Diversey Europe Operations BY
Maarssenbroeksed|jk 2

3542 DN Utrecht

The Netherlands

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

CERTIFICATE OF ANALYSIS

Date 23 (B 2019

Product Name CLEARKLENS IPA VHI1 !
Product Code 3513 LSO |
Batch Number IHP 9ER . 4394y |
Production Date .06 d018 ]
| Expiration Date ExP 23|08 | 2041 |

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
l__ Lower - Upper
App " Visual Clear Colourless Cle‘a\/‘ Colowiess
L . | Liquid houd
Specific Gravity (20°C) DMO004 0.872 0883 [ (.¢33
| Name : <P [ o oo
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, Maarssenbroeksedik 2, 3542 DN Utrecht, The Netherlands
Tel. +31 ()30 247 8427



Sterigenics.

\*

Certificate of Processing

STERIGENICS Seymour Link Road Woodthorpe Mastin Moor

A Sotera Health company TEL FAX www.sterigenics.com
R55480102 09/10/2019 11:32;54 GMT
Page 1 of 1
Customer Name: FLEXIBLE MED. GBP UK LANCASTER Processing Fachiity: Markham Vale Work Ovder # 2500582
P.ON PO33822 Sales Order # 2318500
26 - 48 kQy Gamma Irradlation iradiation Date/Time: 09/08/2019 07:42:17 GMT
S0 Oty UOM  Customer tem Number Cusiomer llam Desoription Customer Customer
Line # Lot Numbsr Load Number
101.000 445 BX 7513400 Diversay Clearkiens IPA 900 mL FMP19178 WOaTa44 { DEVDD1152
Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0.71
102.000 430 BX 101100418 Diversay Clearkiens IPA/DE 900 FMP19191 WO47716 / DEVO02080
Dosa Map 302_0030 Ref Poy: 10E1, AF Min = 0.71
103.000 5 BX 101100418_SAMPLE Diversey Clearklens IPA/DE 900 FMP19191 WO47716 / DEVOD2079
Dose Map 302_0030 Ref Pos: 10E1, AF Min=0.71
880 BX Total
Quality Test Summary
mseasas Signed By - - -----
Op# Quality Test Description Minimum Spec  Maximum Spec  Result Pasa/Fall User Date Time
450.00 Minimum Dose 25.0 kGy 45.0 kGy 278 KGY Pass ESILLS 09/10/2019 T1:29:21 GMT
Reason Code Test EMMA SILLS
45000 Maximum Dose 25.0 kGy 45.0 kGy 45.1 KGY  Fall IWEATHERAI 09/09/201% 09:11:00 GMT
Reason Code Test IAN WEATHERALL

The above products were not processed according to the process specification requirements. Some parameters reviewed were found not to be in
compliance with specifications as Indicated on attached nonconformance document(s).

Please refer to DEF-10122. Maximum dose achieved is over the Customer Specification. Incorrect dosimeter placement during processing run. Minimum

dose calculated using ratio factors.

Electronically Signed By: EMMA SILLS
Reason:  Work Order Completions

Date:  08/10/2019 11:32:08 GMT

ISO 8001 and ISO 13485 Reglstered



{ Sterigenics.

Certificate of Processing

STERIGENICS Seymour Link Road Woodthorpe Mastin Moor

A Sotera Health company TEL FAX www.sterigenics.com
R55480102 07/26/2019 13:50:11 GMT
Page 1 of 1

Customer Name: FLEXIBLE MED, GBP UK LANCASTER Processing Facfilty: Markham Vals Work Order # 2482230

P.OS PO33409 Sales Order # 2284145
28 - 45 kQy Gamma Irradistion irradiation Dute/Time: 07/24/2019 22:47:27 GMT

80 Qty UOM Customer Hem Numbar Customer ltem Description Customer Customer

_Line# Lot Number Load Number

101.000 435 BX 100862174 Diversay Clasarkians DE 900 mL FMP19129 WO47422 | DEV001910
Dose Map 302_0030 Ref Pos: 10E1, AF Min =0.71

102.000 704 BX 7514372 Diversey Clearidens IPA 900 mL FMP19132 WO47179 / DEV0D1250
Dose Map 302_D030 Ref Pos: 10E1, AF Min =0.71

