Fivst off

Diversey Europe Operations BV
Maarssenbrosksedijk 2

3342 DN Utrecht

The Netherlands

Tel. #31 (0)30 247 8427
www.Diversey.com

CERTIFICATE OF ANALYSIS

Dete: (03 2013

Product Name CLEARKLENS BI-SPORE BASE SOLUTION VH26 |
Product Code F51L8BN

Batch Number '-FHP 0645 . LICCL

Production Date Q4.05 10ie

Expiration Date . E K OY JOb | 20| o

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 |
B _Lower - Upper ]
: Clear Colourless Cleayy oolowles
Appearance e | Liquid | liguid
pH (neat solution) _ DMO001 .15 2.5 24
Specific Gravity (20°C) | DMO004 | 1.010 1.030 Ko
| Name . I r'_':} R
| . i g ST
On behalf of Diversey site ~—— - ‘%m‘ km& -
| Quality Manager Position Quality Control Inspector
_This document being Issued electronically does not bear a signature
| COA Template | Version : 02 | Date of issuing : November 24" 2017 |

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



Fivst o]

Maarssenbroeksedljk 2
3542 DN Utrecht
The Netheriands

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

Diversey Europe Operations BV

CERTIFICATE OF ANALYSIS

Date: OL\ IOI‘SI 9018

Product Name __| CLEARKLENS BI-SPORE ACTIVATOR SOLUTION VH26 |

Product Code I = UL |
' Batch Number M HC(_LQ} {3009, |
| Production Date Oli, 03. 2019

Expiration Date ExP o4 |0 | 2021

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 -leny (g les, gy
pH (neat solution) DMO001 9.0 125 | .G
Specific Gravity (20°C) DMO004 1.004 1.020 | l.ocs
Potential Chlorine Dioxide
opm) | | 100 180 ‘ s

Name :

On behalf of Diversey site = .
Quality Manager | Position

This document beina issued electronically does not bear a signature

: \\ T!:],wn CP _;;;,4

Quality Control Inspector

| COA Template | version : 02

| Date of issuing : November 24" 2017 |

Diversey Europe Operations BY, Maarsaenbroeksedl]k 2, 3542 DN Utrecht, The Netherlands

Tel. +31 (0)30 247 6427




Goode in

Diversey Europe Opsrations BV
Maarssenbrosksedijk 2

3542 DN Utrecht

The Netherlands

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

CERTIFICATE OF ANALYSIS

Date: O (0] 2019

!I Product Name | CLEARKLENS BI-SPORE ACTIVATOR SOLUTION VH26
| Product Code OlHZE5%
| Batch Number TMPIGC0Y . L1000,
Production Date Ob. 0%. 104
ilxp__igtion Date exXe oy (03 / L0G2)

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
B Lower - Upper _
Appearance Visual Clear Colourless Liquid ey codat=s, | %.!d
pH (neat solution) DMO001 9.0 12.5 . L
' Specific Gravity (20°C) DM004 1.004 1.020 |.oos
Potential Chlorine Dioxide
| (ppm) | i) 80 ‘_6%' 6

Name " Slason, Coud ﬂ:%’\

On behalf of Diversey site = —— {
Quality Manager Position Quality Control Inspector

This document being issued electronically does not bear a signature o L
| coa Template | Version : 02 | Date of issulng : November 24" 2017 |

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



Diversey Europe Operatlons BY
Maarssenbrosksedijk 2

3542 DN LUtrecht

The Netherlands

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

CERTIFICATE OF ANALYSIS

pate: Ol 0%. 2019

Product Name CLEARKLENS BI-SPORE BASE SOLUTION VH26 il
Product Code 3S4%L . S—
Batch Number | FMP 9003 | HICOL

Production Date | Q4. 0. Joid

Expiration Date ExP 0L /3h| 2011

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 Tooed
5 Clear Colourless Cléow Qolouvies)
Appemmance i N ¥ A L : S
pH (neat solution) DM001 1.5 25 | .4
Specific Gravity (20°C) DM004 1.010 1.030 | (.,Ql ]
o= 1 N_ame ] | | ‘/p e .
On behalf of Diversey site | l Stowon 1O —_‘.ﬁf:’kq
Quality Manager | Position g Quality Control Inspector

This document being Issued electronically does not bear a signature
| COA Tempiate | Version : 02 [ Date of Issuing : November 2:™ 2017 |

Diversey Europe Operations BV, Maarssenbroeksedijk 2, 3542 DN Utrecht, The Netherands
Tel. +31 {0)30 247 6427



