Diversey Europa Operations BY
Maarssanbrosksedijk 2

3542 DN Utrecht

The Netherlands

Tel. 431 (0)30 247 8427
www.Diverssy.com

CERTIFICATE OF ANALYSIS

Date: Oq‘[O\ I QO [q

' Product Name CLEARKLE:NS TEGO 2000SC VH2S5
' Product Code (COYG Th %
| Batch Number TFHPIFSLL UL 3(2
 Production Date O[22 ] 2018

Expiration Date Exr IOIJ’ 12 f" ()2 |

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 - .
s Clear Slightly Yellow |({ewr Shonfley |
Appearance Visual Linuid Vel L0 x:ﬁ’
Specific Gravity (20°C) DMO004 | 0.993 1.003 [.OO%,
pH (neat solution) DMO001 | 715 8.5 1.2
Name : | ™ [ 2 -
On behalf of Diversey site l J JLOLENY ¢ 0"\;“5:-_553(;{
Quality Manager Position uality Control Inspector

This document belng Issued electronically does not bear a signature -
| COA Template | Version : 02 | Date of issuing : November 24" 2017 |

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



STERIS: Gamma Certlficate Of Processing

Prepared for: FLEXIBLE MEDICAL PACKAGING LTD (8245)
Gamma Process Run ID: 2173-1008A

Product Coda Lot Number Quantity UOM

TEGO 20008C DV4724 FMP18344 48317 20 Case
Valldation Reference Number: 4724

TEGO 2000SC DV4724 FMP18344 46317 SAMPLE 1 Case

Validation Reference Number: 4724 -

Processing Run Start Date: 18-Dac-18 05:49 AM
Procassing Run End Date: 19-Dec-18 03:43 PM

Specified Dose Range (kGy): 25.0 - 45.0 Calculated Min Dose (kGy): 30.7
Refarence Dose Range (kGy): 29.4-40.5 Calculated Max Dose (kGy): 41.3
Other information

FMP18344 46317, INC 1 SMPL, 1 PLT

Gamma Process Run Approval authotized by STERIS
A2 A-3an -2019

Operating facllitles ars In compllance with applicable regulations providing ssrvices under a certifled quallty system
which meets the requirements of FDA QSR, EN/ISO 13485 current certified verslon, and is In alignment with EN 1SO
11137 current certiflad version

Processing Location

Synargy Health Sterilisation UK
Limited, a STERIS Company
Brunel Close

Drayton Fleide Industrial Estate
Daventry

Northants

NN11 BRB

Phonae: + 44{0) 1327 706 111

Document ID: 10315
Last Raevised In Rel 2.0.0.0 Rel Dats: 08/13/2018 Page 1 of 1
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JWickhamll.

Contract Analytical Services

Wickham Laboratories Lid

Hoeford Point, Barwell Lane, Gosport
Hampshire PO13 0AU England
Telephone: +44{0)1329 224600
Fax +44{0)1329 224488

mall@wickhamlabs.co.uk
www.wickhamilabs.co.uk

Ms D Henderson

Flexible Medical Packaging Limited Daie Recelved: 08 Jan 2019
L 8 Date Tested: 23 Jan 2019
Hightown

White Cross industrial Estate Date Test Completed: 13 Feb 2019
tg?‘;’;’gef Purchase Order: 32357

ER F AN

Laboratory Reference Number:  0044402/1

Test Required: Sterility by Membrane Filtration Steritest

Dete Recelved: 08/01/2019

Test Arlicle: Tego 20008C

Somple Code: FMP18344 44317

Baich Ref: 614785

Qty Received: 20 x 50mL Bottles + 5 Spare

Test Method ltem Resuit

Sterility Test by Membrane Filtration

(Sterltest] Method A1 07700 Pass

Growth in Tryptone Soya Broth at 20-

25°C after 14 doys MM107/01 No growth in two broths

Growth in Fuid Thioglycollate Medium .

at 30-35°C after 14 days MM107/02 No growth in two broths

Growth of Sub-culture in TSB at 20-25°C .

after 4-7 days MM107/07 No growth in two broths

Growth of Sub-culture In THY ot 30-35°C .

after 4-7 days MM107/08 No growth in two broths

Volume Tested MM107/05 20 x 50 mL

& oted In Accordance with Ph Eur. USP yqo0s/07 EP 9.0 2.6.1, USP 41 <71> & JP XVl 4.06

Product Standard Data Sheet FGO047/psd FMO08-02

Approvdl Is provided by Electronic Signature. Thelr name and peosition Is shown below.

CRict MRSE Date: 15 Feb 2019 14:42:56

Mrs C Moore

Laboratory Manager - Phamaceutical Microbiology

Cerlificate of Analysis - OSMM
Consignment: 0046602

Print Number: POD57197

Page 1 of 1

GIVIP GLP m Company Registered In England No. 752951

Aycied



CERTIFICATE OF CONFORMANCE

TO: Page : 1
Divergey Ltd

Amber Park Distribution Centre

Highview Road

South Normanton, Alfreton

Derbyshire

DE5S5 2DT
DATE :11/01/19
DESPATCH NO :DN405B8

FMP ORDER NUMBER 18031367
CUSTOMER REFERENCE :4702311649/100961418

LINE PART NUMBER CUSTOMER REFERENCE QUANTITY UNIT LOT REF IOT LINE

1 DEVD00S502 100961418
20 EA WO46317
PRODUCT: TEGO 2000SC SOLUTICN 50ML
DAV- ITEM: 1106751/ DOSE: 25-42KGY / VAL:4724
NO OF CARTONS:
BLOCK 1 - 7513387
QA will add to the Diversey database, CofA, CofI, &
Sterllity test certs. '
only when all testing completed & uploaded to JD database

CERTIFICATE OF CONFORMAMNCE

T NN N O O O N N N NN NN N

These goods have been manufactured in accordance with FMP Quality Systems
(IS013485:2016) and to the agreed specification.

Responsbility for release of sterile products remains with the customer.
Customers are responsible for ensuring the fitness for the purpose of the
goods supplied.

FOR AND ON BEHALF OF FMP Q.A. DEPARTMENT: -Sapld - GZYAAUN . . DATE:



