| PLNANER

PRESERVE + PROTECT / NURTURE

TEST INSTRUCTIONS

[XT200425 Rev 2

Goods inwards inspection_BT37-02 bottle assembly

[Test Results Status

I

Step|Details

Notes/Pass value

|Purpose of test:

« To ensure bottle assemblies have recelved appropriate leve! of Iradiation.
= To aeate electronk record of Iradiation Cert¥icate.

« To visually inspect padaging.

Record GRN "

(goods ved ber) for ship under inspection.

Enter the value here :

GRN numbsré R I%s %

#3! [Record Lot number for shipment under inspection.

Enter the value here :

o1 G006 6215

Perform visual inspection upon entire shipment.
Confirm al pack free from damage.
In the event of damage being discovered, raise defect report and record its number here.

Enter the value here :
DR

If not applicable, goto #5

NB: In some cases, certificates may be sent in advance, these are bcated in Box Fie # BX0253.
Use Lot number as search phrase within Box Fie data base to faciitate retrieval, as ired.

Referring to QA procedure PRO-Sdo11 (Inspection Samphing Plan) perform detafled inspection Done ?
in accordance with batch size.
Confirm Certificate of Irradiation supplied with bottle shipment. Done ?

Reference results at 5@:’

#7! |Record Certificate Number

FRoI18I1257923%-1-|

Enter the value here :
Cert of lradiation
number

Record Date Issued as printed upon Certficate of Irradiation.

Enter the value here :

T £FY|

From Imadiation Data (printed upon certificate) record Minimum Calculated Dose.
Confimm Minimum Calculated Dose not less than 25 kGy.

1S wy >

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

Done ?

If completing this instruction electronicaly, photograph the first page of Certificate of Imadiation

If not applicable, goto ;
(Ensure photograph legible before attaching) N /R ppRcabiE,
If completing this instruction electronicaly, photograph the second page of Certificate of Imadiation N' / q If not appicable, goto 5;175
(Ensure ph ph legible before attaching) ‘

i3 |From Part Number Generator, print current revision of Bottle Assembly Label (# LA200231)
" |Confirm all boxes within shipment are kbeled with current issue of Bottie A bly Label.

Dong ?

M 2 ert—osay

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

ot -5 -2 Y

Enter the value here :

Confimn al boxes within shipment are marked with comrect USE BY date. This must be 2 years + 5 months from
date of manufacture. (Refer to date of manufacture recorded in previous step as required)

Done ?

Reference results at #13

End of test.

Approvals:
““Sanature & Date stamp

e

ASSEMBLER/TESTER APPROVER (Test auditor)

Name of tester 5 A C K AC/\M ’ Name of Approver

END OF TEST RESULTS

PLANER PLC

30 JUL 2071

PRODUCTION
SIGNED:.........c0.c..




STERIS

hitp://vvwvnstotis-ast.com

Certificate of Irradiation

Date Issued: 06-Jul-2021

FR01812679238-1-1

9712328

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

EN I1SO 11137-1 Sterilisalion of Health Care Products
EN ISO 13485 Quality System - Medical Devices

PROMEPLA
Le Copori
9 avenue Albert I
MIONACO
98000
MONACO

Order information

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

104501
1134451
425/PLANER - 16/06/2021

Product Description: 496633P - 00G00799SR148
Validation Reference: $12538885
Quantity Received: 2
Customer Minimum Specification kGy: 25.0
Customer Maximum Specification kGy: 45.0
Customer Unit Lot/Batch Number: G006225
Irradiation Data
Date and Time of Iradiation: 05-JUL-2021 13:51
Calculated Minimum Dose kGy: 27.0
Calculated Maximum Dose IGy: 40.4

Iradiation Release Authorised By Synergy Health Marselile SAS, a STERIS Company

Processing Site: M.LN, 712 - Arnavaux, , Marsellle Codox 14, 13323 Phone No: +33 (0) 491214 214

