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Indications for Use

The Bausch + Lomb Stellaris® PC Vision Enhancement System is intended for the emulsification and removal
of cataracts, anterior and posterior segment vitrectomy. The system is designed for use in both anterior and
posterior segment surgeries. It provides capabilities for phacoemulsification, coaxial and bimanual irrigation/
aspiration, bipolar coagulation, vitrectomy, viscous fluid injection/removal and air/fluid exchange operations.
The laser modes are intended for retinal photocoagulation and laser trabeculoplasty.

A

WARNING: Useonly Bausch + Lomb approved disposable packs, tubing sets and Bausch +Lomb
handpieces designatedfor use with this system. Safety may be degraded ifaccessories not
meantfor the system are connected.

Operator Profile

The Bausch + Lomb stellaris® PC Vision Enhancement System is intended for use only by qualified physicians
and nurses.

The laser functionality is intended for use only by qualified physicians. 1f you are not a qualified physician,
do not attempt to operate the laser system for any reason. Specific indications for Laser Modes are retinal
photocoagulation and laser trabeculoplasty. Available delivery devices include the EndoProbe for intraocular
Endolaser surgery, and the Laser Indirect Ophthalmo.scope (LIO) for transpupillary laser delivery for patients
treated in a supine position.

Contraindications

Use of accessories not designated by Bausch + Lomh for use with this equipment may result in serious
permanent patient injury, adverse surgical outcome, or damage to the equipment, and may void warranty
coverage. See page 1-1 for precautions relevant to patients with implantable defibrillators and cardiac pacemakers.

Photocoagulation is not indicated for patients without pigmentation (albino eyes). In addition. Laser Indirect
Ophthalmoscope (LIO) use is not indicated for cases involving laser photocoagulation within the arcades.

This manual contains precautions (Danger, Cautions, Warnings, Notes, etc.) throughout that should be observed
when using this equipment. For safety’s sake, please heed these precautions.

Standards Compliance

The Stellaris® PC Vision Enhancement System is designed to meet the requirements of EN 60601-1:2006

3rd edition and all appropriate amendments, collateral standards, particular standards and country differences.
Al references to 60601 or IEC 60601 and its collateral and particular parts in this manual arc in reference to the
harmonized versions identified in the table below.
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EN60601-1;2(KO6 Medical Electrical Equipment
Part 1 General Requirements for Basic Safety and Essential Performance

EN 60601-1-2;2007  Part 1-2: General Requirements for Basic Safety and Essential performance
Collateral Standard: Electromagnetic Compatibility - Requirements and tests

EN 60601-2-2:2009  Part 2-2: Particular requirements for the basic safety and essential performance of
high frequency surgical equipment and high frequency surgical accessories

EN 60601-2-22:2013  Part 2-22: Particular requirements for the basic safety and essential performance of
surgical, cosmetic, therapeutic and diagnostic laser equipment

EN 80601-2-58:2009  Part 2-58: Particular requirements for basic safety and essential performance of lens
removal devices and vitrectomy devices for ophthalmic surgery

This laser system provides a visible green (532 nm CW, 2 W max.) Class 4 laser for photocoagulation, and a
Class 2 diode aiming laser (630-650 nm CW < 1 mW max.) per 60825-1. This device complies with 60601-2-22
and 60825-1, 21 CFR 1040.10 and 1040.11 except for deviations pursuant to Laser Notice No. 50, dated

June 24, 2007.

Patents
The Bausch + Lomb stellaris® PC Vision Enhancement System is covered by the following patents: 5,910,139;

6,055,458; 6,081,122; 6,083,195; 6,106,512; 6,203,516; and 8,403,917; additional patents pending. Foreign and
other patents may also apply.

Power Outputs

COA6 u/s
[Sbf [Sbf
75W Bw
100 fl 900 a
1MHz 285 kHz
Training

Following system installation at a surgical facility, Bausch + Lomb personnel will provide on-site training to
those who will operate the system. The training includes system startup, accessories and connections, priming
and settings adjustment consistent with the instructions provided in this operator manual. Subsequent training is
provided for new staff, when the system is upgraded, or as requested by the facility.
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Manual Concept
Our goal is to provide you with the information you need, with minimal searching.

Chapter 1provides information for a quick set up and answers general questions about the Stellaris® PC
Vision Enhancement System. Numerous pictures enhance understanding. Chapter 2 describes the
connections to operate the system, including the Graphical User Interface and the Primary (Integrated) Foot
Control. Chapter 3 describes information on how to customize the system to suit your particular needs.
Chapter 4 details each function and feature, how to set up the function and its associated disposables, and
how to interact with each function. Chapter 5 provides cleaning and sterilization information. Chapters 3-5
are reference for questions of a technical nature. Chapter 6-Chapter 8 contain information that you may
rarely need, such as unpacking, installing modules, system check-out, meanings of error messages, service
information, and system specifications. m ake sure that you read and follow all safety precautions set forth
in this manual. Inform ation presented in this manual relating to surgical procedures is a suggestion only,
and does notconstitute any warranty of fitness or claim of responsibility, or undertaking of liahility
resulting from any surgical techniques practiced. The surgeon is ultimately responsible for determining

the appropriate procedure for each patient.

Q

Note: The user interface screens displayed in this manual may differfrom what is on your system.
W hile the information on the screens is the same, the depiction ofthe screens may change. The
screen illustrations should not be used inplace ofthe instructions in the manual.

Symbols and Notes
The following are general definitions of the symbols and precautions used on this equipment and in this manual.

DANGER: Calls attention to an operating procedure, practice, or condition, which ifdisregarded or
incorrectly performed, could result in imminent explosion hazard and risk ofdeath or serious
injury.

A

WARNING: Calls attention to an operating procedure, practice, or condition, which if disregarded or
incorrectly performed, could result in serious and/orpermanent injury to personnel and/or

patients.
CAUTION: Calls attention to an operating procedure, practice, or condition, which if disregarded or
incorrectly performed, could result in damage to the productand/or equipment.
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Q

Note: Calls attention to an operating procedure, practice, or condition providing essential
information.

Consult operating instructions.

O Caution or warning to consultaccompanying documents to avoid patient or operator hazard.
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__ Direct Current Alternating Current
Equipotential .
V Ground Primary (Integrated) Foot Control
Primary (Integrated) Foot Control
O ready or TruLink® Remote Access Battery
Indicator
Dispose of Properly d a Battery Condition Indicator
S N Serial Number Manufacturer
Authorised Representative
IEC| REP in the European Community Date of Manufacture
Ell?e Ztlrgm;g]r?etic Caution: Consult
Radiation Accompanying Documents
H_ Frequency in Hertz Type BE Applied Part
J
Fuse VI Coagulation
COAG
. -
7 Microscope Camera 1
zZr .
High Speed Vitrectomy
Ethernet vIT
Monitor =
I Ultrasound
Stellaris® PC
B Vision Enhancement System.
a Ohms
USB VA \olt Amps
'f A Amperes
* Laser Indirect Opthalmoscope
Laser Aperture
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Always wear eye protection or face mask when installing or removing the
lamp
'S Warning: Hot surface
Electrostatic-sensitive device
Never touch the silica glass bulb of the lamp with bare hands
XENON Xenon

XENON-MERCURY  Xenon-Mercury
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Posterior Functions

e Fluid/Air Exchange ST E R ”_ E EO EtO gas sterilized

F/IAX
IHlumination ST E R | L E R Gamma Irradiation Sterilized
llium 1
® Do Not Reuse
. . DO NOT
Viscous Fluid Control REUSE
Vvise

Do Not Re-Sterilize

21 CFR 801.109(b)
Caution: Federal (USA)

F5(0nly  law restricts this device to
sale by or on the order of a
physician

Do Not Use If Package is
Damaged

Member Green Dot Scheme

Transport Symbol.
See page 1-32.
Not made with natural
rubber latex

ﬁog@@@

OON Laser Key On Laser Key Off

Laser Emergency Stop
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Getting Started

This chapter is for people who have used this type of ophthalmic vision enhancement system before and want
to use the system without reading large portions of the manual. It also provides information on setting up your
Stellaris® PC Vision Enhancement System and making the necessary connections.

