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This Is te cedify that

Ecolab Deutschiand GmbH

Ecslab-Alles 1

40788 Monhgim am Rhelf 5

Germany 6'” -

with the. organizational unlits/sites as listed In the annBX...........oiiennn o .

has implernented and maintaing 2 Quality Management System.

Soope!

The. design and development, manufacture and distribution of products, services afid eqiipment
for the Healthcare, Industrial, institutional and Speciality Water Treatriient and Process
Chemilcal Markéts.

Through an audit, decumented in a report, it was verified that the managerment sysiem
fulfills the réquirérients of the following standard:

1SO 9001 : 2008

Certificate registration no, 002201 QM08 -
207-03-07 (( DAKKS.
u B Peotsel .
2016-09-14 R T—
2017-03-07 PEMAEOTAORE <

REGURLTILE
SusmEaiUan
\_-'_q.,___v_ﬂ: u

%

Frank Grajbhen
Managing Direclor

Acorediled Bady: DOS GmbH, August-Schanz-Siraite 21, 50333 Frankfurl am Main, Gefmary |
Adilntsteative Offige: DOS Medizimprodukte Grabts, August-Schanz-Steafte 21, 60433 Frankfurtam Mafi,
Rd

Tel. +49 (0) BY 9&427-300, ﬁmediﬁg}.ﬁgv'g smed.de 1/ 3




Annex to certificate
Registration No. 002201 QMO8

Ecolab Deutschiand GmbH

Ecolab-Alles 1
49789 Monheim am Rhein
Germany

Location

Ecolab Preduction Belgium BVBA -
Egquipment Center

Essenschot 6031, Industriezone
Ravenshout &

3980 Tessenderlo

Relgium

E¢olab Eurgpe GmbH
Richtistr. 7

B304 Wallisellen
Switzerland

Ecolab Engineering GmbH
Raiffeisenstr, 7

83313 Slegsdorf

Germany

Naleco Finland Manufacturing Qy
Kivikummuntie: 1

(7855 Tesjoki

Finland

Ecolab Lid.

Lothertornr Way, Garforth
Leeds .
L5826 20Y

Unitéd Kirigdom

3 ﬁ“‘fw-_

Ecolab | S A—
251hk’fn Old Natlb al Rpé

This annex (editlon: 2017-03-07) Is only valid in connection

with the abeve-mentioned certificate,
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Ecolab Production Belgium BYBA
Havenlaan 4, Ravenshout Bed, 4,210
3980 Tessendarlo

Belgium

Iy

Nalco Detitschland Manufacturing GmbH
uprd Co, KG

Justus-vor-Liebig-Str, 11

54584 Bigbesheim

Getrany

Naleo Bspafiola Manufacturing SLU
Garrer Tramuntana, /0

Paligono Industrial de Ceirs,

17480 Calra

Spain

Ecolab Production France SAS

BP 500, Avenue du Général Patton

51006 Chalons-en-Champagne FO
France CA

NLGC Weavergate
Winningfon Avenus
Northwich
Chéshilre
CW84DX
United Kingdom

Vac; Ut 81-83, ‘
Centat Pmnliz 7




Annex to cevtificate
Registration No, 002201 QM08

Ecolab Deutschland GmbH

Ecolab-Alles 1
40789 Monhelm am Rhein

.................................................

Germany ’ G et e

b....

Bemrerer oot v < et
Lotation Toirneeimsressesessmsenss sttt s
Ecolab Ltd. Naleo Nicheling Production
Forest Park; Zone € Via Vernea 88
Mullingar Industiial Estate 10042 Nichalino (Torino)
Mullingar, €o. ltly
Wesimeath
freland
Ecotab Production Raly S.r.L Naleo ftaliana Manufacturing srl
Via Grandi 8/11 Via Ninfina [ sbe _
20089 Rozzano (M) 04012 Cisterna di Latina (LT)
ftaly ltaly
Neaico R&D Leiden Ecolab Production Netherlands B.V.
Ir. G. Tjalmaweg 1 Brugwal 11
2342 BV Oegsigeest 3432 NZ Nieuwegein
Netherlahds Netherlands
Naléo Waréhousé Den Bosch Ecolab Services Poland 8p. z 0.0,
‘Eurppalaan 8 Opglska St. 100
Noord-Brabant 31-323 Krakow
5232 BG ben Bosch Poland
Netherlands.

