F\RST OFF

Diversey Europe Operations BV
Maarssenbroeksedijk 2
3542 DN Utrecht

D ivers eyt Hf The Nethertands

Tel. +31 (0)30 247 6427
www.Diversey.com

CERTIFICATE OF ANALYSIS

Date: 30.0u. QO[Q

Product Name CLEARKLENS BI-SPORE ACTIVATOR SOLUTION VH26
Product Code FFIL £52 U
Batch Number MR 1G 120 WFIOE

Production Date 50 [0L) 2D\Y

Expiration Date txP 30 |Ol| 20U

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

Test Test Method Limits Results
Lower - Upper
Appearance Visual Clear Colourless Liquid [/ 717%™
pH (neat solution) DMO001 9.0 12.5 il 3
Specific Gravity (20°C) DMO04 1.004 1.020 .0O5
Potential Chlorine Dioxide
| (opm) 100 180 (MR}

Name : | Hovolwida ?W

On behalf of Diversey site [ =
Quality Manager Position Quality Contro] Inspettor

This document beina issued electronically does not bear a signature
| cOA Tempiate | Version : 02 | Dote of issuing : November 24" 2017 |

Diversey Europe Operations BV, Maarssenbroeksedijk 2, 3542 DN Utrecht, The Netherlands
Tel. +31 (030 247 6427



FIRST OFF

Diversey Europe Operations BY
Maarssenbroeksedijk 2

3542 DN Utrecht

The Netherlands

Tel. 431 (0)30 247 6427
www.Diversey.com

CERTIFICATE OF ANALYSIS

Date: 30 OL. 2019

| Product Name 'CLEARKLENS BI-SPORE BASE SOLUTION VH26 !
Product Code F5IL €52

 Batch Number THPIQ 120 LI ICE ) _‘
Production Date 0|04 | a0l ]
Expiration Date ExP_B30[CU| AR 1

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

 Test Test Method | Limits Results
Lower - Upper ‘L
X Clear Colourless  [(teci¢ Qoloor=

Appearance Visual Liquid less Lol |
' pH (neat solution) DMO001 15 2.5 2.9

' Specific Gravity (20°C) DMO004 1.010 1.030 | i.OlE

| ] ‘Name . . ™y h - —‘

| . el Tt Ch#
On behalf of Diversey site | = |r = :3‘;' : éj's}wn’
‘ Quality Manager | Position ' Quality Contrdl Inspector J

This documnent being issued electronically does not bear a signature B
["coA Template [ Version : 02 [ Date of issuing : November 24" 2017 |

Diversey Europe Operations BV, Maarssenbroeksedljk 2, 3542 DN Utrecht, The Netherlands
Tel. +31 (0)30 247 6427



Telephone; +44(0}1329 224400
Contract Analytical Services Fax: +44(0)1329 226688

Wickham Laboratories Lid
OWic khamlabormaiorf@s  remwerosmimm

mall@wickhamlabs.co.vk

www.wickhamilabs.co.uk

Ms D Henderson
Flexible Medical Packaging Limited Date Recelved: 09 May 2019
il Date Tested: 03 Jun 2019
Hightown
White Cross Industrial Estate Date Test Completed: 17 Jun 2019
anCe ot Purchase Order: PO33080
LA1 4XS urchase Order:

CERTIFICATE OF ANALYSIS
Laboratory Reference Number: 0048610/2
Test Required: Sterility by Membrane Filiration Steritest
Date Recelved: 09/05/2019
Test Article: Bl-Spore Activator
Sample Code: FMP19120 47106
Beteh Ref: 4368346
Qiy Recelved: 20 x 100 Bottles
Test - ~ |Methodltem  [Result
Sterility Test by Membrane Filtration
(Sterltest) Method MMI07/08 fas
Growth in Tryptone Soya Broth ot 20- .
25°C affer 14 days MMI107/01 No growth in two broths
Growth in Fluld Thioglycollate Medium .
at 30-35°C affer 14 days MM107/02 No growth in two broths
Volume Tested MMI107/05 20 x50 mL
aosted in Accordance with PhEUT. USF maoos/o7 EP 9.0 2.6.1, USP 42 <71> & JP XVII 4.06
Product Standard Data Sheet FG047/psd FMO5-02

Approval ls provided by Bectronle Signature. Thelr name and position ks shown below.