DANGER: Do notuse in the presence offlammable anaesthetics, disinfectants, aerosol sprays, or in an

oxygen rich atmosphere.

WARNING: Implantable defibrillators presenta risk of injury iftriggered by afibrillatory event during
intraocular surgery, due to involuntary motion by the patient. Patients being consideredfor
intraocularprocedures must be questioned to determine ifthey have such a device and, ifso,
the defibrillator manufacturer must be consulted to determine the appropriate action.

WARNING: Electromagnetic interaction between the phacoemulsification (phaco) handpiece and
an implanted cardiac pacemaker is unlikely, but cannot be ruled out. Patients should be
questioned to determine ifthey have such an implant and, ifso, the manufacturer ofthe
implant should be consulted to determine the proper course ofaction.

WARNING: All external wiring must be in accordance with local electrical code requirements and NEC
Class Il signaling system twisted wire with outer shield. The wire length must not exceed
20 meters (60feet). The wire gage must be 26 AANG to 12 AWG gage, with ends stripped
from 9 mm to 10 mm (3/8 inch). At no pointshould the wire be untwisted more than 5 cm
(2 inches).

A

WARNING: Patientnotto come in contact with earthing metalparts.

A

WARNING: Avoidskin-to-skin contact.

WARNING: Grounding reliability can only be achieved when the equipment is connected to an equivalent
receptacle marked “Hospital Only” or “Hospital Grade.”
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WARNING: To avoid risk ofelectric shock, this equipment mustonly be connected to a supply mains with
protective earth.

Q

Note: Preventative scheduled maintenance is recommended once a year to ensure that the
Stellaris® PC Vision Enhancement System meets its optimum performance, reliability and safety
standards. The maintenance shall be done by a Bausch + Lomb certified individual only.

Note: Fluidic stability in the eye during surgery is crucialfor safe and effective phacoemulsification
(phaco) surgery. During phaco surgery, fluid is aspirated out ofthe eye through the phaco
needle, andfluid is infused into the eye through the infusion sleeve. Balancing these two flows
maintains acceptable intraocularpressure throughout the surgical procedure.

Factors that affect the aspiration rate through the phaco needle include the vacuum setting
(mmHg), and the internal diameter ofthe needle and tubing. Factors that affect the infusion rate
are the Bottle Height (BH), incision size, and dimensions ofthe needle-sleeve interface.

The Stellaris® PC Vision Enhancement System provides vacuum settings up to 600 mmHg
(VFEM). The higher the vacuum setting, the higher the aspiration rate. Higher aspiration
rates increase the risk offluidic instability, which could lead to anterior chamber collapse.
The maximum safe vacuum settingfor each needle-sleeve combination depends on the
surgical technique being performed and the surgeon’s level ofproficiency. It is surgeon’s sole
responsibility to use the system settings to achieve optimal operating conditions.

1.1. Components Shipped with the System

Before unpacking, inspect all packages for damage. Report any damage from shipping to the carrier. Before
discarding packaging material, assure all parts are accounted for. Smaller parts may be attached to packing
materials.

Standard components shipped with the system include:
¢ System Main Console
« Primary (Integrated) Foot Control with Battery
¢ Primary (Integrated) Foot Control Wall Charger
« Extra Foot Control battery
« Primary (Integrated) Foot Control Backup cable
¢ Operator’s Manual (CD)

¢ System Power Cord
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¢ Mayo Tray

« Foot Control battery Charging Cradle
* Air Hose

e Zero Level Bottle Hanger

* Remote Control

Systems equipped with laser functionality also include two laser keys, one pair of safety glasses, and a
Connectivity Kit (interlock keys, see page 6-4).

1.2. System Description

The Stellaris® PC Vision Enhancement System’s modular design enables easy upgrades as technology
advances. The system consists of a main housing unit, a user interface screen, surgical modules, a Primary
(Integrated) Foot Control, and an infrared remote control (for anterior application only, optional accessory).
Handpieces, packs and other accessories are supplied separately. The Stellaris® P C Vision Enhancement
System with laser functionality ships with all essential laser accessories.
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Figure 1.1. Stellaris® PC Vision Enhancement System.

Systems without laser functionality will not have the laser panel below the tray, nor the Laser and LIO
ports.

Your Stellaris® P C Vision Enhancement System is easily upgraded to take advantage of future technology
innovations. The primary interface with the system is a 19 inch, 5:4 aspect ratio color touch screen display. The
display screen may be tilted 10 degrees forward and 15 degrees back, and swiveled 90 degrees to the right or

left. The brightness of the display is controlled through the AA" More Screen (see page 2-16).

An infrared receiver, at the bottom of the display screen, interfaces with the remote control.
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The computer system includes both audio and visual capabilities, which provide warning messages, alarms,
and other audio indications, as well as allowing you to view setup screens, surgical settings, and video from a
microscope camera. The volume is adjustable via the touch screen setting globes on the More Screen A/V tab.

Two USB ports on the back of the display allow you to save, load, and transfer your customized settings
between systems.

A single port on the front of the system provides filtered atmospheric air for both Fluid/Air Exchange (F/AX)
and Air Forced Infusion (AFI) for posterior and combined surgery.

There are two air outputs built into the system to provide filtered atmospheric air for anterior and posterior
surgeries. The front port provides air for both Fluid/Air Exchange and Air Forced Infusion in posterior and
combined surgery. The port near the 1V Pole on the back of the system provides air for Pressurized Infusion (PI)
in anterior surgery.

The system can be set for either gravity infusion (1V Pole) or infusion using pressurized air (AFI and PI,
respectively) through the More Screen Infusion Tab or through the programming interface (see Chapter 3).

Both air output ports have lighted tings surrounding them. The ring light will be solidly lit if that function is
active and within correct pressure range. If the pressure moves outside of the specified range, the ring will begin
blinking. If the pressure remains outside the set range, an error message will appear on the screen.

Laser functionality is optional on the Stellaris® P C Vision Enhancement System. The laser functionality can

be integrated and shipped with a new Stellaris® P C Vision Enhancement System, or an existing Stellaris® PC
Vision Enhancement System can be upgraded in the field.

1.3. Connections and Setup

A

WARNING: When using gravity infusion, the ophthalmic irrigation source shall be at or above the
patient’s eye level to avoidpatient injury.

Q

Note: Do notadd unapproved accessories that modify the effective 1V Pole height.
Note: For optimum aspiration and reflux performance, the patient's eye must be at the same level as

the Stellaris® PC Vision Enhancement System aspiration port on thefluid collection cassette. If
this is not possible, use the patient eye level offsetfeature in the programming screen.
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Q

Note: The out-of-factory Wireless System Setup is “Disabled™. Performing a software upgrade will
also reset the Wireless System Setup to “Disabled”. To setup wireless operation, see Primary
(Integrated) Foot Control System Setup on page 1-49.

This connections and setup section applies to systems without Laser function only. For systems with laser
functionality, see “Laser Function” on page 1-72.

The Stellaris® P C Vision Enhancement System is pre-configured at the factory to minimize setup and
installation requirements.

The power cable, Primary (Integrated) Foot Control and Ethernet connections are located at the lower rear of the

system.
Figure 1.2. Lower Rear of System.
1 Fuse Holder. 2. Main Power Switch, disconnects system from mains voltage. See 60601-1,
paragraph 8.6.7.
3. Ethernet Port. 4. Secondary (L10) Foot Control Port. 5. Primary (Integrated) Foot Control Backup
Cable Port. 6. Microscope Filter Interlock. 7. Room Interlock. 8. Potential Equalization Connector. 9.
Power Cord Input. 10. Power Cord Retention Clip.
Systems without laser functionality will not have 4, 6 or 7.