Ecolab d.o0.0.
Vajngerlova 4
2000 Maribor
Slevenia

This ahnex (Bdition; 2017-03-07) is orily valid In cdnnection
with the above-mentioned céilificate.
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Oiversey Europs Operations BY
WMaarasenbrogksedijk 2

3542 DN Litraehs

Tha Netherfands

el, 431 (agso 267 8427

CERTIFICATE OF ANALYSIS 6....

b........
Date : 6flz. ]I 6 7 ........................... | .u‘n‘..‘n‘.‘.‘.‘,‘”“‘””.”.””‘
T nduct Name CLEARKLENS BI-SPORFE ACTIVATOR SOLUTION VH26 gj’"}
product Cods T TS/2I82
Batch Number FMPIS Qurs 576 =/ .
BProduction Date 2L PO
Expirstion Date <2/ 27 ' )

This Is to certify that the sbove batch of product has been tested and conforms to the manufacturing Quality
Control specification for the produet.

Toek Tesgt Method | Limits “Results
Lower - Upper .
Appearance ‘ Visual Clear Colourless e (oY TS
Liquid /e GeernAd
pH (100% 20°C) IDMO01 ) 0 _ 125 i
Specific Gravity (20°C) JIDMO04 1.004 1.020 R 7
T opntial Chlorine 100 180 - S
‘ é‘?‘ﬁ';:' + jZ vl A
| Digxide (pprn) / Ay
Name ! /ﬂ/;{/fg e Q ['étq(jlﬂ{' [ PEELAET
(n belm Ifof 1‘%? §1t$ ' l Zhe e Py
Quality \ Postiton Quality Contro InSpe&%Eﬁ;Vé‘ JRI%s
SR \ - e - =\_i\“

| €04 Bi- Spore Acm@ﬂpf\\\é’ 5 /ﬂr Kefsion ; 0]
Wmﬂ% 7
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Biversey Europe Oparations Bv
Masaresanhroekeedik 2
3542 DN Utrgcht

Le P The Netharlands

Te. #31 Q)30 267 8427

Date: 10 215 ;
o orpduct Name CLEARKLENS BI-SPORE BASE SOLUTION VH26
Product Code 75186 ]
Batch Number FA S s B IS B
Production Date RS2 S ‘
Expiration Date N2 e 7

This-is to geftify that the above batch of product has been tested and conforms to the manufacturing Quality
Control speclfication for the product,

Test | T | Test Method T Limms Results
|hower -  Upper A
Appearance Visual Clear Colourless  KTen™ oo /cds
, A Liquid 7z
pH (100% 20°C) _ IDMO01 1.5 25 AV
Specific Gravity (20°C) |~ JDMO004 1,010 1.030 | /. ¢/
}
Name ! (2 O XN (g
On behalf of Divgeey 3it — C- - = b
Qughity Mazager Position Juality. Control Inspector - ¢
P -

This documeént bejnz i Zal v does niol bear @ SIgNGMTe.  ooonsa, —
[ CO4 Bi-Sporeiiise woor " X\I-"| Version : 01
NG i
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hliip /fwww synergyhesithplo.nom

Certificate of lrradiation

Date lssupd: 0i-Feb-2046 UK3251132074811

This Is to certify that Bradford Synergy Health PLC bas where appropriste delivered an irmdiaticn process
in zccordance With:

EN 150 111374120086 Sterilisatioh of Health Care Products pmeoas T e
EN IS0 8001:2008 Quatity Management System wn Fe
EN 150 1.34885:2042 Quality System - Medical Davices ) (b o ‘4

Flexible Medical Packaging Ltd e
© Unlt8, White Cross Ind Estate - .
1 Hightown . o
Lapeaster o By . ‘