Date: 18 Jun 2019 15:57:20

Mrs P. Pham-Lengoc
Documentation Manager — Microbiology

Cerflificate of Analysis - OSMM
Consignment: 0048610 _
Print Number: POD59913 EI*.‘-'i"llli ) G | ) B

Company Registered in England No. 752951
Page 1 of 1



Wickhom Laboratories Lid
’ w- k h o Hoeford Point, Barwell Lane, Gosport
I‘I"l‘l_I EJ)( Ol 'E@[Fl.s ) Hampshire PO13 0AU England
Ic a G @ ct Anal ?]l Servi e S Telephone: +44(0)132% 226600
ontra nalytical Services Fax: +44{0}1329 226488

mail@wickhamlabs.co.uk

www.wickhamiabs.co.uk
Ms D Henderson
Flexible Medical Packaging Limited Date Recelved: 09 May 2019
Ukt S Date Tested: 03 Jun 2019
Hightown
White Cross Industrial Estate Date Test Completed: 17 Jun 2019
Lancaster h . PO33080
LA 4XS Purchase Order:
CERTIFICATE OF ANALYSIS
Laboratory Reference Number: 0048610/1
Test Required: Sterillty by Membrane Filtration Steritest
Date Recelved: 0%/05/2019
Test Arlicle: Bi-Spore Base
Sample Code: FMP19120 47106
Baich Ref: 636835
Qty Recelved: 20 x 100 Bottles
Test Method em  |Resul
Sterility Test by Membrane Filtration
(Sterttest) Method MM107/00 Pass
Growth In Tryptone Soya Broth at 20- .
25°C after 14 days MM107/01 No growth in two broths
Growth in Ruid Thioglycollate Medium .
at 30-35°C after 14 days MM107/02 No growth in two broths
Volume Tested MM107/05 20X 50 mL
rosted in Accardance with Ph Bt USP - \1qo0s/07 EP 9.0 2.6.1, USP 42 <71> & JP XVIl 4.06
Product Standard Data Sheet FGO047/psd FMO5-02

Approval Is provided by Bectronke Signatura. Thelr name and postiion Is shown below.

Date: 18 Jun 2019 15:57:20

Mrs P. Pham-Lengoc
Documentation Manager — Microbiology

Certlficate of Analysls - OSMM
Consignment: 0048410

Print Number; P0059913 LIVIF GLHF Company Registered In England No. 752951
Page 1 of 1



STERIS: Gamma Certificate Of Processing

Prepared for: FLEXIBLE MEDICAL PACKAGING LTD (8245)
Gamma Process Run ID: 2173-1620A

Product Code Lot Number Quantity UOM
BI-SP B3 COMPONENTS DV4725 wo47107 8 Case
Validation Reference Number: 4725

PO Number: PO32591

Processing Run Start Date: 21-Feb-19 03:51 AM
Processing Run End Date: 21-Feb-19 10:26 AM

Specifled Dose Range (kGy): 25.0 - 40.0 Calculated Min Dose (kGy): 26.3
Reference Dose Range (kGy): 30.2- 39.2 Calculated Max Dose (kGy): 34.0
Other Information
WO047107, 1 PLT

Signature Manifest

Reviewed and E-Signed By: Mark Morse (QA Officer)
Date/Time E-Signed: 2018-02-22 08:54 AM

Document Contant Ravislon: 2

Operating facliities are In compllance with applicable regulations providing services under a certifled quality system
which meests the requirements of FDA QSR, EN/ISO 13485 current certified version, and Is In alignment with EN ISO
11137 current certified version

Processing Location

Synergy Health Sterllisation UK
Limited, a STERIS Company
Brunel Close

Drayton Flelds Industrial Estate

Daventry
Northants

NN11 8RB
Phone: + 44(0) 1327 706 111

Items irradiated under WO47107 will be used in finished batch code Fmp19120 47106

Olga Kirchner

Document ID: 15382
Last Revised In Rel 2,0.0.0 Rel Date: 08/13/2018 Page 1 of 1