Note: Turning offthe Main Power Switch will disconnect the system from mains.

Primary (Integrated) Foot Control

The Primary (Integrated) Foot Control shipped with all systems contains a laser firing switch, and can use either
wired or wireless communication. The first time the Stellaris® PC Vision Enhancement System is used, you
must use the wired connection to establish communication between the Primary (Integrated) Foot Control and
the Stellaris® P C Vision Enhancement System.
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For wired communication, connect the Primary (Integrated) Foot Control backup cable from the back of the
Primary (Integrated) Foot Control to the lower rear of the Stellaris® PC Vision Enhancement System.

See page 1-42 for details on use of the Primary (Integrated) Foot Control.

Standard Foot Control

The Standard Foot Control is similar to the Primary (Integrated) Foot Control, but without the laser firing
switch. It can use either wired or wireless communication.

The stellaris® PC Vision Enhancement System is compatible with either the Primary (Integrated) Foot Control
or the Standard Foot Control. The Primary (Integrated) Foot Control shipped with all systems contains a laser

firing switch, and can use either wired or wireless communication. The Standard Foot Control is similar to the
Primary (Integrated) Foot Control, but without the laser firing switch.

Q

Note: In this manual, the term “Foot Control™ will indicate information that applies to both the
Primary (Integrated) Foot Control and the Standard Foot Control.

Figure 1.3. Primary (Integrated) Foot Control and Standard Foot Control.

Ethernet Cable (optional)

The Ethernet cable connection only applies to a Stellaris® PC Vision Enhancement System with TruLink®
Customer Support Network enabled, when you intend to upload system information to the Bausch + Lomb
Global Service Support server. No Ethernet cable is supplied with the system.

If you plan to use the TruLink® Customer Support Network, connect an Ethernet cable from the back of
the stellaris® PC Vision Enhancement System to the wall network port before powering up the system, and
disconnect it after the system is powered down.

When the Ethernet cable is not in use, install the attached protective cap into the open socket.

Compressed Air Connection

Connect the external air hose to the rear of the system as shown, and then to an appropriate air source.
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A

WARNING: Foroptimum aspiration and reflux performance, the patients eye must be at the same level as
the Stellaris® PC Vision Enhancement System aspiration port. Ifthis is notpossible, use the
patient eye level offsetfeature in the programming screen.

To set up the Stellaris® PC Vision Enhancement System:

a.  Plug the power cord into the wall.

b, Turn on the power switch, located on the back of the bottom of the system console, and wait for the
software to load.

c.  Connect the Foot Control backup cable to the system to initiate wireless operation.

d.  The battery in the Foot Control must charge at least overnight before it can be used wirelessly. To
charge the battery, you can use one of three methods. See page 1-53. To use the system immediately, use
the provided cable to connect the Primary (Integrated) Foot Control directly to the Stellaris® PC Vision
Enhancement System.

e.  Ifyou purchased the MMC, see page 1-41 for setup details.

Figure 1.4. Rear of system, showing air connection.

Note: The system requiresfiltered medical grade air or medical grade nitrogen, at 72.5 to WO psig
(500 kPa to 690 kPa or 5.0 to 6.9 bar) and aflow rate 0f2.25 SCFM (63.7 SLPM).

See “1.11. Foot Control” on page 1-42 for a detailed description of Primary (Integrated) Foot Control operation.
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1.4. Setting Up Your System

DANGER; Do not use in the presence offlammable anaesthetics, disinfectants, aerosol sprays, or in an
oxygen rich atmosphere.

WARNING:  This system should only be operated by personnel who have been trained and are qualified to
use this system.

WARNING: Do notmanuallyforce the 1V Pole downward if the system is on.

A

WARNING: Do not modify the pole height or manuallyforce the pole height, as this could cause an
incorrect indication ofthe bottle height, leading to patient injury.

WARNING: When using gravity infusion, the ophthalmic irrigation source shall be at or above the

patients eye level to avoid patient injury.

CAUTION: Do not block air vents.
Note: Do notadd unapproved accessories that modify the effective 1V Pole height.

Before the first use of the Stellaris® P C Vision Enhancement System, connect the Primary (Integrated) Foot
Control to the system with the Primary (Integrated) Foot Control backup cable provided with the system.

The following pages contain an overview for setup and use of your Stellaris® PC Vision Enhancement System

in a typical surgery without laser functionality. This information is intended for use by someone who is already
familiar with this type of system.
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Turning System On

Plug the power supply cord into the wall. Connect the compressed air hose to the system.

If desired, connect the Ethernet cable to the port at the bottom of the Stellaris® PC Vision Enhancement
System, and the other end to the hospital network port. If you have the optional MMC system, this cable should
be connected to the MMC, and the MMC in turn connected to the hospital network port. Refer to page 1-41 for
detailed MMC setup instructions.

Turn on the switch at the bottom of the system console.

WARNING: Ensure thatthe power cord is routed away from traffic areas to prevent accidental
disconnection or tripping hazards.

CAUTION: Do notturn this switch offuntil the system has been properly shut down.

CAUTION: Do not disconnect system from power while in use.
Note: Turning off the Main Power Switch will disconnect the system from mains.

Connect the air supply to the back bottom of the system.
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Figure 15. Back bottom of system.

1. Air hose connection. 2. Main Power Switch.

Note: The system requiresfiltered medical grade air or medical grade nitrogen, at 72.5 to 100 psig
(500 to 690 kPa or 5.0 to 6.9 bar) and aflow rate 0f2.25 SCFM (6.1.7 SLPM).

Press the power button on the front of the system, and wait for the screen to come on and the software to load.
The front power switch is brighter when the system is off, and dims when you turn the system on.

The Stellaris® P C Vision Enhancement System performs a self-check each time the power is turned on. The
system automatically checks its configurations for any changes since the last time it was turned on.

A

CAUTION: Observe system diagnostic messages when powering up systemforfirst use each day and take
appropriate action if required. Also observefirst cassette priming or calibration, phaco/frag
handpiece tuning and/or vitrectomy handpiece testingfor correct completion.

After the Primary (Integrated) Foot Control has been synchronized to the specific Stellaris® PC Vision
Enhancement System (see page 1-42), you may use wireless communication.
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Q

Note: The out-of-factory Wireless System Setup is “Disabled™. Software upgrade will also reset the
Wi ireless System Setup to “Disabled”. See System Setup Instructions on page 1-49 to configure
Primary (Integrated) Foot Control to wireless operation.

If you are going to use the Primary (Integrated) Foot Control in wireless mode, ensure the Foot Control
battery is charged, then hold down any button on the Primary (Integrated) Foot Control until the green ready
light comes on, indicating that communication has been initiated. This light will turn solid green when full
communications have been established.

When the system check is completed following system power-up, the Splash screen will appear (see Figure 1.6
on page 1-12).

Q

Note: Following system shut down, waita minimum of 15 seconds before restarting the system. The
system isfully shut down after thefrontpanelpower button light changesfrom dim to bright.

CH-I-LOMB

tellaris;™

Enhancement System

Figure 1.6. Opening Splash Screen.
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Once the software has finished loading, the Select Procedure Screen will appear, unless a default procedure
has been set (see page 3-26).

BAUSCH+LOMB

Stellaris>”

Vislofl Enhancement System

Figure 1.7. Select Procedure Screen.

A Select Sui”eon Screen (as shown in Figure 1.8 on page 1-14) will appear when you select any type of procedure
from the Select Procedure Screen.

If your system is programmed to default to either the Anterior Domain, Posterior Domain or the Combined

Domain, the Select Procedure Screen will not appear, and the system will move directly to the Select Surgeon
Screen, as shown in Figure 1.8 below.

11001731SEN Rev. C Operator's Manual 1-13

Viewed/Printed: 10 Apr 2014

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

*GDMS Copy-Use per procedure* A-110017315EN Rev C



B&L CONTROLLED DOCUMENT Status: Effective Effective Date: 26/Mar/2014

| Getting Started

Step 1:

Surgeon

C Oo To Surgery

System Settings

Programming

System VFM1 ~

Dr. Drown
C 3

Dr. Jones

_ Dr.Kim _

C Dr. Smith 3

step 2:
C Confirm 3

Figure 1,8. Select Surgeon Screen.

