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FSN Ref: AN-FSCA-016_FSN_Master_EN_en_3 FSCA Ref: AN-FSCA-016

Date: 2026-03-18

Field Safety Notice
ANIOS CLEAN EXCEL D

For Attention of*: Vigilance/Quality manager of the facility products.
Dear customer,

We are reaching out to inform you of some important information regarding our product
ANIOS CLEAN EXCEL D, batch numberH178118.

It has come to our attention that some units of this batch were distributed in Germany,
Switzerland and Netherlands without labels containing all required official local languages.

As a precautionary measure, we are issuing this FSN to inform customers of this situation.
To correct this issue, we are providing the appropriate labels in the official local languages
together with this communication, as described in the table below:

Langquage on the Languages provided in
T product | this FS (CORRECT)
Germany German
German
Switzerland French
ltalian
Netherland Arabic Dutch

Required actions:

* Please review and apply the attached replacementlabels immediately:
If you have distributed the affected products to your customers, ensure that the corrected

labels provided with this FSN are used in place of the information currently displayed on
the product. You must also ensure that the updated documentation is communicated to
all impacted users, departments, and organizations that may have received the affected
products.

* Please complete the attached Customer Reply Form:
Review the information in this FSN, take the appropriate actions outlined in section 3
below, and confirm your understanding and compliance with the outlined measures.
Please return the Customer Reply Form to us within four weeks after receiving this
notice. If you have distributed the products to your customers, please collect their
responses and submit one consolidated reply form with aggregated data.

We sincerely apologize for any inconvenience this situation may cause and appreciate your
cooperation and understanding.

Thank you for your prompt attention.

Best regards,
ECOLAB VIGILANCE
On behalf of Laboratoires Anios
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FSN Ref: AN-FSCA-016_FSN_Master_EN_en_3

Field Safety Notice (FSN)
ANIOS CLEAN EXCEL D

PRODUCT DELIVERED WITH WRONG LANGUAGE
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TANIOS

FSCA Ref: AN-FSCA-016

1. Information on Affected Devices

1. 1. Device Type(s)

Medical device classified as Class |IB according to MDD.
1. 2. Commercial name(s)

ANIOS CLEAN EXCEL D
1. 3. Unique Device |dentifier(s) (UDI-DI)

N/A
1. 4. Primary clinical purpose of device(s)

Detergent -disinfectant solution for cleaning and disinfecting heat-sensitive and
immersible medical devices (such as instruments and endoscopes) prior to sterilization.

1. 5. Device Model/Catalogue/part number(s)
Product SKU Batch Numbers
ANIOS CLEAN EXCEL D | 3159603 H17811S
1. 6. Software version
N/A
1. 7. _Affected serial or lot number range
N/A
1. 8. Associated devices
N/A

2. Reason for Field Safety Corrective Action (FSCA)*

2. 1. Description of the product problem

It has been identified that certain products were distributed in Germany, Switzerland and
Netherlands without labels including all required official local languages.

2. 2. Hazard giving rise to the FSCA

incident was reported.

The hazardous situation is the potential wrong use of the product due to users not having
access to the instructions for use in the appropriate language. However, no serious
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3. Type of Action to mitigate the risk

3. [ 1. Action To Be Taken by the END-USER

(J Identify Device [ Quarantine Device [1 Return Device [ Destroy Device

Inform all impacted users in your facility

[0 Review the attached replacement labels and use them in place of the information on
the product.

1 Other [0 None

Labels in German, French, Italian and Dutch are attached.

3. | 2. Action To Be Taken by the DISTRIBUTOR

(J Identify Device [ Quarantine Device 1 Return Device [ Destroy Device

X Inform all your impacted customers

X Review the attached replacement labels and use them in place of the information on the
product.

X¥Share the updated documents with all impacted customers.
[ Other 1 None

Labels in German, French, Italian and Dutch are attached.

3. | 3. By when should the action be completed? Immediately
3. | 4. Is customer Reply Required? Yes
(If yes, form attached specifying deadline for Within 4 weeks after the receipt of
return) the FSN
3. | 5. Action Being Taken by the Manufacturer*
[ Product Removal 1 On-site device modification/inspection
] Software upgrade 1 IFU or labelling change
X Other [0 None

Labels in German, French, Italian and Dutch are distributed to impacted customers.
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4. General Information*

4. [1. FSN Type Update
4. | 2. For updated FSN, reference AN-FSCA-016_FSN_Master_EN_en_2 dated
number and date of previous March 13, 2026
FSN
4. | 3. Manufacturer information
a. Companv Name Laboratoires ANIOS
b. Address
c. Website address

4. (4. The Competent (Regulatory) Authority of your country has been informed about this
communication to customers.

Customer reply form
Labels in German: DEUTSCH_Anios Clean Exce!
D_ HC-IR-A.CXLD-5014
3. Labels in French: FRANCAIS_Anios Clean Excef D
_ HC-IR-A_CXLD-5014
4. Labels in ltalian: ITALIANO_Anios Ciean Excel
D HC-IR-A.CXLD-5014
5. Labels in Dutch:DUTCH_Anios Clean Excel D_HC-
{R-A.CXLD-5014

4. 5. List of annexes

N =

Transmission of this Field Safety Notice

This notice needs to be passed on all those who need to be aware within your organisation or
to any organisation where the potentially affected devices have been transferred. (As
appropriate)

Please transfer this notice to other organisations on which this action has an impact. (As
appropriate)

Please maintain awareness on this notice and resulting action for an appropriate period to
ensure effectiveness of the corrective action.

Please report all device-related incidents to the manufacturer, distributor or local
representative, and the national Competent Authority if appropriate, as this provides important
feedback.
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