Wickham Laboratories Lid

Y WickhamLeboratorfies i

i Telephone; +44(0) 1329 226600
Contract Analytical Services Fooe +44(0)1329 226688
mail@wickhamlabs.co.uk
www.wickhamlabs.co.uk
Ms D Henderson
Flexible Medical Packaging Limited Date Recelved: 12 Mar 2019
Unit 8 : 01 Apr 2019
Hightown Date Tested: p
White Cross Industrial Estate Date Test Completed: 15 Apr 2019
t:?i?(sﬂer Purchase Order: 32737
TE OF I
Laboratory Reference Number:  0047671/2
Test Required: Sterility by Membrane Flliration Steritest
Date Received: 12/03/2019
Test Arlicle: Bi-Spore
Sample Code: FMP19063 47002 (Base)
Baich Ref: 622518
Qiy Recelved: 20 x 100mL Bofttles
Test B Method ltem  |Result |
Sterility Test by Membrane Filtration
(Steritest) Method MM107/00 Pass
Growth in Tryptone Soya Broth at 20- .
25°C affer 14 days MM107/01 No growth in two broths
Growth in Fluid Thioglycollate Medium .
at 30-35°C after 14 days MM107/02 No growth in two broths
Volume Tested MM107/05 20 x50 mL
Ej:,ed In Accordance with Ph Eur, USP , ~nos/07 EP 9.0 2.6.1, USP 41 <71> & JP XVl 4.06
Product Standard Data Sheet FGO47/psd FMOQ5-02

Approvdl Is provicied by Electronic Signature. Thelr name and posttion Is snown below.

Date: 23 Apr 2019 10:02:31

Mrs P. Pham-Lengoc
Documentation Manager — Microblology

Cerlificate of Analysis - OSMM
Consignment: 0047671

II:rinfeNltJ:eb]ert PO056766 GVIP GLP Company Reglstered In England No. 752951
og



Wickham Laboratories Lid
™ | _ I}ﬁ Hoeford Point, Barwell Lane, Gosport
k h | E lb. : 3 1 & Hampshire PO13 0AU England
W|c amlco t E@\)!i Telephone: +44{0)1329 224600
mail@wickhamilabs.co.uk
www.wickhamiabs.co.uk
Ms D Henderson
Aexible Medical Packaging Limited Date Recelved: 12 Mar 2019
Unit 8 Dale Tested: 01 Apr 2019
Hightown
White Cross Industrial Estate Date Test Completed: 15 Apr 2019
'E:fl‘i‘;ger Purchase Order: 32737
d FA |
Laboratory Reference Number:  0047471/1
Tesi Required: Sterllity by Membrane Filtration Steritest
Date Recelved: 12/03/2019
Test Ardicle: Bl-Spore
Sample Code: FMP19043 47002 (Activator)
Batch Ref: 410101
Qiy Received: 20 x 100mL Bottles
|Tes| Method ltem IReluII
Sterllity Test by Membrane Filtration
(Steritest) Method 10709 s
Growth In Tryptone Soya Broth at 20 .
25°C after 14 days MM107/01 No growth in two broths
Growth in Fluid Thioglycollate Medium .
at 30-35°C after 14 days MM107/02 No growth in two broths
Volume Tested MM107/05 20x 50 mL
sosted in Accordance with Ph Eur, USP \uq00s/07 EP 9.0 2.6.1, USP 41 <71> & JP XVI| 4.06
Product Standard Data Sheet FGO47 fpsd FM04-02

Approval s provided by Blscironic Signature. Thelr name and position s shown below.

Mrs P, Pham-Lengoc

Documentation Manager — Microblology

Date: 23 Apr 2019 10:02:31

Certificate of Analysis - OSMM
Consignment: 0047671

Print Number: POD58744

Page 1 of 1

GM F" [3 L p m Company Registered In England No. 752951



STERIS: Gamma Certificate Of Processing

Prepared for: FLEXIBLE MEDICAL PACKAGING LTD (8245)
Gamma Process Run ID; 2173-1628A

Product Code Lot Number Quantity LUOM
BI-SP B3 COMPONENTS DV4725 WO47008 8 Case
Validation Reference Number: 4725

PO Number: 07/02/2019

Processing Run Start Date: 13-Feb-19 03:08 PM
Processing Run End Date: 13-Feb-1% 09:18 PM

Specified Dose Range (kGy): 25.0 -40.0 Calculated Min Dose (kGy): 26.8
Reference Dose Range (kGy): 30.2- 39.2 Calculated Max Dose (kGy): 33.4
Other Information
WO047008, 1 PLT. PO32552.

Signature Manifest

Reviewed and E-Signed By: Sara Burchill (Quality Administrator)
Date/Time E-Signed: 2018-02-14 03:01 PM

Document Content Revision: 1

Operating facllities are in compliance with applicable regulations providing services under a certified quality system
which meets the requirements of FDA QSR, EN/ISO 13485 current certified version, and is in alignment with EN IS0
11137 current certifled version

Procesaing Location

Synergy Health Sterilisation UK
Limited, a STERIS Company
Brunel Close

Drayton Fields Industrial Estate
Daventry

Northants

NN11 8RB

Phone: + 44(0) 1327 706 111

b WACIGHED LAY WOLACEE LU Bl Ubed U~
RAnosrned pradasctk botchk Fre 19003 LA,

Document ID: 14960
Last Revised In Rel 2.0.0.0 Rel Date: 08/13/2018 Pageioft