Select Surgeon

Touch the Go To Surgery button to load the default system parameters and advance to the Setup Screen,
or touch the name of a surgeon on the list to highlight it then select Confirm to load the parameters for that
surgeon and advance to the Setup Screen.

Q

Note: Ifthe Confirm button is not active, this indicates one or more modules were not detected in the
system andfurther operation is not allowed.

See page 3-17 to create a new surgeon preference file.
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Setup Screen

The Setup Screen allows you to set certain procedure parameters, and prepare the system for surgical
procedures.

The Insert Cassette option will be highlighted when you initially see this screen.

If desired, select the specific technique, needle, grade, vitrectomy gauge, extrude gauge, and fragmentation
needle (Posterior Domain) for the current procedure.

Step 1 IV Pol«

Anterior Segment
Ptiaco Naadto

Z)

IIATIp

Posterior Segment

Oauga

n 20 oeuge
ExtnMte

n 20Geuge

Frag Needle

n tOGeuge

Room

Case

]

C
C

No. 0; Iteome

Step 2:
q V!
m)<Z
Divide eeS Conquer [ MAVE 0% AT 00:00.00 cft  00:00.00
Figure 1.9. Anterior Domain Case Menu Screen.
11001731SEN Rev. C Operator’s Manual  1-15
Viewed/Printed: 10 Apr 2014 *GDMS Copy-Use per procedure* A-110017315EN Rev C

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



B&L CONTROLLED DOCUMENT

1 Getting Started

Step 1:

Anterior Segment
Plmco Meedle

Mlcr.ru», O

IIATIp

0.3 mm

—~

Poetertor Segment
Omige

20 Oaug*
Extrude
UOaug*

Freg Needle

( 20Oaug* I )

Room
Case

cC ' D

No. of Rooms

( Z)

Step 2:

Amm Setting* AA n

r)..i
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Step 1=
Antorior Sogmsnt
Pheco Meedio

meroMow v
IATip
( 09mm

Posterior Segment
Oauge

C 2

Extrude

C =

Freg Hoodio
( 2Gae

C D
No. of Rooms
C

step 2:

/\<2

r WAL 0% 000000 o1
Figure 1.11. Combined Domain Case Menu Screen.

Advance to the open pack step by selecting Insert Cassette from the Clock Menu.
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1.5. Starting a New Procedure

The stellaris® PC Vision Enhancement System is user-friendly, and will highlight whichever step is next in
a typical procedure. The steps shown on the display screen will vary slightly depending on which optional
features are installed on your machine. On-screen instructions take precedence over information in this manual.

WARNING; Before beginning a procedure, ensure that there is sufficient volume ofirrigation solutionfor
the entire procedure.

Q

Note: Ensure tube set connection is secure when connecting to the handpiece and system.

1. Set up the sterilefield.

Open the disposable pack and drop contents onto a sterile surface.

Q

Note: Make sure to use theproper packfor the mode you are using. Packs will not workfor other
modes. The packs are color coded. Anterior packs are green and/or light blue. Posterior Packs
and Combined Packs are color-coded by needle gauge - 20 g is black, 2.? g is green, and 25 g is
blue.

Attach the sterile screen drape by placing the drape over the top of the Stellaris® PC Vision Enhancement
System screen and secure with the adhesive strip to top, not the front, of the display as shown in the illustration

below.
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Figure 1.12. Schematic diagram of Sterile Draping.

1 Adhere screen drape on the top of the screen panel. 2. Screen drape. 3. Anterior Remote control drape.
4. Mayo Tray drape.

2. Setup Fluid Collection System

Note: Ensure sufficient volume ofirrigation solution is availablefor the procedure. The level should be

monitored during the procedure.

Insert the fluidics cassette into the slot on the front of the system and hold until it is automatically captured
by the system. The cassette housing backlight will stop blinking and remain on when the system captures the

cassette.

The system will automatically conduct a vacuum sensor and calibration check. Wait until the progress bar shows
successful completion to proceed. If the system does not pass, corrective actions will be suggested. Following
the successful cassette check, the screen will automatically advance to the Prime and Tune steps.
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3.

Note:

Effective Date: 26/Mar/2014

Connectthe proper accessories to the systemfor an Anterior, Posterior,

or Combined procedure.

Ifyou are using a vented Air Forced Infusion (AFI) pack, make sure to connect the Fluid/Air

Exchangefilter to the F/AX port on thefront ofthe machine.

Detailed setup instructions for each configuration are provided in Chapter 4. Use the following list to navigate to

the appropriate page and surgical setup instructions for the desired configuration.

Posterior Domain -

Vitrectomy - See page 4-7

Illumination - See page 4-12

Fluid/Air Exchange - See page 4-20

Viscous Fluid Injection - See page 4-26

Viscous Fluid Aspiration - See page 4-27

Linear Fluid Injection, Linear Vacuum - See page 4-30
Fragmentation - See page 4-30

Laser Photocoagulation - See page 1-72

Anterior Domain -

m [rrigation/Aspiration - See page 4-34

« Phacoemulsification - See page 4-39

¢ Planned Anterior Vitrectomy - See page 4-43

¢ Unplanned Anterior Vitrectomy - See page 4-44
Coagulation -

Fixed Coagulation - See page 4-49

Linear Coagulation - See page 4-51

Combined Domain - See page 4-53

Q

Note:

Note:
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For on-screen instructions, select Show Me Steps from the Prime and "lMwe Screen and a list will appear,
detailing the required steps and showing animations of how to perform each step. Multiple video sequences can
be selected and played. Available videos include:

¢ Anterior Domain - Phaco, Vitrectomy

¢ Posterior Domain - Pressurized Infusion, Gravity Infusion, Coagulation, Vitrectomy, Fragmentation,
VF Inject, VF Extract, Illuminator, Easy Prime, EndoProbe, LIO

¢« Combined Domain - Pressurized Infusion, Gravity Infusion, Coagulation, Vitrectomy, Fragmentation,
VF Inject, VF Extract, llluminator, Easy Prime, EndoProbe, L10, Phaco, Vitrectomy

WARNING: The animations illustrate the steps, but do not represent sterile technique.

4, Prime and Tune

Note: The system will notprovide feedback as to whether or notfluid ispresentduring priming.
Inspect tubing and confirm that it isfilled withfluid andfree ofbubbles after each Prime and
Tune. Repeat the priming process ifthe tubing is notadequatelyfilled with fluid.

When the cassette has been inserted and captured by the machine, and all accessories, tubing and handpieces
have been connected, the system is ready for Prime and Tune. To proceed to the Prime and Tune phase, select
the appropriate options for the domain in which you are operating. Available options are described below.

For Posterior Domain:

¢ Select the Easy Prime button from the Prime and Time Screen to fill the left and right tubing with
Balanced Salt Solution, and then perform a test of the pneumatic cutter. During this process, the
gravity feed infusion 1/V pole will raise to 140 cm or lower if maximum ceiling height is set lower
than 140 cm for the anterior. In the posterior/combined domains, 1/V pole will raise to the maximum
ceiling height programmed for the system. With the air pressured infusion, the pressure will raise to
103 mmHg for posterior/combined domains.

¢ Select the Prime/Test Vit button to activate the vacuum on right side aspiration line and test the
pneumatic vitrectomy function. The handpiece tip must be submerged in Balanced Salt Solution during
this process. After the line has been primed, this button will become Test Vit, which will activate the
cutter test without aspiration.

e Select the Prime/Ttine U/S button to activate aspiration on the left line and tune the fragmentation
handpiece. The electric connector on the fragmentation handpiece must be inserted into the
Stellaris® PC Vision Enhancement System and the tip submerged in Balanced Salt Solution before
this option is selected. After the line has been primed, this button will become T\ine U/S, which will
activate a shorter cycle of aspiration and tuning.

