REFORT

Pegcadure Rglgrance: LE.-MIC-4k4

StenPra
I..lur\-
AtenPro” Labs WON: 3017 11-MIC-D0-| Fage 1 o 1
Date Aecelvad, QXM ¢
Custamear: ramberly-Clark, Prodyci; KIMTECGH FURE™ &5 Cheanroam Sleik:
1410 Holcgmb Bralge Aoiad Apparel- Bools 2L
Raswall, Ga, S00TG Call Farl #: 12030
Lot & SROOTTOZE,
Cuslemer Specification Sheald J Rev # 004411/ Ray. 2 Effizlanzy Recougry Factar [ERF) MiA
Test Megia Manutacturs Lot Ny, Exp, Datg
Tryptle Soy Agar {TEA]: Biomargu: ITHIFR43 07410
Sabouraud Oexiroes Agar [20OA4}: SteriPro ITO FO3132 17T
Phosphaie Buffermd Saline {PES] SleriPro ITO23403143 232311
Sample Preparation:  Each Sahple was immersed.
Total Ringa Yoluma: 200mL Valume Eatracled per Orgamem Typa: AL
Enumeration Methed. _ Pour Plaie X Fillration ___ Surface
T54 Incubation Temperwre:  30-35°C  S0A Incubation Temperature: -2
Date Dais TS5A Data 304
Extractad!incubated: QLAAD Enumerated; aaZ10 Enwvmarmted; D030
TEST RESULTS Loy Fomming Units (L-FLY) pey [ewicg)
REICDEs Fungl-¥eagi Mald
Sampde 10 (TEA) (DA
1 LY =5
2 128 =5
) 120 <5
4 115 <
5 115 10k
A 235 5
7 150 1
& 135 5
2 176 5
yLi] 125 =5
Total Average
Biaburden/Davice a4 0 B0
Jcakulded attt ERF_IF appdeabia}
Control Results; 154 n S0 0 FBZ ]

CAMIMEnts: . .
Frapatad By: .,m 15.;\':_ I:i'_';_'fur%t Crata: L{ 1--II \! 10}

e o e .
Roviewed By : ’?__L _].-'I‘-,r‘(//f-'f;’f o Date: :_in’f,r' A

FilE WST OS5 IR O A The 3 amguss, % et and i e Tis regar meg nod f memnednzed, Aecead 1! mathout wm ey apewan G Srenfio Laos

SrenPia Lk @ eSSy AFAIEY fal T makes sy e sG] 07 A TINT RGN e adnqeary ul [ Hii vl ddaTUTHT L7 R SIk= T Foe ang sme s 1o e AEGEEfin,
Th! ST MR SRR MESCOnSIATY of [NE GOSN CLAR SAnF La0s KAy O B K075 00 Wil ie5uhng FDm &5 sClons of Ak (e o el o geuiid
Jea gosr ATt (metng pmifethed il 3T Labs S8 N0l be it e e AL O o uanial damages

15040 s Thamdake Auoeraat « Wasea. (L U143 = Tel: GI0 285 9937 « Fax G30-4G7-UHED - waw Siariqens:s; g
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BICBURDEN TEST REPQRT

Procatirgd Antargnca: LE AT -

StenPro
L
SnPro” Laby WOHE 4017 10.01C-0044 Page 1 of |
Daie Renmived: Q191D
Turteamed: irmteer by-Clark Preduct: KAATECH PURE" AF Cleanronm Sterile
1400 Hcomis Bridge Road Appare- Hood
Fogwell, G, AT Catf Part & aanar
Lot#; AROOTE02XN
Customar Spacifcation Shest? | Rev §- _ 1004411 Ry, 2 Efflciancy Recovery Fagtar (ERF). N
Tesl Medla Manylaciurer Lot M. Exp Dgig
Trypiie Siory Agar [TSA) Bismeneux ITMIR43 oTiann
Sabourawd Cestrosa sgar (SD6A): SlarPro ITo1oataz a1 T
Phoaphate Butaned Saline (PES): SierPry T3 43 IRTAETAN
mpk: Preparation  Each saingke wat wnmersad
Total Rinan Walurma! Eml Wolume Exlracted par Organism Typs: domL
Erumeration Method: _ Pour Plate % Fulration Furfase
T5A [ncubalion Temparature:  30-1%'C S0 Incubation Tamperatone; 20.25'C
Data Dhate THA Dala 50A
ExtractedIncubeated: Q&0 Enumerated: Q210 Erumgrabed: 4115100
IEST RESULT Fomming Linlts [CF
Agrobag Fungi-¥e tlakd
Sample 1D (T5A] (SDA)
1 170 =3
F _211 a0
L) 200 )
d 180 b
5 175 b
2 LI w5
T 215 5]
[ 140 5
] 270 15
1) 1245 10}
Tolal Avarage
Eloburden/Device 194.0 5.5
Icmicnliad win EAF INappbcabde]
Control Res ol TSA g sDAa 0 a-E o
G o rrilg: - -
j N |
. 5 ! .
Fraparad By; -,_%H{/ [f [_.L-".,-' " Date: R
! ot}
.o ._ ] O o~
Reviswad By T et Date: £l e

-
TG TEsT resuNs rElale Dk 'O fEE Samp o acauded 300 tesled, T e’ mep nol e sddrdc i, dacesd 1 AL walhouy unbes appmas i Sl 1wz
SranPR ] s SeMES S TamEs nal fmetes ou s TAN Gr Wl Fnp e Aot iy (4 IR aTval dComaTed s IR T Ang apaciby e qr e L,

Ihi! Lahewg M gedermnnd mepannbngy 2f e secnicnn J0anl SATEr Liks nadudy forany el o AriHE® (ESIE TOM K5 30hors 3 Ty e 57 4= afih i dagisid
[hem canf Uf Mym fpactng pshilidld o' S16APD CADE shat 2of Ge el Gy ooy TN OF CoeSEQuan|ul Asranes

