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Codmane

Disposable Perforators

The Codmane Disposable Perforator is a single use device. It is a disposable perforator with a
Hudson end and is available in three color-coded sizes:

14 mm (blue) - catalog no. 26-1221
11 mm (green) - catalog no. 26-1222
9 mm (yellow) - catalog no. 26-1223
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Perforators are not shown to scale.



e Sharp. Sterile, Disposable

e Automatic Disengagement

Mechanism

e Atraumatic Tip Design

Consult IFU for additional information.

26-1230

14 mm/11 mm Craniotomy Kit (1 each)
* Disposable Perforator

* Cranio-blade

» Wire Pass Drill




Codmane

Disposable Perforators

Ordering Information

Disposable Perforators

Reference Size Description
26-1221 14 mm/11 mm Disposable Perforator
26-1222 11 mm/8 mm Disposable Perforator
26-1223 9 mm/6 mm Disposable Perforator
26-1246 - Cranio blade

(Package of 5 units sterile and disposable)

26-1247 - Wire Pass drill

Craniotomy Kit
The craniotomy kit contains sterile and disposable items.

Reference | Quantity | Description
26-1221 1 unit Codman perforators
26-1230 26-1246 1unit Cranio blade
26-1247 1 unit Wire pass drill
Indications

The Codmane Disposable Perforator is for use in perforating the cranium. When properly used, it is designed to automatically
disengage once perforation is accomplished and when pressure is removed from the drill point.

Warnings
It is extremely important that this section be read carefully before attempting to use the perforator.

* The surgeon must always be aware of the possibility that the perforator may not disengage.

« Exercise extreme caution when the perforator nears the point of complete perforation. The underlying bone may not be
sound and can fracture if excessive pressure is used, causing the perforator to penetrate the brain.

» The perforator can nick or tear dura or brain at the time of disengagement if conditions such as adherent dura, high
intracranial pressure, or other underlying abnormalities exist in the area of perforation.

* The perforator can nick or tear dura or brain if it is not held perpendicular to the skull at the point of perforation.

» Excess deviation from the perpendicular can cause malfunction that could result in patient injury or death.

» The Codman Disposable Perforator is designed for perforating normal, healthy cranial bone. Exercise extreme caution when
performing skull perforations on infants, children, the elderly, and diseased bone because of the varying consistencies and
thicknesses of bone.

» Codman & Shurtleff does not recommend use of the Disposable Perforator in a previously drilled burr hole or in surrounding
areas. The composition of the restoration differs from healthy bone, thereby increasing the risk of penetration into the brain.

+ Exercise extreme caution when making perforations in thin bone (<1.75mm) such as the Temporal Bone.

« If the perforator is stopped or prematurely disengages in the middle of a burr hole, there is the possibility that it may not
reengage when attempting to drill again in the same burr hole.

* The Codman Disposable Perforator (Figure 1) is to be used for one procedure only. Resterilization by any method could cause
a malfunction that could result in patient injury or death. Do not use if perforator has been resterilized by any means.

« Do not use the perforator if the label is damaged or missing from the outer plastic sleeve.

Precautions

Inspect the sterile package carefully. Do not use if:
« the package or seal appears damaged,
« contents appear damaged, or
« the expiry date has passed.

Availability of these products might vary from a given country or region to another, as a result of specific local regulatory approval or clearance requirements for sale in such country or region.
= Non contractual document. The manufacturer reserves the right, without prior notice, to modify the products in order to improve their quality.

= Warning: Applicable laws restrict these products to sale by or on the order of a physician.

= Consult product labels and inserts for any indication, contraindications, hazards, warnings, precautions, and instructions for use.

For more information or to place an order please contact:

INTEGRA
USA 800-654-2873 = 888-980-7742 fax

International +1 609-936-5400 = +1 609-750-4259 fax LIMIT UNCERTAINTY
integralife.com
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