¢ Select the Prime/Aux button to activate aspiration to fill the left aspiration line with Balanced Salt
Solution. After the first use, subsequent priming cycles will be slightly shorter.
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For Combined Domain:

Select the Easy Prime button from the Prime and Ttme screen to fill the left and right tubing with
Balanced Salt Solution, and then perform a test of the pneumatic cutter. During this process, the
gravity feed infusion 1I/V pole will raise to 140 cm or lower if maximum ceiling height is set lower
than 140 cm for the anterior. In the posterior/combined domains, 1/V pole will raise to the maximum
ceiling height programmed for the system. With the air pressured infusion, the pressure will raise to
103 mmHg for posterior/combined domains.

Select the Prime/Test Vit button to activate the vacuum on right side aspiration line and test the
pneumatic vitrectomy function. The handpiece tip must be submerged in Balanced Salt Solution during
this process. After the line has been primed, this button will become Test Vit, which will activate the
cutter test without aspiration.

The operation of the Prime/Ttine U/S button differs, depending on which ultrasound handpiece is
connected to the system.

« Fragmentation Handpiece: Select the Prime/Ttine U/S button to activate aspiration on the left line
and tune the fragmentation handpiece. The electrical connector on the fragmentation handpiece
must be inserted into the Stellaris® P C Vision Enhancement System and the tip submerged in
Balanced Salt Solution before this option is selected. After the line has been primed, this button will
become T\ine U/S, which will activate a shorter cycle of aspiration and tuning.

¢ Ultrasound handpiece: Select the Prime/Tline U/S button to initiate priming of the irrigation and
left aspiration line, followed by tuning of the ultrasound handpiece and a vacuum test. During this
process, the 1V bottle will be raised to 140 cm or the system will use a pressure of 73 mmHg if AFI
is used. The irrigation line and the aspiration line need to be connected to the ultrasound handpiece
with the test chamber attached to the tip of the ultrasound handpiece. After the line has been
primed, this button will change to Ttine U/S which will activate a shorter cycle of aspiration and
tuning without the vacuum test.

Select the Prime/Aux button to activate aspiration to fill the left aspiration line with Balanced Salt
Solution. After the line has been primed, subsequent priming cycles will be slightly shorter.

For Anterior Domain:

Select the Prime and I\ine button from the Prime and Time Screen to initiate priming of the
irrigation and left aspiration line, followed by tuning of the ultrasound handpiece and a vacuum

test. During this process, the 1V bottle will be raised to 100 cm or the system will use a pressure

of 73 mmHg if AFI is used. The irrigation line and the aspiration line need to be connected to the
ultrasound handpiece with the test chamber attached to the tip of the ultrasound handpiece. After the
line has been primed, this button will change to Tfine Only which will activate a shorter cycle of
aspiration and tuning without the vacuum test.

Select the Prime Only button from the Prime and 'Twe Screen to initiate priming of the irrigation
and left aspiration line, followed by a vacuum test. The irrigation line and the aspiration line need to
be connected to the ultrasound handpiece with the test chamber attached to the tip of the ultrasound
handpiece. During this process, the 1V bottle will be raised to 100 cm or the system will use pressure
if AFI is used. After the line has been primed, the button will activate a shorter cycle of aspiration
without the vacuum test.

Select the Prime/Test Vit to activate aspiration and a test of the pneumatic cutter.

In the anterior domain, the remote control can be used to activate functions in the “Prime and Tune”
window of the setup screen. The remote control UP/DOWN buttons are used to move the arrow and
select options in the “Prime and Tune” window:
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Window on Setup
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Figure 1.13. Prime and Tune Window.

1. Enter. 2. Up. 3. Down.
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« Pressing the “Enter” button on the remote control activates the selected function as indicated by the

arrow.

Once Prime and Tune is initiated by any of these options, a Cancel button will appear. Selecting the Cancel
button will immediately stop the priming and tuning process.

When Prime and Tune is in progress, a progress bar at the lower left hand comer is displayed to indicate the
status of the Prime and Tune cycle.

If the system does not pass the Prime and Tune test, suggestions for corrective action will be displayed.
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Figure 1.14. Prime and Time Screen. This is an exampie of a posterior domain screen.

5. Advance to Surgery Phase

A

WARNING; Inadvertent activation offunctions thatare intendedfor priming or tuning handpieces while
the handpiece is in the eye can create a hazardous situation that could result in patient injury.

Once the system has been successfully primed and tuned, it will automatically move to the main surgical screen.
Manually selecting Advance to Surgery produces the same result.

Note: Ifthe system is notprimed and tuned, the aspiration, vitrectomy and ultrasoundfunctions will be
unavailable.
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1.6. Using Your System in Surgery

Default parameters and settings are saved in the surgeon preference file, but can be modified during a procedure
using the on-screen controls and surgical settings screens (see page 2-7).

Your system will display the appropriate surgical screen for the current surgical mode. The interface is visibly
different depending on the current operational mode. See Figure 1.15 for an example of a Posterior Surgical
Screen, or Figure 1.16 for an example of an Anterior Surgical Screen. When the appropriate screen appears,
your Stellaris® PC Vision Enhancement System is ready for the surgical procedure to begin.

Figure 1.15. Posterior Surgical Screen.
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Figure 1.16. Anterior Surgical Screen.
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Figure 1.17. Combined Surgical Screen.

1.7. Concluding a Surgical Procedure

Select End from the Clock Menu. Confirm that you are ready to end the case and eject the cassette, and you
will be reminded to close the clamps on the administration tube set. A similar End function is accessible from

the Setup Screen.

WARNING: Make sure to close the Irrigation Clamp on the Administration Tube Set before pressing End
Procedure orfluid may continue toflow from the handpiece and into the cassette.
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The system will then advance to the End of Case Screen (shown below), lower the 1V Pole, and eject the

cassette.
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Figure 1,18. Anterior End of Case Screen.
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Figure 1.19, Posterior End of Case Screen.
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Figure 1.20. Combined End of Case Screen.
Remove the fluidics cassette immediately.

Remove all disposables from the system. Select Show Me Steps Remove Disposables to see a list of which
disposables need to be removed, and animations of how to remove each of them.

Select Next Patient to return to the Setup Screen and prepare the machine for the next procedure, or select
Shut Down System to power down the system.

Q

Note; On selecting ShutDown System, a message reminding you to charge the battery will be
displayed.
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1.8. Shutting Down the System

A

CAUTION; Never turn the power switch offor disconnect the power withoutproper system shutdown.
Equipmentdamage can occur.

From the System End Screen, select Shut Down System. Select Yes to confirm shut down, or No to go back
to the End Screen. The system may take a few minutes to shut down. The front panel light will glow brighter
when shut down is complete.

If you have the TruLink® Customer Support Network option enabled, the system will ask if you want to upload
system data to the Enterprise Server. Ensure the Ethernet cable is connected from the port at the bottom of the
Stellaris® PC Vision Enhancement System to the hospital network port before attempting to upload data. The
system will send diagnostic data (no patient data is transferred), then shut down when finished.

When shutting down the system, make sure to recharge the Primary (Integrated) Foot Control, as described on
page 1-53.

Note: On selecting Shut Down System, a message reminding you to charge the battery will be
displayed.

1.9. Power Interruptions

If the Stellaris® PC Vision Enhancement System requires continued operation during power main interruptions,
the system should be powered from an uninterruptible power supply (not provided).

In the event the power source is interrupted causing the system to shut down, the cassette will be ejected
automatically. Perform the steps listed below according the type of surgery.

Anterior Segment surgery:
Remove the handpiece from the eye safely and pinch off the irrigation clamp to stop fluid flowing into the
cassette.

Posterior segment surgery:
Remove handpiece from the eye safely, use sclera plugs to stop fluid leakage from the eye. Pinch off irrigation
clamp only after sclera plugs have been inserted to prevent fluid leakage.