Lancashire LAL 4X8 e o o e e

UNITED KINGDOM

All in avcordance with chrrentfechniéal Agreement

Order nformation

Account Number: 100432

Synergy Health Salés Part Reference: 10027356

Custpmer Reference Numben PO236894

Provuct Description: JD-BOTTLES/CAPS/BAGS 25-40KGy
Valldation Reference: 418824

Quantity Received: 8

Customer Minimuro Specification kGy: 280

Customer Maxdmum Specification kidy: 40,0

Customer Unit Lot/Batch Number: B/N'WO37630 THUR 29,01.2015 2 PLTS

frradlatiun Data

Date and Time of Imadiation: 01-Feb-2015 1846

Reference Dose Range KBy 38.7-338
Calculated Minlmum Dose KGy: 27.9
Cafcufatad Ma:dmun}apfafkdymm 353

n% hed produint balch code FMP16040 37631 £ f] -".vvjf-\bm T Toas

e

ltems radisted u

4 3 B posony S
SUSAUANUAYNARGZ G 2t
i e At T e bttt g!-";. ‘j‘(.b/ AT

irradiation Helease Authodsed By Synergy Health pie
Registered Office: Ground Floo Stelta, Windrmll Hill Buslness Park, Whitehil Way, Suindon, Wiltshire SNS BN, UNITED KINGDZEM
Gompany Reglstered Tn England and Wales No; 01771333 VAT Number: §8 813038062

Paga 1 ofil




Wickham Loborotories tig
Hoeford Point, Barwell Lane, Gospot

o
B ire PO13 DAU England
Laboratories eEtke PO G

; g Telephone;
Contract Analyticat Servicas Al Telephohe:  +44{D}1329 83261
fax; +A4[0] 1329 832511
ricli@wlekharmiabs.conul

www.wickhamlabs.couk

Ms D Henderson

Flexible Medicdl Packaging Umifed Date Recelved: 18 Feb 2015

Unif 8 Date Testad: 05 Mar 2015

Hightown

White Cross Industricd Esiate Deite Yest Completed: 19 Mar 2015

ﬁ?cﬁ?er Purchase Order: 2381
CERTIFICATE OF ANALYSIS L e

Laboratory Reference Number:  0021244/) T g

jast Required; Steriity Test by Memirane Filtration (Steritesh) } @,{,f_

Date Receivad: \8p02/2 .

Test Adicle: Bi-Spore Solution (Activator)

Sample Cade: 491594 J

Batch Ref: FMP 15040 37631 E

Gty Recelyed: 20 x 10DmL Bottles Brvre o

[rest ‘ |Method llem  [Resul 6 1

Sierility Test by Membrane Filfration MM107/00 Pass e

(Steritest) Method
Growth In Tryptona Soya Broth af 26~

25°C citer 14 days MM107/01
Growth in Fluidd Thinglycoliate Medium

No growth in Fwo broihs

at 30-35°C wifter 14 days MMI107 /02 No growth in tweo broths
Volume Tested MMI107 /05 20x80mL
Product Sfandara Dato Sheet FG047 fpsd Fha04

Comnients .
Additlonat samples recaived on 02/03/2015

I
&g NCR PHM 2015 043 and FHM 2015 054

L iy X /
2 (GeST)
Approvalis provid ’é‘,’;&‘ﬁg}rn}g; ?ﬁﬁ-:en/ gries and Beisa i shown balow,
~“IPenFoNnY

e , ‘ Dette: 20 Mar 2015 15:49:55

Mr KA. Barker
Busmess Manager = Micrabiclogy

Consignment: 0021244 Cerlificale of Analysls - OSMA Prind Number; POQ26229 ‘ Pag._e/] of 1
ﬂ:%%gs ¥ Company Registerad in England No, 752951 Wickham Liboratories Limited,

