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38 minisponges. product information.

AT TENTIONN: XSTAT 12 contains rapidly

expanding cellulose sponges individually marked
with an X-shaped radiopaque marker.

INDICATIONS FOR USE:

XSTAT 12 is a hemostatic device for the control of severe, life-threatening
bleeding from junctional wounds in the groin or axilla not amenable to
tourniguet application in adults and adolescents.

XSTAT 12 is a hemostatic device for the control of severe, life-threatening
bleeding from narrow entrance extremity wounds in the arms or legs in
adults or adolescents.

XSTAT 12 is a temporary device for use up to four (4) hours until surgical
care is acquired. XSTAT 12 should only be used for patients at high

risk for immediate life-threatening bleeding from, hemodynamically
significant (Advanced Trauma Life Support class 3 or 4 hemorrhagic
shock), non-compressible junctional wounds or narrow entrance
extremity wounds, and when definitive care at an emergency care
facility cannot be achieved within minutes.

XSTAT 12 is NOT indicated for use in: the thorax; the pleural cavity; the
mediastinum; the abdomen; the retroperitoneal space; the sacral space;
tissues above the inguinal ligament; or tissues above the clavicle.

WARNINGS/CAUTIONS:

* XSTAT 12 has not been tested for use in extremity wounds that are
amenable to tourniguet application.

* XSTAT 12 use in conjunction with tourniguet application has not
been assessed for use in extremity wounds that are amenable to
tourniquet application.

« Sterility not guaranteed if the package is damaged.

« Larger wounds may require more than one applicator. Having at
least three (3) XSTAT 12 devices available at all points of care is
recommended.

* Injuries with significant cavitation, such as those from a high-velocity

gunshot wound, may require more than 3 applicators to appropriately
pack the wound.
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