1550 Wasl Thomemple Avenge = Hagea, IL G043 - Tal 8250 285 D121 « Fax G30-467-(EE0 ¢ wisrs slemge s, com



Proerdirg Raplgrnneco : LB AT -3

sl EIQBLURDEN EXHAUSTIVE RECOVERY VALIDATION TEET REPORT

Stetibrc.
steriPro” Labs WON  AD1712.WA5 Gd0a Page 1 af 2
Data Received; Oardarid
Cugtomer; Kumbarly-Clark. Fraduct: KIMTECH PURE"AS Cleanrcom Stenle
13901 Hologant Brickge Foad Apperel-covoralla.-GEL
Fowenl, GA S0O0TE Can ) Parl N 1214
Loak o B R CTRCE R
Cuslamer Specification Shosht ! Rey |-(Hk-311) Rmw 2 Emclency Racoyery Facior {ERF) P,
Tesat Medig Manufaciegr Lol Mo, Enp. Cate
Tryptlc Soy Agar{TSAl Biormerieya ITRAFR43T O7rzang
Sabowawd Dextrowe Agar [SDAK SAmiPra ITOIT0S152 oA 17
Phosphate Buffered 3ailne |PRS): Sienfra ITD2303 143 232311
raliate  For cach sargds, &n SIF of 109% was cul and surveraed in PES
Total Rinse Yalure. 2HImL Vigiyma Entracied per Organism Typs: AmL
Enumaration Mathed: Four Plain X Fliration Surfats
T54 Incubation Temparature:  30-35°C  SDA Incubatian Tempemiwe:  20.26°C
jAF] [ ] rate TSA Cale 304
Entraciedincubated: 04/0u 10 Enumarated: Q03D Enumsrated: D10

4w Followlng Pageds) for Rapetlilve Waah Results

Calsulated EFiciency Recovery Factor [ERFY: _ {:]_2? . )
men
hoe OpSi
Frepared By 1\._}'['(‘— -- Data;
Lo -
S - == . . ;
Reviewed Hy: I, u-;s.---l“i’,///a!" L U Date: Clils A
. £ L

TN dest resalls revale coip fa (e gRd s d5 provaTon a0 fp';eu’ Ml 2 oy 200 0 reprmcac e, sscwplal ful maminu! swnifen ampereal from Jerd™i; Labs
EjortPro, ANs AaESsY SIS [ne 0 ey n) ABRRENtat G o mamanty me g - acjudy of e sample= apbrsiiicd b ML B o7y Spanhe upa or myETs AL

AR T M ST raspanssk ke o B SRAnEIE CHEW SR Cabs Apblfy or Ak 15 ¢ Jamage cesusmg G Is SN GF AN |0 ST Shalt i ol
fie oosl 2 A (Al paefaaTked, dna StenEm Lans shat' i B canke far ang ecickscral or o isueosh dl Camanes

150H West Thorndale Buense = It5cE. IL G0143 = Tel B30.EB5.9721 « Far 620.467 0060 - wwnw SIBMQ0ENICS Gop



|§ BIOBURDEN EXHAUS ECOVERY VALIDATION TEST REPQRT

Procadiurs Rabarense, LE-MH -

SterPro
e
StoriPro® Labs WDW: 0171 2-MIC {HKH Page :  at 2
T RESULTE (Caleny Fomil i F r icE):
FIRST WASH
qample 1B A robas Fungl-veayt/Mald
F {TS4) {SOA)
i 1450 =
2 P ] 150
| LEER] Bl
q 1EGD <R
E] 12H] 5l
Totl Averages
BirhurdenTeyica 1530 0
SECOND YWASH
Aarobes Fumgd-Ywasy'Mo|d
Sample 10 (TEA) (SO
1 2301 Ak
3 1B ag
3 28530 0
r J553 <5l
5 17501 <5
Tolal Averaga
Bloburdan/Dewica 2270 &
THIRD W
Rarabes Fung-Teast¥oid
Samyle 10 {T3A] {EDA}
1 2800 &0
2 2180 100
3 2000 150
4 FLEAL 5G
) 1700 ao
Total Average
Baaburden/Device 2300 o
Coantrgl Rt T5A ] SR, n FBE= 1]

The IEa rmALEE L Uy e ME SRS J4 Srmaded and fexied TAu mepee mup nd! e mpncduged corpd 1n il walteun wertbee anpnien e SaoFoab
SlpaFvd Latm Aowedsly SIS G317 MBKET 10 ELEReIBbGn S wprtan]y rparciig it didtudry af Ve seTipea supmiles S dealny Fu oy Afwifid usd 07 2000005,

Lt iy fhi AL i A GE RSy Of e So0nsonng chent SleaDey ! " bAbodety O @tp 055 ar g T sy fmm G TE S end or St i oacr Shal' ndl fxnsEd
i cast af M roshing periemied, aen Seelr Lo skl nol e AEER o ak ADTE T ar Sonsaqeeninl damigH

1500 Wesl Thoaredads Buwetes = tgBaa, [L EH A3 - Tel G0 285 9121 « Fax: €30-467T-0060 » o simrigerics ooy



[;| BIQBURDEN TEST REPORT

Procetiwe Remrance: LB-MIC-O04

E‘h?ﬂ'__F'm
ShoriPra® Labe WO 401 7T09MIC-004.| Fage 1l 1
Date Rercsived- 032810
Cuskomer.  Kimberly-Clark Praoduck: KIWTECH PLRE" &5 Cleanroom Sterde
140 Holcomb Bridge Ruad apparal- Coverallz-5sL
Fagwell, B8 J00TE Cat! Fart 8- 12314
Lot ¥; ARITE0LA

Customar Speciicatian Sheet? { Rev §: k044110 Rew, 2 Effickncy Resawery Factor (ERF); 0ngr

Tuzl Medls Manulaclurgr Lot Ho. Exg. Daln
TryMic Say agar (TSa) Biomarigus ITMFR4] AT aM{
Sabouraus Deutrose Agar (EDA): SlenPra ITO703132 Q2171
Phosphate Bufwred Saline [PERY: SlerFro ITHZ3031431 032

Cample Proparatisn:  An SIP of 10% ol sample was oo 2 irmmersed.

