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On 26/05/2026.

To the attention of:

The Pharmacist

The materiovigilance correspondent
Of the ANSM

URGENT - SAFETY NOTICE FSN 202605-01

3-way Stopcock REF : PER3Y

LOT 2501BH400

Possible patient incident related to the 3-way Stopcock contained in the set ABSOSOINS
PERFUSION - Voluntary recall of medical devices

Dear Sir/Madam,

We have identified a problem with a batch of 3-way Stopcocks REF : PER3Y contained in
the ABSOSOINS PERFUSION infusion set of our client Laboratoire Marque Verte.

% A weakness has been detected at the Y injection site
composed of two parts, one made of plastic, the other of
isoprene rubber. Cracking has been observed, which may
cause breakage of the upper part of the injection site and
detachment of the isoprene rubber part.

In the case of a clear break of the upper part of the Y
injection site, the risk is limited for the patient as the defect is
easily detectable by nursing staff before use.

In the case of a minor crack that is difficult to detect, the
crack may expand during drug injection, potentially causing a
risk of contamination or air entry into the infusion line, with a
serious risk to the patient’s health.
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Injection site with breakage

The concerned stopcocks are exclusively contained in the ABSOSOINS PERFUSION sets
of our client.
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Please find below the LOT OF THE INFUSION SET containing the stopcock concerned by
the recall as well as the LOT OF THE STOPCOCK.

REFERENCE EAN LOT Remark

SETPERF-VV 3615370005509 | 2506Z200 | Set containing the PER3Y
ABSOSOINS PERFUSION SET stopcock, batch

FOR FRAGILE OR 2501BH400
SUBCUTANEOUS VEINS

We ask you to immediately stop using these devices.
We kindly ask you to check your stock status in order to determine if :

1. You are still in possession of one or more impacted products
2. If so, stop the sale and/or its use
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At our request, Laboratoire Marque Verte will contact each of its customers by email and
will send them a safety notice and a return form

We regret this incident and guarantee our full commitment to supporting you.

We thank you for ensuring the proper dissemination and application of this safety notice
to your patients

The ANSM has been duly informed of this communication.

Remaining at your disposal, please accept, Dear Sir/Madam, the expression of our most
sincere greetings.

BQ Plus Medical Co., Ltd.

Name: Bonnie Xu

Position: QA&Regulation Manager
Date: 26/05/2026

Email: mr@bg-medical.com
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Ref.: FOO1155A

A Field Safety Notice Customer Reply Form

1. Field Safety Notice (FSN) information

FSN Reference number* 202605-01
FSN Date* 2026.05.26
Product/ Device name* INFUSION SET FOR GRAVITY FEED
Product Code(s) PER3Y
2501BH400

Batch/Serial Number (s)

2. Customer Details

Account Number

Healthcare Organisation Name*

Organisation Address*

Department/Unit

Shipping address if different to above

Contact Name*

Title or Function

Telephone number*

Email*

3. Customer action undertaken on behalf of Healthcare Organisation

D | confirm receipt of the
Field Safety Notice and
that | read and

understood its content.

Customer to complete or enter N/A

|:| | performed all actions
requested by the FSN.

Customer to complete or enter N/A

|:| The information and
required actions have
been brought to the
attention of all relevant
users and executed.

Customer to complete or enter N/A

D | have returned affected | Qty:

Lot/Serial Number: Date Returned (DD/MM/YY):

devices - enter number 5

Lot/Serial Number: Date Returned(DD/MM/YY):
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of devices returned and | N/A
date complete.

Comments:

| have destroyed Qty:

O

Lot/Serial Number:

affected devices — enter Qty
number destroyed and

Lot/Serial Number:

date complete. N/A

Comments:

available for return/
destruction

No affected devices are | Customer to complete or enter N/A

Other Action (Define):

affected devices.

| do not have any Customer to complete or enter N/A

OO0 O

contact me
(e.g. need for
replacement of the

| have a query please Customer to enter contact details if different from above and brief
description of query

product).
Print Name* Customer print name here
Signature* Customer sign here

Date*

4. Return acknowledgement to sender

Email

mr@bg-medical.com
info@bg-medical.com

Customer Helpline

+86 21 57609106-816

Postal Address

No. 18, Che Ye Road, Che Dun Town, Songjiang,
201611 Shanghai, P.R. China

Web Portal

https://www.bgplusmedical.com/

Fax

/

Deadline for returning the customer reply
form*

2026.06.20

Mandatory fields are marked with *
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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.




