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Molnlycke

® 

FSN Ref: 2025-11 (02) 
Date : 10 Dec.2025. 

FSCA Ref: 2025-11 (02) 

Urgent Field Safety Notice 
Molnlycke® Procedure Trays 

For Attention of: Theatre Manager 

Contact details of local representative (name, e-mail, telephone, address etc.) 
Name: Local Customer Care contact will be added for each specific market 
Email: XXX.XXX@molnlycke.com 
Telephone: +XXXXXXXXXXXXXX 
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••••• 
Molnlycke

® 

FSN Ref: 2025-11(02) 
Date : 10 Dec.2025. 

FSCA Ref: 2025-11 (02) 

Urgent Field Safety Notice (FSN) 
Med net component - Syringe 10ml LIL 3parts Red plunger within 

Molnlycke® Procedure Trays 

1. Information on Affected Devices 
1. 1. Device Type(s) 

I Component Name: I Molnlycke Component code I 
I SyrinQe 10ml LIL 3parts Red plunQer I 2313673-oo I 

Included in various Mblnlycke® Procedure Trays 
Mblnlycke® Procedure Trays consist of customized configurations of components, which 
are assembled and delivered sterile within one packaqinq solution. 

1. 2. Commercial name(s) 
See Appendix I Product Table 

1. 3. Primary clinical purpose of device(s) 
Color Coded Syringes are intended to inject fluids into or withdraw fluids from patients. 

The clinical purpose of Mblnlycke® Procedure Trays is to provide a customized sterile 
co-packinq of components for different clinical interventions. 

1. 4. Device Model/Cataloque/part number(s) 
See Appendix I Product Table 

1. 5. Affected serial or lot number range 
See Appendix I Product Table 

2 Reason for Field Safety Corrective Action (FSCA) 
2 1. Description of the product problem* 

Mblnlycke has recently been informed by MedNet GmbH, the legal manufacturer of the 
device in question, that they are issuing an urgent field safety notice after contamination 
with particles was identified in some syringes on a specific batch, which Mblnlycke 
includes in some of the Mblnlycke® Procedure trays. 

MedNet GmbH investigations in the production environment have revealed that 90% of 
the specified batches are not affected. For the remaining 10%, contamination cannot be 
definitively ruled out. Therefore, the aforementioned batches are being recalled in their 
entirety. 

Mblnlycke has decided to follow the legal manufacturer FSN and do a Recall of all 
potentially affected trays where this component is included. 

2 2. Hazard QivinQ rise to the FSCA* 
Information from MedNet Field Safety Notice: 

MedNet identified that these particles may not be detectable before use due to the 
potential for the particles to adhere to the syringe seal; therefore, in the worst-case 
scenario, their use on patients could lead to an embolism. 
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Molnlycke

® 

FSN Ref: 2025-11 (02) 
Date : 10 Dec.2025. 

FSCA Ref: 2025-11 (02) 

3. Type of Action to mitigate the risk 
3. 1. Action To Be Taken by the User 

3. 

� Identify Device 

� Return Device 

We need your help in ensuring that all affected products are located and that below 
actions are performed. 

Please follow below instructions: 
1. Identify and isolate the unused Molnlycke® Procedure Trays at your facility, 

please see Appendix I for affected product information. 
2. Fill out the Customer reply form or Distributor reply form with the quantity of 

identified affected products. Please sign the Customer reply form or Distributor 
reply form and send email to per its instruction within 
10 business days. 

3. Even if you no longer have concerned Molnlycke Trays, fill out the Customer 
Reply Form or Distributor Reply Form and return it back within 10 business 
days. Molnlycke needs to be sure all customers are aware of the situation. 

4. Molnlycke will contact you and arrange for collection of the product(s) from your 
facility, as soon as you return the Reply Form. Molnlycke will issue a credit for 
the goods returned. 

5. If you have forwarded any affected products to other healthcare institutions, please 
send them a copy of this Field Safety Notice. Make sure they act accordingly. 