103.000 5 BX 7514372 Sample Divarsay Clearklens IPA 900 mL FMP19138 WO47179 / DEV001250
Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0.71

104.000 265 BX 100862174 Diversey Clearkiens DE 900 mL FMP19142 WO47428 / DEV001910
Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0.71

105.000 5 BX 100862174 Sample Diversey Clearklans DE 900 mL FMP19142 WO47422 | DEVD01910
Doze Map 302_0030 Ref Pos: 10E1, AF Min = 0.71

109.000 2 BX 100862174 Sample Diversey Clearklens DE 900 mL. FMP19129 WO47922 / DEV001810
Dose Map 302_0030 Ref Poa: 10E1, AF Min = 0,71

110.000 5 BX 7514372 Diversey Clearidens IPA 900 mL FMP19138 WO47179 / DEVD01250
Dosa Map 302_0030 Ref Pos: 10E1, AF Min = 0.71

111.000 5 BX 100862174 Diversey Clearklens DE 900 mL FMP15142 WO047428 / DEV001910
Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0.71

112.000 1t B 7513400 Diversey Clearklens IPA 900 mL FMP 18178 WO47a44 | DEVTOT152
Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0,71

1440 BX Total
Quallty Test Summary
menunne-Signed By-------
Op# Quality Teat Dascription Minimum Spe¢  Maximum Spec  Rassult Pasa/Fall  User Date /Time
45000 Minimum Dose 25.0 kGy 45.0 kGy 28,6 KGY Pass EBROWN 07/26/2019 11:37:42 GMT
Reason Code Test EMMA BROWN
450.00 Maximum Dose 25.0 kGy 45.0 kGy 413KGY Pass EBROWN 0772672018 11:37:58 GMT
Reason Code Test EMMA BROWN

Sterigenics certifies that the materials listed above (as described by the Manufacturer) received the indicated doses within the precision and accuracy of the
dosimetry system employed.

Electronically Signed By: EMMA BROWN Date:  07/26/2019 13:48:25 GMT
Reason: Work Order Completions

ISO 8001 and ISO 13485 Reglstered



ﬁ Sterigenics.

Certificate of Processing

STERIGENICS Ssymour Link Road Woodthorpe Mastin Moor

A Sotera Health company TEL FAX www.sterigenics.com
R55480102 08/02/2019 11:33:09 GMT
Page 10of1

Customer Nama: FLEXIBLE MED. GBP UK LANCASTER Procaasing Feclily: Markham Vale Work Order # 2488513

P.ON PO33410 Sales Order # 285022
25 - 45 kQy Gamma Irradlation Irradiation Date/Time: 07/29/2019 15:27:51 GMT

80 Gty UOM Customaer lism Number Customer ltam Description Customar Customer

Line # Lot Number Load Number

101.000 432 BX 100862174 Divargey Clearklens DE 900 mL FMP19142 WO47428 | DEVOD1910
Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0.71

102.000 972 BX 7513400 Diversey Ciearkiens IPA 900 mL FMP19144 WO47430 / DEVOD1152
Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0,71

103.000 5 BX 7513400_SAMPLE Diversey Clearklens IPA 900 mL FMP19144 WO47430 / DEV001152
Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0.71

104.000 1 BX 7513400 Diversey Clearkiens IPA 900 mL FME18178 WO a4 | DEVID1152
Cosa Map 302 0030 Ref Pos: 10E1, AF Min = 0.7

1420 BX Total

Guality Test Summary
Maximum Spec  Result

Op# Quality Test Description Minimum Spec
45000 Maximum Dose 25.0kGy

Reason Code Test
45000 Minimum Dose 25.0 kGy

Reason Code Test

Sterigenics certifies that the materlals listed above (as described by the Manufacturer) received the indicated doses within the precision and accuracy of the

dosimetry system employed.

