This is to ceriify that

Ecolab Deutschland GmbH """ v
Ecolab-Allee 1 A
40789 Monheim am Rhein .

Germany .

has implemented and maintains a Quality Management System.

Scope:

The design and development, manufacture and distribution of products, servides and equipment
for the Healthcare, Industrial, Institutional and Speciality Water Treatmeni and Process
Chemical Markets.

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 9001 : 2008

Certificate registration no. 002201 QM08

Valid from 2017-03-07 (( DAkkS

i . Deutiche
Valid until 2018-00-14 e

D-ZM-16074-01-00

Date of certification 2017-03-07

Pas GmbH DU 748
Qli?{fﬁ!iﬁﬁgf% g ]

750@{ / 47 & ‘_ﬁ@?ﬁ*

Frank Graichen
Managirg Direclo

Accrediled Body: DQS GmbH, August-Schanz-Stralle 21, 60433 Frankfurt am Main, Germany
Administeative Office: DOS Medizinprodukte Gmbt, August Schanz-Strafle 24, 60433 Frankfurt-am Main,

Tet. +49 (0) 69 95427-300, medicaldevices{@dos-med.de 173




Annex to certificate
Registration No. 002201 QMOS8

Ecolab Deutschland GmbH

Ecolab-Allee 1
40789 Monheim am Rhein
Germany

Location

Ecolab Production Belgium BVBA -
Equipment Center

Essenschot 6031, Industriezone
Ravenshout 6

3980 Tessenderlo

Belglum

Ecolab Europe GmbH
Richtistr, 7

8304 Wallisellen
Switzerland

Ecolab Engineering GmbH
Raiffeisenstr, 7

83313 Siegsdorf

Germany

Nalco Finland Manufacturing Qy
Kivikummuntie 1

07955 Tesjoki

Finland

Ecolab Ltd.

Lotherton Way, Garforth
Leeds

LS26 2JY

Unlted Kingdom

Ecolab §.A.

25th km., Old National Road Athens Thiva
19600 Mandra Attikls

Greece

[FAEh

leenbiconine §y

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

Ecolab Production Belgium BVBA
Havenlaan 4, Ravenshout Bed, 4,210
3980 Tessenderlo

Belgium

Nalco Deutschland Manufacturing GmbH
und Co. KG '
Justus-von-Liebig-Str. 11

64584 Biebesheim

Germany

Nalco Espaficla Manufacturing SLU
Carrer Tramuntana, s/n

Poligono Industrial de Ceira,

17460 Coird

Spain

Ecolab Production France SAS
BP 608, Avenue du Général Pation
51006 Chalons-en-Champagne
France

NLC Weavergate
Winnington Avenue
Northwich
Cheshire

CW84DX

United Kingdom

gzjﬁaxﬁeimmgmﬁaﬁ

Nalco Budapest Shgi}ed-ﬁ:

‘ed_Service Center
Vaci Ut 81-83, ST

Center Point 2 ot
1139 Budapest/ 7,

Hungary s

This annex {edition: 2017-03-07) is only valid in connection

with the above-mentioned certificale.
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Annex to certificate
Registration No. 002201 QM08

Ecolab Deutschiand GmbH

Ecolab-Allee 1
40789 Monheim am Rhein
Germany

Location

Ecolab Ltd.

Forest Park, Zone G
Mullingar Industrial Estaie
Mullingar, Co.
Wesimeath

freland

Ecolab Production ltaly S.r.l,
Via Grandi 9/11

20089 Rozzano (M1}

ltaly

Nalco R&D Leiden
Ir. G. Tialmaweg 1
2342 BV Oegstgeest
Netherlands

Nalco Warehouseé Denh Bosch
Europalaan 8

Noord-Brabant

5232 BC Den Bosch
Netherlands

Ecolab d.o.o.
Vajngerlova 4
2000 Maribor
Slovenia

Nalco Nichelino Production
Via Vernea 88

10042 Nichellino (Torlno)
ftaly

Nalco Haliana Manufacturing srl
Via Ninfina [l snc

(04012 Cisterna di Latina (LT)
ftaly

Ecolab Production Netherlands B.V,
Brugwal 11

3432 NZ Nieuwegein

Netherlands

Ecolab Services Poland Sp. z o.0.
Opolska St. 100

31-323 Krakow

Poland

This annex (edition: 2017-03-07) is only valid in connection

with the above-mentioned certificate.
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Diversey Europe Operations BY

Maarszenbroskesdiji 2
3642 DN Ulrecht
Ths Metheriznds

Tel. +37 (0130 247 6427
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CERTIFECATE OF ANALYSIS v
G““"““' ......................
D-’ﬂt?e:é/’_?,;f‘g Ve
Product Name CLEARKLENS BI-SPORE ACTIVATOR SOLUTION VH26
Product Code VG RS A
Batch Number FAUPTT Ouco 5763/
Production Date 2205
Expiration Date 2 D7

This is to certify that the ebove batch of product has been tested and conforms to the manufacturing Quallty
Control specification for the product.

