TPLANER

PRESERVE ¢+ PROTECT / NURTURE

TEST INSTRUCTIONS

[xT104117 Rev 2

Goods inwards inspection_bottle assy

[Test Its Status

I

Step|Details

Result | Notes/Pass value

Purpose of test:

o] * To ensure bottle assemblies have jved appropriate level of diation.
- + To create electronic record of Irradiation Certificate.
* To visually inspect packaging.

Confirm Certificate of Irradiation supplied with bottle shipment.
: |NB: In some cases, certificates may be sent in advance, these are located in Box File # BX0141.

...... Enter the value here :
?2 Record GRN number (goods received number) for shipment under inspection. (/ GRN number 6.‘_ K l 3 S 7

Enter the value here :

Record Lot number for shipment under inspection. l/ LoT G‘ . é

00547

Perform visual inspection upon entire shipment. Enter the value here :

Confirm all packaging free from extemal damage. DR

In the event of damage being discovered, raise defect report and record its number here. If not applicable, goto #5

Referring to QA procedure PRO-Sdo11 (Inspection Sampling Plan) perform detailed inspection Dane 7

in accordance with batch size.
Done ?

L. |Use Lot number as search phrase within Box File data base to facilitate retrieval, as required Reference results at
) Enter the value here :
Record Certificate Number \:KO(S{2~57:552, 1-1-1 Certof msdiston
Enter the value here :
Record Date Issued as printed upon Certificate of Irradiation. O~ 6 - ‘

From Irradiation Data {printed upon certificate) record Minimum Caleulated Dose.
Confirm Minimum Calculated Dose not less than 25 kGy.

L- 24.999
2.5 & > gy

; -. If completing this test instruction on paper, attach copy of the Irradiation Certificate to this test instruction.

NNNANNN

Done ?

1f not applicable, goto #11:

If completing this i ion ek ically, photograph the first page of Certificate of Irradiation
(Ensure photograph legible before attaching)

[«
~.
e

If not applicable, goto '#1 4

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

If not applicable, goto

Confirm all boxes within shipment are marked with correct USE BY date. This must be 2 years + 5 months from

#12 N/A
(Ensure photograph legible before attaching)
|From Part , print current of Bottle Assembly Label (# LA101713) Done ?
™| confirm all buxes within shipment are labelled with current issue of Bottle Assembly Label. \/
Enter the value here :
From Buyer or Production Director, ascertain and record date of manufacture for Bottie Assemblies within shipment. / ZD U-b- 2 <
/ Daone ?

date of manufacture. (Refer to date of ture recorded in previous step as required) Reference results at %
Jnd of test.
| -
“provals:
‘ature & Date stamp \)ACAM}
ASSEMBLER/TESTER APPROVER (Test auditor)




4 STERIS

http://vwwsteris-ast.com

Certificate of Irradiation

Date Issued: 01-Jun-2021 FR01512573821-1-1.

9636094

This is to certify that Snergy Health Marsellle, a STERIS Company has where appropriate delivered an Irradlation

process in accordance with the current certified standards:

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

PROMEPLA
Le Coporl
9 avenue ALbert i
MONACO
98000
MONACO
Order Information

Account Number: 104501
Synergy Health Sales Part Reference: 1127465
Customer Reference Number: 449/PLANER - 21/05/2021
Product Description: 496618P - PRODUITS CULTURE CELLULAIRE
Valldation Reference: $§12029202
Quantity Recelved: 2
Customer Minimum Specification kGy: 25.0
Customer Maximum Specification kGy: 45.0
Customer Unit Lot/Batch Number: G006476

irradiation Data
Date and Time of Irradiation: 01-JUN-2021 06:54
Calculated Minimum Dose kGy: 28.7
Calculated Maximum Dose kGy: 40.2

Irradiation Release Authorlsed By Synergy Health Marselile SAS, a STERIS Company

Processing Site: M.LN, 742 - Arnavaux, , Marsellie Cedex 14, 13323 Phone No: +33 (0) 4 91 214 214

Reglstered Office: M.LN. 742 - Arnavaux, 13323 Marsollle Cedox 14, FRANCE
N° TVA: FR59 343 092 640
Page 1ot i



Détail de ln commande: 419

vend rccii—z] ‘mak 2021

, l‘a-ge 2 5urd

Nb Ne
Référence Ref cliend Quan(ité  carton Num Jot paletie
CLIENT: PLANER PLC
0O0G00190SR146 480 10 G005476 R210061
ODGO01995R 118 400 10 GOOGA76 R210062
200 20