When the power supply resumes; reboot the system, insert a cassette, open the irrigation clamp and perform

prime and tune according to the system setup procedures (see page 1-21). Remove the infusion cannula or clamp off
the infusion line near the infusion cannula before Priming and Tuning the system.
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A

WARNING: Do notPrime and Tune with the infusion line clamp in the open position and the infusion
cannula attached to the eye. Remove the infusion cannula, or clamp offthe infusion line
clamp near the infusion cannula before priming and tuning the system.

1.10. Moving Your System to Another Location

A

WARNING; Do nottransport or moveyour system from room to room or up an inclination unlessyou
havefollowed the steps below.

This unit is designed to provide mobility within the environment of the operating room.
Care must be taken as to avoid sloped floors greater than 5 degrees during use.
If you want to move your system to another location, follow the steps as listed below.

1 Power down normally by selecting “Shut Down” from the end of case screen

or pressing and holding the front button for at least 8 seconds, ensuring the IV
Pole is fully retracted.

2. Remove any objects from mat on top of unit.

Depressurize the compressed air supply that feeds your unit.

~

Disconnect the pneumatic air hose from the lower left comer (facing the rear
end of the unit).

Store the tray all the way in the unit’s tray receptacle.
Fully close the front drawer.
Roll the power cord in its proper hooks at the rear end of the unit.

Place the Primary (Integrated) Foot Control on its dedicated hook, at the rear
end of unit.

© N o »

9. Remove the bottles and tube sets from the unit’s pole hanger and store
separately from the unit.

10. Make sure no objects such as air hose, electrical cord, video cables, etc... lie in the moving path.
11 Disengage the front brake lever.

12 Always maneuver the unit using the handle bar designed for this purpose.

Note: Do notstore anything on top ofthe system, and do notpull the system by the IV Pole.
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1.11. System Components

The Stellaris® PC Vision Enhancement System has an advanced modular design with independent modules
concealed in a uniquely designed exterior housing. The top level of the system is the user interface screen and
computer unit. The surgical modules are concealed inside the main housing and strategically positioned to
provide optimum user interaction and surgical functions. The Primary (Integrated) Foot Control is connected to
the system by either wired or wireless connections.

A

WARNING: Use only handpieces, cables, tube sets and accessories designated by Bausch + Lombfor use

with this system.

WARNING: Manufacturers of cardiac pacemakers advise against use ofbipolar cautery devices on
patients with such implants. When conducting surgery on such a patient, a battery-powered
thermal cautery may be used, or the manufacturer ofthe pacemaker should be consulted to
determine appropriate steps to take in order to use the bipolar cauteryfunction.

A

WARNING: Manufacturers of implantable defibrillators recommend that these devices be temporarily
disabled when using bipolar cautery on patients with implants. The surgeon should determine
ifthe patient has such a device and consultthe manufacturerfor appropriate actions.
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User Interface Screen

The User Interface Screen is the way the user communicates with the system. See Chapter 2 for basic user
interface controls. Technical specifications can be found in Chapter 8. A typical interface setup screen is shown

below.
Vacuum
mmHg
150
Laser
Extrude
Vise
Coag %
\Y None Yy Continuous
( oA T) ( Pottvdor ) O) Tamer w0 NN 200auos AN
Casa 1 J 7USACO04 AN 000000 er 000000 7 N Ay
Figure 1.21. Typical interface screen.
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System Console
I—I 5
*

BattschfiLomb
Stellaris

Figure 1.22. Front of Stellaris® PC Vision Enhancement System.

1 1V Pole. 2. Pneumatic Actuation Port. 3. Posterior Handpiece Connectors. 4. Drawer.
5. One-Touch Wheel Locking. 6. User Interface screen. 7. System Switch “On/OfT.
8. Handpiece Connectors. 9. Fluidic Module. 10. System Tray.

This is the main unit, which contains the connections for all handpieces, Mayo tray, Ethernet connection and
system housing. On the rear of the main unit (see Figure 1.23 on page 1-36), near the IV Pole, are three buttons
that move the IV Pole up, down or back to the preset height for the current mode of operation. The console also
contains the power supply.
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For systems left idle more than seven days, the Primary (Integrated) Foot Control must be charged for six hours
before use to ensure proper operation.

A

CAUTION: Toprevent loss ofdata, save data before the system shuts down.

Figure 1.23. Rear of Stellaris® PC Vision Enhancement System.

1. USB Port Access. 2. IV Pole Control Buttons. 3. Cord Wrap Hooks.
4. Primary (Integrated) Foot Control Hook. 5. Air Pressure Output connector.

The front of the system (see Figure 1.24 on page 1-37) contains multiple ports for connecting system accessories.
The single port at the top of the cassette housing provides air pressure to drive the pneumatic vitrectomy cuiter.

There are five ports on the left side of the system for connecting specific system accessories.

» The first port (1 in figure below) is for laser (if available, see page 1-72).
» The second port (2 in figure below) is for ultrasound (sec page 1-37).
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« The third port (3 in figure below) is for coagulation (see page 4-49).
» The fourth port (4 in figure below) is power for the LIO (if available, see page 1-42).
 The fifth port (5 in figure below) is reserved for future use.

There are four ports down the right side of the system for connecting specific system accessories.
 The first port (6 in figure below) is for Viscous Fluid Injection & Aspiration.
» The second port (7 in figure below) is for Air Forced Infusion and Fluid/Air Exchange.
* The third port (8 in figure below) is for lamp 2 and provides illumination (see page 1-64).

* The fourth port (9 in figure below) is for lamp 1and provides illumination with selectable filters (see
page 1-64).

Figure 1.24. Front panel with handpiece connectors.

1 Laser. 2. Ultrasound. 3. Coag. 4. Power for LIO Lamp. 5. Reserved for future use. 6. VFC.
7. FIAX and AFI 8. Lamp 2. 9. Lamp 1

Systems without laser functionality (shown) will not have | or 4.

Ultrasound Functions (Phacoemulsification and Fragmentation)

WARNING: Manufacturers of implantable defibrillators recommend that these devices be temporarily
disabled when using phacoemulsification systems on patients with these implants. This is
especially important when using pulsed phaco modes ofoperation. Although the implanted
devices are designed to reject electromagnetic interference, and Bausch +Lomb Vision
Enhancement equipment is designed to minimize such interference, a chance interaction
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cannot be ruled out. Patients should be questioned to determine if they have such an implant
and, ifso, the manufacturer should be consulted to determine the proper course ofaction.

The second port on the left side of the system is for ultrasound handpieces. These support phacoemulsification
and fragmentation procedures in continuous, pulsed, and burst modes.

Coagulation

The third port on the left side of the system is for a coagulation handpiece which provides coagulation power in
either Fixed or Linear modes. See page 4-48 for details of use and page 8-13 for technical specifications.

The front of the system contains a total of ten ports for connecting system accessories. Only some ports are
active, the remainder are reserved for future use.

Primary (Integrated) Foot Control

The Primary (Integrated) Foot Control contains the Foot Pedal and four programmable buttons, and provides the
main interface between the user and the vision enhancement system for controlling most functions. The Primary
(Integrated) Foot Control can be used ina wired or wireless mode. See page 1-42 for detailed instructions for its use
and Chapter 8 for technical specifications.

Fluidics Function

This function uses a vacuum-based pump to control the output vacuum range from 0 to 600 mmHg, and uses a
rigid 300 ml collection cassette with attached irrigation and aspiration tubing. Pneumatic vitrectomy supports
both a Linear Cut Rate and a Fixed Cut Rate from 0 to 5000 cpm. See page 4-5 for details of use and page 8-17 for
technical specifications.

Illumination Function

The illumination function provides two light sources, both with an adjustable attenuator. More than 25 lumens
output is available at maximum settings. With a xenon lamp in Lamp 1 location, any one of three color filters
(yellow, green and amber) may be used. Both ports incorporate permanent filtration to reduce ultraviolet, violet,
deep red and infrared light. See page 4-11 for details of use and page 8-18 for teehnical specifications, and
page 1-64 gives additional guidance on output setting.

