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Label Design

Case Label:

62467
KIMTECH

M3 Certified m
Sterile Face Mask
ISO 12345678

ED (leanroom Sterile Face Mask with Seft Ties 18 cm and BICOSOF* Fabric/ For Industrial Use Only

D Masque facial stérile en lissu BICOSOF* avec altaches seuples de 18 cm pour salle blanche / Pour usage industriel uniquement

@& Sterile Reinraum-Gesichtsmaske mit weichen Bandem, 18 em, und BICOSOF* Material / Nur fir den industriellen Gebrauch

Sterie| gezichtsmasker met zachte banden 18 cm en BICOSOF*-materiaal voor stofurije kamer / Uits|uitend voor industriee] gebruik

Mascherina facciale sterile, per camera bianca, in tessute BICOSOF* con |ace morbidi da 18 em / Sola per uso industriale

Mascarilla estéril para safa blanca de telz BICOSOF* con cintas maleables de 18 cm / Para uso industrial solamente

Macka A ML MR SHCTBX NOMELLENIE, CTEDHAHAS, C MATKUMN TECEMEING — 18 v, 1 Tkakbio BICOSOF* / Tonbkn 10 NPBMBILLIERHOTD NPHIMEHERIA
Mdscara facial estéri| com atilhas macios de 18 cm e tecida B|COSOF* para sala esterilizada / Apenas para uss industrial

Steril renrumsansigtsmaske med blede stropper, 18 cm, oq BICOSOF* stof / Kun til industribrug

Sterilt munskydd for renrum, med mjuka band 78 cm och BICOSOF*-material / Endast far industriellt bruk

Steri| rentromsansikismaske med myke snorebind 18 cm og BICOSOF“~stoff / Bare til industriel bruk

(TepUBHA MACKE JUNA YHCTAX KIMHAT, 3 1B M 'AKHAR 326"A3Ka0N | TRasnHO BICOSOF® / Tinbki ANR NPOMACADEOTO YoKREHHA

Jatowa maska na twarz 2 18 cm, migkkimi wigzadfami i tkaning BICOSOF*, do uzytku w pomieszczeniach sterylnych / Tylko do uzytku profesjonalnegn

2 Oblitejové sterilni maska s 18cm mékkymi maslemi a latkou BICOSOF* pro distou mistnost / Jen pro primyslavé pousiti

(D Sterilli BICOSOF*~tekstillikasvomaski puhdashuonekayttaa varten, 18 cm:n pehmedt nauhat / Vain teollisuuskayttaan

Single
104 7% 20Y = 200 ®32§
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Bag Label:
KIMTECH

M3 Certified
Sterile Face Mask

email: infofax@kee.com INFI]

62467

STERILE

@ Massarila estéril para sala blanca de tela BICOSOF* con cintas maleables de 18 cm /
Para uso industrial solzmente
G A< 578 AR M SHCTHN ONELgH#i, CTEPHIa8, C NATEHA Tecewic — 16, W Teestsn BIGOSOF* |
TortsA0 1y MDCHBLLIEHHOTD TpHACHEH
@D Mascara facial estéril com atllhos macios de 18 cm & tecido BICOSQF” pare s sela as(enhzﬂua [ Apenas para usa industrial
@ Steril renrumsansigtsmaske med blede stropper, 18 cm, ag Bl un b industribru
@D Sterilt munskydd far renrum, med mjuka band 18 cm och B\CUSUF"-\“H(GHEIF Endast fér industriellt bruk

I, S @ Rentrom-ansikismaske med myke snereband 18 cm og BICOSOF*-stoff / Bare til industriell bruk
Iso 1234567 8 @ Crepansra inar, 3 18 iThassnon BICOSCF* |
Tikstt 18 ROOUMCACROID Y BaHA
[c] wigzadlami | tkaning BICOSOF* |

ko s sysosgo

& Cleanroom Sterils Face Mask with Soft Ties 18 cm and BICOSOF* Fabric / For Industrial Uss Only @ s alikou BICOSOF pro Cist 11 Jen pro prstyslové pouZi "

@ Masque fasial strile en tissu BICOSOF* avee attaches souples 18 em pour salle blanche { Pour usage industriel uniguemen: ® BLORD msilhasionse puldashuonek 08 rton, 18 o pomet pohesarnaha /| Single
@ Sterile Reinraum-Gesichtsmaske mit weichen Béndern, 18 i, und BICOSOF* Material/ Nur fir den industrieflen Gebraueh . Vain ‘E"”‘WUSWMDQ\W o Use

0 Siariel gezchismasker met zachts banden 18 <m en BICOSOF*~nateriaalvoor stofrie kamers{ Uitslitend voor ndustries| getruit s e Arub sl loatrls onl

T Mascharina facsiale sterils, per camera sterile, in tessuto BICOSOF* con lacci morbidi da 18 cm / Salo per uso industrizle T pan el s "“mwmw g B‘CDSD\cFosaomrTi:wyu‘w;l:?\a‘ammm‘ v

®/* Trademarks of Kimberly-Clark Woldwide, Inc.

Ma rques dépostes de Kimbery-Clark Worldwide, Inc, Tik pramaniniam naudgyrmis

Obléajovsterini maska s 18em ki malani a ithou ICOSOF™ pre sl miesinsT  Len na piemyselné pouie
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®
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lade in Thailand / Fabriqué en Thailande / Fabricado en Tailandia / Fumnc;m 2 & Taunarge D Masch aciala sterla peat carnerd sterl, cu sitet moale 18 em, din mena\ B\Eusﬂ»' | Nurrai pemm uz industriel Classic*
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Label Design

Case Label:

