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Certificate of Irradiation

Date Issued: 10-Jan-2022 FR01512636868-1-1

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

PROMEPLA
Le Copori
9 avenue Albert Il
MONACO
98000
MONACO
Order Informatlion

Account Number: 104501
Synergy Health Sales Part Reference: 1127163
Customer Reference Number: 461/PLANER PLC - 06/01/2022
Product Description: 496616P - ZAFSURBT04 WATER TRAY
Validation Reference: 512124416
Quantity Received: 1
Customer Minimum Specification kGy: 25.0
Customer Maximum Specification kGy: ‘ 45.0
Customer Unit Lot/Batch Number: NO07402

Irradlatlon Data
Date and Time of Irradiation: 08-JAN-2022 17:22
Calculated Minimum Dose kGy: 26.0
Calculated Maximum Dose kGy: 342

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

Processing Site: M.I.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
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synergy Health Marseille

COMMANDE & AVIS D'ENVOI

Madele avis-eny Révision P da 14/09/2016

Fax : 4 33.4.91.214.218

Nous vous informons que vous recevrez le :

palettes /

MN° Lot
Produil :

a traiter conformément a la Fiche de Spécification N°

07/01/2022

100

kgde: Cegin 2amne

FMiobw 7S fooua

.. B S

LOT N007402 QTE 1920

(réf. indiquées sur le certificat - 50 caractéres maximum / espace inclu)

(Ce numéro est impératif pour le traitement des produits.)

496616P

Date souhaitée de mise a disposition par Synergy ITealth pour enlévement :

le

AU PLUS TOT

par

[date souhaitée |

BURGOS

[transporteur]

Sauf avis contraire, ce délai de traitement est tacitement accepté.
Synergy Health se donne 24h ouvrables & réception de cette commande pour en modifier la date.

La référence de notre commande pour ces prestations est :

(réf. indiguées sur le certificat)

Autres instructions particuliéres :

461/PLANER PL.C

RETOUR PROMEPLA FRANCE

Cette affaire est suivie par :

Mme / Melle / Mr

Tel :

3779798 42 32

Email :

Date : ()()7/(?/’///;2

Signature :

S - BIANCHI

sbi@promepla,com

PRO ME?LA'5.:’“»ﬁ]?ig’s"‘%f'é,

C 779, Aveque-Albert 1l

R

Immeuble Le Copoti
gsooo\étoono

Phone number.:

W377) 97 98 4232

Mail-"contact@promepla.com




Détail de la commande; 461

H
i

Nb Ne
Référence Ref client Quantit¢  carfton Nuwimn lof palette
CLIENT: PLANER o
O0G004995R 148 1920 20 N0O7402 R220001
1920 20
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PLNANER

PRESERVE / PROTECT / NURTURE

TEST INSTRUCTIONS

[xT104117 Rev 3

WD L 0l4S

Goods inwards inspection_bettle-assy ) %\\EVTWV CNiD34o2

[Test Results Status |
Step|Details Result |Notes/Pass value
Purpose of test:
T * To bottle biies have Iy priate level of Irradiation.
o * Tocreate record of tion Certificate.
« To visually inspect packaging.
_— Enter the value here :
%2 |Record GRN number (goods received number) for shipment under inspection. 6_'_ K S % l _'D GRN number
Enter the value here :
Record Lot number for shipment under inspection. N e cT74cT Lot
.. |Perform visual inspection upon entire shipment. lEnter.the vaiue here :
DR

#4; |Confirm all packaging free from external damage.
In the event of damage being discovered, raise defect report and record its number here.

i |Referring to QA procedure PRO-Sdo11 (Inspection Sampling Plan) perform detailed inspection
== |in accordance with batch size.

Confirm Certificate of Irradiation lied with bottle shi

e

#6 [NB: In some cases, certificates may be sent in advance, these are located in Box File # BX0141.
Use Lot number as search phrase within Box File data base to facilitate retrieval, as required.

If completing this test i on paper, attach copy of the Iradiation Certificate to this test instruction.