Total Rikae Yoluma:  200mL Yalume Extracted par Qrganism Type: 4iamL
Enumaration Melnod: Pour Plalke % Fhlwation __ SBurlace
TSA Incubalion Ternpersturs:  30-35°C  5DA Incubaoon Temperature:  20.25°C
Cale Date TSA Dalg oA
Exlractediincybat=d: 0313010 Enymrated: a0 Enumerated: 04 DE0
TEST RESL Formlng Units [T W
Aerobas Fungl Teast/MHoD
Samphe b0 T34 {SDA)
1 1750 <&
z 18440 200
K| B840 S0
q Jn&0 3
i 2250 1E0
& 1700 21K
T XS0 100
i ZINH) 150
g 2TE 200
1) 1950 200
Toual Average
BipburdenDivice 1847 £00.0
coplrululia with ERF, H applicatie]

Contol Retulis: TSA ] S0DA [ FES v}
COmimenms:

Prepared By: i\ %\p Q’_[.&ﬂ% Date: L‘{ ! ¥ !JD

.- "r“.l ; .
Reviewed By LT J—"'?J//:ﬁ'-r’{r'.‘-’ ' Daler "-‘:."'}':.-".-':_;

-

TG TeSE T E parabe oy i e areopnes d5 Growded Ko ER'eD Thay mpeul may 207 B ropradacad, gncep!n b, e wedTAN afyicrad! (ioem = L

SMENPD Lats evamamy 3kl M | SAKES N3 ENEHEARNTN O mprpnlp 904G ME BCEUACY Of ME 1ampee aulvauti! for T a9 B ik S0ED I G580 et
Lha' bng P delerminey mapkviAatth 0F the sporenncg ey Skl dans Salil iOr Q) F53 O AMBDE ek e IS ACIANS AF FAVWE 13 ac! thet oy vacesd
v 14t o M besnag oomnmec and Ster @y Labd saan o b Labb foe ang iogenfnt i Lok eatnal 0ambas

1800 Wesi Thorndzle Averoe = (tagcs, L G0143 - Tal: B30 2R5.9121 « Fax BI0-AETAE] = watl SLEMNQENICS. CYT



-

BIOBLURDEN TEST REPORT

Praaduna Rafarmnce: LH-MIG-00

Steﬂuﬁ'ca
SianPre” Labs WON.  #07027-MIC-004.| Page ! o 1
Date Raceinnnd: 0T 1
CuAbHmer: Hirnkpesy - C i Prodect: KIMTECH PURE" &5 Claanroam SIefle
1400 Holcomb Eridige Road Appared O overafs-EaL
Roswial, LA I0HE Cat /| Fart & 12914
Lo #; ARDTQA020
Cumtorar Specifcation Sheetd { Rev #:  -004-411/Rev. 3 Efficiency Racovery Factor {ERF]: Q.27
Tost Media Marnufaciurer Lot Mo, Exp. Datg
Tryphc Soy Agar (TR B 1o g, ITAFR4 3T Ovarn
Sanouraud Destromae &gar (S0AL EiariPro ITOITH1132 031711
Phosphat= BEufered Saling (FE3): SneiiFro T 104160 001041
Sariple Prapgration:  Each SIF of 10% was ool and immérsed in FES.
Tolal Rings Valura:  200mL Yaluma Extracigd par Drgariem Type: aumL
Enumeration Method: ~ _ Pour Plate X Filiulion Surfaee
T34 Incubatlan Teamparature: 1-35°C  W0A Incubaton TarmparaluE: 20-26'C
Date Data TSA Dals S50OM
ExtraciedMnzubatad: Qa0 Enurmerated: 20 Enwmerated: {130
RESULTS Farming Unj F wl
Aarobes Furngi -YeastModd
Sampls 10 iTSA] {504
1 2300 150
il 20 200
K] oot 100
o 2HS5D <50
] §250 =E
£ 4500 100
7 ALl =10
8 2N =3}
9 J260 iyl
1Lk 1840 1]
Tortal Awerage
cHaturden/Cevice 114634 3148
|cad:utabect witk ERF I Jppicabi
Contral Reaults: TS5 1] S0A a PES _ N
ninetiba
Froparcd By: M lch'::l] @ [ate: I_[ ' l "—L\ {2
= T ’
Reviewed By: oo L Ea.-ﬁﬂi—':‘.r‘/_,ﬁj:-}'-lrf‘{.-;? - Dala: ‘ |","'."'-|'|'::"|:
-~ [

ThA M1 Fosully meste polp B SATEIS 31 Eoy w40 sl Mes sepoct

SlrePno Lans as e s slates

A Dy e cefermasanr A W oF [he spaanesg Chiny

map el N repradaced ecapd vl wobul malien appeiml ot SeeETC LAbs

1A 1 MRS N0 FEDE Rt A maTanhy mgam g e s uedy o ifie ramplkea AunwTan S fesing [ pay speaal usl 0° a0hzals.