62470
KIMTECH

M3 Certified
Sterile Face Mask
ISO 1234567 8

@ Cleanroom Sterile Face Mask with Earloops 18 cm and BICOSOF* Fabric / For Industrial Use Only
0 18-cm kirva-aasade ja BICOSOF* materjaliga puhasruumi néokaitse | Ainult toostuslkuks kasutuseks
@ Tiras telpas sterila sejas maska ar ausu cilpinam (18 ¢m) un BICOSOF* audumu / Tikai industrialai lietoanai
D Sterili sanitarinés zenos veido kauke su 18 cm auselémis ir BICOSOF* audinio pamugalu / Tik prameniniam naudojimul
@ Obliajova steriini maska s 18cm udnymi pltkami a latkou BICOSOF* pre &istd miestnost / Len na priemyselné pougite
(D) Sterilszoba steril maszk, tilakasztéval és BICOSOF* anyaggal, 16 cm-es / Csak ipari hasznélatra
&0 Sterilna maska za obraz s trakowi za uSesa za uparabo v Eistih sobah, 18 cm in BICOSOF* material / Same za industrijsko uporabo
@D Masca faciald sterila pentru camera sterila cu elastic auricular 18 cm, din material BICOSOF* / Numai pentru uz industrial
&) Macka 33 NUUE 33 CTEPANHM 330K C NPUMKK 33 ylwaTe 18 om, 1 nnar ot Tuna BICOSOF= / Camo 3a npomiwnesa ynoTtpadsa
& Anooteipwpévn pdoxa npoownou Cleanroem pe Bnhiéc yia 1a aund 18 cm xau Ooaopa BICOSOF* |/ Ta Bounyavin xpron uovo
@ Tervuz Oda 18 cm Kulak Halkall ve E\CDSOF' Kumash Steril Yiiz Maskesw | Sadece sinai kullanim icindi
@ ; BICOSOF* #i / {ZPR

SH: r| 18 -kw\: + BICOSOF™ 45 / ’-‘#IE i
@ FHya B AF opas (1eem ?\J*Dl EICOSDF' sfE e AL} M

@ whaniehrusesds Cleanroom nfouenceuuton 18 v, uaedt BICOSOF* [ dmsums T T—
@ F) - —hfEET 2 —AY A7 1BemEd i — 7 BICOSOF* St / %%Fﬂﬁﬁfﬁ

[STERILE]R]
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Bag Label:
KIMTECH

email: infofax@kce,com INF“

62470

@ Mascarilla estéril para sala blanca de tela BICOSOF* con auriculares de 18 em / Para uso industrial solamente
gn D Macka U L R SHCTSX TG, CTEDHRS R, ¢ NETARMM I3 YWeit— 16 O, e BICOSOF™ /- STERILE
M 3 ce rtlfl ed — @D Tonko 1A MPOMBILAGHHO0 NDHMEHEHAR
H D Mascera facial estéril com fixaggo auriculer de 18 cm e tecido BICOSOF® pera sala emnhadamuenasumusn industriel
- @  Steri| renrumsansigismaske med arestrapper, 18 cm, og BICOSOF* stof / Kun til industribru
sterl le Face Mask @ Steril munskydd fér renrum, med 8ronband 18 em och BICOSOF*-material / Endasl(nrmdusmalll bruk
' & Remtrom-ansiktsmaske med areoppheng 18 cm og BICOSOF*-staff / Bare t industriell bruk
. A ‘ ) CTepinsHa WA U SHCTIX KMHET, 5 18- BYLINENM | Tat0 BICOSOR* / TIeks 'k IDONHCRDB0T0 VB4R
Iso 1234567 8 @ uzybeu w steryk 218en uszy iteaning BICOSOF* /
Thlke do uiylhu przemysionego
@ In maska s Tacm ugrimi élkou BICOSOF* Jen pro primyslové poui
™ Storili BICOSOF* i aytto varten, 18 cmin !
© Cleanroom Sterils Face Mask with Ear\nnus 18 cm and BICOSOF* Fabric  For Industrial Use Only Vain teollisuuskaytioon Single
@ BICOSD 18 cm pour salle blanche / Pour usage industriel uniquement @ 18m kirvasasade j BICOSOF * malerelie punasruumi dokaise [ null163stuslils kasutuseks g
@ Sterile Reinraum-Gesichtsmaske mmnmnsm\auren 18 cm, und B|COSOF* Material / Nur firr den industriellen Gebrauch @B Tras telpas sterla sefas maska ar ausu cilpinam (18 cm) un BICOSOF* audumy f Tisal industralai letoganal Use
@D Sterie| gezichtsmasker met oorlussen 18 cm on BICOSOF*-matariaal woar stofvrije kamers / Ursluitend voor industrieel gebrulk @ Steri sanitarings 2on0s veido kauke su m:mause\mswmwsor‘mmmpamsa\.ﬁ |kpvaman~warr naydajimui Onl
(@ Mascherina facciale sterile, per camera sterile, in tessuto BICOSOF* con elasticl auricoleri da 18 em / Solo per uso industriale @ jova sieni maska s BICOSOF* p yselné pouziie Y
@ Serbzobe storl masek lskaszil és BICOSOR* anyaggal, 18 s-es Cackipaihasndiia

® * Trademarks of Kimbery-Clark Werldwide, Inc.

Mad in Thaland | Fabriqad on Thallande  Fabroas o Tl Spovaoegons o Tawae
Distributed in the U.S. by Kimberh-Clark Global Sales, LLG, Reswell, GA 30076219

Kimtechghezcom

Distiuton n Ganadi by Kimbety-Clar ., Misessaiiga, Ontao L5B.3Y5

Dsrbuted n ustialls by Kimber Chrk Alsirab Py Limfed Love 4. 52 Alrd S Misons Poit NSW 2061 Tel+61 1800 647 904
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araies dapasons gt lameryclak Woegide, Ine G0 Sterina mesie 2a raz ko 28 esa 7 uporabo  isth sobah, 1 cm i BICOSOF * maleral /Samo za industiss iporebo
ap i P ] ] y,wymm,. @D Mascdfacil serlé pertrucamer st cu elestc aurculr 18, dinmateril BICOSOF*  Numal ey uzincstiel

5 ToBAPIE 1A ROGYT L, CLLA BB Macka 33 /Wle 33 CTEDWAS 381K C NIDHMKH 34 YlLTe 18 O,  MABT o7 TiNa BICOSOF* / Cawo 3a NpoMLuAesa ynoTpesa
© Ko @ Anooteipeisvi pdaxa npoatmou Cleantoom pe 8nbéc yia ta aund 18 e kot bpaoya BICOSOF* i Boyunyavis? xonan pévo

Classic™
Masks

@ Temiz Oda 1icm Kn\ak Halll = BCOSOF* Kl St i Maskei Bacecs s tullam e

2] ) 7 BICOSOF*5 / (I TLE R
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Label Design

Case Label: ( 62494
KIMTECH

M3 Certified
Sterile Face Mask
ISO 123250678

& Cleanroam Sterile Face Mask with Saft Ties 23 em and BICOSOF* Fabric / For Industrial Use Only