Electronically Signed By: EMMA BROWN
Reason:  Work Order Completions

IS0 9001 and ISO 13485 Reglstered

45.0 kGy 412 KGY

45.0 kGy

288 KGY Pass

Date Time

SIMON WARD

EBROWN

EMMA BROWN

Date: 07/31/2019 07:35:16 GMT

07/30/2019 17:41:15 GMT

07/3172019 07:31:18 GMT



'ﬁ Sterl enICS Certificate of Processing

STERIGENICS Seymour Link Road Woodthorpe Mastin Moor

A Sotera Health company TEL FAX www.sterigenics.com
RS55480102 0773172019 13:03:27 GMT
Page 1 of 1

Customer Name: FLEXIBLE MED. GBP UK LANCASTER Procesaing Faollity: Markham Vala Work Order # 2485519
P.O# PO33411 Sales Order ¢ 2285028

- 45 kQy Gamma Irrsdistion Imadistion Date/Time: 07/30/2019 16:36:09 GMT
$0 Oty UOM Customer lism Number Customaer item Description Customer Customer
Line # Lot Numbsr Load Number
101.000 445 BX 7513400 Divarsey Clearkiens IPA 900 mL FMP19144 WO047430 / DEV001152

Dose Map 302_0030 Ref Pos: T0E1, AF Min = 0,71
102.000 972 BX 7513400 Diversey Clearkians IPA 900 mL FMP19150 WO047307 / DEV001152

Cose Map 302_0030 Ref Poa: 10E1, AF Min =0.71
103.000 1% BX 7513400 Diversey Cloarklens IPA 900 mL FMPITE WO4To4d | DEVODT52

Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0.71

1440 BX Total
Quality Test Summary
....... =Signed BYascanes
Op# Quality Test Description Minimum Spec  Maximum Spec  Result Pass/Fall User Date Time
450.00 Maximum Dose 25.0 kGy 45.0 kGy 41.0KGY Pass JATKINSON 07/31/2019 12:47:18 GMT
Reason Code Test JOE ATKINSON
45000 Mmimum Dose 25.0 kGy 45.0 kGy 283 KGY Pass EBROWN 07/31/2019 12:55:59 GMT
Reason Code Test EMMA BROWN

Sterigenics certifies that the materials listed above (as described by the Manufacturer} received the indicated doses within the precision and accuracy of the
dosimetry system employed.

Electronically Signed By: EMMA BROWN Date:  07/31/2015 13:02:48 GMT
Reason:  Waork Order Completions

IS0 8001 and SO 13485 Reglstered



Certificate of Processing
STERIGENICS Seymour Link Road Woodthorpe Mastin Moor

{ Sterigenics.

ASotera Health tompany TEL FAX www.sterigenics.com
R55480102 081672019 12:48:08 GMT
Page 1 of 1
Customer Name: FLEXIBLE MED. GBP UK LANCASTER Processing Facliity: Markham Vals Work Order # 2492787
P.O.# PO33412 Sales Orclar # 2298724
25- 48 kQy Gamma Irradiation Urradistion Date/Time: 08/14/2019 23:32:18 GMT
a0 Qly UOM Customer tem Number Customer Hem Descripiion Customer Customer
Line # Lot Number Load Number
101.000 453 BX 7513400 Diversey Claarkiens IPA 900 mL FMP19150 WO47307 / DEV001152
Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0.71
102.000 707 BX 7513400 Diversey Clearkiens IPA 900 mL FMP19176 WO047636 / DEVD01152
Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0.71
103.000 5 BX 7513400_SAMPLE Diversay Clearklens IPA 800 mL FMP19176 WO047636 / DEV001152
Dose Magp 302_0030 Ref Pos: 10E1, AF Min = 0.71
104.000 216 BX 7513400 Divarsey Clearklens IPA 900 mL FMP19178 WO4T944 | DEVDO1152
Daose Map 302_0030 Ref Pos: 10E1, AF Min = 0.71
105.000 5 BX 7513400_SAMPLE Diversey Clearkiens IPA 900 mL FMP19178 WO47944 / DEV0D1152
Dose Map 302_0030 Ref Pos: 10E1, AF Min =0.71
106.000 5 BX 7513400_SAMPLE Diversey Clearklens IPA 900 mL FMP19150 WO47307 / DEV001152
Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0,71
109.000 4 BX 7513400 Diversey Clearklens IPA 800 mL FMP1S178 NA
Dosa Map 302_0030 Ref Pos: 10E1, AF Min = 0.71
110,000 5 BX FMP Dunnage Boxes Customer Supplled NA NA
Dose Map 302_0030 Ref Pos: 10E1, AF Min = 0,71
1400 BX Total
Quality Test Summary
meaunansSigned By -------
Op# Quality Teat Description Minimum Spec  Maximum Spec  Reault Pasa/Fall  User Date Time
450.00 Minimum Doge 25.0 kGy 45.0 kGy 292KGY Pass ESILLS 08/16/2019 12:35:33 GMT
Reason Cotle Test EMMA SILLS
450.00 Maximum Dose 25.0 kGy 45.0 kGy 43.2KGY Pass ESILLS 08/16/2019 12:35:51 GMT
Reason Code Test EMMA SILLS

