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Name of Device and Name/Address of Sponsor

Ceralas D 980 Diode Laser System
biolitec, Inc.
515 Shaker Road
East Longmeadow, Massachusetts 01028

Classification Name

Surgical laser

Predicate Devices

Ceralas D 980 Diode Laser System
CardioFocus, Inc.'s Diode Laser System used with CardioFocus, Inc.'s Surgical
Lightsitic

Intended Use/Indication for Use

The Ceralas D 980 is intended for delivery of laser light to soft tissue in the contact

or non-contact mode during surgical procedures, including via endoscopes,
introducers, or catheters. The Ceralas D 980 is generally indicated for incision,
excision, vaporization, ablation, hemostasis, or coagulation of soft tissue in ear,
nose and throat and oral surgery (otolaryngology), dental procedures, arthroscopy,
gastroenterology, general surgery, dermatology, plastic surgery, podiatry, urology,
gynecology, neurosurgery (peripheral nervous system), pulmonary surgery, and

cardiothoracic surgery. This Ceralas D 980 is specifically indicated for hemostasis
and coagulation of soft tissue (including cardiac tissue).
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Performance Data

The device complies with the following voluntary consensus standards: 21 C.F.R.

§§ 1040.10 & 1040.11; ANSI/AAMI ESI; IEC 60 1-1; IEC 601-2-22; and EN 60825-1.

Substantial Equivalence

The Ceralas D 980 has the same intended use and the exact same technological

characreristics as the previously cleared Ceralas D 980, with the exception of a

minor modification to the handpiece for hemostasis and coagulation of cardiac

tissue. In addition, all of the Ceralas D 980's general and specific indications for

use are cleared indications of at least one of its predicate devices. The Ceralas D

980 also has very similar technological characteristics as the CardioFocus, Inc.'s

Diode ]Laser System, which is also a 980 nm diode laser. Thus, the Ceralas D 980 is

substantially equivalent.
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Indications for Use Statement

510(k) Number (if known): 1(C) ' ? (OS

Device, Name: Ceralas D 980 Diode Laser System

The Ceralas D 980 is intended for delivery of laser light to soft tissue in the contact

or non-contact mode during surgical procedures, including via endoscopes,

introducers, or catheters. The Ceralas D 980 is generally indicated for incision,

excision, vaporization, ablation, hemostasis, or coagulation of soft tissue in ear,

nose and throat and oral surgery (otolaryngology), dental procedures, arthroscopy,

gastroenterology, general surgery, dermatology, plastic surgery, podiatry, urology,

gynecology, neurosurgery (peripheral nervous system), pulmonary surgery, and

cardiothoracic surgery. This Ceralas D 980 is specifically indicated for hemostasis

and coagulation of soft tissue (including cardiac tissue).

(PLEASE DO NOT WRITE BELOW THIS LINE -- CONTINUE ON ANOTHER

PAGE IF NEEDED)
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