Crantve CabE Apalfp AN iy MIE OF pReape e e BOM S WS Gf S T ST S el snserd

MASCE' of Me besiyg prifpie g SeFm Leba shal v bd vame for any inndesta & Snsquanial damages

1500 Wast Thamdale feanog = kasca 1L B0143 - Tel 6§30 2E5.3121 - Fax: 6I0-467-0B60 « www slerigenics. oogm



i_gj BIOBURDEN TEST REPQRT

Pracedure Ralarendce: LE MG 04

StenPro
.. LI
SteriPro” Labs WON  ADTO26-MIC-D04-| Pags 1 ol 1
Date Racelved:  04MITHIG

Cuatomar: Yambery-Clark Product; KIRTECH PLURE" A& Cleanrmom Stene
1400 Holcomb Bridge Road fpprarel-Coweralls-BRL
Fogwall, {318 3007E CatsFarmt & 12514

Lo & ARD104027

Customar Bpes llcatlon Sheet ! Rev M: [334 4110 Rew, § Efficiency Recovery Factor [ERF): .27

Tost Madia Manutaghureg Lot Mo, Exp. Dgts
Tryplc Soy Agar (TS Beaxmariaug MFR4LT LRI ]
Sabouraud tentroge agar (504 ShoriPro [TCAT01432 03T
Fhoaphate Bufered Saling (PES): StarPrs ITOOAN4T1ES 0401511
Sampds Prepgrgtion:  Each 517 of 10% was cui snd jmmersed i FHEL.
Tolal Hinge Voluivs: EEIEIEL _ vadume Extracied par Crganiem Typa: d40mL
Enumesation Method:  PourPlate X Fliation ___ Surface
TSA Incubation Temparsture:  30-38°C  SDA Incubabon Temperature:  20-23°C
(rate Dala T5A, Pala S0A
Exlracied/ Incubalad: C4ENM0 Enwmaraiod: O0a2ng Etiwmeratad: L eV
LTS & i v r wikw]!
Aarchas Fungl-yYeast/kald
Sampls D (TSA] {S0A)
1 4250 =0
2 4400 100
K| 2050 =50
4 2150 A H}
5 JHH 1500
) 3100 150
T 1800 =5
E] T 3
i 2T o
a0 ZTA0 104
Tokal Ryerage
HicburdenDevice 11018.5 48
Jeabndabad withe £R 1T 3ppilcnbl]

Contm Ratulis: LT . | S04 ! PRS0
Commanls

Frapared By: S 5\3&\}& Q[u’“ﬁ‘—u Date: “t L H[ﬂ{l"
Reviewad By; ""JJ_ . 'acr',’f:';'?'f’ CabidE Dang AT

THE TEE eSUNS ple Sty K S SHRORS 81 prUGuE did S5a Th mport moy nul e ciarsdiced evcep! n ik mddaul aeman ropmer e StanTa Liks
TRGART Labs peprmmake ettt Sl o SIS m mprm e i o Warant aeaminy e sfaiuacy of ME RAMpte T AUl aned i iEing Lo miy gl apu v anpicalcn

[hal beng fe delmmnel cegalEndy of 2 speesyg Bart 2%rETG Labs Maghly Ay Jup 1155 £F S2mape reauling Fiefi Aians ar favwee 17 ol SRl aad #icass
[k gvdd CF ME ACSIG G EeTRmes, And SMaaPed LAES shah ng! g balier fur anp oo fan o o nemguie W' 0ITE AR

150 Wiast Then ndale Avenua © tasca, ILE0143 » Tet: 5140 2859121 « Fas: S30-467-00E0 « whehy Sterigenics cgp



h
SteriPro.

Congdting

Lp =g
SIPragare [ il alHnal Inec

Dose Calculation for Kimbarly-Clark
KIMTEGH PURE*AS Clearroom Slerile Appars!

Basad on the Total Recoverabla Aervbic and Fung Bigburden resulls frorm dhieg independent lots
of 1he KIMTECH PURE" AS Cleanrgmm Sterile Apparal, e theorehcal cverall averege taken from
the three ols was selrcled to caloulale the subprocess Verfication dose. The Recevery Factor
was detevmined o be 027,

Per AAMI TIRIS: Mothod VE-Maxd] quidelinas. ha Sub-process Venhication dase i basad on
Lhe: ervenall average bioburdan from threo ol2, uniess one af the Sverageas & twd oF More irmnes
greater than thal af lhal ovesall aeerage. The verification dusy wag defived from the theoratical
bsobueden Bearage of the thrae lote, The thaarstical 11 Averages are as [allows.

Tatal Biohurden (&ercbic and Fungalf

Lok Muiber As volmy larmnirg] units (cful per davica
ARMITEIZA B5G4 ¥ cludevie

ARD10a028 V7TT 8 chudevice
ARO104C20 11333 3 glwidavice

The averall avarage Bicburden for the three lats, including the recovery facior is 105926 fu per
device, Baged on 10992 .6 ofu per davice. ardd wbhaing fhe SIF verifcation dose calculathon he
verificalion doss was detarmined daeesily fram Table & 7 ol 1he AAM] TIRE3 quidanca Tha
yerficatan dose for the device is 9.9 kGy

L acoordance wilh 1he Adhl TIRIS. Melncd & Debdaxn il quidelines, tan units 2f produst should be
sampled from a swigls producticn oL and irradiatad at the venfcahon gogs of 3.5 kGy + 10%
Aller irradiation the samples will ba seat Lo StenPro Laks to be paced on best of stedilly

I Liesge Ren unida, which will haws beun irradiated 51 9.9 kGy, maet the critena sel forth in the
AAMI TIRA3: Mathad VO -Mas 30 quidelinges [na more han one positive ped f2nunds). than e
mmirurm Slenlzaton dese trom a starilly assurance level would ba 30 [ kiSy.

Bogt TR gards.

