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Certificate of Irradiation

Date Issued: 10-Dec-2018 FR01512206140-1-1
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This is to certify that Synergy Health Marseille, a STERIS Company has where appropriate delivered an irradiation
process in accordance with the current certified standards:

EN ISO 11137-1 Sterilisation of Health Care Products
EN ISO 13485 Quality System - Medical Devices

ECP ENTEGRIS CLEANING PROCESS
Le Millénaire

395 rue Louis Lépine

34000 MONTPELLIER

FRANCE
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Order Information

Account Number:

Synergy Health Sales Part Reference:
Customer Reference Number:
Product Description:

Validation Reference:

Quantity Received:

Customer Minimum Specification kGy:
Customer Maximum Specification kGy:
Other Process Details:

101999

1126736

CF181434-28/11/2018

224522P - CONSOMMABLES Sacs, Etiquettes,
Gants

$12131503

1

25.0

55.0

The treatment of this batch was applied in two
fractions.

Irradiation Data

Date and Time of Iradiation:
Calculated Minimum Dose kGy:
Calculated Maximum Dose kGy:

08-DEC-201.8 09:36
25.9
49.5

Irradiation Release Authorised By Synergy Health Marseille SAS, a STERIS Company

Processing Site: M.L.N, 712 - Arnavaux, , Marsellle Cedex 14, 13323 Phone No: +33 (0) 4 91 214 214

Registered Office: M.L.N. 712 - Arnavaux, 13323 Marseille Cedex 14, FRANCE
N° TVA: FR59 343 092 540
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Certificate of Irradiation

FR01S12218032-1-1
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Date Issued: 14-Jan-2019

This is to certify that Synergy Health Marseille, a STERIS Company has where appropriate delivered an irradiation
process in accordance with the current certified standards:

EN ISO 11137-1 Sterilisation of Health Care Products
EN ISO 13485 Quality System - Medical Devices

ECP SAS

Le Millénaire

395 rue Louis Lépine
34000 MONTPELLIER
FRANCE
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Order Information

Account Number:

Synergy Health Sales Part Reference:
Customer Reference Number:
Product Description:

Validation Reference:

Quantity Received:

Customer Minimum Specification kGy:
Customer Maximum Specification kGy:
Other Process Details:

101999

1126321

CF181551-21/12/2018

224521P - CONSOMMABLES BIDONS ET
BOUCHONS </= 5L

$12126430

18

25.0

45.0

The treatment of this batch was applied in two
fractions.

Irradiation Data

Date and Time of Irradiation:
Calculated Minimum Dose kGy:
Calculated Maximum Dose kGy:

11-JAN-2019 16:45
25.0
386

Irradiation Release Authorised By Synergy Health Marseille SAS, a STERIS Company

Processing Site: M.L.N. 712 - Arnavaux, , Marseille Cedex 14, 13323 Phone No: +33 (0) 4 91 214 214

Registered Office: M.I.N. 712 - Arnavaux, 13323 Marseille Cedex 14, FRANCE

N° TVA: FR59 343 092 540
Page 1of1
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PHARMACEUTICAL CONTROL

REPORT/RAPPORT DE

CONTROLE PHARMACEUTIQUE

Customer/Client
DIVERSEY Europe Operations BV

Management Quality Manual n° MMQO0000

(contractual)/Référentiel Plan Qualité n° MMMQOO000 (en

vigueur)

Product/Produit dosé

Specification
reference/

Référence CDC

Analyst/Analyste

Control report nb/N° de

Clearklens Tego 2000 5L SKU 7516051

CDC Edition n°3 October 2018

MJA/JAR/AMO

de réception :_

rapport d’'essai GERT 8059
Purchase order nb/n° bon 4702306934
de commande

Date of receipt/Date

Date of receipt/Date 01/16/2019

PHYSICAL AND CHEMICAL PROPERTIES CONTROL / CONTROLE DES PROPRIETES PHYSIQUES ET CHIMIQUES

Customer's batch n/

! baie ENT40342 19 015 Certificate N’ STERIS/N® 122150220101
N° de lot client : de certificat STERIS - 5122061400101
Date of manufacturing .

] T
Date de fabrication :
Expiry date / Date b :
de péremption - 07/2020 FIDT N°: 1813ind V
v b o i
ECP's batch N”/n° Lot 40342 A!’\aIVSlS d?teIDate 01/16/2019
ECP: d'analyse :
Results/Reésultats
Characteristics Analysis State in the production / Situation de I'échantillon dans la
analysed/Caractéristiques | method/Méthode production Specification
analysées d'analyse Beginning / Début
Appearance at 20°C
Aspect & 20°C NA Clear Clear / Transparent
Density/Densité (20°C) IDTO301 1,000 0,980 - 1,000
pH (20°C) IDT0312 7.8 73-82
Microbiological Quality of
water WFI /
Qualité microbiologique de [DT0236 =1 CRU100mL S B
I'EDI

Zeloh Rolonsed TR LI

C : Compliant/Conforme  NC : No Compliant/Non conforme
NA : No Applicable

ol.0d. 209 O\
Conclusion : X ICOMPLIANTICONFORME DNO COMPLIANT/NON CONFORME
. Written r Checked
Date : 01/21/2019 bylEtabli par A. MOYA-BARBA by/Vérifié par M. FERRAND

IMP 0180 - L
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rt d'essai - Essal de stérilité par la méthode de filtration sur membrane
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sczording lothe S Ewcpean Fhammacopoaia Salon, chapler 2687
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Saryls sy
|PROTOCOLE/ PROTOCOL 5 : 3
b il s00 i 3 ingages do 100 = da DNP Thio
Schution nawsmlisants Valumn do rngage |
Nt oiu0on : DNP + Thiosulfate p P piiel Ix 100 ml
Mormbna de milaw Bskhs 2 Volume dimmenaian ¢s & mendnune © 100 "
Mt of Ereromemen losiod © mmenin voiamg of membranes . =
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Validafion de la méthode
il od ol 08/0IVAL STEI0Z2
RESULTATS 7 RESULTS =
Examen de (@ Crolssanco MICoaenna oo miiey
— . Ersvraroton of the miorchian prowth in e mecks
CondSens | Milaux de cufurs Apréa T jours Azrds 18 jours
Covaitins J Msede o tutons Al o Adortimape
Bacibres pdnobes, levires ef malsissuras - Posjl.ifs 0 Pos?t? s
Positive Positive
Bowlon Trypeass Sca S =
Aseritiz and Kaygs £ Tyt sy soution i Neégalifs 1 Negatifs
. N egative N sgative
| TT=cinas anmArabins ol alron e | BAutor | z Posilits 0 Pasilis
Thcakeoiale sves Récanrine Pasitive Positive
Argsoblc and aercbac / Thloglycoate ¥ Négatifs 1 Négalils
_ Rgsazarine seluficn Negative Negative
Avere (Qukoea) Aprie (AR .
Gardo pan do traeal (UFC) o o l Conltie do et [LFS) o
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CONCLUSION
Les echanlillons testés ne présentent pas de croissance microbienne aprés 14 jours d'incubation
Tested producls doesn't shown any microbian development after 14 days of incubation.
Aucun produit ne s'est révélé positif lors de cet essai.
No Product was posilive during the test.
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Global Health Company
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