'%\

"

Labelling

Référence

Plan Labelling

P024 - e-Celsius® Medical Pill - secondary packaging

P024LAB0O06

Cartouche d’approbation du document

Nom et prénom Fonction Date Signature
Vérificateur | BLOND Estelle Directrice Technique
18-04-2023 Ectelle BLOND
Vérificateur | SEYCHELLES RQAR
18-04-2023 o .
Jean-Fran(;OIS Jear-Frangsic SEVOHELLES
Approbateur | BLOND Estelle Directrice Technique
18-04-2023 Ectelle BLOND

Suivi des modifications du document

Révision

Date de modification

Description des modifications

1

18/04/2023

Creation based on
P022LAB006-secondary packaging e-Celsius Medical labelling plan.2

TEMP51_Modele de plan labelling.1




P024LAB006 Packaging Labelling plan e-Celsius® Medical Pill.1

1. Object of the document

This document describes the label plan for the secondary packaging of the product e-Celsius® Medical Pill version P0O24.

2. Documents and acronyms used

A. applicable documents

PO2xSEE001_P02x-M capsule Labelling requirements

B. References

PRO18: Plan, Design and Develop the product.

C. List of acronyms and definitions



Label Information :

Dimension : 148 x 105 mm
Support : Adhesive paper
Fabricant : RAJA
Référence ES148

RRRR-R: P024-M

AAAA-MM-JJ: Expiration year AAAA, month MM and day JJ

AA-XX: Batch number AA is the year and XX is an incremental number
NNNN: Notify body number

N: number of conditionned products / N equal or lower than 50

Data Matrix include:

(01) GTIN Code (GS1) : 3665810000168

(10) Batch number (AA-XX)

(17) Expiration date (AAAA-MM-JJ)

(37) Quantity of product (N)

Code: (01) 3665810000168 (10) AA-XX (17) AAAA-MM-DD (37) N

Position on the product :

This label is printed on the secundary packaging of the capsule.
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REFmen  €-Celsius Medical

This is not a drug / Ceci n'est pas un médicament
Batch # )
LOT AA-XX Core body temperature Sensor/Capteur de Température Centrale

Includes/inclus: P024-M: Pill /capsules

MRI Wristband / Bracelet IRM
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Keep Not suitable Keep away Ethylen Oxyde
dry Collect Unsafe for child from child  sterilization >80 Lb
separately >40kg
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woman

1060hPa

Do not use if
package is Atmospheric Humidity Temp. Keep Use bydate ponot Single Waterproo
pscracho — o away :

damaged pressure limitation  limitation limit sunlight AAAA-MM-JJ Resterelize Use only level
Manufacturer & Only (01)3665810000168
BodyCAP (10) AA-XX
3 rue du Docteur Laennec . . (17) AAAA-MM-1]
14200 Hérouville St Clair - FRANCE Refer to Sterile Barrier
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www.bodycap.us
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