Air Compressor

The eompressor provides air pressure to drive various pinch valves. Pressurized Infusion (Anterior domain). Air
Forced Infusion (Posterior/Combined domains) and Fluid/Air Exchange. It also houses the air pump to drive
the Viscous Fluid injection function and the venturi regulator for vacuum control. See Chapter 8 for technical

specifications.
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IV Pole

A

WARNING: Useofan IV Pole extension or other means ofaltering the bottle height may cause inaccurate
setting displays resulting in serious permanentpatientinjury.

WARNING:  This system is to be used in either airpressured infusion mode or 1V Pole mode but never
both together as high intraocularpressures may result.

CAUTION: Do not manuallyforce the 1V Pole or use the 1V Pole as a handle.

The Stellaris® PC Vision Enhancement System IV Pole is an integral part of the system console. It can be
directly moved up, down, or to a specific preset height by any of several methods. It can be controlled through
the touch screen. Primary (Integrated) Foot Control (if programmed), remote control (optional accessory), or
directly by using the buttons on the back of the system console. The IV Pole can also be pre-programmed to a
certain height for various surgical modes. The system will not compensate if the bottle height is altered though
the use of IV Pole extensions or other hardware not provided with the system.

To change the bottle height during surgery, use the up and down arrows on the 1V Pole control section of the
Surgical Screen (see page 2-24), or use the buttons on the back of the system console.

In the lowest (stowed) position and with a 330ml bottle, the IV Pole will provide approximately 30 cm.

(12 in.) of infusion pressure, measured from the aspiration port to the middle of the Balanced Salt Solution drip
chamber. This is an equivalent pressure (not Intraocular Pressure) of 22.4 mmHg. The IV Pole can extend to
140 cm (55 in.) high, an equivalent pressure of 102.74 mmHg.

To change the programmed bottle height settings for the current surgical mode, select the More Screen Fluidics
Tab (page 2-8) if in Posterior Mode, or the More Screen Vacuum Tab (see page 2-8), then select the Infusion Tab
to change the actual height, preset height, or the maximum the IV Pole is allowed to reach.

The maximum 1V Pole height should be set when installing the Stellaris® PC Vision Enhancement System in a
particular medical facility. You can do this using the programming interface (see Chapter 3).

Remote Control (Anterior Domain Only, Optional Accessory)

A

CAUTION: The remote control is not waterproofand is not sterilizable. The remote control must be
placed in a sterile coverprior to use in the sterilefield.
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The remote control transmits an infrared signal to a receiver at the bottom of the touch screen. For critical
functions you can activate a command directly through the remote control. The commands which may be given
from each remote control button are shown in Figure 1.25.

The remote control is powered by two AA batteries, which should be replaced when the low battery light comes
on. Access the remote control batteries by removing the battery cover on the back of the remote.

1 Low Battery Light. 2. Transmitting Signal Light. 3. Next Phase. 4. Bottle Height or Pressurized
Infusion.
5. Phaco, Vitrectomy or Coagulation. 6. Up and Down. 7. Flow. 8. Vacuum. 9. Previous Phase.
10. Reserved for Future Use. 11. Select/Enter.

In the anterior domain, the remote control can be used to activate functions in the “Prime and Tune” window of
the setup screen. The remote control UP/DOWN buttons are used to move the arrow and select options in the
“Prime and Tune” window. Pressing the “Enter” button on the remote control activates the selected function.

Q

Note: The batteries should be removedfrom the remote control if the system is to be idlefor more than
30 days.

Note: Itisyour responsibility to dispose ofbatteries in a safe and environmentally-responsible manner
in accordance with local regulations.
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TruLink® Customer Support Network (optional)

The TruLink® Customer Support Network feature improves system reliability by supporting remote diagnostics
and performance analysis. System performance data, but no patient data, is collected by the Stellaris® PC
Vision Enhancement System throughout the surgical day. Upon system shut down, that information can be sent
to Bausch + Lomb secure servers through an encrypted, point to point connection. This allows Bausch + Lomb
to analyze system performance, help you remotely (where this service is available), and proactively service the
system. Surgeon preference files can also be transmitted, to provide a secure off-site backup.

The Ethernet cable that is used to transfer the data can be permanently connected to the Stellaris® PC Vision
Enhancement System, or it can be connected at the end of each surgical day just before shutting down, and then
disconnected to move or store the Stellaris® PC Vision Enhancement System. Upon shutdown from the End
of Surgery screen, the system will offer a prompt to Send data to TruLink. If you agree, make sure that the
Ethernet cable is connected to the designated port and follow instructions. After updating, the system will shut
down automatically.

Multimedia Center (MM C) (No longer available)

The MMC (if available) provides streaming video on the surgical screen and microscope overlay capability. The
MMC supports NTSC and PAL format composite video and S-video, or a FireWire digital camera.

Figure 1.26. Multimedia Center (MMC) (No longer available).

1 Main Power Switch. 2. Connection Indicator LED from Stellaris® PC Vision Enhancement System.
3. Connection Indicator from microscope camera.
4. Connection Indicator LED to TruLink® Customer Support Network.

Data is transferred between the MMC and the Stellaris® PC Vision Enhancement System through an Ethernet

cable that runs from the back of the MMC system to the Ethernet port on the bottom of the system. You can
touch the center of the Clock Menu to open the video display, then touch the X to return to the Clock Menu.

noon31SENRev. C Operators Manual 1-41

Viewed/Printed: 10 Apr 2014 *GDMS Copy-Use per procedure*’ A-110017315EN Rev ¢

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



B&L CONTROLLED DOCUMENT Status: Effective Effective Date: 26/Maf/2014

1 Getting Started

If the system has the optional MMC, the TruLink® Customer Support Network can be activated by connecting

the Ethernet port on the MMC to a designated Internet-enabled network connection and enabling the TruLink®

Customer Support Network data download upon shutdown or Remote Access function (if available in your area)
on the stellaris® PC Vision Enhancement System.

Q

Note: An off-the-shelf Ethernet cable may be used with the Stellaris® PC Vision Enhancement System
to establish or restore connections.

Q

Note: The MMC is not intendedfor diagnostic purposes.

Before installing the Multimedia Center, please take note of the following:

* Multimedia Center must be installed outside of the sterile field.

» Do not place Balanced Salt Solution bottles or other containers of fluid on top of the Multimedia
Center.

» The AC power source for the Multimedia Center must have a Ground Fault Interrupt.

Laser (Optional Functionality)

See “1.14. Laser Function” on page 1-72 for details on use of the laser function (if available).

1.12. Foot Control

The Foot Control is the main interface between the surgeon and the Stellaris® PC Vision Enhancement System.
The surgeon can control most of the available functions from the Primary (Integrated) Foot Control. The
Primary (Integrated) Foot Control can be connected through a physical cable, or through a wireless Bluetooth
connection. When the Primary (Integrated) Foot Control cable is not in use, make sure to install the attached
protective caps into the cable ports.

This device complies with Part 15 of the FCC (U.S. Federal Communication Commission) Rules. Operation is
subject to the following two conditions: 1) this device may not cause harmful interference, and 2) this device
must accept any interference received, including interference that may cause undesired operation.

The Stellaris® PC Vision Enhancement System is compatible with either the Primary (Integrated) Foot Control
or the Standard Foot Control. The Primary (Integrated) Foot Control contains a laser firing switch, and can use

either wired or wireless communication. The Standard Foot Control is similar to the Primary (Integrated) Foot

Control, but without the laser firing switch. The foot control charger and battery are interchangeable.

Q

Note: In this manual, the term “Foot Control™ will indicate information that applies to both the
Primary (Integrated) Foot Control and the Standard Foot Control.
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Figure 1.27. Primary (Integrated) Foot Control and Standard Foot Control.