Registered Office; Hosford Point, Barwell Lane, Gospost, Hampshire




Wickhem Laboroiories Lid
Hoslord Poinl, Barwell Lone, Gasport

L@[@F@ﬁ@[‘fﬁ@g Hompshire PO13 DAU England

=i felephone: +44(0}1329 226600
Contract Analytical Services All, Telephone:  +44{0)1329 832511
Fa; +44{0]1329 832511
mall@wickhamiabs.ca.sk
www, wickhamlabs.co.uk
Ms D Henderson
Fexible Medical Fackaging Limited Date Received: 18 Febs 2015
Unii 8 Daje Tested: 05 for 2015
Hightown
White Cross Industrial Estale Date Test Completed: 19 Mar 2015
tz?c&?m : Furchase Order: 2381
CERTIFICATE OF ANALYSIS _cmmusoss: i
Loboralory Reference Number:  0021246/2 _ TN AR
Jest Required: Sterilify Test by Membrane Fifrafion (Steritest) Oed
Date Receives: 18/02/2015 e .
Test Arficlet Bi-Spore Solution (Base) A
Semple Code: 491595 S S -
Baieh Ref: FMP 15040 87631 I
Qly Received: 20 % 100mL Botfles g
[rest A [Method lem  [Resut 6o
Sterility Test by Membrane Filration . T
(Stertest] Method MM107/00 Pass
Growth in Tryptens Soya Broth af 20+ .
95°C arfter 14 days MMI07 /01 Mo growth in two broths
Growth in Aluid Thioglycollate Medium _
at 30-35°C atter 14 days MM107/02 Na growth In two broths
Volume Tested MM107/05 20 x 50.mL
Product Siondord Dotd Sheet FGO47 fpsd FMO5
Comments

Additional samples receiveéd on 02/03/2015

.6 NCR PHM 2015 043 anct PHM 2015 D54

: )’i? oA ShnbtrEshei QLB (d position (s stevwn below,
NG

1o P-)} - )9;7 T ‘C\’ i ‘ \ /
Vi NRgw _ Duater 20 Mar 2015 15:49:55 FLY
MrK.A. Barker (//
Business Manager - Microblology ;
Consigrmant: 0021244 Certificole ;:;f Andilysis « OShM ?'ﬂﬁi Hurnber: POO24229 Fage 1 of |

1%%%5 GLP BGMP FoA Company Registered in England No. 732051 Wickham Laboratories Limited,
Registered Ofticet Hoeford Point, Barwell Lane, Gosport, Hampshire




3M™ Prep Solvent-70 Cleaner: A Stronger Alternative to |
Isopropyl Alcobol and Water for Many Difficult to Clean Surfaces

Ptep Solvent-70 Cleaner is a microencapsulated water-based tleanirig solution thit cah be evaluatéd a5 an
altegmative to the typically suggested isopropyl aleohol and water mix, 50% sach, when greater
cantamination, oil ot grime is encountered. Prép Solvent-70 Cleaner has beén shown effective when
cleating stirfaces contaminated with oil, silicones, and mold release agents.

Béneﬁts

« Higher ultimate adhesion on substrates that contain heavy grime, ofl, silicones of
fold réleases thian when using isopropyl alcehol/water solntion.

* Less effortrequired than when using isopropyl aleohol/water.
+ Effective on most bare métals and steel, stainless steg], and painted metals.
» Compatible with 3M™ VHB™ Aprylic Foam Tapes,

Note: This cleaner containg greater than 250 g/l of volafile organic carbong (VOC),
Liess water, less exempt solvents. Pléase contact your liscal Air Quality
Regulation 1o be sure the cleaner is compliant.

.;I‘e'sting

Extremely oily metal and silicone cantammat;on can ba difﬁcult to clean wzth
fsopropyl alcohol/watér, The following are test vesults on stamped metal which
underwent a very oily stamping process and panels that werg contamingted with
silicone release agénts,

Pool Adhoslon Testing Pool Adheslon Testh
Oy Coll Coited Staal 0§ eslon g
v - Pllicona Mold Rﬂnai&“ﬂhﬂi&?ﬁfnatﬂdﬁse%
“ EL /}‘/#; 3
3 7 :
AR s W z .,‘- L
£ T w of 3 A
£ 'ﬁ & ol T B
S % { Jii
<] 18" i Eliaeiater 3 L q[
10 i3 CiPrp 10 R 2
i Spivont ) . A
5 ; “ ‘ R\l
L - RManmp Y AT
W{B‘ﬁ:pé 4950 VHR Tapo 4344 N
80 Disgrrea fRed Adfhesioe — 72 Nowr Roen Fempecatre Diveds 3 Liegren el Adhssza~ ?ﬂﬂw @
Ciy Col Goatnd Eusal Panva VHIB Taza {85000 Seiess




Do
Technical Bulletin G T
AM™ Prep Solvent-70 Cleaner I B

. .
Suggested Apply M Brep Solvent-70 Cleanet 1o tho surfage o be cleaned, ofher ...
Cleaning directly or soaking a clean rayg or paper towel, Rub vigorotisly in‘a scrubbing
Procedures mannet to ift and remove contaminants. Turn rag or paper towel a few times.

