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Halluin, 21 November 2025



FIELD SAFETY NOTICE (FSN)


For the attention of operators and managers of health and medico-social establishments, 

[bookmark: _GoBack]Trade name of medical device: Bathtub INDRA, LANIRA, BATEIA, HARMONIA.
Manufacturer: SC PRODUCTIONS 
Reference: FSN16042025
FSCA-Identification: Product Field Action : R2509732
Type of action: Field Safety Corrective Action: N°SNC25-015
Medical devices concerned: 

	Commercial name
	Reference
Model
	Basic UDI-DI

	BATEIA
	Bathtub with door
	3701569500938PW

	INDRA
	Single bath
	3701569502956QE

	LANIRA
	BATEIA bathtub without door
	3701569502963QB

	HARMONIA
	Large bathtub (volume)
	3701569502659Q5





Dear operators and managers of health and medico-social establishments,

The purpose of this document is to provide you with an update on the field safety notice FSN16042025 previously sent to you concerning the above-mentioned baths.

Following the action taken to send out the safety notice, SC Productions received electrical certificate documents from a number of operators even though the photos attached to the certificate by the operator showed that the electrical installation was clearly not compliant. These elements have led to additional investigations that modify the nature of the actions previously notified.

As a result, and as a precautionary measure to minimise the likelihood of any residual risk of electrocution, we are asking you to stop using the baths, regardless of the compliance status of the electrical installation to which they are connected, until such time as an authorised technician can repair them.
For your full information, the date on which on-site repairs will begin will be set as soon as possible, depending on the availability you have given us. You can contact us using the details below.

However, we would like to inform you that to date, SC Productions has not received any reports of incidents involving electrocution.

We are aware of the inconvenience caused and are making every effort with our teams to implement the corrective actions identified. 
The ANSM French Competent Authority has also been informed of this safety measure.


If you have any questions on this subject, we have a dedicated telephone line and e-mail address at your disposal: 

HOTLINE Atlantide: +33 (0) 2 99 82 87 77 
atlantide@winncare.fr 

Contact ANSM
Cédric CLEMENZ, QA-RA, PCVR, Vigilance Correspondent at SC PRODUCTIONS 
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