TePe Munhygienprodukter AB

®
Bronsaldersgatan 5
e e 213 76 Malmé, Sweden
Tel +46 (0)406701100

www.tepe.com

April 2026
TePes referensnummer: REC-1276

URGENT SAFETY INFORMATION:
RECALL OF TEPE MOUTH PROP (Small & Large)
Risk of the product breaking during use

Dear Customer,

The purpose of this letter is to inform you of a corrective safety action concerning the TePe
Mouth Prop in sizes Small and Large. TePe Mouth Props are used when the patient has
difficulty keeping their mouth open; they relieve pressure on the jaws and facilitate oral
care. The Mouth Prop helps prevent involuntary biting, thereby protecting the caregiver’s
fingers and preventing injuries to the patient’s oral tissues.

Figure 1 TePes Mouth Prop

Background and Reason for the Safety Action

We have received a customer complaint in which a TePe Mouth Prop Large (art. no. 971312,
batch no. 5073235, UDI-DI 07350177351720) broke inside the mouth during use. The
incident has subsequently been confirmed through internal testing, during which differences
were observed between products that broke and those that did not.

For the Small variant, TePe Mouth Prop Small (art. no. 971311, batch no. 5073211 &
5074802, UDI-DI 07350177351683), no deviations have been observed. However, as the root
cause has not yet been established, a corresponding risk cannot be ruled out.

The overall assessment is therefore that both product variants should not be used until
further notice. This action is taken as a precautionary measure, despite the fact that no
personal injuries have been reported.
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Description of the Problem and Potential Risk

If the product breaks during use, there is a potential safety risk associated with intraoral use.
If the product cracks and separates into multiple parts, there is an increased risk of safety
impact, such as, in the worst case, choking, including a risk of injury to both the patient and
the caregiver. The product is used for oral care in both children and adults, including
individuals with disabilities who may be particularly vulnerable. This entails an increased risk
of potential harm if the product breaks during use.

F i'gure 2 5@fectiv€ Mouth Prop

Actions Taken by TePe

The affected products have been placed in quarantine at TePe as well as at the
manufacturer.

Sales and distribution of the affected products have been halted.

The Swedish Medical Products Agency (Likemedelsverket) has been notified.

An investigation is ongoing together with the manufacturer to determine the root
cause and to implement long-term corrective and preventive actions.

Actions to Be Taken by Distributors and Customers

Stop the sale and distribution of the affected products within your organization.
Isolate and block all affected products held in stock within your organization.
Dispose of all affected products available within your organization. The products
must not be returned

Inform immediately your customers by forwarding this information package to all
organizations to which the affected products have been delivered

Confirm by email by completing the form in Appendix 1 (mandatory) no later than 6
May.

When communicating with or informing end users, use the Consumer Information
provided in Appendix 2

Report any adverse events to TePe immediately. If there is any suspicion that a part
of the product has been swallowed or introduced into the body, immediate medical
attention is recommended.
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Affected Products
This safety action applies to the following products:
o TePe Mouth Prop Large (art. no. 971312) — All available batches
e TePe Mouth Prop Small (art. no. 971311) — All available batches
Both variants are subject to the same safety action and must be handled in the same
manner.

Contact Person at TePe

All requested information and any questions should be sent by email to:
Annika Carlius

Quality Manager

Email: Annika.Carlius@tepe.com

Tel: +46 73 599 85 06

Important Information
Prompt and correct handling of this recall is essential to ensure patient safety / consumer

safety and to maintain traceability throughout the distribution chain.

List of Appendices

Appendix 1 Confirmation Form

Appendix 2 End Consumer information

Malmo, April 9, 2026

/! \\\/v\/u\/ Aw

Annika Carlius
Quality Manager, TePe Munhygienprodukter AB
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Appendix 1 - SAFETY NOTICE CONFIRMATION FORM
TEPE MOUTH PROP
RESPONSE REQUIRED

The purpose of this form is to confirm that you have received and understood the
information and have carried out the necessary actions requested.

Distributor / customer details

Company name

Address

Contact person

Title or function

Phone number

Email address

Details of the TePe contact person to whom the confirmation will be sent

Company name TePe Munhygienprodukter AB
Contact person Annika Carlius

Title or function Quality Manager

Phone number +46 73 599 85 06

Email address Annika.Carlius@tepe.com
Deadline for returning the 2026-05-06

response form

Identification and actions taken
[1 | confirm that the sale and distribution of the affected products have been stopped.

[1 | hereby confirm that all affected products in stock have been isolated and blocked.
Please provide information from the inventory check:
Quantity in stock:
Large
Small
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[0 | hereby confirm that all affected products that have been identified have been
disposed of.
Number of disposed products:
Small: Batch nr 5073211

Batch nr 5074802

Large: Batch nr 5073235

[1 | hereby confirm that | have informed my customers by forwarding this information
package to all organizations that have received the affected products.
Please list the customers below and indicate the number of products sold to each:

Company name & Email Phone number Number of
Address products sold

Large | Small

[J If communication /information to end users is applicable to you, please indicate the
communication channel used and, where possible, the number of end users
contacted:

Channel Number

| confirm that the information above is correct.

Signature: Date: / /
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Appendix 2
Information Material for Contact with End Consumers

TePe is recalling the mouth prop products TePe Mouth Prop Large and TePe Mouth Prop
Small.

The Mouth Prop is used to facilitate oral care when a person has difficulty keeping their
mouth open. TePe has identified an increased risk that the product may break during use
and is therefore recalling the TePe Mouth Prop in sizes Large and Small with immediate
effect.

If you have purchased any of these products, we kindly ask you to stop using the Mouth
Prop, dispose of it, and contact us for compensation and further information.
Contakt:info.nordic@tepe.com

-

)
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