Registered Office: M.LN. 742 - Arnavaux, 13323 Marsellle Cedex 14, FRANCE
N* TVA: FR69 343 092 540
Page Lof 1



Détail de ln commande: 425

Rélérence Ref cliont Quuitité
CLIENT: PLANER PLC
00GA0799SR148 480
O0GO0799SR148 A80
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PROMEPLA SAM (

J
PLANERLTD
M le 12/07/21
9. Avenue Albert Il enace’e
. L] » o
98000 Monaco _UmOX_Dm List N° BL211629 110 WINDMILL ROAD
MIDDLESEX
TEL: 0037797984232 TW16 7HD SUNBURY-ON-THAMES
FAX: 0037792056150 ANGLETERRE (UK)
E-mail : sales@promepla.com L )
Site:  www.promepla.com
Delivery address u
h PLANER PLC h<o:1 Ref: PN044745 Code : CPLANER w
| 110 WINDMILL ROAD
UNIT F, DOLPHIN IND ESTATE Number of Cases : 20
TW1S 7HD SUNBURY-ON-THANES Shipment : MONACO LOGISTIQUE  Handling Unit : 2
ANGLETERRE (UK) N° Tracking : 80cmx1m20x1m94 Total Weight : 196
h Part N° bhﬁ Part N° b ﬁ Description u ﬁmmnn_._ N° Oo_.:u@h Batch N° uﬁ aty um MM_____<M. u
00G00799SR148 CN200115 BT37 MKII - BOTTLE ASSEMBLY G006225 960
CUSTOMS 9018390000/ EORI NUMBER: FR00 00 0905900010/ FRANCE ORIGIN
PROMEPLAS.AM.
“g, Avenue Albert il
immeuble-Le Copori
98000 MONACO
Phorié number © (¥377) 97 98 42 32
Mail : contact@promepla.com
Page 1

CERTIFICATE OF COMPLIANCE

Barring all circumstances beyond our control, we here by certify that all the above-mentioned products bearing a batch number are in conformity with the technical specificationsand have not undergone any modifications
whats ever with respect to raw materials, processing or technical characteristics and are in accordance with our NF EN 18013485 : 2016 Quality System.

EXTRACT OF GENERAL TERMS OF SALES
All qur goods travl at the address's own risks.

S.A. Monégasque au capital de 588.420 € - N.LE : FR29000009059 - S.S.E.E. 4669 B0 1526 - R.C.I 69 S 1239 -