Ay i

g I .'.‘-},a |II
Lathiin Tumams

{-masultant, SteriPro Consulling

33



Certificate of Frocessing

S] Ste rigeﬂics, STERMMENICS 344 Bpnnig Sirche Gorona Cb BERAD

TEL §51 MOOT00 FAMN  wieny AHrigarics £:gam

2R CH I 0551 OMT

el 111 k] Faga- 1 <l 1

Cudlermdar Hama: 30| Pr Copgulling Frocasalug FacMes: Corcna Wore Cudar ¥ 11719497

FON 12194270 1 NBERLY L LAk Saln Crrnrm Ja=aa
E_GTF PRt 1S Frowlcn falarTine.  CaH5" 0 bR ETRI CMT

Frceplean Cull: EMCELL

ac L agksmun T b b Cankrran Lot Buiear ©
unaP D UOK Cuslardn ligr Descrpran Cuul il Lagd Hurdka:
10%. [ 1 ra X_AH r".:ﬂ_hTEHIF'Fﬂ;I_ 1B ARIDIRO M
SOWERALLY - B
1 4 T
Lugky =] Gyranar
........ E‘H""": By
'} Laatp Teal Timazxpibeza dmy ! PasaFal  Usa Ly 1 Tunu
450710 M mram Cren EER e Pass FaoHGy K151 M1 JAG2GMT
Inwm miea
4eaean Cionlm Toel
A5 fAdemam QoS 0.z xGy Fnza JGARI LA IER TR TR LR ) )
ol ek

Hoasen Gode Tes)
Gimirgnem cambas thar IRe Tl 3k e abqin (o -wAcnzail Jp 15l Banulzcldern ieze ved e relcii thtrics & INA IR prazison prd Ay ol

in> dpssmal~y Exeinm ampavud.

Eleciansalky Soned Ay annmin Frean Cam 130 1K T
Wi Dide Somp neone

IS0 9o 2000 REGISTERED 34



|; STERILITY VALIDATION {B&F) TEST REPORT

St'a"'ipﬂ:l Procachus Relorance: LE MIC-42T
StariFro” Labs WS 415045-MKC.027-1 Page 1 of 1
Date Recarsad: L4200 Date On-Tast: 2100 Dats OH-Test: 02610

KIMTECH FURE" AS Cleanraam

Customer.  Kimberly Clark Produce: Siedile Appareh Coveralls S
1400 Holeomtr Bndoe Road Cal/ Part #: 12914
Roswal, 58 30076 Lwt & AROTHA2E
Load & i,

Sterlliratlon fun: 412052
Crale Slanlired: D411k

Tesi Medla Manufactursr Yodlume Lot Mo, Exp. Cate
(Ta12041085 M2
TSB EtanPra Se0cmL TO1904185 Oar1811
Prodluct Starility Customer Specilicalion Shaeb® [ Revision: I-028-797/Hew. O
Tast Matho;
Irnmedsicn of SIP
Test Razults: X PASS FAIL
TSR
ORGANISM -
. ) Gondr Sample
Bacillvs subtilis (ATCC #dd3d) } T r
Cangidha xhaicans (ATCC MO231) t t
Agmarglilcs Higar (ATOC B B4 + . +
COHmmEniE:
Misy
- - ' -
Frepared By: el PR rrffe‘;f’*fff;r"(- Date: ':'.-"' ,a?'ﬁ{/
T

o 4 i

Reviewad By;

Data: f—;u""-; .-'..--
A

Th ML MRS imha proy i |he sampey 3% o s and fasker This rapar Mk 0 B TS, i Clg o1 R, walfd T wrflee g gt fem Sten P Laps,
HeriFro Labs croAdy S Iar L) RGN IRTDN O ARTAY REgATVAT (1 AUy 37 ERUOES Su0MATA G RN TF Ay e, st L o Ak,

INZ' by ol AT RPN E Ity Ul FA0e SN el SYyErs Cahs AablTy fov dvik M5 - TwTaga FAS Al eni o el ee s cr Taiyms te 07 $1om] pod poomseg
s 2 uf |he fazinp pecfarmed and SnPr Lass SHa¥ no b (a0 fae 3y oo erdal e <o quaiel damagis

130 Wesl Thorndale Avanue « Hasca. IL 60143 « Tal: 630,235 8121 « Fay 6304670060 « wany sicrigonics cém



PRODUCT STERILITY TEST REPORT

Frecrdura Refomrice; LE-MIC-334

SlerlPro¥ Labs WO#:  415009-M(C-035-1 Page 1 of 1
Crate Recelved: 0ds2m 1 Dat= On-Tazl: 04210110 Data CHf-Tesk: [EETI T[]
Customar:  Kimbkery —Clark Product: KIMTECH PURE™ &5 Cleanromm
14410 Hgioomb Bridgs Raad Sterile Appareal-Caverallz-EX1
Roswell, Ga 30076 CatrfParl & 124914
Lot ¥ ARODTBIZE
Laad & AROOTEOZE
Starlization Run: 312952
Date Sterlizad:  0a/19010 |
Tzt Media Mz nufactursr Yolumeg Lol Mo, Exp Cate
Tryptic Soy Brath (TSE) StenPra Labs JogemL ITO1204185 Q42
Number of Samples. 1]

Cusiomer 3pecification Sheot? f Revigion 8 [-036. 797! Pay

Tast Malhog:
Innmersgn of SIP.