Enter the value here :
) ’ — ati
#17 |Record Certificate Number \-R‘OISl'LéBé%G G-l Cortof krachuton
. Enter the value here :
: |Record Date Issued as printed upon Certificate of Irradiation. ‘ O D— P 1{ O 2, 2'
& | From Irradiation Data (printed upon certificate) record Minimum Calculated Dose. Z 5 KGy > 24.989
" |Confirm Minimum Calculated Dose not less than 25 kGy. kGy
Done

I this i ion electronically, ph

p ph the first page of Certificate of Irradiation
(Ensure ph ph legible before attaching)

If not applicable, goto

T+ | If completing this instruction electronically, photograph the second page of Certificate of Irradiation

If not applicable, goto

#13 b , print current of Bottle Assembly Label (#.LA£84743)
" | Confirm all boxes within shipment are labelled with current issue of Bottie Assembly Label.

= |(Ensure photograph legible before attaching)
oo LA LoYE0S

%l/"

4:| From Buyer or Production Director, ascertain and record date of manufacture for Bottle Assemblies within shipment.

2022-606-1%

Enter the value here :
b=

:| Confirm all boxes within shipment are marked with correct USE BY date. [is-rust-be-d-years-from— 2_,
"|date of manufacture. (Refer to date of manufacture recorded in p step as required) 9 moin H\S

Done

Reference results at

End of test.

Signature § DateshmPLAN ER PLC

ASSEMBLEF m@lﬂzz APPROVER (Test auditor)
Name of tedter @B-@QLICT i O N Name of Approver
SIGNED eaeceesonns END OF TEST RESULTS
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GAMMA INDICATOR LOCATION
Etiquette produit
PLANER Lid , 110 Windmill Road, Sunbury-ar-Thames O
Middistax, TW18 THD, Unitsd Kingdom
Tof : H4{0N332 75800
E-mall : sales@planer.com Wb : www.pisnercom R
DESCRIPTION : WATER TRAY E010203
[REF] cN103602 BTG come Attention / Warnin
Rx ONLY |~ QLeNniion / ywarning
N CATALOGUE NUMBER 20220728 *| - g:‘zesde péremption
& <. [STERILE USE BY - Expirate date of
T A\ DO NOT REUSE 29 ?nonth
STORE IN A DARK FLACE AT ROOM TEMPERATURE
Do nol use ¥ packmge b drmages Mt 7C $OrWONOEITE SOV 1) BUOSLUAHID EYE. BnonTe e,
Napouiveie. ji-li ik pobkopens. Hon unhaannhmn:muanmm
Ma b onvesdes., hiis smbaliages e b e Jadali opaieraanie soskal wezkodzone.
Niot ggbrutkan indisn do verpaiiing bunmdmdk NBp utiizar 32 o gmbalagom estyer daniioada,
£i 258 Myt jek pikkiub on vahingoitianut. Ne otz oi ¢ enveps antd dafiade.
Ne pas utiliser lih!mhﬂbae utmﬁmﬂué Fér iste anrrandas. o forgackningen ar shadad.
l Inbsai et u Nepautial, sk jo hakese patiodens.
. 106 -
NOTE: )
LABEL MATERIAL TO BE APPROVED BY PLANER BEFORE USE.
SCALE IMPORTANT NOTICE INSTRUCTIONS
DIMENSIONS: m
S m NTS 1. COPYRIGHT 1. WORK TO DIMENSIONS.
MATERIAL o o e Commean misorames | o
TOLERANCES SEE NOTE DESCL0RR e Al REa0M WA BGRVETO S m RS et
omeTO20P  +t00mm A s e | amiamec e
DIMSTOODP  +-040mm SPECIFICAT 2. INTERCHANGEABILITY & REPORT WY OMSSIONOR
ANGLE  +/0.5DEG FINISH 3. DRAWING ALTERATIONS S Folis DAECTIVE s Moy
UNLESS OTHERWISE STATED CLEAN THIS DRAWING MAY ONLY BE ALTERED ON CAD. AATMTHE'TIDEME 'OFl S !:Apxuug:ruwnﬁ.
DRAWN DATE TITLE PARTS LIST No.
SW | 23-09-17 WATER TRAY LABEL
©2020 SPJ_I\I%L"!]RE\(FE)IIE-!IFEEI\?SS el L
DRAWING SIZE A4 MIDDLESEX TW167HD UK
SOLIDWORKS TEL: 01932 755000 LA103603