6. If you are a distributor, please inform your customers by sending them a copy of 
this Field Safety Notice. Make sure they act accordingly. Please return the 
Customer reply form to you and return it to Molnlycke. 

In addition, Molnlycke appreciates your help in collecting data on product complaints 
and/or incidents related to the product concerned. Please follow the reporting procedures 
established by your facility. 

7. Is customer Reply Required? 

I 
Yes (Within 
business days) 

10 
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Molnlycke

0 

FSN Ref: 2025-11 (02) 
Date : 10 Dec.2025. 

FSCA Ref: 2025-11 (02) 

4. General Information 
4. 1. FSN Type New 

4. 2. Further advice or information No 
already expected in follow-up 
FSN? 

4. 3. Manufacturer information 
(For contact details of local representative refer to paqe 1 of this FSNJ 

a. Company Name Molnlycke Health Care AB 
b. Address 

-

C. Website address 
4. 4. The Competent (Regulatory) Authority of your country has been informed about this 

communication to customers. 

4. 5. List of attachments/appendices: Appendix I Product table 
Customer Reply Form 
Distributor Reply Form 

4. 6. Name/Signature 

Electronically signed 

by: . .  

Reason: 

Date: Dec 10, 2025 

13:34:48 GMT+ 1 

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 aooropriate, as this provides important feedback. 
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FSN Ref: 2025-11(02) 
Date : 10 Dec.2025. 

Appendix I 

To be added for each market 

••••• 
Molnlycke
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FSCA Ref: 2025-11 (02) 
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FSN Ref: 2025-11 (02) 
Date: 10.Dec.2025. 

••••• 
Molnlycke

® 

FSCA Ref: 2025-11 (02) 

Customer Reply Form 

1. Field Safety Notice (FSN) information 
FSN Reference number 2025-11 (02) 
FSN Date 10.Dec.2025. 
Product/ Device name See Appendix I Product table 

Product Code(s) See Appendix I Product table 

Batch/Serial Number (s) See Appendix I Product table 

2. Customer Details 
Account Number 
Healthcare Orqanisation Name* 
Orqanisation Address* 
Department/Unit 
Shiooinq address if different to above 
Contact Name* 
Title or Function 
Telephone number* 
Email* 

3. Customer action undertaken on behalf of Healthcare OrQanisation 
□ I confirm receipt of the 

Field Safety Notice and 
that I read and understood 
its content 
I do not have any affected 
devices. 

□ I confirm receipt of the Quantity Article/Material Lot/Batch Number 

Field Safety Notice and Number 

that I read and understood 
its content 
I have quarantined the 
unused trays with affected 
component ready for 
return - enter number of 
devices ready for return 

N/A Comments: 

Print Name* 

Signature* 

Date* 



FSN Ref: 2025-11 (02) 
Date: 10.Dec.2025. 

4. Return acknowledgement to sender 
Email 
Customer Helpline 
Postal Address 

Fax 

Deadline for returning the customer reply 
form* 

Mandatory fields are marked with * 

••••• 
Molnlycke

® 

FSCA Ref: 2025-11 (02) 

Molnlycke Health Care AB, 

Within 10 days 

It is important that your organisation takes the actions detailed in the FSN and 
confirms that you have received the FSN. 

Your organisation's reply is the evidence we need to monitor the progress of the 
corrective actions. 



FSN Ref: 2025-11(02) 
Date: 10.Dec.2025 
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Molnlycke

® 

FSCA Ref: 2025-11 (02) 

Distributor Reply Form 

1. Field Safety Notice (FSN) information 
FSN Reference number* 2025-11(02) 
FSN Date* 10 Dec 2025 
ProducU Device name* See Appendix I Product table 
Product Code(s) See Appendix I Product table 
Batch/Serial Number (s) See Appendix I Product table 

2. Distributor Details 
Company Name* 
Account Number 
Address* 
Shipping address if different from above 
Contact Name* 
Title or Function 
Telephone number* 
Email* 

3. Return acknowledgement to Sender 
Email 
Distributor Helpline 
Postal Address 

Web Portal 

Deadline for returning the Distributor reply form* Within 10 business days 

4. Distributors (Tick all that apply) 

□ 
*I confirm the receipt, the 
reading and understanding of 
the Field Safetv Notice. 

