Navina Insert

Description

Navina Insert is a soft, flexible, liquid-filled insert
designed to prevent fecal incontinence. The device
is non-sterile and for single use only.

Indications for use

Navina Insert is indicated for the management

of Accidental Bowel Leakage (ABL) due to bowel
incontinence. The rectal insert is designed for self-
insertion to seal and help prevent the involuntary
leakage of stool from the rectum.

Risks

* Possible mild irritation or discomfort of
the anus or anal canal

* Possible migration or displacement of
the insert into the anal canal or rectum

* Unexpected expulsion
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Warnings, Precautions,
and Contraindications

Bowel leakage may be medically treated.

Navina Insert is not intended to replace surgical
options to treat accidental bowel leakage. Consult
your physician for professional advice.

* Navina Insert is contraindicated for use in
the pediatric population.

¢ This device is non-sterile and for single use only.
Reuse of the device could result in device breakage.

* Do not use if the package is open or damaged.
¢ Do not use if you have a silicone allergy.

* Do not use with suppositories.

Discontinue use of Navina Insert
and consult your physician if you have:

* Bloody stool or bleeding from the rectum.
* Bleeding hemmorhoids.
» Anal/rectal pain, irritation, spasms, tearing, or fissure.

» Displacement of the Fecal Incontinence Insert into
the anal canal or rectum which has not been
expelled with the next bowel movement.

« Undergone rectal surgery withing the last 4 weeks.

Reference Type Specification

6930400 Navina Insert, Standard Box of 30 pieces
6930500 Navina Insert, Large Box of 30 pieces
6930600 Navina Insert, Starter Pack Box of 5 Standard and 5 Large pieces
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At Wellspect we develop innovative continence care solutions that improve quality of life for people
with bladder and bowel problems. We inspire our users to build self-confidence and independence
as well as good health and well-being. We have been leading the industry for over 40 years with our
product brands LoFric® and Navina™. We always aim to minimize the environmental impact of our
products and passionately strive to become climate neutral. We work together with users and

healthcare professionals to improve clinical outcome in a sustainable way, now and for the future.

Wellspect. A Real Difference.

For more information about our products and services, please visit Wellspect.com.

Join the conversation on LinkedIn, Twitter, Facebook and Instagram.

wellspect.com

Wellspect HealthCare, Aminogatan 1, P.O. Box 14, SE-431 21 M&éIndal, Sweden. Phone: +46 31 376 40 0O.
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Manufacturer: Importer: MPS Medical Product Service GmbH
Minnesota Medical Technologies Wellspect HealthCare Borngasse 20

2446 Henry Road Northwest Aminogatan 1 Braunfels 35619

Stewartville, MN 55976 USA P.O Box 14, SE-431 21 Germany

507-533-0366 MélIndal, Sweden.

www.mnmedtech.us www.wellspect.com
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