Sterigenics certifies that the materials listed above (as described by the Manufacturer) received the indicated doses within the precision and accuracy of the
dosimetry system employed.

Electronically Signed By: EMMA SILLS
Reason: Work Order Completions

Date: 08/16/2019 12:47:26 GMT

ISO 9001 and 1SO 13485 Registered



PHARMACEUTICAL ANALYSISREPORT | |LJCID=ON

Flexible Medical Packaging
Unit 8

Hightown

White Cross Industrial Estate
Lancaster

LA1 4XS

FAQ: Alison Siddle

Report of Tests on: Clearklens [PA FMP19178
Sample Description: 47944

Lucideon Sample Number: (184869)-37739

Lucideon Report Number: (194869)-37730/ETEP  lssue Number: 1

Date Logged: 02-Sep-2019 Order Number: PO33824

Date Reported: 11-Sep-2019 Date(s) of Test(s): 10-Sep-2019 to 10-Sep-2019
Endotox|n Test (EP)

2.8.14 Bacterial Endotoxins - Method C - Turbidimetric Kinetic Method
Test Results:
The test results meet the EP/USP criteria: Yes

Result: Pass (<0.2 EU/mi)

Tests carried out in accordance with cGMP

End of Test Report
WIORACE \\ Sep -\
Mrs Natalle Boot
Senlor Business Support Assistant Page 1of 1
This report Is lasued in accordance with the Conditions of Business of Lucideon Limited and relstes only to the samegie(s} lasted. Lucldeon Limited T +44 (0)1762 764428

No resporalbillty ia taken for the acouracy of th ling uniees this Is done und; upervision. This report shail not be
roprorivonc 1 Pt Wi e aptrove! of Luddeen Limted, nor deed i ey oy o0 0 Yomd 12 miarepresmaa A ® Queens Road, Penkhull  snquirles@lucideon.com
of the results or their impilcations. Stoke-on-Trent www.lucideon.cam

Lucideon is the frading name of Lucldeon Limited. Registerad In England No. 1980455, Staffordshire 5T4 7LQ



PHARMACEUTICAL ANALYSISREPORT | | JCID=ON

insight creating advantage

Flexible Medical Packaging
Unit8

Hightown

White Cross Industrial Estate
Lancaster

LA1 4XS

FAQ: Alison Siddle

Report of Tests on: Clearkiens IPA FMP19178
Sample Description: 47944

Lucideon Sample Number: (184860)-37738

Lucideon Report Number: (194869)-37738/MFEP  Issue Number:

Date Logged: 02-Sep-2019 Order Number:
Date Reported: 20-Sep-2019 Date(s) of Test(s):
Sterliity Testing
Membrane Flitratlon EP
Test Resulis:
Result; Pass

The test results meet the EP/USP criteria; Yes

Tests carried out in accordance with cGMP

1
PO33824

04-Sep-2019 to 18-Sep-2019

End of Test Report

Aok 20 Sepb -9
Mrs Natalie Boot
Senior Business Support Assistant Page 1 of 1
;r:u report lllhllul:d uhmum !h:f 9"1’:‘“““ ﬁauﬁlm‘mm nlap.rmu: and wwv © Tl'olal. lIane‘(:j" wb.. Lucideon Limited T +44 (001782 764428
ﬁm Rarwhihout he e aborum ©f e Limes, ot g 2y way 83 10 o84 1 MEepreacRon Queens Road, Penkhull  enquiries@lucideon.com

the rasulls or their implications. Stoke-on-Trant www.lucideon.com
Lucideon Is the trading name of Lucideon Limited, Reglatared in England No. 1980485, Staffordshire 5T4 70LQ



