Diversey Europe Operations BV
Maarssenbrosksedijk 2

3542 DN Utrecht

The Netherlands

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

CERTIFICATE OF ANALYSIS

pate: OF 05 2019

Product Name CLEARKLENS CLEANSINALD SS VH9S
Product Code [CO%H B L54 -
Batch Number +=MPIIAY | Ui 137 =
Production Date S O1.E . 200
Expiration Date EXP (0% If | _F,l 12D

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 :

: ightly Yell Sleoy 9
Appearance Visual Eleas 8111,?:1;% o j%nﬁauiq.?&‘ﬂmd
pH (neat solution) DM001 9.0 114 a1 |

| Specific Gravity (20°C) DMO004 0.990 1.010 049l
- =1 |

Name : Ay - TS

On behalf of Diversey site | — ; }W{r-luu“n C *'“’_gk_*w

Quality Manager Position U Quality Control Inspector ‘

This document being issued electronically does not bear a signature o .
| COA Template | Version : 02 [ Date of issulng : November 24™ 2017 |

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



STERIS: Gamma Certificate Of Processing

Prepared for: FLEXIBLE MEDICAL PACKAGING LTD {8245)
Gamma Process Run ID: 2173-2279%A

Product Code Lot Number Quantity UOM
C/SINALD SS 900ml Bottle DV4673 WO047178 § Case
Valldation Reference Number: 4873

Processing Run Start Date: 02-Apr-19 04:01 AM
Processing Run End Date: 02-Apr-19 09:41 AM

Specifled Dose Range (kGy): 25.0 -40.0 Calculated Min Dose (kGy): 28.3
Reference Dose Range (kGy): 27.3- 36.6 Calculated Max Dose (kGy): 34.3
Other Information

WO47178, 1 PLT

Gamma Process Run Approval authorized by STERIS

Operating facilities are in compliance with applicable regulations providing services under a certifled quality system
which meets the requirements of FDA QSR, ENASO 13485 current certifled verslon, and Is In allgnment 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 irradiatrd under WO47178 will be used in finished batch code Fmp19127 47177

Olga Kirchner

Document ID; 18327
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Wickham Laberatories Lid

Wickhamlaboraterfias  reremerosomm

Telephone: +44{0)1329 226600
Contract Analytical Services Fax: +44{0)1329 226488
mall@wickhamlabs.co.uk
www . wickhamiabs.co.uk
Ms D Henderson
Flexible Medical Packaging Limited Date Recelved: 10 May 2019
Uplt 8 Dale Tested: 24 Jun 2019
Hightown
White Cross Industrial Estate Date Test Completed: 08 Jut 2019
ti?‘i&ss"er Purchase Order: PO33083

CERTIFICATE OF ANALYSIS

Laboralory Reference Number:  0048647/1

Test Required: Sterllity by Membrane Filiration $teritest

Date Recelved: 10/05/2019

Test Article: ClearKlens Cleansinald S8

Sample Code: FMP19127 47177

Batch Rel: 10107

Qiy Recelved: 20 x 900mL

Test Method tem  [Result

Sterility Test by Membrane Filtration

(Stertest) Method MM107/00 Pass

Growth in Tryptone Soya Broth at 20- .

25°C after 14 days MM107/01 No growth in one broth
Growth In Fluid Thioglycollate Medium .

at 30-35°C after 14 days MM107/02 No growth in one broth
Volume Tested MM107/05 20x50mL

';?jLed in Accordance with Ph Eur, USP MGQ005/07 see external comments
Product Standard Data Sheet FGO47 /psd FMO6-02

The testing procedure was petformed In compliance with the current Pharmacopoeias however, the
volume tested does not comply with the requirements of the current Pharmacopoelcs.

Approval b provided by Bactronic Signaturs. Thelr name and

pesition Is shown below,

Date: 10 Jul 2019 08:46:.08

Mrs P. Pham-Lengoc

Deocumentation Manager — Microbiology

Certificate of Analysis - OSMM
Conslgnment; 0048447

Print Number: P0040438
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