“BECL S 691'0°H - 9251 08 699% 'A'T'S'S - 6506000006244 : I'I'N - 3 02’886 p |eydeo ne enbsebguoy "v'S

"SYSL UMO §,SS3IPPE aU) 18 [A.I} SpooB Ino |1y

STTVS 40 SINYZL TVHANTO 40O 1OVHLIX3

‘wissAg AeND 9102 : 687 1LOSI NT 4N JNO Ulim S0UEBPICOO. Ul SJE PUB SONSLISJORIBYD [0IUYD8) J0 BuIsseo0id ‘sjeusieul mel 0) 10adsal Uym JaAS SJBUM
suopeoypow Aue suoBispun Jou aAey puesuonealoads [edILYOS) 34} YHM AYULIOIUOD U SJ8 JBqUINU LdJeq & Buyieaq s}onpaid peuoiusLI-aA0gE au) J[2 Jeu} ANNSo AQ 9oy em Y01U0D Jno puokag seouejswnoID |8 Bulleg

FONVITdNOD 40 F1VII41143D

L abed
wiod edawoid@10euod | [le|N
Zeer 86 L6(LL - Jaquunu suoyd
OOVNOW 00086
1odon 97 jgnawiw]
|| W8Q|y SNUSAY ‘6
b LHOIZYA 140dSIved~
SNIDIYO N3 /0100065060 00 00Hd “YIFNNN IHOT /00006€8106 SINOLSND
09t 096 9/¥5009 ASSY NOILYOIZIQINNH 318vYS0dSIA - d¥D ANV I1LL09 a3 19N3SSY 1-89G1L0LND 871 ¥S661L00900
h %\,_____M.M uh Ao luh oN Udleg lu@_:oo oN _._oummuh uondussaq u h oN Med ;uh -N Med u
val 1yBiem lejoL 0BW LX0ZW [ XWI0g : Buppoest N OIN) IHYILITONY
Z 1jun Bulpued  INDOILSIDOT OOVYNOW uawdiyg SIANVHL-NO-AINANNS AHZ 9LML
oz " S9SE0 40 dBquInN 31¥1S3 ANI NIHATOQ ' LINN
h avod TIWANIM 0L L
Y3INVY1dO :°ePoD GZLO9YONd - Jod dno
271d ¥3NVd m ssaippe am>__8u
woog|dswoid-mmm a8
( B woo e|dswoid@sales : |lew-3
(Gn) 34431 371ONY ~ 05 195026 £2£00 XV
SANVYHL-NO-AYNENNS QHZ 9LML 2eer 8646 L.€00 3L