ED 23 cm pehmete paelte ja BICOSOF* materjaliga puhasruumi steriilne naokaitse / Ainult tisstus/ikuks kasutuseks

Steril s telpas sejas maska ar mikstim saitém {23 cm) un ne BCOSOF* auduma / Tikai industrialai lietoanai

(@0 Ster Svariujy patelpy veido kauke su:23 cm minktas rasteliais ir BICOSOF* audiniu / ik pramoniniam naudajimui

@K Sterilnd oblitajovi maska do distej miestnosti s makjmi 23cm stuhami aldthau BICOSOF / Len na priemyselné poufitie

@D Tisztaszabai steri| arcvédd maszk 23 cm-es puha meqkitokkel BICOSDF* szovetbd] / Csak ipari haszndlatra

@D Sterilna maska za obraz z mehkimi trakovi za uporabo v ¢istih sobah, 23 cm in BICOSOF* material / Samo za industrijske uporaba

@ Masca sterli pentru camera steril, cu legaturi mai, de 23 cm 5 material BICOSOF* / Numai pentru uz industrial

& Crepusa 324 Ha ot BICOSOF*, ¢ mexi Bpbaxn — 23 o/ (amo 32 nposwuinesa ynetpeda
AnpgTapwpEvn pasxo npoownou kabapad yapou pe podakd hougaxio degiyarac 23 cm kat Gpaopa BICOSOF* / Tia ropnyavien yphan pave
Temiz Oda 23 cm Yumugak Bagli ve BICOSOF Kumash Steril Yiiz Maskesi / Sadece sinai kullamim igindir

H 23 em R FBICOSOF £ S SRR T A S A B I R /(IR T

WD mELHBIC0SOF ML S AR ST RE M S | (#IR TEEN

HFEH Ea A= opAZ@me FEHE 20| USo] plosor FE M8/ MEE
wihmnilesiudutasnidauuvanuinson nam 23 su. wasvinendt BIOSOF* / drwiumal fludsgearunssuvindu

BEEAEREE AT (Bady Tk, sloosor M) | E¥

10<Tx 20 5 = 200 @x"

Only
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Marques déposses oz Kimbedy-Clark Waorldwide, Inc,
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Made in Thailand / Fabriqué en Thailande / Fabricaro en Talandia / Nava npowsBoscTEa
Mpousaegeio 8 Tawnange

Distributed in the U.S, by Kimberly-Clark Globel Sales, LLC, Roswel, GA 30076-2188
krmce'nm:: corm

Canada by Kimberly-Clark Inc,, Mississauga, Orario L58 55

Australla by Kimberly=Clark Australa Ply imilad Lovel 4, 52 Abred St
Misons Point NSW 2061 Tel: +61 1600 647 994

Kimberly-Clark Europe Limited | Professional Sector, Reigate, Surrey RHZ 9GP, UK,

+44 (0)1737 736000, infofax@kec,com
www.kopratessional.com
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Bag Label:
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b @ Crepwibha Macka AR YNCTUX KIMHAT, 3 237CH WAKMIMM 325 AZKaMM | TraruHow BICOSOF*
| ot o pomscrosaro ichus STERILE]R]
M 3 ce rtl I ed @ Maska na twarz do uzythku w sterylnych pomieszezeniach z 23 cm mighkimi wiazadiami | tkaning BICOSOF* /
Tylke do uzytku przemyslowego
s t e rl le Fa c e Ma s k 1 @ Otliéejov sterlnf maska s 23cm mékkymi maslemi a létkou BICOSOF* pro Eistou mistnost/ Jen pro primyslové pouzit’
‘ Y @ Steril BICOSOF *tekstilimaski puhdashuoneiéyttos varten, 73 cmen pehmest navhat  Vain tealisuuskaytiaan
I @ 23-om pehmete paslle ja BICOSOF* materjaige sterilne puhasruumi niokaitse ! Ainult 160stuslikuks kasutuseks
IS0 1 234567 8 T Tiras telpas sterila sejas maska ar mikstam saitém (23 cm) un BICDSDF* audumu / Tikai industialai lietosanai 20
@ Sterli sanitarings zonos veido kauke su 23 cm mink&tais raidteliais ir BICOSOF* audinio pamusalu /
Tik pramoniniam naudajimui
@ Cleanroom Sterile Face Mask with Soft Ties 23 cm and BICOSOF* Fabric / For Industrial Use Only @0 Oblidajové sleriln maska s 23cm mékkymi maslami a latkou BICOSOF* pre gistd miesinest / Singl
@ Masque facial stérile en tssu BICOSOF* avec attachas souples 23 em pour salle blanche / Pour usage industriel uniquement Len na priemyselné pouZifie ingle
@ Starile Reinraum-Gesichtsmaske mit weichen Bandern, 23 cm, und BICOSOF* Material { Nur fiir den mduslrluch Bebrauch @ Sterilszoba steril maszk, puha kétopanttal s BICOSOF* anyaggal, 23 cm-es | Csak ipari hasznalatra Use
@ Steriel gezichtsmasker metzachta banden 23 cm en BICOSOF* voor L Utsluitand voor @ Steriina maska 22 obraz z mehiimi trakovi 2a zavezat za uporabo v ¢istin sobah, 23 ¢m in BICOSOF* material / Only
@ Mascherina faceiale sterile, per camera sterile, in tessuto BICOSOF* con lacei morbidi da 23 cm / Solo per uso industriale Samo za industrijsko uporabo
@ Mascarilla estéril para sala blanca de tela BICOSOF* con cintas maleables de 23 cm / Para uso industrial solamente @ Mascé faciald sterila pentru camera sterila cu siret moale 23 cm, din material BICOSOF* / Numai pentru uz industrial
@ Macka AR 43 ANA HHCTBIX D , G WA - 23 0w, 1 TRarbi0 BICOSOF" / @ Macka 32 v 32 CTEPWAHY 3271 C MexV 3pbakv 23 v, 1 nat oT Tuna BICOSOF* /
TONLKO ANA MPOMLILNEHHOTO npwmenemn Came 32 NpovMLINEHa ynoTpesa
@D Méscara facial estéril com atilhos macios de 23 cm e tecido BICOSOF™ para sala esterilizada / Apenas para uso industrial & AnooTeloujévn paoka pootinou Cleantoom e pakakd houptea Seaijatos 23 om ka épacya BICOSOF* /
@ Steril renrumsansigtsmaske med blede stropper, 23 cm, og BICOSOF* stof / Kun til industribrug [ Buopmyavu eqon povo
@D Sterilt munskydd fiir renrum, med mjuka band 23 cm och BICOSOF*-material / Endast fir industriellt bruk @® Tem\z 0Oda 23 cm Yumusak Bagl ve BICOSOF* Kumash Steril Yiiz Maskesi | Sadece sinai kullanim igindir
@ Steril ansiktsmaske for rentmmmed myke. snmeharm 23cmog B\CHSUF* x\nﬁ‘l Bare til industriell bruk @ 188 WSl - B\CUSUF"/\J LRI b4 A
o/ i . e, Sipenverip B LI BRI BIOSOF*fr / ([T il
Ve, e et Vi b Whud”ﬂhmw!nwuu Rt @ MAA ST ol 0pAD(23em 5t T, mmsnp T AIR) [ MeR
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PROFESSIONAL"

