
Hemostatix Thermal Scalpel Handle
Model 6050
For use with the Hemostatix Thermal Scalpel System
Model 2400Z series controllers

The Hemostatix Thermal Scalpel Handle is a surgical cutting instrument
designed to retain the precise, clean cutting characteristics of a traditional steel
scalpel and to minimize blood loss by simultaneously sealing blood vessels as
they are cut. The Hemostatix Thermal Scalpel System provides hemostasis with
minimum tissue damage and virtually no muscle stimulation, using heat
thermally conducted to the tissue from an elevated-temperature blade.

The Hemostatix Thermal Scalpel System consists of three components:

1. Controller. An electronic power supply which energizes the blade and
provides various automatic calibration, sensing, and control functions. It has
user controls with visual and audible indications of instrument status.

2. Handle. A resposable scalpel handle, connected to the Controller by a
lightweight flexible electrical cable, for use with the disposable scalpel blades.

3. Blades. Different sizes of sterile disposable scalpel blades are available
(similar in size, shape, and sharpness to conventional blades), incorporating
heating and microcircuitry.

HOW SUPPLIED

The Hemostatix Thermal Scalpel Handle is supplied sterile if the pouch is
unopened and undamaged. Prior to any subsequent reuse, the handle must be
resterilized. (Refer to HANDLE CLEANING AND STERILIZATION section.)

BLADES

The model 6050 handle is designed for use with Hemostatix 2400Z Control unit.
All HEMOSTATIX Scalpel Blades, 57XX Series Blades and 56XX Series Blades
can be used with the model 6050 handle.
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Attention. See Instructions For Use
Attention : Voir le mode d’emploi
Atención: Ver instrucciones de uso
Achtung! Gebrauchsinformation beachten!
Attenzione. Consultare le istruzioni per l’uso

Lot Number (a.k.a. batch code)
Numéro de lot (code lot A.k.a.)
Nº de lote (código de lote)
Kontrollnummer (Chargenbezeichnung)
Numero di lotto

Reference
Référence
Referecia
Referenz
Riferimento

Do Not Use If Package Is Damaged
Ne pas utiliser si l’emballage est abîmé
No utilizar si el paquete está dañado
Nicht verwenden, wenn Verpackung beschädigt ist
Non usare se la confezione é danneggiata

REF

0473

EC REP
QFI Ltd., 11 Burford Road
Stratford, London E15 2ST
United Kingdom



Handle Controls, Blade and Connector

1. On/Off Switch
Sliding the switch rearward mechanically latches the switch On and
activates the blade. Red dot is visible when the switch is in the "ON"
position. Sliding the switch forward, "OFF," deactivates the blade.

2. Thermal Coag Bar
When the On/Off switch is in the "ON" position, depressing the portion of
the bar activates the Thermal Coag mode as long as the bar is depressed.
Releasing the bar causes the temperature to revert the original temperature
setting.

3. Temperature Control Switch
With the On/Off switch in the "OFF" position, depressing one of the
Temperature Switches increases or decreases the temperature setting.

The Up Arrow increases the temperature setting and the Down Arrow
decreases the temperature setting. The temperature setting continues to
increase or decrease as long as the Temperature Control switch is depressed
until the preset limit is reached. The temperature setting remains at the last
setting when the switch is released.

4. Blade
Insert connector end of blade into handle until it snaps into place and is
firmly seated.

5. Handle Connector
Connector for attaching handle to Controller.
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WARRANTY
Hemostatix Medical Technologies hereby warrants to the original purchaser that reasonable
care has been used in the manufacture of the Hemostatix Scalpel Handle and that, when
properly used, it will be free from defects in the material or workmanship for a period of sixty
(60) days after the date of shipment from Hemostatix Medical Technologies. The sole and
exclusive remedy with respect to any Hemostatix Scalpel Handle found within its warranty
period not to meet these standards is that, after return to and examination by Hemostatix
Medical Technologies, Hemostatix Medical Technologies will without charge at its option
either repair or replace that portion of the Hemostatix Scalpel Handle found to be defective.
This warranty shall not apply (a) if that portion of the Hemostatix Scalpel Handle has been
repaired by anyone other than qualified service personnel approved by Hemostatix Medical
Technologies or altered in any way which, in Hemostatix Medical Technologies’s judgment,
affects its usability or reliability; or (b) if the serial or lot number has been altered, effaced, or
removed; or (c) if the fault has been caused by abnormal conditions of operation or misuse
by permitting electrical contact with an active electrosurgical (Bovie) electrode. In such cases,
Hemostatix Medical Technologies will notify the purchaser of Hemostatix Medical
Technologies’s determination, and repairs if requested will be billed at Hemostatix Medical
Technologies’s normal rates. Estimates will be submitted before any repair work is started,
if requested.