Rub until mest of the Prep Solvent-70 Cléaner has either soaked into the rag
or towel and or water has evaporated. Returs to give a final “buff” and dry
with a new clean paper towel or rag, The surface must be completely dry, The
cleaned and dry surface shiould be ready to accept 3M™ VHBE™ tape.

Effectiveness of Prep Solvent-70 Cleaner when cleaning a heavy grimy or olly
surface Gan be verified prict 16 tdpe application by giving 4 sscond round of
cleaning with Prep Solvent-70 Cleaner or another solvent. If properly cleaned.
tittle to no grime or oil will be evident on a new rag or paper towel upon this
i second appHeation.

Singe this solution is 85% water, please keep from freezing, If the solution has

been exposed to fieezing ternperatures, 4 vigorous shaking is suggested

because. freezing might induce some separation. '

Note: Prep Solvent-70 Cleaner has betn evaluated on various mateérials,

but we capnot guarantes it will wetk on all materials,

Precationary Rafer to tha Produel Labal drid Matsrtal Safety Data Shest for Health and Safety information bafore using

Information this product.

For Additional 6 tequest adeibinal product Inforrhation 6F to aniings for sales aesistancs, ¢t 16l fres 1-800-362-3560 or

Tnformation wisit w3V, comyddhesives, Address cormspondeince lo: 3 Erygéﬁeer@d Adhasives Division, 3M Ceritar,
Bullting 220-7E-01, S1. Paul, MN 55144-1000, Qur tew riialyer 1§ 651-733-9175. In Cahads, phomd

1:800-384-3577. In Pustto Rico, phone: 1-787-760-3000. In Mexice, photia; 52-70-04-00,

Tmportant Nofice /4 MAKES NO WARRANTIES, EXPRESS OF IWPLIED, INCLUDING, BUT NOT LIMITED TO, ANY

i IMPLIED WARRANTY OF MERCHANTABILITY UR FITNESS FOR ATARTICULAR PURFPOSE. User s

’ responsible for determiiiing whether thg 3M product is fit for @ partisular purposs and suftable for yser's
method of applicalion, Please rémembr that wihy factors can affset the yss and parforiance of a 3M
graduct in & parlleidar spplication, The materidls {0 b# bundud witl the produet, the surface preparztion
af those matertals, tha product selected for ise, the condifions in which the product Is used, and tim time
and Envirchmental conditions n whigh the product 18 éxpegtad to pefforn e among the mény faclors
that can affest the use and performancs of 2 3M prodnct, Givan the varlaty of fadtdrs that can aifed the
pse-and performance of a 3M product, some, of whish are uniquely within the user's knowledye and
canirel, 1 §s essential thal the user evajuate the 3M product to determine wheather itls fit for a particular
purpose. and sidtakie for the user's method of application.

‘/ﬂ&blh‘ﬁ'—’n

{f thegM product Is proved to ba defactive, THE EXCLUSIVE REMEDY, AT 3M'§ OPTION, 8HALL BE T0)
FU Q THE PURCHASE PRICE OF OR TO REPAIR OR REPLAGE THE DEFECTIVE 38 PRODLICT.
i atialiont othierwiss ba llable for loss or darages, whather direct, indirec, apecial, incldantal, or - . &
L RhnhedqueYitiel, regartibss of ihis legal thedry assertéd, Including, but not imited to, contragh, négligeric
wairanty, or steigt liabiiily. ] el

ES P s ) S AR

, Giza sunz) e
i ‘Iﬁfﬂgm red Adhoslvas Division product viae maufaciured under a aM quallty system reglsiéced 10 ISBY302"
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