1400 Holcomb Bridge Road
Roswell, GA 30076

December 11, 2019

Re:  Certificate of Conformance
KIMTECH* M3 Certified Sterile Face Mask
Product Code: 6246702
Lot Number: TH93094609
Date of Manufacture: November 2019
Expiration: 5 years from date of manufacture (see case label for date)
Location of Manufacture: Samut Prakan, Thailand

Dear Valued Customer:

This is to certify that the above referenced product conforms to Kimberly-Clark Corporation’s
internal specifications and advertised claims for this product. We use a system of in process
product testing and audit inspections to assure that only product which meets specifications is
released for shipment to customers.

We would also like to inform you that the above referenced product is manufactured in facilities
that meet the quality system requirements of 1ISO 9001:2015.

Each batch of product is sterilized following the universally recognized standard:
ANSI/AAMI/ISO 11137, "American National Standard, Sterilization of Healthcare Products—
Requirements for Validation and Routine Control—Radiation Sterilization." This International
Standard specifies requirements for validation, process control and routine monitoring in the
irradiation sterilization of health care products. These products are sterilized to substantiate a
Sterility Assurance Level of 10°®.

Thank you for your interest in our product. Should you require additional information, please
contact our Customer Service Team at 800-255-6401.

Sincerely,

Aen
A

Emily Adams
Technical Support Specialist, Quality & Regulatory Team
Kimberly-Clark Professional
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1400 Holcomb Bridge Road
Roswell, GA 30076

December 11, 2019

Re:  Certificate of Conformance
KIMTECH* M3 Certified Sterile Face Mask
Product Code: 6247002
Lot Number: TH92904609
Date of Manufacture: October 2019
Expiration: 5 years from date of manufacture (see case label for date)
Location of Manufacture: Samut Prakan, Thailand

Dear Valued Customer:

This is to certify that the above referenced product conforms to Kimberly-Clark Corporation’s
internal specifications and advertised claims for this product. We use a system of in process
product testing and audit inspections to assure that only product which meets specifications is
released for shipment to customers.

We would also like to inform you that the above referenced product is manufactured in facilities
that meet the quality system requirements of 1ISO 9001:2015.

Each batch of product is sterilized following the universally recognized standard:
ANSI/AAMI/ISO 11137, "American National Standard, Sterilization of Healthcare Products—
Requirements for Validation and Routine Control—Radiation Sterilization." This International
Standard specifies requirements for validation, process control and routine monitoring in the
irradiation sterilization of health care products. These products are sterilized to substantiate a
Sterility Assurance Level of 10°®.

Thank you for your interest in our product. Should you require additional information, please
contact our Customer Service Team at 800-255-6401.

Sincerely,

Aen
A

Emily Adams
Technical Support Specialist, Quality & Regulatory Team
Kimberly-Clark Professional
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1400 Holcomb Bridge Road
Roswell, GA 30076

December 11, 2019

Re:  Certificate of Conformance
KIMTECH* M3 Certified Sterile Face Mask
Product Code: 6249402
Lot Number: TH92884609
Date of Manufacture: October 2019
Expiration: 5 years from date of manufacture (see case label for date)
Location of Manufacture: Samut Prakan, Thailand

Dear Valued Customer:

This is to certify that the above referenced product conforms to Kimberly-Clark Corporation’s
internal specifications and advertised claims for this product. We use a system of in process
product testing and audit inspections to assure that only product which meets specifications is
released for shipment to customers.

We would also like to inform you that the above referenced product is manufactured in facilities
that meet the quality system requirements of 1ISO 9001:2015.

Each batch of product is sterilized following the universally recognized standard:
ANSI/AAMI/ISO 11137, "American National Standard, Sterilization of Healthcare Products—
Requirements for Validation and Routine Control—Radiation Sterilization." This International
Standard specifies requirements for validation, process control and routine monitoring in the
irradiation sterilization of health care products. These products are sterilized to substantiate a
Sterility Assurance Level of 10°®.

Thank you for your interest in our product. Should you require additional information, please
contact our Customer Service Team at 800-255-6401.

Sincerely,

Aen
A

Emily Adams
Technical Support Specialist, Quality & Regulatory Team
Kimberly-Clark Professional
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Certificate of Irradiation

This is to certify that, under the irradiation batch number

| 120192560 |

for the account of THP 311

Synergy Health (Thailand) Ltd. treated by gamma radiation from cobalt-60 products that the customer

said to be:-

Product name KIMTECH M3 Certified Sterile Face Mask
Total quantity 120 cartons

Purchase order no. PS620717

Product description

Product Lot no. Quantity (cartons)

6246702 TH93094609 120

The process was applied according to specification: ~ T-B311192513
The first tote was irradiated on: 16 November 2019 *

The applied doses were checked with calibrated dosimeters traceable to a national laboratory of metrology.