Equipment being returned must obtain an RGA# from Hemostatix Medical
Technologies before it is sent. Handles being returned must be cleaned,
sterilized, and packaged in sterile packaging which verifies the sterility of
the handle prior to return to Hemostatix Medical Technologies. Any handle
not properly cleaned, sterilized, and packaged as described in this
warranty will be disposed of and no warranty will be in effect.

THE FOREGOING EXPRESS WARRANTY, AS CONDITIONED AND LIMITED, IS
IN LIEU OF AND EXCLUDES ALL OTHER WARRANTIES NOT EXPRESSLY SET
FORTH HEREIN, WHETHER EXPRESSED OR IMPLIED, BY OPERATION OF
LAW OR OTHERWISE INCLUDING, BUT NOT LIMITED TO, ANY IMPLIED
WARRANTIES OR MERCHANTABILITY OR FITNESS FOR PARTICULAR
PURPOSE. HEMOSTATIX MEDICAL TECHNOLOGIES SHALL NOT BE LIABLE
FOR ANY INCIDENTAL OR CONSEQUENTIAL LOSS, DAMAGE, EXPENSE, OR
LIABILITY DIRECT OR INDIRECT WITH RESPECT TO THIS PRODUCT.
HEMOSTATIX MEDICAL TECHNOLOGIES NEITHER ASSUMES NOT
AUTHORIZES ANY OTHER PERSON TO ASSUME FOR IT ANY OTHER OR
ADDITIONAL LIABILITY OR RESPONSIBILITY IN CONNECTION WITH THIS
PRODUCT.

1-800-SCALPEL
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PRECAUTIONS

Precautions for use of the Controller are listed on the unit. The
following should be emphasized.

• DO NOT IMMERSE HANDLE IN LIQUIDS.

• DO NOT USE THIS PRODUCT IN THE PRESENCE OF FLAMMABLE
GASES OR LIQUIDS.

• HANDLE MUST BE STERILIZED PRIOR TO REUSE. See section on
Handle Cleaning and Sterilization.

• Plastic Skin Drapes
If a plastic skin drape is used, initial skin incision should be made
cold (handle in the “OFF” position).

• Electrosurgical Units

DO NOT TOUCH HEMOSTATIX BLADE TO ELECTROSURGICAL
(Bovie) TIP SINCE SIGNIFICANT DAMAGE TO THE HEMOSTATIX
SCALPEL CONTROLLER WILL RESULT. Keep at least 1 cm between the
Hemostatix blade and the electrosurgical tip.

• Avoiding Inadvertent Patient Burns

DO NOT REST THE HEMOSTATIX SCALPEL ON THE DRAPES OR ON
THE PATIENT WHEN BLADE IS ENERGIZED. When energized, the
blade is sufficiently hot that patient burns can result from contact.

For portions of procedures where the Hemostatix scalpel is not
being used, it is recommended that the handle On/Off switch can be
positioned "OFF."

• Handle Drying Following Autoclaving

Immediate use after autoclaving may result in a temporary
malfunction due to moisture retained within the handle. Use of a
drying cycle in the autoclave or other means of drying the handle
prior to use can preclude such problems.

DANGER: POSSIBLE EXPLOSION HAZARD IF USED IN THE PRESENCE
OF FLAMMABLE ANESTHETICS.

Gravity displacement steam sterilization

Temperature: 132ºC (270ºF)

Exposure time: 15 minutes

Drying time: 30 minutes

Temperature: 121ºC (250ºF)

Exposure time: 30 minutes

Drying time: 30 minutes

Prevacuum steam sterilization

Temperature: 132ºC (270ºF)

Exposure time: 4 minutes

Drying time: 30 minutes

The above guidelines and parameters have been properly tested to provide the
best methods for cleaning and sterilzation of your device. Should you have
further questions, please contact us at 1-800-SCALPEL.