Tesgk Test Method L.irnits Rasuits
Lowser - Upper i
Appearance Visual Clear Colourless [l {Cvanrmits
Liquid i
_pH 7100% 20°C) JIDMOO1 9.0 12.5 78
S . Jdfic Gravity (20°C) JDMOG4 1,004 1.020 Y ws}
Potential Chlorine 100 180 S
(_f-f_‘* , < AP
Dioxide (ppm) (G5 1 ZS iy
a - f}/‘»;"f.:::’a’ 3 | 7 “
. X Name | o e O Ao Ao
On behalf of Diversey site T T
Quality Manager Pogition Quallty Control H}Sp{:é’t'za&daﬂ&

’m
{( i
{?7-4 S
=%,

This document being issued electronically does not bear a signature
| COA4 Bi-Spore Actiyator | Persion : 01
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Divarsey Europe Opsrations BY

Waatesenbroeksedijl 2
3542 DR Hreoht
The Rethariands

e, +31 (0)30 247 8427

Date: T ZJ 1 (; ----------------- e
Product Name CLEARKILENS BI-SPORE BASFE SOLUTION VH 26
Product Code PSIRIEL

Batch Number FAUD Sp e s 04 By

Preduction Date 2 S 20 s i
Expiration Date V2 ey 7

This is to certify that the above batch of product has been tested and conforms to the manufacturing Quality
Control specification for the product,

Tasl Test Method Limits Reosults
Lower - Upper .
Appearance Visual Clear Colourless e sovearZyy
Liquid foGe, o
'pH (100% 20°C) IDM001 1.5 25 77
__ecific Gravity (20°C) IDMO04 1010 1.030 | / /e
-

Name : Tt s =

On behalf of Diversey site .
Quality Manager Position

SUSASATL 1"]?’1?1%1’1'&3

This document being iss ued electronically does not bear a sighature S
| COA Bi-Spore Base | Persion : 01 l Da?e of issuing :
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ot otk prolecls your Werld

hilp//www synargvheaithple.com

Certificate of lrradiati

Date lssued: 01-Feb-20156 UK328141320748-1-1

This Is to centify that Bradford Synergy Health PLC has where appropilata defivered an irradiation protess
in accordance with:

EN IS0 11137-1:20086 Starilisation of Health Care Products PR SR PR TN R S
EN IS0 9001:2008 Quality Management System W ninivE i
EN IS0 13488:2012 Quality System - Medical Davices

+ Flexible Medical Packaging Ltd
© Unit B, White Cross Ind Estate
Hightown

Lancaster

Lancashire LAL 4XS

UNITED KINGDOM

Allin accordance with current Technical Agreement

Order Information

Account Number: 100432

Synergy Health Sales Pait Reference: 1002736

Customer Reference Number: P023691

Product Description: JD-BOTTLES/CAPS/BAGS 25-40kGy
Valldation Reference: 4,1624

Quantity Received: 8

Customer Minlmum Specification kGy: 25.0

Customer Maxdmum Specification kGy: 40.0

EE_Customer Unit Lot/Batch Numbern B/NWO37630 THUR 29.01.2015 2 PLTS

Irradlation Data

Date and Time of frradiation: 01-Feh-20:15 18:48

iteference Dose Range kGy: 33.7.-33.8

Caleutated Minimum Dose KGy: 27.9

Calculated Maximum Dose kGy: 35.3

ttems lrradlaled under WQ37630 will be used in linished produs! batch code FMP 15040 37631 | tp \‘f [ RN
o
815

et e s

Irradiation Release Authorised By Synergy Health ple (/’ﬁ‘{’/

Registerad Office: Ground Floor Stella, Windmill HIlY Bustness Park, Whitehill Way, Swindon, Wilishire SN5 GNX, UNITED KINGDOM
Company Reglstered in England and Wales No: 01771333 VAT Numpber: 6B 813038069
Pagg 1of 1




Lalboratories

Contract Analytical Services

Ms D Henderson

Wickham Lobaratorles Lid
Heeford Polnt, 8arwali Lane, Gosport
Harrpshire PO13 0AU Englond