The dose specification is 25.0 kilograys minimum and  50.0 kilograys maximum

The calculated dose received is 26,2 kilograys minimum and 32,6 kilograys maximum

@%7 18- lov; 19

Paradee Thammajanya, QA Manager

Approved by/date:

Processing Site:  Same as below

Registered Office: 700/465 Amata Nakorn Industrial, Moo 7, Tambon Donhuaroh, Amphur Muang Chonburi, CHONBURI 20000 THAILAND
VAT Number: 0115541003872

Page 1 of 1
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Certificate of Irradiation

This is to certify that, under the irradiation batch number

12019 2507 |

for the account of THP 311

Synergy Health (Thailand) Ltd. treated by gamma radiation from cobalt-60 products that the customer

said to be:-

Produict name KIMTECH M3 Certified Sterile Face Mask
Total quantity 1,272 cartons

Purchase order no. - PS620699

Product description

Product Lot no. Quantity (cartons)
6247002 TH92904609 120
6249402 TH92584609 1,152

The process was applied according to specification:  T-B311192513

The first tote was irradiated on: 9 November 2019
The applied doses were checked with calibrated dosimeters traceable to a national laboratory of metrology.
The dose specification is 25.0 kilograys minimum and 50.0 kilograys maximum

The calculated dose received is 29.9 kilograys minimum and  39.8 kilograys maximum

/)ﬁm/él 7 1 Avy. 19

Paradee Thammajanya, QA Manager

Approved by/date:

Processing Site:  Same as below '

Registered Office: 700/465 Amata Nakomn Industrial, Moc 7, Tambon Donhuaroh, Amphur Muang Chonburi, CHONBURI 20000 THAILAND
VAT Number: 0115541003872

Page 1 of 1



= STERIS

Applied Sterilization Technologies

DOSE AUDIT VDMax STUDY ACCORDING TO
EN ISO 11137

STERILIZATION OF HEALTHCARE PRODUCTS - RADIATION
ESTABLISHING THE STERILIZATION DOSE
PART 2: 2015
“SUBSTANTIATION OF 25kGy AS A STERILIZATION DOSE”

Face mask 9” tie Kimtech pure M3 sterile mask 62494-02

REPORT NO. 18110329

OCTOBER-NOVEMBER 2018

L o9 )i/d0g 5
Report Ptepated By s bivmedons s i Lab Technician

- oqnlsole
NOORANI ABD SAMAD

Microbiologist
Synergy Sterilisation (M) Sdn, Bhd.

Report Approved By: ...... Microbiologist
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SUMMARY

This study was undertaken in accordance with VDwma®> of “Sterilization of Healthcare

Products — Radiation Part 2- EN ISO 11137-Part 2:2015 —Substantiation of 25kGy as a

Sterilization Dose”.

1 batch of 10 samples of Face mask 9” tie Kimtech pure M3 sterile mask 62494-02 was
assayed for bioburden levels. The overall average for the batch tested was 281.1 CFU/unit.
The sub-process verification dose required for the sterility assurance level of 107! was

8.6 kGy +10% (7.8 kGy — 9.4 kGy), which was determined during the dose substantiation of
25kGy. 10 units of the sample were irradiated at this dose and subsequently individually
tested for sterility. After completion of the incubation period, all tests gave a negative result,
therefore statistical verification for the sub-process dose was accepted. Actual dose delivered

was 7.8 kGy minimum and 8.1 kGy maximum.

3| Page
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INTRODUCTION

Sterility is an absolute term, but the assurance that any given item is sterile is a probability
function. The sterility assurance level (SAL) is defined as the probability of any given unit

being non-sterile after exposure to a validated sterilization process.

The VD Max exercise depends upon experimental verification that the product microbial

flora is equally or more sensitive to irradiation than a given standard reference distribution.

The method requires determination of the average bioburden of the product and an
experiment to verify that the bioburden reference at a 10" SAL is not more resistant than the
bioburden population. The verification experiment is performed by irradiating 10 samples at
a sub-process dose. The parameters for identifying the sub-process dose are the average
bioburden of the product determined during the VDma> Study. The delivered dose for the
experiment is allowed to differ from the determined sub-process dose by no more than
+10%. Statistical verification is accepted if there are no more than one positive sterility tests
from the 10 samples tested. If there are 2 positives, a confirmatory verification dose

experiment shall be conducted.

4|Page
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ESTIMATION OF BIOBURDEN

Introduction

The objective of this test was to estimate the bioburden levels on the Face mask 97 tie
Kimtech pure M3 sterile mask 62494-02. This is essential to verify that there is no
significant increase in the bioburden counts that passing a sterilization dose audit may be
unlikely. In this study, method employed for the removal of microorganisms was by elution
technique of stomaching. Testing involved membrane filtration of the eluent, followed by
incubation of the filter in an appropriate growth medium to give visible colonies. For
enumeration purpose, both total aerobic and yeast and mould counts were considered as the

total bioburden estimate.

Method
All work was carried out under the protection of biosafety cabinet using aseptic technique.
Each unit was treated individually. The sample was transferred into a sterile bag and 300ml
of sterile Maximum Recovery Diluent (MRD-Peptone Water) was added and stomached for
3 minutes. 150ml of the eluate was filtered through a 0.45 um cellulose nitrate membrane
filter. The membrane filter was then transferred onto the TSA plates and the plates were
incubated at 30° C - 35° C for 5 days. Another 150ml of the eluent was filtered in the same
manner, transferred onto the TSA plates and incubated at 20° C - 25° C for 5 days, after
which the number of the colony forming units (CFU) were enumerated.

The recovery correction factor of 0.5777 and a dilution factor of 2 were used to calculate the

total bioburden of a product.

3| Page
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Results
Customer Name . (THATHOSPITAL PRODUCTS CO.LTD
45/2, 45/3 Moo 2 Sukhaprachasan 2 Road,
Bangpud, Pakkred,
Nonthaburi 11120, Thailand.
Test Number 1 | 7782
Test Product : | Face mask 9” tie Kimtech pure M3 sterile mask 62494-02
Product Lot No. : | TH 82768776
Product Part No. 1| 62494-02
Date Samples Received : [ 05/10/2018
Date Tested : | 11/10/2018
Date Completed : | 16/10/2018
Number of Sample : | 10pcs
Signature ] ?‘ ..... 0. 9/”/ ng
Peptone & NaCl Mfr. Batch No. | : | VM 851914 & K 47011104
Peptone Water Batch No. 8414 PW 01/11/2018
TSA Mftr. Batch No. : | VM 828458
TSA Batch No. : | 8425 TSA 04/11/2018
Negative Control : | All Negative
Incubation : | 20° - 25°C & 30° - 35°C for 5 days
CERT NO: 7782
LOT NO: TH 82768776 (Part No: 62494-02)
SAMPLE YEAST AND MOLD BACTERIAL TOTAL CFU *
COUNT COUNT DILUTION
20-25°C 30-35°C FACTOR/
RECOVERY
FACTOR
1 33 25 200.8
2 19 49 235.4
3 21 22 148.9
4 42 g1 322.0
5 28 43 245.8
6 46 63 377.4
i 15 12 93.5
8 71 47 408.5
9 54 67 418.9
10 58 46 360.0
AVERAGE 281.1