□ 
I have checked my stock and 
quarantined affected trays 

□ 
I have identified customers 
that received or may have 
received this affected travs 

□ 
I have attached customer list 

□ 
I have informed the identified Date of communication: 
customers of this FSN 

□ 
I have received confirmation 
of reply from all identified 
customers 

□ 
I have quarantined affected Quantity Article/Material Lot/Batch Number 

trays ready for return - enter Number 

the number of quarantined 
devices ready for return 
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FSN Ref: 2025-11 (02) 
Date: 10.Dec.2025 

□ 
Neither I nor any of my 
customers has any affected 
trays in inventory 

Print Name* 

Signature* 

Date * 

Mandatory fields are marked with * 

••••• 
Molnlycke

® 

FSCA Ref: 2025-11 (02) 

N/A Comments: 

It is important that your organisation takes the actions detailed in the FSN and 
confirms that you have received the FSN. 

Your organisation's reply is the evidence we need to monitor the progress of the 
corrective actions. 
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Table of Affected Products Molnlycke

® 

Mblnlycke ref: 2025-11 (02) - Mblnlycke® Procedure Trays 

I I 

I 
:GMDN: 

!Country Product LOT Product Name : code I 
GMDN term 

I 

Cardiothoracic surgical 
25037606 Radialis PPak Klinikum Weis P61371 procedure kit, non-

medicated, sinale-use 
Cardiothoracic surgical 

25059999 Radialis PPak Klinikum Weis P61371 procedure kit, non-
medicated, sinale-use 
Cardiothoracic surgical 

25050076 Radialis PPak Klinikum Weis P61371 procedure kit, non-

AT 97098819-10 
medicated, sinqle-use 
Cardiothoracic surgical 

25050077 Radialis PPak Klinikum Weis P61371 procedure kit, non-
medicated, sinale-use 
Cardiothoracic surgical 

25090595 Radialis PPak Klinikum Weis P61371 procedure kit, non-
medicated, sinqle-use 
Cardiothoracic surgical 

25090658 Radialis PPak Klinikum Weis P61371 procedure kit, non-
medicated, sinale-use 

25021349 TAVI Set P16545 Angiography kit 
25021351 TAVI Set P16545 Angiography kit 
25094295 TAVI Set P16545 Angiography kit 

97127606-01 
25187123 TAVI Set P16545 Angiography kit 
25187124 TAVI Set P16545 Angiography kit 

DE 
25187125 TAVI Set P16545 Angiography kit 
25153490 Angio Set Radiologie Koblenz P16545 Angiography kit 
25173854 Angio Set Radiologie Koblenz P16545 Angiography kit 

97130159-00 
25114577 Angio Set Radiologie Koblenz P16545 Angiography kit 
25114578 Angio Set Radiologie Koblenz P16545 Angiography kit 
25043703 Pack de Angiografia Coronaria P16545 Angiography kit 

97049383-04 25099699 Pack de Angiografia Coronaria P16545 Angiography kit 
25119901 Pack de Angiografia Coronaria P16545 Angiography kit 
25028753 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25036411 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25052004 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25062832 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25062858 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25062859 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25062860 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25063785 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 

ES 25063810 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25064979 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 

97290180-51 
25066620 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25070586 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25073966 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25073991 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25073992 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25088045 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25088195 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25089233 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25090952 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25091440 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 