Test Resulls:

T3E: K Ho Growth Growth
{pan Controk o No Grewth Zrowth
Results Maet Lriteria: X YES _ _ MO
Atlach luded: HA
Comments: BltA
N - | - " i {_-_ t‘\f
Frapared By: . E;M‘Uﬁf: ( ll"i-"-.-f'xh l:‘ " Data; o (o
T : '
Reviawed By: {'a-n‘r‘ M;uma__.ﬂ,_&lﬁb* Dang: A ,n'r ) f L

TRE LoGT el IR Sl G 1N A Igss s if frredkid and jmsbed Tz ragun’ map nol b aTcces, pecep' m G w il wilTan doe 3! frem erFeon Dbl
ElpnDm L ALg Arjeasshy SRR Mal f mphps ny @ prRsmiALGT 07 WAl eQnTA ) I ARy af Lh= 5ampes s Solmusd Bir NG fof anp SEeCING A < Bsh, atal

S e Py et i SGONSBATY of the Ay EVan! SRNPm Laks’ Lkt fy @iy INSE OF OHTIAQE mes L ng ot Acnans a7 FRTWE B2 ac) 3hal nid 2cded
S CAST OF o IPEA g prime, Gl ELnBi Labs shd cof b ubde G any wcganied o canangoaecinl daidai

1500 Wesl Theradate Avenwus - asea ILGC143 - Tal 820 285 0121 - Fax, GI0-467-0060 « whatw. SLBTIQENICE L3S



KiSterigenios o D004 13 v

Dose setting Report

Kimbetly-Clark Corporation
1400 Holcomb Bridge Road, Roswell, Gaargla

The following sampla(s) wea/were submitied and ideniified on behalf of the sppiicant as:

Kimtech Pure AS Sterile Integrated Hood and Mask

Dats of Sampls Recelpt 20130304

Lab Test ID 13-033A

Data on Test 2013/03/04

Test Hem Dose Setting

Test Mathod IS0 11137-2-2012: Mathod 1
Signature

E:El she  aayeps!

fuht G ulioitef
Roviowsd by  *J

ﬂj i! ? ke -l o) _ﬁ )}}}.:1{,; A3 —DY -0y
d by Date Al !

.t}.hm-f? - Clorle. Ihfestiet

Fevision
¢} Hanam First editicn
Raovialon No. Datw Reviskon Dosoription
(Tocmant W, EHES:F-LB-ADM-218 Aevigiga W 1 Etpctive Dinta: A2
Usor mupl vardy tha peviden pumtar ol prirind nr deenisatad documenl sgairet (Fe eilecibe varaion. w&m

Aalirmaces: HHER L E-A0N-018

37



ﬁEI . 3

No.- DS004-13r

Rey [

*  Tested sample description

c— e =

Sample ne

Product code 36072

Lot’ Firsi batch, second batch, third hﬁh

Mumber of Sampia 138 samplas

SIP 1.0 Al r

®=  Testresulis

4 Bioburden valldation (Inoculation)

' Racoverad

Sample ID | . Counted PF sampia{CFU} lavel{GFU) ERF

1 14 28 0.56

2 13 i 0:hZ

3 14 2.0 8 o248 056

4 13 26 0.62

B 10 20 0.40

Average 128 hA 256 i 0.5

C.F (Correclion Facior) 2.0

Document N, SHEB-F-LE-ADM-218 Rewalon i 1 Efinctte Date: 2012-12-01
Liger must warfy the resisian numbar of printed o doamRoRced Socumant against the effedie wersion Cordiiensai informintion
Rsfarenoes: EHEB-WI-LE-ADN-016 Page ol &

38



Mo.: DS004-13r RewvD

§sSterigerics

4 Bioburden test

D — ——~ ﬁ”ﬂ PF CF CFU SP sample
1 164 &7 251 2008
2 135 22 157 1256
a 271 g7 308 2464
4 156 112 258 2144
5 142 a7 189 1512
4 2.0

B 348 B0 428 3424
7 a8 45 143 1144
8 125 8 133 1064
0 147 48 195 1560
10 127 64 191 1528

contral o a i A A P

SIP Averags 1810.4 CFLISIP sampla
_ 18104 GFUMDevico

D PF CF CFU! 5P sample
Aarobes Fungi Ceunted

1 259 &7 326 2608

2 a1 an 131 1048

3 301 B8 169 2952

4 424 42 66 3728

4 2.0

] 147 52 199 1592

S| 324 124 A48 3584

7 235 68 303 1424

] 184 10 154 1552
Documsenl N SHEB-F-LB-ADM-Z18 Rertgian N°: 1 Effective Dato; 2012-12-01
Lemar st werity tHe revision duenber of printed ar dowricaded document agains! the effective wersian. Configantial Irformation
Raferencas: SHEB-WI-LB-ADM-OTE Page 3dl 8
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[ﬁStErgeni:s No.: DS004-13r RevD

g 242 62 304 ' 2433
10 187 74 261 2088

contnol F] f MIA mia M MIA,

SIF Average 24008 CFU/SIP sample
1
= B Counted CFLU/ S gample

1 145 ] 201 1608
2 148 10 155 1272
3 260 26 ER 2528
4 145 48 193 1544
& 140 34 174 1192

E 4 20
3] 256 5 208 24b4
7 88 79 167 1336
B 98 5 123 gs4
| 231 GO 291 2328
10 295 a4 380 3040

control 0 0 M NI NAA NIA

I SiP Average 1849.6 CFU/SIP sample
ffi:gi 1840.6 CFUDevice
+ Establishing sterilization dose
blobarden(SIP) el aomniel | biobumion (Devigey | Sieization dose (10%)
2020.3 CFU 12.0 kGy 20203 CFU 26.1 kGy

Note: Ovarall average bicburden= (baich 1+baich2+batch3)3= (1810.4+2400.8+1848.6)/3= 2020.3 CFU/device
< Irradiation of verification dose

Document M SHEBF.LB.ADM-218 Reytzion MY Effective Ciake: a0 1z-12-0r
Lizer musl werfy (e rediaion numbes of prmsd ar downloaded document againgt 1h8 efective wersaon Conficential Irformation

Aemances SHEBE-WEkLE-ADM-014 Faged ol

40



§Sterigerics

Mo - DS004-13r

RavD

Verificalion dose is iradiated on 100 samples (Lot XN306301X) within the +10% of target dose 12.0 kGy.
Detail information refers to Certificate of Imadiation for Test Sample from Sterigenics Shanghai E-Baam
Ce., Ltd (PO20130314128391), '

< Sterility test validation (Bacteriostasis & Fungistasis Test)