Telephone:; +44({0) 1329 2244600
All. Telephone:  +44(0)1329 832511
Fax; +44[0]1329 832511

fnail@wickhomiabs.co.uk
www wlckhamiobs.co,uk

Flexible Medical Packaging Umited PBate Recelved: 18 Feb 2015
Unit Date Tested: 05 Meir 2015
Highiown
Whiie Cross Industrial Estate Date Test Completed: 19 Mar 2015
Lancaite
LEE 4X5 ' Purchuse Order: 2381

CERTIFICATE OF ANALYSIS
L&homiory Relerence Number: 0021244/

Test Required; Slerility Test by Membrane Fillration (Sterltest) i
Date Recelved: 18/02/2015 '
Test Article: Bi-Spore Solutien (Activator)

Sample Code: 491594

Batch Ref: FMP 15040 37431

Gify Recelved: 20 x 100mL Botiles

[Test Method item |Resutt

Sterllity Tesi by Membrane Filtration

(Steritest] Method MM107/00 Poss

Growth in Tryptone Soya Broth ai 20- .

25°C after 14 days MMI107 /01 No growth in two brolhs
Growth in Fluid Thioglycollate Medium .

ail 30-38°C affer 14 days MMIG7/02 Mo growih in two broths
Volume Tested MMI107/05 20 x 50 m,

Praduct Standord Data Sheed FG047 /osd FhD4

nments
additional samples received on 02/03/2015

See NCR PHM 2015 043 anct PHM 2015 054

Apptoval b grovided by Eleckonic Sgaotute. Thar neme and position 1§ shown 15elow.

A "
VLY e Daote: 20 Mar 2015 15:49:55

Sugasdignday

LS ETD S PRI

Mr K.A, Barker
Business Manager - Microbiology

Consignment: Q021244 Cerlificate of Analysis - OSMM Frint Number: POD26729 Page | of |
@ |,m_—l;,y,g\ Company Registered In England No, 752951 Wickham Laboratories Limited,

avons  GLP GI

Registered Office: Hoeford Point, Barwell Lane, Gospost, Hampshire
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Wickham Laboroteres Lid
Hoaford Poind, Barweill Lone, Gosport

ﬂ__@] [@@F@'&‘@[‘fﬁ@@ Hompshire PO13 0AU Englond

, Talephone: +44{0)1329 226400
Contract Analytical Services All. Telephone:  +44{0]1329 83751 |
Fax: +44{0)1329 832511

maifBwickhamiabs.co.uk
www.wickhamlabs.co,ui

Ms D Henderson

Flexible Medical Fackaging Limited Date Recelved: 18 Felb 2015
“.“” & Date Tested: 05 Mar 2015
Hightown

White Cross iIndustricl Estate Dafe Test Completed: 19 Mar 2015
l[i?ic;;er - Furchase Order: 23811

CERTIFICATE OF ANALYSIS
' Léborqinry Reference Number: 002124472

Test Required: Sterility Test by Membrane Fillration (Sterifest) @,},{

Daie Received: 18/02/2015 B B
Test Aricle: Bi-Spore Solution {Base) - e
sample Code: 491595 G g

Batch Rel: FMP 15040 37431

Qly Received: 20 X 100mi BoHles .

ITesf Method Hem IResuH o T
Sterility fest by Membrane Fitration e
(Steritest) Method MM 07 /00 Pass e
Growth in Tryptons Soya Broth at 20-

95°C cifter 14 days MM107/01 No growth In two broths

Growth in Fluid Thioglycollate Medium

ot 30-35°C afier 14 days MM107/02 No growth In two broths

Voiume Taested MM107/05 20 % 50 mL

Product Standard Data Sheet FGO47 [psd FMO5
7 ymments

, aditionat somples received on 02/03/2015

See NCR FHM 2018 043 and PHM 2015 054

I d

waaﬂafmmgna“’aﬂ

R T o

Approval is plovided by Eleciontc Sipnoture. Ther nama and postiion (5 shows beloyy,

l'\ “‘:‘j t:;_‘.ﬂ .

Date: 20 Mar 2015 15:49:55

Mr KA, Barker
Business Manager - Microbiology

Consigrmenl; 0021244 Cerlificate of Analysis - OSMM Print Number: FO026229 Page | of |
3. GLP Ghp EDA Company Registered in England No. 752051 Wickham Laboratories Limited,

Registered Office: Hoeford Point, Barwell Lane, Gosport, Hampshire
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3M™ Prep Solvent-70 Cleaner: A Stronger Alternative to
Isopropyl Alcohol and Water for Many Difficult to Clean Surfaces

Prep Solvent-70 Cleaner is a microencapsulated water-based ¢leaning solution that can be evaluated as an
altemative to the typically suggested isopropyl aleohol and water mix, 50% each, when greater
contarnination, oil or grime is encountered. Prep Solvent-70 Cleaner has been shown effective when
cleaning surfaces contaminated with oil, silicones, and mold release agents,

Benefits Higher ultimate adhesion on substrates that contain heavy grinie, oil, silicones or
mold releases than when using isopropyl alcohol/water soluion.