I Product I LOT I Product Name ·
1
·GMDNI GMDN term Country ' code I i I 

25114978 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25115074 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25115075 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25115076 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25115077 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25116235 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25116349 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25118614 Pack de Angiografia Femoral y Radial 971 P1 6545 Angiography kit 
25119709 Pack de Angiografia Femoral y Radial 971 P1 6545 Angiography kit 
25151958 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25152043 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25152044 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25152045 Pack de Angiografia Femoral y Radial 971 P1 6545 Angiography kit 
25152131 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25153987 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25154040 Pack de Angiografia Femoral y Radial 971 P1 6545 Angiography kit 
25156145 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25156238 Pack de Angiografia Femoral y Radial 971 P1 6545 Angiography kit 
25219175 Pack de Angiografia Femoral y Radial 971 P1 6545 Angiography kit 
25219176 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25219177 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25219180 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25229772 Pack de Angiografia Femoral y Radial 971 P16545 Angiography kit 
25017148 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25057480 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25057498 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25057551 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25057554 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25057556 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25057557 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25073746 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25073851 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25073853 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25073855 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 

Fl 97001961-14 
25073857 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25073859 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25100950 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25101013 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25101016 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25101018 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25101020 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25101022 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25102900 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25103024 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25103027 PERUSANGIOGRAFIA SETTI HUS KARDIO P16545 Angiography kit 
25039413 Cardiothoracic surgical 

Cardio-vasculaire hybride P61371 procedure kit, non-
medicated, sinqle-use 

25085179 Cardiothoracic surgical 
FR 97112529-01 Cardio-vasculaire hybride P61371 procedure kit, non-

medicated, sinQle-use 
25090519 Cardiothoracic surgical 

Cardio-vasculaire hybride P61371 procedure kit, non-
medicated, sinqle-use 





'Country '. 
I 

SA 

SE 

Product 
- -

97121907-01 

97126311-02 

97144111-01 

97144111 -02 

970531 71-13 

97050998-15 

I 
! LOT  
I 

25087082 

250847 1 0  
25021 337 
25037212  
2503721 4  
25065017 
25065048 

25065050 
25065072 
25065074 
25065077 

25088994 
25089036 
25089038 
25089039 
25090781 
25091566 
25146033 
25146084 
25146087 

25146089 
25146090 
25194 1 41 
25194142 

25194143 
25194 1 44 
25194 1 45 
251941 46 
251941 47 
251941 48 
25194149 

25194150 

25064781  
25096592 
25107442 

25020065 
25084924 
25122039 
25138154 
25151 681 
251 53520 

Product Name IGMDN I 
: co�e GMDN term 

Card iothoracic surgical 
Zestaw do zabieg6w hybrydowych USK Zielo P61371 procedure k it ,  non-

med icated , s inqle-use 
Zestaw do angiografi i naczyn m6zgowych D P16545 Angiography kit 
ANGIOGRAFIA P16545 Angiography kit 
ANGIOGRAFIA P16545 Angiography kit 
ANGIOGRAFIA P16545 Angiography kit 
ANGIOGRAFIA P16545 Angiography kit 
ANGIOGRAFIA P16545 Angiography kit 
ANGIOGRAFIA P16545 Angiography kit 
ANGIOGRAFIA P16545 Angiography kit 
ANGIOGRAFIA P16545 Angiography kit 
ANGIOGRAFIA P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography k it 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography k it 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
PO GCM Angiografia P16545 Angiography kit 
Customized Efficiency Vascular Kit-KFSH P16545 Angiography kit 
Customized Efficiency Vascu lar Kit-KFSH P16545 Angiography kit 
Customized Efficiency Vascu lar Kit-KFSH P16545 Angiography kit 
Angioset Uppsala P16545 Angiography kit 
Angioset Uppsala P16545 Angiography kit 
Angioset Uppsala P16545 Angiography kit 
Angioset Uppsala P16545 Angiography k it 
Angioset Uppsala P16545 Angiography kit 
Angioset Uppsala P16545 Angiography kit 