6|Page
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Reference

ISO 11737-1:2006 Sterilization of medical devices — Microbiological methods — Part 1:

Determination of a population of microorganisms on products

ENISO 11137 - 2:2015 Sterilization of healthcare products — Radiation — Part 2:
Establishing the Sterilization Dose

DETERMINATION OF THE SUB - PROCESS
VERIFICATION DOSE

The sub-process verification dose determined during the Dose Substantiation of 25kGy for a
Sterility Assurance Level (SAL) of 10 ~' was 8.6 kGy +£10%. With reference to the Table 9
of EN ISO 11137 —2:2015 document, this dose corresponded to the bioburden level of 260.0
CFU. The overall average bioburden estimated during the Dose Substantiation of 25kGy was
247.6 CFU/unit. The average bioburden estimates of the sample determined at Dose Audit
was 281.1 CFU/unit. Therefore, the sub-process verification dose applied to the 10 samples
for Sterility Test was 8.6 kGy £10% (7.8 kGy — 9.4 kGy). The actual dose delivered to the 10

samples was 7.8 kGy minimum and 8.1 kGy maximum.

7|Page
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STERILITY TESTING

Introduction

The objective of this test was to determine if viable microorganisms are still present on
samples after samples have been irradiated. For Sterility Testing of the Face mask 9” tie
Kimtech pure M3 sterile mask 62494-02, only one medium type is utilized, and the test
articles are tested as individual sample, rather than looped or combined into a composite
sample. Sterility Testing of the Face mask 9” tie Kimtech pure M3 sterile mask 62494-02
was performed using Direct Immersion method. The interpretation was done by turbidimetric
analysis: a cloudy medium indicates the proliferation of bacteria. Conversely, a clear
medium indicates the absence of growth.

Before a product is tested for sterility, Growth Promotion Test must be performed on new
batches of growth medium used for Sterility Testing. The objective of the Growth Promotion

Test is to demonstrate the medium used in the Sterility Testing will detect microorganisms.

Method

Sterility testing was carried out under the protection of laminar flow in a cleanroom operated
in accordance with LWI 51 (Test of Sterility-Gamma Processing) and monitored in
accordance with LWI 20 (Cleaning and Environmental Monitoring of Cleanroom)
supplemented with placed by settle plates and contact plates.

Prior to testing, 10 samples of the Face mask 9” tie Kimtech pure M3 sterile mask 62494-02
were irradiated at 7.8 kGy minimum and 8.1 kGy maximum. Each of the sample was then
aseptically transferred into a sterile bag containing 300ml of sterile Tryptone Soya Broth to
completely immerse the sample. The samples were incubated at 30°C & 2°C for 14 days and

inspected daily for signs of microbial growth.

8|Page
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For Growth Promotion Test, the new batch of Tryptone Soya Broth was inoculated with a
small number of Bacillus spizizenii ATCC 6633, Candida albicans ATCC 10231,
Aspergillus  brasiliensis ATCC 16404, Pseudomonas aeruginosa ATCC 9027 and
Staphylococcus aureus ATCC 6538, respectively. The media were then incubated at

20°-25°C for 5 days for fungi (Candida albicans ATCC 10231 & Aspergillus brasiliensis
ATCC 16404) and at 30°-35°C for 3 days for bacteria (Bacillus spizizenii ATCC 6633,
Pseudomonas aeruginosa ATCC 9027 and Staphylococcus aureus ATCC 6538). After the
incubation period, growth was shown by a cloudy medium while a clear medium indicated

no growth.

Results

(1) Growth Promotion Test

Medium : | Tryptone Soya Broth

TSB Mfr. Batch No. | VM 822159

TSB Batch No. : | 8440 TSB 10/11/2018

Incubation : | 20°C-25°C for 5 days & 30°C-35°C for 3 days
Test Organisms : | Bacillus spizizenii ATCC 6633

Candida albicans ATCC 10231
Aspergillus brasiliensis ATCC 16404
Pseudomonas aeruginosa ATCC 9027
Staphylococcus aureus ATCC 6538

Date Tested : | 10/10/2018
Date Completed : | 13/10/2018 (30°C-35°C) & 15/10/2018 (20°C-25°C)
Signature g 92 P .j.{.{. /ngg 5
Tryptone Soy Broth
(8440 TSB 10/11/2018 )
Test Organism Result
Bacillus spizizenii ATCC 6633 Growth
Candida albicans ATCC 10231 Growth
Aspergillus brasiliensis ATCC 16404 Growth
Pseudomonas aeruginosa ATCC 9027 Growth
Staphylococcus aureus ATCC 6538 Growth
Negative Control No Growth
Positive Control Growth

2|Page
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(2) Sterility Testing

Customer Name : (THATHOSPITAL PRODUCTS CO.LTD
45/2,45/3 Moo 2 Sukhaprachasan 2 Road,
Bangpud, Pakkred,
Nonthaburi 11120, Thailand.
Test Number 4075
Test Product Face mask 9” tie Kimtech pure M3 sterile mask 62494-02
Product Lot No. TH 82768776
Product Part No. 62494-02
Date Samples Received 05/10/2018
Date Tested 24/10/2018
Date Completed 07/11/2018
TSB Mir. Batch No. VM 822159
TSB Batch No. 8440 TSB 10/11/2018
Incubation 30°+2°C for 14 days
Sighahite ! nii sy s omelv b Sand ro,m:/g@[&
Day Number | Number Date Initials
Negative | Positive
1 10 Nil 25/10/2018  0gin) o)
2 10 Nil 26/10/2018 | } o0(1)o0)8
3 10 Nil 27/10/2018 | X ogin]sei8
4 10 Nil 28/10/2018 | ¥ oalnide1g
3 10 Nil 29/10/2018 | & o9l ]s018
6 10 Nil 30/10/2018 | & oalwldois
7 10 Nil 31/10/2018 [ X oqln)sol8
8 10 Nil 01/11/2018 X oaln]aos
9 10 Nil 02/11/2018 | X 0a(if[s018
10 10 Nil 03/11/2018 | {1 2l 3018
11 10 Nil 04/11/2018 §1 A1y 1§
12 10 Nil 05/11/2018 | X ealnfs018
13 10 Nil 06/11/2018 | 1 97iu/3018
14 10 Nil 07/11/2018 | ¥ . o2 lu)xo18
TEST PASSED FAILED
Signature: ....... ﬂ ...... OQM/QOTS
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Reference

