PLNANER

PRESERVE ¢ PROTECT / NURTURE

TEST INSTRUCTIONS Ixnonﬁ Rev3
Goods inwards inspection_bottle assy
[Test Status |
Step|Details Result |Notes/Pass value
Purpose of test:
* To ensure bottie assemblies have received appropriate level of Irradiation.
+ To create electronic record of Irradiation Certificate.
* To visually Inspect packaging.
- Enter the value here :
!Ei; Record GRN number (goods received number) for shipment under inspection. / GRN number @-Ru_ci 6 2-
—a Enter the value here :
#3 |Record Lot number for shipment under inspection. l/ Lot é
o011 ¢
Enter the value here :

Perform visual inspection upon entire shipment.

i | Confirm all packaging free from external damage. f DR
In the event of damage being discovered, raise defect report and record its number here. If not applicable, goto #
Referring to QA procedure PRO-Sdo11 (Inspection Sampling Plan) perform detailed inspection Dane 2
" |in accordance with batch size. i /
Confirm Certificate of Irradiation supplied with bottle shipment. Done ?
: [NB: In some cases, certificates may be sent in advance, these are located in Box File # BX0141. \/ vvvvv
Use Lot number as search phrase within Box File data base to facilitate retrieval, as required. Reference results at #
- Enter the value here :
%7 |Record Certificate Number FKO IStz é {%i";l_‘,— |- L \/ Cortof Iradiation
! Enter the value here :
=& |Record Date Issued as printed upon Certificate of Irradiation. Z_C(-s m 26 11 !/ 7—(+—S -2

e | From Irmadiation Data (printed upon certificate) record Minimum Caloulated Dose.
" | Confirm Minimum Calculated Dose not less than 25 kGy.

24.999
S w > KBy

#10(1f completing this test instruction on paper, attach copy of the Irradiation Certificate to this test instruction,

Done ?

1./ If not applicable, goto

¥i7 If completing this instruction electronically, photograph the first page of Certificate of Irradiation N / ’Q 1If not applicable, goto
(Ensure ph h legible before attaching)
{_ﬁ 5_- If completing this instruction electronically, photograph the second page of Certificate of Irradiation If not applicable, goto T

N v

"|(Ensure photograph legible before attaching)

ber G

£ , print current of Bottle A bly Label (# LA101713)
Confirm all boxes within shipment are labelled with current issue of Bottle Assembly Label.

N

Hione 7

{|From Buyer or Production Director, ascertain and record date of manufacture for Botte Assemblies within shipment.

Enter the value here :

20tv-04- 2§

Confirm all boxes within shipment are marked with correct USE BY date. This must be 4 years from

N\

Done ?
@/Zoac-cg-zs

results at

7
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Date Issued: 24-May-2022

10323264

STERIS

hitp://www.sterls-ast.com

Certificate of Irradiation

FR01S12668134-1-1

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

EN ISO 111371 Sterilisation of Health Care Products

EN ISO 13485 Quality System - Medical Devices

PROMEPLA
Le Copori
9 avenue Albert Il
MONACO
98000
MONACO

Order Informatlon

Account Number:
Synergy Health Sales Part Reference:
Customer Reference Number:

104504
1127465
473/PLANER PLC - 28/04/2022

Product Description: 496618P - PRODUITS CULTURE CELLULAIRE
Validation Reference: $12029202
Quantity Received: 7
Customer Minimum Specification kGy: 25.0
Customer Maximum Specification kGy: 45.0
Customer Unit Lot/Batch Number: G007116
irradlatlon Data
Date and Time of Irradiation: 24-MAY-2022 04:59
Calculated Minimum Dose kGy: 28.5.
Calculated Maximum Dose kGy: 423
CN101568-1 Qty:3,360 Each
Supp Ref:
Bin:QS/BOTTLE GRN:GR4962 Purchase Order
#PN2803
LOT:GO07116 EXP:28/04/2026

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

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

Registered Office: M.LN, 742 - Arnavaux, 13323 Marseille Cedex 14, FRANCE
N°® TVA: FR59 343 092 540
Page10of1



DiE o PROMEPLA SAM

A i Synergy Health Marscille

Maodele avis-cuy Révision 1P du 170972016

Fax : +33.4.91,214.218

COMMANDE & AVIS D'ENVOI

Nous vous informons que vous recevrez lc :

29/04/2022

[ 7 palettes /

colis/

PRODUITS POUR CULTURE

644 kg dc: | CELLULAIRE

N° Lot
Produit ;

LOT GOO7116 QTE 3360

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

A lrailer conformément 4 la Fiche de Spécification N°©
(Ce unméro est impératif pour le iraltement des produtits,)

496618P

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

e AU PLUS TOT par

BURGOS

[date souhaitée ]

[transporteur]

Sauf avis contraive, ce délai de traitement cst tacitement accepté.

Synergy Health se donne 24h ouvrables A réception de cefte commande pour en modificr la date,

La référence de notre commmande pour ces prestations est : 473/PLANER PLC

(réf. indiquées sur le certificai)

Autres instructions particuliéres :

RETOUR PROMEPLA FRANCE

Cette affaire est suivie par : Mme / Melle/Mr |8 - BIANCHI

Tel : 37797984232 Email :

sbi@promepla,com

Date : ?KIOX(/X)Z Signature @

PROMEPLAS AN,

9. Averlisg Albert Il
fomeu e{,e":é%‘%%‘gnw
=2 GBOOEMONAGD -
Phone number : (+377) 97 98 42 32
Mail ; contact@promepla.com




