Diversey Europe Operations BV
Maarssenbrosksadijk 2

3542 DN Utrecht

The Netheriands
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www.Diversey.com

CERTIFICATE OF ANALYSIS

Dete: 13| 01] 201Q

Product Name CLEARKLENS TEGO 2000SC VH25
Product Code ooacih[? -

Batch Number HPIE3LY LEQiD
Production Date (5[ 12 | «EDIQ

Expiration Date ExP (5]ie] 202

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 Slightly Yellow ‘Ci-:ﬂ ¢ sleg e
Liquid 5 [4{..,44
 Specific Gravity (20°C) DMO004 0.993 1.003 éw
| pH (neat solution) DMO001 7.5 8.5
Name : v b 1 frs Lol
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 (0)30 247 8427



) WickhamLalboretories

=

Ms D Henderson
Flexible Medical Packaging Limited
Unit 8
Hightown
White Cross Industrial Estate
Lancaster
LA1 4XS

ERT 1E
Laborctory Reference Number:  0044783/1
Test Required:
Date Recelved: 18/01/2019
Test Aricle: Tego 2000SC
Sample Code: FMP18349 44920
Beaich Rel: 621190
Qly Recelved: 20 x S50mL Bottles
_'I'esi - Method liem
Sterility Test by Membrane Filtration
(Steritest) Method MM107/00
Growth in Tryptone Sova Broth at 20-
25°C after 14 days MM107/01
Growth In FAuid Thioglycollate Medium
at 30-35°C affer 14 days MM107/02
Growth of Sub-culture In TSB at 20-25°C
after 4 - 7 days MMI107/07
Growth of Sub-culture in THY at 30-35°C
after 4-7 days himilaz/08
Volume Tested MMT107/05
'Ej::ed In Accordance with Ph Eur, USP MQUO05/07
Product Standard Data Sheet FG047 fpsd

Approval b provided by Elecironic Signatura. Thelr narme and posttion i shown balow,

Wickham Laboratories Lid
Hoeford Peint, Barwell Lane, Gosport
Hompshire PO13 0AU Englkand

. Telephone: +44{0)1329 226400
Contract Analytical Services Fax: +44{0)1329 226688
mall@wickhamlabs.co.uk

www.wickhamlabs.co.uk

Dale Received: 18 Jan 2019

Dale Tested: 18 Feb 2019

Date Test Completed: 11 Mar 2019

Purchase Order: PO32429
LYSI

Sterility by Membrane Filtration Steritest

Pass

No growth in two broths
No growth in two broths
No growth in two broths

Neo growth in two broths

20x 50 mL

EP 9.0 2.6.1, USP 41 <71> & JP XVIl 4.06
FM08-02

Date: 19 Mar 2019 10:05:15

Mrs P. Pham-Lengoc
Documentation Manager - Microblology

Certificate of Analysis - OSMM

Consignment: 0046783

Print Number: POO57940 oy AL
Page 1 of 1 .

Company Registered In England No. 752951



STERIS: Gamma Certificate Of Processing

Prepared for: FLEXIBLE MEDICAL PACKAGING LTD (8245)
Gamma Process Run ID: 2173-1055A

Product Code Lot Number Quantity UOM

TEGO 2000SC Dv4724 FMP18349 46920 74 Case
Vaildation Reference Number: 4724

TEGO 20008C Dv4T24 FMP18349 46920 INC 1 SAMPLE 1 Case

Validation Reference Number: 4724

Processing Run Start Date: 01-Jan-19 10:49 PM
Processing Run End Date: 02-Jan-19 06:06 AM

Specified Dose Range (kGy): 25.0 -45.0 Calculated Min Dose (kGy): 26.3
Reference Dose Range (kGy): 29.4- 40.5 Calculated Max Dose (kGy): 35.1

Gamma Process Run Approval authorized by STERIS

Operating facilities are In compliance with applicable regulations providing services under a certified quallty system
which meets the requirements of FDA QSR, EN/ISO 13486 current certlfied version, and Is in alignment with EN IS0
11137 current certified version

Processing Locatlon

Synergy Health Sterllisation UK
Limited, a STERIS Company
Brunel Close

Drayton Flelds Industrial Estate
Daventry

Northants

NN11 8RB

Phone: + 44(0) 1327 706 111

Document ID; 10735
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