EN ISO 11137 —2:2015 Sterilization of healthcare products — Radiation — Part 2:

Establishing the Sterilization Dose

ISO 11737 — 2:2009 Sterilization of medical devices — Microbiological Methods — Part 2:

Tests of sterility performed in the definition, validation and maintenance of a sterilization

process
MEDIA FORMULAE

Tryptone Soya Agar gm/L
Tryptone Soya Agar 40.0
pH-7.3:£0.2

Tryptone Soya Broth gm/L
Tryptone Soya Broth 30.0
pH 73402

Maximum Recovery Diluent gm/L
Peptone 8.5
Sodium Chloride 1.0
pH 7.240.2

11|Page
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ENVIRONMENTAL MONITORING DATA SHEET

S1 S2
Cl C2 (3

BIOSAFETY CABINET

Key:
S = settle plates
C = contact plates

Date exposed :24/10/2018
Date read :31/10/2018

Total :0CFU
TOTAL CFU
Date 31/10/2018
S1 0
S2 0
TOTAL CFU
Date 31/10/2018
Cl 0
C2 0
C3 0

Media Batch No.: 8458 TSA 17/11/2018

). fr /3
Analyst: veiiisiviins ch r ..... .0[8

12|Page



APPENDIX I



= STERIS

http://www.steris-ast.com

Certificate of Irradiation

Date Issued: 01-Nov-2018 MY03512184855-1-1

This is to certify that Synergy Sterilisation (M) Sdn. Bhd., a STERIS Company has where appropriate delivered an
irradiation process in accordance with the current certified standards:

EN ISO 11137-1 Sterilisation of Health Care Products
EN ISO 9001 Quality Management System
EN ISO 13485 Quality System - Medical Devices

45/2-3 MOD 2 SUKHAPHACHASAN 2 ROAD

BANGPUD
PAKKRED
NONTHABURI 11120
THAILAND
Order Information
Account Number: 101223
Synergy Health Sales Part Reference: 1057428
Customer Reference Number: PO DS610445
Product Description: SAMPLE IRRADIATION 0.1.- 15 kGy
Quantity Received: 1
Customer Unit Lot/Batch Number: SEE BELOW
Other Process Details:
DESCRIPTION:
FACE MASK 9" TIE KIMTECH PURE M3 STERILE
MASK
LOT NUMBER:
TH82768776
PART NO:
62494-02
IRRADIATION DATE:
22/10/2018

DOSE REQUIRED:
8.6 kGy +/-10% (7.8 - 9.4 KGy)

ACTUAL DOSE RECEIVED:
MIN:7.8 kGy
MAX:8.1 kGy

Processing Site: Plot 203, Kuala Ketil Industrial Park, Kuala Ketil, 09300 Phone No: +60(0)44152111

Registered Office: Suite 18.01 18th Floor, MWE Plaza, 8, Lebuh Farquhar, 10200, Penang , MALAYSIA
VAT Number: 000859889664
Page 10of 2


E17554
Texte surligné 


7238976

M

STERIS

http://www.steris-ast.com

Certificate of Irradiation

Date Issued: 01-Nov-2018 MY03512184855-1-1

This is to certify that Synergy Sterilisation (M) Sdn. Bhd., a STERIS Company has where appropriate delivered an
irradiation process in accordance with the current certified standards:

EN ISO 11137-1 Sterilisation of Health Care Products
EN ISO 9001 Quality Management System
EN ISO 13485 Quality System - Medical Devices

45/2-3 MOD 2 SUKHAPHACHASAN 2 ROAD
BANGPUD

PAKKRED

NONTHABURI 11120

THAILAND

Irradiation Data

Irradiation Release Authorised By Synergy Health Sterilisation UK, a STERIS Company

Processing Site: Plot 203, Kuala Ketil Industrial Park, Kuala Ketil, 09300 Phone No: +60(0)44152111

Registered Office: Suite 18.01 18th Floor, MWE Plaza, 8, Lebuh Farquhar, 10200, Penang , MALAYSIA
VAT Number: 000859889664
Page 2 of 2


E17554
Texte surligné 


= STERIS

Application Of Verification Doses

APPLICATION OF VERIFICATION DOSES

-

Reported by : % o fulis Approved by : /gm/n/‘)o\?

Anis Fahimah " "Azwin Yus(f
QA Officer QA Executive
Report Number : 18-480-VD
Sample Batch Number : $12184855-1-1
Customer Name © ((Thai Hospital Products Co. Ltd)
A/C Number : 101223
Sample Description : Face Mask 9" Tie Kimtech Pure M3 Sterile Mask

Lot No: TH 82768776
Part No: 62494-02

Microbiological dose setting methods described in EN ISO11137-2 : 2015 require the irradiation of
samples at a given dose within a range of +/- 10 %.

This exercise is to confirm that the doses applied to all samples throughout the package are within
the specified range of 8.6 kGy +/- 10% (7.8 kGy — 9.4 kGy).

Dose values are obtained by reading calibrated Amber Perspex dosimeters placed among the
samples as described in Attachment 1. Dosimeters are distributed throughout the package to
ensure that the positions of maximum and minimum doses are identified and that the absorbed
doses in these positions can be recorded.

Samples are processed with key parameters of both the product and the total exposure time being

recorded. After irradiation, dosimeters are recovered and the absorbed doses from each position
from the samples are calculated and recorded. Detail results are recorded in Attachment 2.

SUMMARY

The one carton sample were irradiated within the required dose range of 7.8 kGy - 9.4 kGy and
actual dose received were 7.8 kGy to 8.1 kGy.