1 2 3 4
DRAWING No. S
5 =
LA200231 REPORT No. § § %'
@
INITIAL |3|&
S|3|-
P
EUREP& ||«
DATE OF 5
MANUFATURE (2|3 | o
ADDEDTO || e
LABEL W~
ETIQUTTE CARTON 2 Coller Findicateur dans le cercle
BOXIABEL 2 [_Stick the indicator in the diameter
PLANER Lid , 110 Windmill Road, Sunbury-on-Thames L
Middlesex, TWt6 7HD, United Kingdom
Tel ; +44{0}1932 T55000
E«mail - seles@planer.com Web : www. planer.com
DESCRIPTION : STERILIZED BOTTLE ASSEMBLY- SINGLE TUBE VERSION
CN200115 RxONLY (€ A302010
CATALOGUE NUMBER BATGH SODE
ISTERILE |R| ® @ f::_—,; Cﬂ 2021-04-28
STERILZED usmuunwrm DO NOT REUSE no nm USE W L+ TATE OF
~ MARUEACTURE
i T 2K S E 2023-09-2
| $’mﬂE IN & DARK PLAGE AT ROOM TENPERATURE ‘ ) 3\ ﬁare de ”
| mmm«nmbﬂmm . :  useBY ) r\\pémmp lon
Neopoutivejts, fo- bakeni potkezene, v 10 XPNCUORMEL 1E £dv 1) OUOoREUGO(G EXEL UNOCEL [npmd.,
A Bk srvendis, hyid emballages er beskadigel. Mo utilizzare se L conferkone & dannegglata. EXpiry date
] Niet gobruiken indien de venpalking beschadigd k. Nie o, jazell op 29 months
£1 saa kaytia, jos pakkaus on vahingoltturiut. Nao wtikiar s« & smibalagem exfiver danificass.
e pas uliliser si Fembatioge e8! endommiage. o 'mm’ 9l &l envase '“" Gahado.
Inbralk be! beschiidigier Venswckung iicht ven ki u,,mm ak jo bakente mumé‘
mm Advena Lid. Tower Business centre, 2nd Fir.,
Tower Street, Swatar, BKR 4013 Malta
- 145 -
NOTE:
LABEL MATERIAL TO BE APPROVED BY PLANER BEFORE USE
DIMENSIONS: mm SCALE IMPORTANT NOTICE INSTRUCTIONS
1:1 1. COPYRIGHT et
TOLERANCES MATERIAL ' 3: REMOVE ALL siIARP EDGES
UNLESS OTHERWISE STATED THIS DRAWING S THE PROPERTY OF PLANER LIMITED AND CORNERS UNLESS
SEE NOTE SUPPLIED IN CONFIDENCE AND WAY NOTGE 4 REPORT ANY OMISBION OR
ISO 2768-fH e N
SEnEiEne AFRVARTER SP EC|F|CAT|0N OF THE DIRECTORS OF THE COMPANY. :: ::r:’llsz:gspm“ﬁus'r COMPLY
PLATING OR COATING TR ARPLIABLE
SURFACE FINISH | BREAK ALLEDCES DRAWING SIZE A4 7/ALL DIMENSIONS HOT EHOWN ON
UNLESS OTHERWISE STATED UNLESS OTHERWISE STATED FIN'SH N
w | 5T e soLoworks | (©2021 | "t
V4 ’ IN MAIN VIEW
[THIRD ANGLE PROJEGTION 3
DRAWN DATE ! ITLE APPROVED BY:
(). BOTTLE ASSY-SINGLE TUBE
SW | 05-02-20 : VER- BOX No. 2
@VE / PROTECT / NURTURE DRAWlNG No' M
SUNBURY-ON-THAMES
MIDDLESEX TW167HD UK LA200231
TEL: 01932755000  FAX: 01932 755001
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BLANER g

PLANER Ltd , 110 Windmill Road, Sunbury-on-Thames +bo
Middlesex, TW16 7HD, United Kingdom
Tel : +44(0)1932 765000

E-mail : sales@planer.com Web : www.planer.com
DESCRIPTION : STERILIZED BOTTLE ASSEMBLY- SINGLE TUBE VERSION
REF | CN200115 RxONLY (€ .., [LOT| Gooe225
CATALOGUE NUMBER BATCH CODE
| STERILE _E @ @ = 7<,_| 2021-05-28
STERILIZED USING IRRADIATION DO NOT REUSE DO NOT USE IF x48 DATE OF
THE PACKAGE MANUFACTURE
- IS DAMAGED
47 708 K 2023-10-28
S.oxm IN A DARK PLACE AT ROOM TEMPERATURE
USE BY

Do not use If package |s damaged,

NepouZivejte, je-l| baleni poskozeno,

Mé Ikke anvendes, hvis emballagen er beskadiget.
Miet gebruiken indlen de verpakking beschadigd Is,
£l saa Kiytidd, jos pakkaus on vahingoltiunut.

Me pas utiliser sl I'emballage est endommagé,

Inhalt bel beschidigler Verpackung nicht verwenden,

Mnv 1o Xpnoulonoielte edv n ouokevaola £xet unootel {nuua.
Non utilizzare se la confezione é dannegglata,

Nie stosowaé, jezell opakowanie zostalo uszkodzone,

Nio utilizar se n embalagem estiver danificada,

No utilizar sl ol envase estd dafiado.

Far Inte anviindas om forpackningen lr skadad,

Nepoulivat', ak Je balenle podkodendé.

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