X3831dAlN

. avod TINGNIM 0L} 02€11219 N 1si7 Bunjoed OJBUOI 00086

| 8] 02BUOIN [l Haq|y anuaAy ‘s
al7 ¥3aNvid 12/50/9Z 8l

o / | NVS V1d3INOdd




1 2 3 4
DRAWING No. . g
-] w
LA101713 REFORTNo- ¢ & 3
=)
W
THIRD ANGLE PROJECTION Address prev 5 5
Planer plc = jg_ ’ w
u g
EUREPE R S
DATE OF © 3
MANUFATURE & I ©
ADDED 14 N
i o~
ETIQUTTE CARTON 2 Coller l'indicateur dans le cercle
BOXLABEL 2 I— SHck the indicator in the diameter
PLNANER ~
/
PLANER L1t , 110 Windmill Road, Sunbusy-on-Thames \
Middiesex, TW16 7HD, United Kingdom —
Tel : +44{0}1932 T55000
E-ma3il : gales@planer.com Web : www.planer.com
— DESCRIPTION : STERILIZED BOTTLE ASSEMBLY
CN101568-1  RxONLY (€ .., E010203
CATALOGUE NUMBER - BATCH CODE
STERILE , @ P 7[ ﬂ 2021-01-28 Date de
. STERIAZED USING IRRADIATION OO HOT REUSE DO NOT USE I x48 L~ TATE O¢ pérem n
r " THE PACKAGE MAKUFACTURE L-28 mois
P 1S DAMAGED ) {/ Expiry date
‘T‘ "Zf\': 8 2023-06-2 29 months
] STORE IN A DARK PLACE AT ROOM YEMPERATURE
USE BY
tpﬁ?ﬂgzmtxk?;m My 10 ypnogonseiie eiv n ouoreuooia £xet unooel Inwmad.
MiA okt Severisies, hyid emibaBiagen ér beshadiget. Hed uiillisssne "," ciwieziont & dannegyiste.
- HBGE SRmrcin MERAA 00 VaipILng rescivndipd k. " Nso MIi;.?i; mwm':lm:
iﬁ:ﬁ: i‘:” mﬂmm“:;::;::w mni n;:: I_lo )uﬂlz:r shet m?v«,n "-th um‘ »
Inhalt el beschadigher Verpaciamg nicht venweniden. Edrinte o firg gendr
NepOUBIVAT, 5K je Daletie podkooene.
EC |REP Advena Ltd. Tower Business centra, 2nd Fir,,
: Tower Street, Swatar, BKR 4013 Maita
= 145
NOTE:
LABEL MATERIAL TO BE APPROVED BY PLANER BEFORE USE
DIMENSIONS: mm SCALE IMPORTANT NOTICE INSTRUCTIONS
NTS 1 . COPYRIGHT 1. WORK TO DIMENSIONS
MATERIAL WHO VN THE COPYRIGHT, THIS DRAWNO 18 2.D0 NOT SCALE
TOLERANCES SUPPLIED IN CONFIDENCE AND MAY NOT BE i
SEE NOTE o AeA TR AR | SEMoVELL shues cooss
gmg Ig ‘1’ g: :; gig:: SPECIFICATION 2. INTERCHANGEABILITY- S
HOLEDIA  +015 THS DRAVING MAY OMLY BE ALTERED I THE * ERROR 70 THE DESIGN DEPT
0.05mm F| N |SH NEW DRAWING No. MUST 8E USED. 5. IF IN DOUBT ASK
ANGLE +/-0.5 DEG CLEAN 3. DRAWING ALTERATIONS & /MUST COMPLY WATH ReHS
UNLESS OTHERWISE STATED THIS DRAWING MAY ONLY BE ALTERED ON CAD. DIRECTIVE 2002/95/EC
DRAWN DATE TITLE BOTTLE ASSY LABEL PARTS LIST No.
sSw 28.02.11 BOX No. 2
© PLANER Limited e
DRAWING SIZE A4 2020 SUNBURY-ON-THAMES
SOLIDWORKS MIDDLESEX TW1E7HD UK LA101713




X0oll4 E|liZOp — SOI0Ud 8|600D) - 010Yd - 9G:£G:G| LZ0Z AINF OF

- a — n_a;.:..,_w_....u.,. — : i e s e e TR ,....‘....u Mt
| \ S [P c b b o TR R o oot
2E0 /s

PLANER Ltd , 110 Windmill Road, Sunbury-on-Thames ) N Q
Middlesex, TW16 7HD, United Kingdom +bow@
Tel : +44(0)1932 755000
E-mail : sales@planer.com Web : www.planer.com
DESCRIPTION : STERILIZED BOTTLE ASSEMBLY
REF | CN101568-1 RxONLY (€ . .. [LOT] Goosa76
CATALOGUE NUMBER BATCH CODE
STERILE[R] @ @ (] 20210428
STERILIZED USING IRRADIATION DO NOT REUSE DO NOT USE IF DATE OF
THE PACKAGE MANUFACTURE
\\fﬁ\..l. IS DAMAGED [
u \F/ STORE IN A DARK PLACE AT ROOM TEMPERATURE K S

USE BY
MnV 10 XpnoWonoLlelTe €4V 1) CUOKEUAOLa £XEL uNooTel {Npud.
Non utilizzare se la confezione & danneggiata.
Nie stosowac, jezeli opakowanie zostalo uszkodzone.
N3o utilizar se a embalagem estiver danificada.
No utilizar si el envase esta danado.
Far inte anvandas om forpackningen ar skadad.
Nepouzivat’, ak je balenie poSkodené.

Do not use if package is damaged.

Nepouzivejte, jei baleni poSkozeno.

Ma ikke anvendes, hvis emballagen er beskadiget.
Niet gebruiken indien de verpakking beschadigd is.
Ei saa kayttaa, jos pakkaus on vahingoittunut.

Ne pas utiliser si I'emballage est endommageé.

Inhait bei beschadigter Verpackung nicht verwenden.

EC |REP Advena Ltd. Tower Business centre, 2nd Fir.,
Tower Street, Swatar, BKR 4013 Malta