Page 1 of 4
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LOAD DESCRIPTION

Type of carton . Corrugated inner box
Carton dimension (mm) L X W X H : 280X 95X 155
Weight of 1 carton (g) : 303.85

Density (g/cm®) 007

PROCESSING INFORMATION

Average dose rate : 203kGy/h
Verification dose requested . 7.8 kGy - 9.4 kGy
Minimum dose less 10% tolerance : 7.8kGy

(rounded off to the upper 0.1 kGy)

Minimum exposure time (hh:mm) 3 Hours 50 Minutes
Maximum dose plus 10% tolerance 9.4 kGy

(rounded off to the lower 0.1 kGy)

Maximum exposure time : 4 Hours 38 Minutes
Exposure started on / at : 22/10/2018 at 22:10
Exposure was interrupted for : 0 Minutes

Exposure finished on / at : 23/10/2018 at 02:05
Actual exposure time : 3 Hours 55 Minutes

DOSIMETRY RESULTS SUMMARY

Minimum dose Maximum dose
Dose requested (kGy) 7.8 9.4
Actual dose received (kGy) 7.8 8.1

Reference : Attach detailed dosimetry report.

Page 2 of 4
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Application Of Verification Doses
Attachment 1

EXPOSURE TO RADIATION

For irradiation, a carton is placed on a hanging cage. The rotation of the carton aims at obtaining doses
within the narrowest possible range. The exposure time is calculated from the times when the cage start
touching at the end unit of the TEKSI.

CARTON LOADING DIAGRAM ON TEKSI

Plane C
Plane B

Plane A

Represents dosimeter location at each plane

Page3of4
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Performance Qualification

B1
B3
37
A9

" 624,7000

678.3000
744.5000

6127000
542,0000

600.4000
543.5000

| 574,0000

S12184855-1-1
PO: DS 610445

itk }

(.0000

0.0000

0.0000
0.0000

0.0000
0.0000

Page 4 of 4

" 0.0000.
0.0000

3,2900
3.4600
2.8600
3.1100
2.8400
3.0600
2,8400

2.9300

8.0000
7.9000
8.1000

8.0000

7.9000

7.8000

8.0000

Attachment 2
(Page 1 of 1)

7.9000
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SYNERGY STERILISATION (M) SDN BHD (si20s8-v)

(formerly known as Isotron (Malaysia) Sdn Bhd)

STANDARDS

MALAYSIA

A
TV

MS ISC/IEC 17025
stomer: CHALHOSPITAL PRODUCTS COLTD)
Cu TESTING

45/2,45/3 Moo 2 Sukhaprachasan 2 Road, SAMMNO : 309
Bangpud,Pakkered,
Nonthaburi 11120,
Thailand.
BIOBURDEN TEST
CERTIFICATE OF ANALYSIS
Certificate No.: 7782
Purchase Order No.: DS610445
STERIS sample Log No.: 6841
Product Name: Face Mask 9" tie Kimtech pure M3 sterile mask 62494-02
Product Lot No.: TH 8276 8776 (Part No: 62494-02)
Date Samples Received: 05/10/2018
No. of Samples: 10 pes
Correction Factor: 0.5777
Date Tested: 11/10/2018

Date Incubation Completed:  16/10/2018

Results:
Item Description Test Results Reference Standard
CFU/150ml CFU/150ml  CFU/Unit [SO 11737-1
(20-25°C) (30-35°C)  Total No.
Sample 1 33 25 200.8
Sample 2 19 49 2354
Sample 3 21 22 148.9
Sample 4 42 51 3220
Sample 5 28 43 245.8
Sample 6 46 63 3774
Sample 7 15 12 93.5
Sample 8 71 47 408.5
Sample 9 54 67 4189
Sample 10 58 46 3600
Average 281.1
Comments: Method: Each unit was treated individually, the sample was transferred into a sterile stomaching bag and added
300 ml of sterile Peptone Water. The sample was stomached for 3 minutes. 150ml eluent was filtered through a
0.45 pm cellulose nitrate membrane. The filter was then placed onto a sterile Tryptone Soya Agar plate. The

plates were incubated at 30°C-35°C for bacterial count and another 150ml the eluent filtered in a similar manner.
The plates were incubated at 20°C - 25°C for fungal for 5 days before enumeration of the resulting Colony
Forming Units (CFU). (Dilution Factor: 2X).

Media Batch No: 8414 PW 01/11/2018 & 8425 TSA 04/11/2018

Qﬁ Date: 6 lrefsorg
NOORANI ABD SAMAD

Mierobiologist LABORATORY TESTING
Synergy Sterilisation [M] >df LT,
- This Report may not be used for advertising purpose,

* This repon shall not be reproduced except in full, withaut writlen approval of the laboratory. FM'] 28 ; Re\" . 8 \ 0 1 st June 20 1 8
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SYNERGY STERILISATION (M) SDN BHD s120s8-v)

(formerly known as Isotron (Malaysia) Sdn Bhd)

Customer: (D

45/2, 45/3 Moo 2 Sukhaprachasan 2 Road,

Bangpud, Pakkred
Nonthaburi 11120

Thailand.

Certificate No.:

Purchase Order No.:
STERIS Sample Log No.:
STERIS Batch No.:

Date Processed:

Product Name:

Product Lot No.:

No. of Samples:

Date Samples Received:

Date Tested:

Date Incubation Completed:

Results: PASS

PRODUCT STERILITY TEST
CERTIFICATE OF ANALYSIS

4075
D5S610445
6841
S12184855-1-1
22/10/2018

Face Mask 9" tie Kimtech Pure M3 sterile mask 62494-02

TH 8276 8776 (Part No:62494-02)

10 pes

05/10/2018
24/10/2018
07/11/2018

STAN

LRipen uaoﬁk‘oﬁ‘

MALAYSIA

MS I50/EC 17025
TESTING
SAMM NQ: 309

Item Description

Test Results

Reference Standard

Product Sterility Test in
Tryptone Soya Broth

Incubation Condition: 30+2°C

All negative

Comments: Volume of media used: 300ml

(Direct Immersion Method)
Media Batch No: 8458 TSA 17/11/2018 & 3440 TSB 10/11/2018.

Certified By:

I

’

NOORANI ABD SAMAD

Microbiologist

Synergy Steritisation (M) Sdn. Bhd.

* This Report may nat be used for sdvertising purpose

* This repott shall not be reproduced cxeept in full, without written approval of the laboratory.

ISC 11737-2
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