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FIELD SAFETY NOTICE: MERIVAARA Q-FLOW SURGICAL LIGHT

FSN type: New 31/03/2026 (First version issued)

Manufacturer:
Merivaara Corporation (SRN: FI-MF-000001175)

The product covered by the notice:
Q-FLOW SOLO, Q-FLOW DUO, Q-FLOW TRIO, Q-FLOW QUAD,
Q-FLOW MOBILE

For attention of:
Healthcare organization using the product, hospital,
organization servicing the device

Distributor:

Merivaara Corporation

Tarmontie 2—4, FI-15860 Hollola
Email: merivaara@merivaara.com
Tel: +358 3 3394611

This Field Safety Notice concerns the above listed Merivaara Q-Flow lights manufactured before June 2023. The
manufacturer and model of the surgical light can be checked from the type plate attached to the device, see Figure below.

MANUFACTURED IN FINLAND Merivaara Corporation

MERIVAARA 7112880 OLLOLA Ml 20200817
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PRODUCT NAME: (Q-FLOW TRIO
520230 210517-12345
FREQUENCY: 50-60Hz
PROTECTION CLASS: IP 20
INPUT VOLTAGE: 100-240 V~/24VDC/2x150VA
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Figure 1. Example of the device’s type plate

In post-market surveillance, Merivaara Corporation has become aware that due to an assembly error, the device’s support
yokes can become loose from their fixings. In the worst case, if these fixing screws become completely loose, the luminaire
may fall off its fixture. This creates a serious risk of injury for the patient and as well as for the user.

Based on post-market feedback, the probability of the luminaire completely detaching and falling is very low. However, as
a responsible manufacturer, Merivaara wants to inform users about this matter and instruct those who service the device
to carry out corrective actions to manage the risk.

Note: This corrective action campaign must be carried out even if the device has already undergone the
procedures specified in the previously published corrective action campaign 151397. The actions required by this
campaign are performed on the joints of the yoke structure that were not subject to the measures specified in campaign
151397. If the actions specified in campaign 151397 have not yet been performed on the device, the actions in this
corrective action campaign can be combined with those in campaign 151397. For more information contact
service@merivaara.com.

This campaign includes an inspection or repair of the fixing of the luminaire’s support yoke/yokes during the next
annual maintenance. The inspection includes checking the tightness of the screws on one joint (single yoke model) or
two joints (double yoke model) and, if necessary, replacing these screws with new ones and adding a screw lock during
installation. Depending on the luminaire model, there are 1-3 support yokes to be repaired under a one product name.
The repair procedures must be carried out in accordance with the separate instructions provided as attachment to this
notice (Annex 1).

In addition to these measures, the manufacturer will provide an updated annual maintenance checklist regarding the
functional inspection of the luminaire. The following annual maintenance tasks must be performed in accordance with this
checklist for the devices covered by this notice. The updated checklist is provided with this notice (Annex 2).

Furthermore, Merivaara recommends that the user follows the instructions for use and inspects the luminaire daily when
cleaning and pays attention to the joints of the support yokes shown in Figure 2. If looseness is found at these joints
during the daily inspection, the luminaire should be taken out of use and repaired by a qualified service technician
according to the repair instructions.
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Figure 2, Doubie woie model and single yolke model, Joints concerning this Field Safely Motice are marked wih an arrow

When following these instructions, it is acceptable and safe to continue using the devices. Merivaara asks the healthcare
organization to informn the users of the device and the organizations sernvicing the device about this Field Safety
Notice and to pay attention to the safety matters mentioned in it. A copy of this Field Safety Motice should he stored
with the user instructions of each device covered by the naotice.

This Field Safety Motice should be provided to all people in your organization swho need to be aware of it. [T the ownership
of the device has heen transferred to another organizatian, this notice must be pravided to the organiz ation that currenthy
mwnsthe device.

Fordevices forwhich the corrective actions required by this Field Safety Motice have already heen carried out and recorded
inthe mairtenance history, it is not necessar to repeat the corrective actions.

The manufacturer asks the userto reply to this notice using the Customer reply form at latest by 150472026, The form will
he sent with this notice.

Attachments:

FSM_Merivaara Q-Flow surgical linht_Repair guidance_G93414_Annex 1.pdf

FSM_Merivaara Q-Flow surgical light_Annual maintenance _693414_Annex 2.pdf
FSM_Merivaara Q-Flow surgical linht_Field_Safety_Motice_Customer_rephe_form_G9841 4 pof

Faor gquestions concerning this notice, please reply to the delivery ermail or regulatory @lojer.c om.

The Competent Medical Device Authority has been informed aboot this communication to customers. Please maintain
anwareness on this notic e and resulting action for an appropriate period to ensure effectiveness of the correcti e action.
Fleasze report all device-related incidents to the manufacturer, distributar or local representative, and the national
Competent Authority, as this provides important feedback regarding device safety.

On behalf of Merivaara Comoration,

Juha kKorva Eero Kaaja
Regulatory Affairs Manager Guality- and Sustainability Director
Lajer Group Lajer Group
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Customer Reply Form (to be printed and filled)

1. Field Safety Notice (FSN) information

FSN Reference number*

698414

FSN Date*

31.03.2026

Product/ Device name*

Q-FLOW SOLO, Q-FLOW DUO, Q-FLOW
TRIO, Q-FLOW QUAD, Q-FLOW MOBILE

Batches affected by the Field Safety Notice

Applies to the above listed Merivaara Q-
Flow lights manufactured before June 2023.

2. Customer Details (The customer fills in from now on)

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

| confirm receipt of the
Field Safety Notice and
that | read and
understood its content. *

O

Customer to complete

| performed all actions
requested by the FSN.

O

Customer to complete

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

Customer to complete

Other Action (Define):

O

To be filled in if necessary. A detailed explanation in this field.

| do not have any
affected devices.

O

To be filled in if necessary. A detailed explanation in this field.

Print Name*

Signature*

Date of the signature*®

| 4. Return acknowledgement to sender
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Email

requlatory@lojer.com

(Reply to a Field Safety Notice's (FSN) delivery
message)

Customer Helpline

requlatory@lojer.com

Postal Address

Tarmontie 2-4, FI-15860, HOLLOLA, FINLAND

Deadline for returning the customer reply
form*

15.04.2026

Mandatory fields are marked with *

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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