' ..._'..-'..' e

LA -

ot Aergllue rooens
ATCC 8633 ATCC10231 ATCC16404
- TestSample Posithe Positive Fositiva
Inoculated Control Positive Positive Fosithe
Inoculum
LavaliGFU) il » g
Tha products of Kimtech Pure A5 Sterile Integrated Hood and Mask [Code:
Conclusion 36072) do not exist bactariostatic and fungisate proparties, o such properbies
have been eliminated through the est

Sample purmber 00
Type of Media TSB
Media Vofuma BO0mL
incubason Period 14 days
Incubaion
ZB°C -32°C
Temperahure
Resuits 1 Positive
*  Conclusion

Fram validation resulls show, the product of Kimtech Pure AS Sterile Integrated Hood and Mask (Code: 36072)

PASS the doss satiing by using Method 1 according to IS0 11137-2. A sterility assurance lavel [SAL) of 10% e
confirmad when iradisting the product by @ sterlization dose of 26.1 kGy for routine production.

=  Raferances

4 150 11737-1:2008 Sterfization of health cane products - Microbinlogical methods - Part 1: Determination of the

population of microorganisms on product
4 |50 11737-2:2009 Sterfization of madical devices—Microbiclogical methods-—Part2: Tests of stariity periormed

in the definition, validation and maintnance of a senlization process

Gpcumen K

SHER-F-LB-ADM-I18

1 Etieciive Diala:

Liser rust verfy ha revislon numbar of prmoc or dowrlcaded document Bgakst iha siactive varsin

Aaferances

EHEB-WiLB-ADM-U16

H3-12-
_ﬂ-l:lfrﬁmml Infarmaticn
Page 5ol 6
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g Starlgerm No. DS004-13r Rev 0

4 150 11137-2:2006 Sterilization of health care products-—Radiaton---Part 2: Establighing the slanlization dose
< Starigenics infemal Waork Instruction SHEB-WI-LB-MIC-003
<+ Stanfgenics intermal Work Instruction SHEB-W HLB-MIC-016

® Ramarks

< The1est repor s invalld unbess signed by adior, revievear and approver,

<= The test rapor s invalid § alkersd.

+ Please contact lesling laboralony wWithin 15 days afler ecedving the test report il any objection o the repor,
othersisa iTwill not be accaptad.

< Tha test report is only responsible for the sample provided by customer,

The testreport cannoi ba used for any commearcial purpose unless approvad by testing laboratory.

4 Teated by SteriPro leboratory, Steriganics Shanghal E-Beam Lid.
Mo 588 ChuanTu Road, Chueansha. Pidong, Shanghai, China., 201202,
Tel{B6-21) 5BS24680 Fax86-21)58599310

&+

SESEES a0 - T L e e e

Diocumnnt N*; SHEBE-F-LE-ADW-218 Revalon N 1 Efsctiva Date . 2012-12-01
Liser musl wardy the resision number.of printed o doanloaded document againgt (e effedive varsion, Canlideral lnhm'é'uh?;
PageE o

Risfarences: SHER-WI-LE-ADM-016
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581:3‘@[‘&:9 No.: DS005-13r Rev 0
Dose setting Report

Kimberly-Clark Corporation

1400 Heleomb Bridge Road, Roswell, Georgla

The following sample(s) waaMere submilted and identified on behalf of the applicant as:
Kimtech Pure AS Sterile Sleoves

Date of Sampls Recaipt 2013/02/04
Lab Test ID 13-033A
Date on Test 201303/04
Tost kem Dosa Saiting
Test Method IS0 11137-2-2012: Method 1
Signatura
-4 l]
Edited by Date

_&.&.‘__Q'-“"" sl l ,.*._-.]i

Rryiwwed by Date

g3 - okt -] ﬁmﬂ%ﬁﬁ’ﬂ‘“{
&nﬂ by Date ' Kimpbertny- Clark. s ool

Revision
o TS0 Fimt aditkan
Ravision Mo, Dals Bmvisian Description
Diacumtgid N*, EHEB-F-L3-ADM-218 Redgiot N’ 1 Etinctive Cpler oy T ]
Ulsnr m ey Lo direl s fusi b ol rintad & sownioodad docemen] sgonel the eliscdve varsion, Confdmbal ol

[ p— SHEE-WHLE-ADM016 Fage 1 of 0
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Mo DS005-13r

Raw )

*  Tesbed sample description

Enic SRS

r;:.—_T_ 1"-’-.-‘ -..._-u =

- Sample information i

Sample name Kimtech Pure AS Stante Sleaves

Product code 3g077

Lot® Frst baich, second batch, third baich i IR
Mumber of Sample 138samplas

SF 1.0

*  Sample photo

=  Test resulis

4 Bicburden validation {Inoculation)

it -

1 22 30 .66

2 18 2T 0 054

3 25 15 aT.a 5248 078

d 16 24.0 .44

L i | 3.5 .63

Avarage 204 A 306 50 .61

C.F {Comection Facior) 1T

Docurment N SHEB-FALE-ADM-Z18 Revsipnb™ 1 Effadct b Date E02-12-01
Ll ger mie vardy the resisian rembar of prinked or dowrioaded dacument agains the affectie verson, Condidangal infarmalion
Fefarences: SHEB-WI-LB-ADM-018 Page 2ol §
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Mo, DS005-13r

Rev

8 cona | BE CF CFU/ SIP sample
Aptobes Fumgi :