¢ Détail de 1a conmande: 473

: Nb Ne
Référence Ref client a srion N lot palette
CLIENT: PLANER PLC
O0GO0199SR 148 J 48 007116 R220020
00G00199SR148 .80 10 GO07116 R220021
00GO0199SR 148 480 LL] G007116 R220022
(OGO0199SR 148 . 480 10 GOO7416 R220023
:OOGOO 1998R 148 ' 480 10 GO07116 R220024
goouuu1993R14a 5. 10 GOO7116 R220025
E()OGOG 199SR148 160 10 G007116 R220026
3360 146

j_en—(ﬁ ;.l; avielf 2022”7 B ) N - Page 2 sur 3
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Signes, le 02/05/2022

e

b

[Facturalion &
PROMEPLA

9 Avenue Albert 1|
98000 MONACO

! Spécificatlon Stérilisation

stérilisation R (GAMMA) N°| 473

f Spécification de traitement selon N°496618P - 00GO019¢ R148

H
i

Descriptif de

Observalions:

s paleltes:  De la palette R220020 4 Ja palelle  "220026

Récapitulatif des paleftes par client

Client:

Nb de palettes

PLANER PLC 7

Nombre de palettes: 7
Prix palette: 229,26 €

Nb de cartons

jeadi 28 avril 2022

6]

| Gyl dsertsation | b
3
| 2 - 13323 Marseille Cedex 14
'ﬁl 91.214.214 ] Fax: 04,91.214.215
]
Tofal HT 1604,82 €
TVA 20% 320,96 €
Total TTC 1925,78 ¢

Quantité produits | 3360

e

Page [ surd
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DRAWING No.

LA101713

REPORT No.

ER No.
ISSUE No.

THIRD ANGLE PROJECTION

ETIQUTTE CARTON 2

EU REP &
DATE OF
MANUFATURE
ADDED

ER10670
6

SHELF LIFE
INCREASED FROM
29 MONTHS
TO 4 YEARS

ER10772 |
2021-09-23| 2021-04-01| pATeE

Coller f'indicateur dans le cercle

BOXLABELZ

|>Stick the indicator in the diameter

©2021

DRAWING SIZE A4
SOLIDWORKS

MIDDLESEX TWwW16 7THD UK
TEL: 01932 755000

| PLNANER — Y
PLANER Ltd , 110 Windmill Road, Sunbury-on-Thames /
Midgiesex, TW8 THD, Unlted Kingdom ~—
Tel : +44[0)1932 TEE000
E-mail ; sales@plancr.com Web : vww.planer.com
DESCRIPTION : STERILIZED BOTTLE ASSEMBLY
CN101568-1  RxONLY (€ . E010203
CATALOGUE NUMSER BATEN CODE
[STERILE]R] ® @ il (M| 20210928 | Datede
~ STERIUZED USING IRRADIATION DO NOTREVEE DO WOT USE I 48 l DATE OF peremption
o PACKAGE MANUFACTURE, -4 ans
L e 15 DAMAGED 2 ey (/ Expiry date
I 2=U3- 4
A\ STORE i & DARK PLACE AT ROOM TEMPERATURE years
raged usg 8y
xm;.:jz;:’;#kméo. Mrv 10 ypncwoneclie edy nlvwaxemaiu EXEL UTIOOTEL {rpad
A Fke snvendes, hviz eibaliegen er beskadipet. Non utiliczate s 12 confexione & danneggiata,
Nisk gakruiken mdien de verpakking baschadigd (5 Nig slosowal, eteti mk&mgillun}n.ngkmm:
Ei soa hayttad, joy pakkaus on vahingoittunot, Wi utilizan 5 8 sinbidagun sitivir danificada.
He pas villiser 51 'emboliage ect endommagé. Mo utiiizar #l ol envase esth datinde.
infaalt bet beschadigier Yerpackung Mcht verwenden. Far ba anvandas om forpackningan ar skardad.
Nepouzival'. K je Balenke pobioiiens
: ~ry | Advena Lid, Tower Business centre, 2nd Fir.,
f EC |REP Tower Street, Swatar, BKR 4013 Malta
s 145
NOTE:
LABEL MATERIAL TO BE APPROVED BY PLANER BEFORE USE
. SCALE
DIMENSIONS: mm NTS IMPORTANT NOTICE INSTRUCTIONS
1 - COPYRIGHT 1. WORK TO DIMENSIONS
MATERIA L THIS DRAWING ISOYHE PROPERTY OF PLANER Ltd
TOLERANCES SUPPLIED N GONFIDENCE AND WAY NOT BE HEQKRTSE=
SEE NOTE DISCLOSED FOR ANY REASON WHATSOEVER TO 3. REMOVE ALL SHARP EDGES
DIMSTO2DP  +/-0.10mm :FT';:‘EDD’:::;:O":';Z‘;”;TE"CE%R\E'“ CGONSENT 'AND CORNERS UNLESS
DIMSTO1DP  +-0.20mm - OTHERWISE STATED
DIMSTOODP  +#-0.40mm SPECIFICATION 2. INTERCHANGEABILITY T
HOLE DIA +0.16 PART REMAME INTERCHANGEARLE, IFHOT. & " ERROR TO THE DESIGN DEPT
-0.05mm FIN |SH NEW DRAWING No. MUST BE USED. 5. IF IN DOUBT ASK
ANGLE +/-0.5 DEG CLEAN 3. DRAWING ALTERATIONS 6. MUST COMPLY WITH RoHS
UNLESS OTHERWISE STATED THIS DRAWING MAY ONLY BE ALTERED ON CAD. DIRECTIVE 2002/95/EC
DRAWN DATE TITLE BOTTLE ASSY LAB EL PARTS LIST No.
Sw 28.02.11 BOX No. 2
PLANER Limited WG NG
SUNBURY-ON-THAMES

LA101713
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