» Less effort required than when using isopropy! alcobhol/water.
« Effective on most bare metals and steel, stajnless steel, and painted metals,
» Compatible with 3M™ VHB™ Acrylic Foam Tapes,

Note; This cleaner containg greater than 250 g/ of volatile organic carbons (VOQC).
Less water, less exempt solvents. Please contact your local Air Quality
Regulation to be sure the cleaner is compliant.

Testing Extremely oily metal and silicone contamination can be difficult to ¢lean with
isopropyl alcohol/water. The following are test results on stamped metal which
underwent a very oily stamping process and panels that were contaminated with
silicone release agents,
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Technical Bulletin

IM™ Prep Solvent-7¢ Cleaney R

Suggested
Cleaning
Procedures

Apply 3M™ Prep Solvent-70 Cleaner to the surfage to be cleaned, either
directly or soaking a clean vag or paper towel, Rub vigorously in a scrubbing
manner to fift and remove contaminants. Turn rag or paper towel a few times,
Rub until most of the Prep Solvent-70 Cleaner has either soaked into the rag

or towel and or water has evaporated. Return 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 should be ready to accept 3M™ VHB™ tape.

Effectiveness of Prep Solvent-70 Cleaner when cleaning a heavy grimy or oily
surface can be verified pricr to tape application by giving a second round of
cleaning with Prep Solvent-70 Cleaner or another solvent, If properly cleaned,
little to no grime or oil will be evident on a new rag or paper towel upon this
second application.

Since this solution is 85% water, please keep from freezing, If the solution has
been exposed to freezing temperatures, a vigorous shaking is suggested
because freezing might induce some separation.

Note: Prep Solvent-70 Cleaner has been evaluated on various materials,
but we cannict guarantee it will work on all materials.

Precationary
Information

Refer to the Produel Labal and Material Safety Data Sheet for Health and Safely information before using
thls predugt,

For Additional
Infarmation

To réquest additional preduct information of fo amange for sales assistance, ¢all toll frea 1-800-362-3550 or
visit www.IM.com/adnasives. Addrass correspondernice to: 3M Engineerad Adhesives Division, 3M Center,
Bullding 220-7E-01, St. Paul, MM B5144-1000. Qur fax riumbér i3 651-733-0175. In Canada, phone:
1-800-364-3577. In Puerta Rico, phona: 1-787-760-3000. In Mexico, phone; 52-70-04-00.

Iﬁipartant Notice

3M MAKES NO WARRANTIES, EXPRESS OR IMPLIED, RCLUDING, BUT NOT LIMITED T, ANY
IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, User is
responsible for determining whather the 3M product is fit for a particular purpose and sulteble for users
method of application. Plaase remamber that many factors can affect the usa and performance of a 3M
praduct in & parlicular application. The materials to be bonded with the product, the surface preparation
of those materlals, the product seledted for usa, the conditions in which the product is usad, and the time
and environmenial conditions in whish the product is expectad o parform gre among the many faclors
that can affect the usa and pedormencs of a 3M product. Given the varlely of factors that can affect the
usa and performance of a 3M product, some of which are uniqueiy within the user's knowledge and
conirol. il is essentlal that the user evaluate tha 3M product to determing whather It Is fit for a particular
purpose and sultable for the user's method of application.

Limitation of Remedies
and Liability

SV

Engineered Adkesives Division

3M Centei; Building 220-7E-0)
St, Paul, MN 55144- 1000

it the 3M produst Is proved lo ba defeclive, THE EXCLUSIVE REMEDY, AT 3M'S OPTION, SHMALL BE TO
REFUND THE PURCHASE PRICE OF OR YO REPAIR OR REPLACE THE DEFECTIVE 3M PRODUCT.
3M shall not otharwise bé lable for joss or darmages, whether diract, indirect, speclal, Incldental, or
consequential, regardless of the legal theory asserted, Including, but not limited to, contract, neglidence, . \;
warranly, or stdct llability. . PO

R CISO9o02);

This Enginsered Adhesives Division product veas manufactured andsr 2 3M quality systam regist

\ 3, Wk
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P b

Recyeled Paper
095 pre-consumer
10%; post-constmer
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