1 1620 147 1767 9011.7
2 2240 259 2499 127449
] 2410 B4 2494 127194
4 2520 138 1658 135558
5 1780 187 1967 100317
- 740 124 864 : ™ 44064
7 960 &7 1027 5237.7
] 1780 252 2032 10363.2
9 2520 51 2571 131121
10 1450 54 1514 Tr21.4

control i 0 MiA M M M

SIP Average 28204 CFL/SIF sample
_ 8890.4 CFU/Device

CFU
[ P.F C.F CFUf SIP-sample
Agrobes Fungi Counted

1 1180 50 1230 6273

2 117 26 143 [ 7293

3 222 47 269 13719

4 680 32 712 3631.2

3 1eF

5 146 g5 201 1025.1

& 210 5 251 13311

T 116 56 282 14382

8 123 a5 208 1060.8
Chacuman N SHEB-F.LB-ADM-218 Revisan M 1 Effiectiva Data: 20121201
Lizer Fust werily (e revision numbser of printed o dovwrloaded document againg the effoclive. wersm. Cenflcantial Information
Felerances: SHEB-WI-LB-ADM-016 Pagad of 8
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$Steri@nts No.: DS0D5-13¢ Rev

g 112 38 154 765
10 292 a2 374 19074
conel | @ o niA N NI NIA
SIP Average 1953.3 CFU/SIP sample
f‘?'h;é, T 19533 CFUDevice T
ey o AP LS00 ) e
CFU count CFU
ic Chuniad PE C.F CFU 5IP sampla
Sarobas Fungi
1 1450 157 1612 £221.2
2 2100 39 2139 10908 9
3 1760 55 1R16 WELE
4 480 56 1036 5283.6
5 1540 a2 1622 722
3 17
6 470 2 441 22861
i T 680 55 775 39525
8 1440 65 1505 76755
g 1980 34 2014 102714
10 1460 127 1587 80037
control o 0 iR MR, MR NiA
SIP Average 7418.0 CFUISIP sampls
E:::; 7419.0 GFU/Device

% Establighing sterilization dose

[ ]
| Ol aver :
Owvarall avarage Verfigation dose bueburdan Sterilization doss (107
bigburdan{ SF) (SIP sampile) i Dvaviee
E420.9 CFU 136 Gy 54209 GFL 378 KGy

Mota: Owvarall avarage bloburden= {(batch 1+batchZ+batch3)/3= {9850 4+1063 3+7419.0)3= 6420.8 CFUdevice
< Imadiation of verification dose

Docurment K* SHEB-F-LE-ADM-Z18H Revmipn W™ 1 Eftpc g Dlafn: .EME-T.E-_'.'I'I
Ligar miek wary the revison rumébar of printed of doamiossed document againg the effecte version Condidaniat information
Refarences: FHEB-WI-LB-ADM-015 Pagn 4ol
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$iSterigenics

Plo: DS00S5-13r

Rey O

Verification dose is imadiated on 100 samples (Lot XN30DGE301X) within the £10% of targst dose 13.6 kGy.

Ciptall Informatan refar

Co., Ltd (PO20130313128358),
4 Sterility test validation (Bacteriostasls & Fungistasis Test)

v g *..-.' S5 4

s Io Certificate of Iradiation for Test Sample from Sterigenics Shanghal E-Beam

ATCC 8633 ATCC10231 ATCC16404

Test Sample Posilve Posilive Paogithe
Inoculated Caoniral Faositive Prasitive Positve
Inoculum
Lavel{CFU} = TR P o

The products of Kimtech Pura AS Starlle Sleeves (Code: 36077 ) do not exist
Conclusion bacteriostatic and fungisiatic properties, or such properiies have been

aliminatad through the test

4+ Sterility test

Sample numbsar 100
Type of Madia T58
Media Volume AC0mL
Incobation Paricd 14 days
Incubaton 28 - A2
Tamparaue
Rasults 2 Posithie

*  Conclusion

From validation results show, the product of Kimtech Pure AS Sterile Sleaves (Code: 36077 PASS the dosa
sefiing by usig Mathod 1 according to IS0 11137-2: A sterdity assurance level {SAL) of 10" 1 confimmad whan
rracitating the produsct by a sterilizaton dosa of 27.8 KGy for routing production,

* Referances
4 |80 11737-1:2006 Sterilization of haslth care products - Microbiological methods - Par 1; Determination of the

populaton of micrearganisms an product
4 |50 11737-2:2008 Sterilization of medical devices—Microblological methods-—PartZ: Tesats of ety parformed

in tha dafinition, validation and maintenance of a sterilization process

Documend N*  SHEB-F-LB-ADM-218 RevaionN° 1 Effctive Dale: 121201
Lisgr must varfy the revision number of printed or drsmioaded document against the effedive varson, G anfidertial ln!ﬂ'ﬂjs.ﬂ;fmg

Roforences: SHEB-WI-LB-ADM-016
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ﬁStmgeries No. DS006-1% Rev 0

< 180 11137-2:2006 Sterilization of health care products—-Radiation—Part 2 Estatlishing tha slasilization dose
<+ Stargenics internal Work instruction SHEB-WHLB-MIC-003
< Blargenics inlemal Work instruction SHEB-WHLB-MIC-016

*  Remarhs

< Tha test report is nvaid unless signed by editor, reviewer and approvar,

< The test repart I8 invalid If altered

+ Please conlact lesting laboratary within 15 days after recehving the test report if any objection to the report,
otharwge itwil not be accepted.

< The test report is only responsible for the sample provided by customer,

< The test report cannot be-used for any commercial purpose unless approved by esting laboratony,

4+ Tesled by SteriPro lsboratary, Sterigenics Shanghai E-Beam Lid.
M. 588 ChuanTu Road, Chuansha, Pudong, Shanghal, Chima, 201202,
Tal{86-21) SBER4ER0 Fax{B6-21158520310

dﬂ'ﬂ&!wwﬂm ﬂf mmlmumw

Dacumest W SHEEF-LE-A0M-218 Fpison WY 1 Effealve Dabe; 1911-1!-.[!]
Usor it werfy ihe revision number of prmed of downloaded document Bgainst the sfiactive version Confidendal Informaticn
e prances. SHEB-Wi-L8-ADM-018 PageGal B
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