Figure 1.28. Placement of Primary (Integrated) Foot Control or Standard Foot Control During Storage.

The Primary (Integrated) Foot Control contains an internal, rechargeable battery. The battery cover has the
battery symbol on it.

The battery must be charged overnight prior to initial wireless use, or if the system is idle for more than seven
days. Refer to the battery charging options section on page 1-53.
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Foot Control Battery Replacement:

Note: Replacing the battery when the system ispowered up will disable the Primary (Integrated) Foot
Control wireless set up. To re-enable wireless set up, see page 1-49.

1. Place the Primary (Integrated) Foot Control upside down on a flat, dry surface.

2. Open the battery door by pressing the targets on the door toward the battery compartment and turn the
two latches 90 degrees away from the center.

3. Remove the battery with two fingers holding on to the battery.

4. Before installing the replacement battery, check the battery electrical contacts to ensure they are clean
and free of contamination.

5 Install the new battery.
6.  Press the door toward the compartment and engage door latches to securely close the battery door.

Note: Following system shutdown, waita minimum of 15 seconds before restarting the system. The
system isfully shut down after thefrontpanelpower button light changesfrom dim to bright.

Figure 1.29. Battery compartment with recess (arrows) to facilitate battery replacement.

Note: Be sure to securely close battery door.
Note: A battery must be installed in the Primary (Integrated) Foot Control at all times, while operating

either wired or wireless, to ensure proper operation.
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LED Symbol for Battery on Primary (Integrated)
[ Foot Control

The out-of-factory Wireless System Setup is "Disabled”. Software upgrade will also reset the
Wi ireless System Setup to “Disabled”.

Replacing the battery when the system ispowered up will disable the Primary (Integrated) Foot
Control wireless setup.

The system setup isfor enabling wirelessfunctionality, it does not affect the wired functionality.
The wired option is always available and active when connected.

The system will disable wireless operation once it detects loss ofwireless communication at
the setup and surgery screens. Once wireless connectivity is lost, the wireless operation must
be manually reconfigured, using the system setup screens or the Action button on the last
connectivity message. Irrigation/Infusion will be turned on ifthe wireless connection is lost.

The system will disable wireless operation when the battery is replaced or removed while system
is in surgical or setup screens. To configure system to wireless operation, see section on Wireless
Primary (Integrated) Foot Control System Setup, page 1-49.

The first time a Primary (Integrated) Foot Control is used, it must be connected via the back up cable to set the
configuration. Once this is set, the Primary (Integrated) Foot Control will only communicate wirelessly with
that specific system. To begin wireless operation, make sure the steliaris® pc Vision Enhancement System

is on, then press any Primary (Integrated) Foot Control Button and wait for communication to be established,
which may take up to 10 seconds.

The ready light, identified by the symbol below, will turn solid green when the Primary (Integrated) Foot
Control is communicating wirelessly with the steliaris@ pc Vision Enhancement System. During operation
when system is not detecting Primary (Integrated) Foot Control wireless connection, the system will disable
wireless operation. This happens when the system is in setup and surgery screens. To resume wireless operation,
refer to the Wireless Primary (Integrated) Foot Control System Setup (page 1-49).

LED Symbol for Ready on Primary (Integrated)
"» 0 Foot Control
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When not in use, the Primary (Integrated) Foot Control can be stored on the back of the Stellaris® PC Vision
Enhancement System.

In some operating configurations the surgeon can change surgical phases using the Primary (Integrated) Foot

Control.

Figure 1.30. Back of Primary (Integrated) Foot Control.

1 Pedal Pitch Tension Adjustment Knob. 2. Backup Power Cord Connection.
Figure 1.31. Top of Primary (Integrated) Foot Control.
1 Left Toe Button. 2. Foot Pedal. 3. Right Toe Button. 4. Wireless Indicator. 5. Battery Indicator.
6. Right Heel Button. 7. Laser Button Cover. 8. Left Heel Button.
1-46  Operator’s Manual 11001731SEN Rev. C
Viewed/Printed: 10 Apr 2014 *GDMS Copy-Use per procedure* A-110017315EN Rev C

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



B&L CONTROLLED DOCUMENT Status: Effective Effective Date: 26/Mar/2014

1 Getting Started

Figure 1.32. Bottom of Primary (Integrated) Foot Control.
1 Pedal Offset Switch. 2. Battery Compartment Door. 3. Pedal Pitch Tension Adjustment Knob.
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Figure 1.33. Pedal Offset Switch Indicator (4) and Pedal Offset Positions (5,6, and 7).

4. Pedal Offset Switch Indicator. 5. Left Offset (for system setup of left foot operation).
6. Center Position (for system setup for left or right foot).
7. Right Offset (for system setup for right foot operation).

Note: The pedal offset switch indicator mustalign with either left, right or center pedal offsetposition.
Failure to align the indicator appropriately will cause the Primary (Integrated) Foot Control
to become inoperable. Left or right offsetposition selections strictlyfollow system software
programmingfor Left or Rightfoot operations. For example, ifthe system isprogrammed to
rightfoot operation, the indicator (4) can only be set to Center (6) or Right Offset Position (7).
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Wireless Primary (Integrated) Foot Control System Setup

Note: The out-of-factory Wireless System Setup is “Disabled™. Software upgrade will reset the
Wi ireless System Setup to “Disabled™ also.

To setup wireless operation, follow steps below:
Step 1 Select “Programming” from Setup or “Select Surgeon” screens.

Step 2 Select “System Setup” from the programming screen, as shown below.

C Exit PrognMnmIng D

‘ Programming

C Suipeon Settings
‘ System Sehip
Gystem Configuration

C System Calendar

C Rwnote Service 3

Figure 1.74. Programming Screen.

Step 3: Select “Primary (Integrated) Foot Control” tab from the System Setup screen.
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C 3 Datvmm* SyatMii ID Rooin* Central

Figure 1.35. System Setup Screen, Foot Control Tab.

Step 4: Select Wireless “Enabled” or “Disabled” to configure Primary (Integrated) Foot Control connection
mode.

Primary (Integrated) Foot Control Status and Wireless Signal Strength

Meter Display

The status of Primary (Integrated) Foot Control operation is represented by an icon displayed next to the
foot pedal activation status indicator. Wired connectivity is represented with a cable icon and the wireless
connectivity is indicated with a signal strength meter icon. See table below:

Display Type Primary Status Action
(Integrated) Foot
Control Setup
Wired or Wireless System detecting wired ~ No action required
Primary (Integrated)
Foot Control
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Primary
(integrated) Foot
Control Setup

Wired (Wireless
disabled)

Wireless

Wireless

Wireless
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Status

System NOT detecting
wired connection.
Possible cause;
Primary (Integrated)
Foot Control cable not
connected.

System NOT detecting
wireless connection
signal.

Possible cause:

1 Primary (Integrated)
Foot Control wireless
function has not been
activated.

2. Wireless connectivity
not functioning due to
battery issue.

System detecting
Excellent signal
strength.

System detecting Good
signal strength.

| Getting Started

Action

Check Primary
(Integrated) Foot
Control cable
connection.

If Wireless System
Setup is on “enabled,”
wireless connection
will be activated
momentarily when
system detects loss of
wired connection.
The wireless signal
strength icon will be
displayed indicating
system is now in
wireless operation.

1 Initiate wireless
Primary (Integrated)
Foot Control
connectivity by
pressing one of the
Primary (Integrated)
Foot Control buttons
momentarily, the left
LED will light up.

2. Check battery if
Primary (Integrated)
Foot Control wireless
function not established
after Step 1

No action required.

No action required.
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Display Type

configuration.
g Foot Control System
Setup, page 1-49.
Note: Irrigation or infusion will be turned ON and otherfunctions will be disabled when the system

does notdetect Primary (Integrated) Foot Control connectivity in surgical mode. Irrigation or

Status: Effective

Primary
(Integrated) Foot
Control Setup

Wireless

Wireless

Wireless (System
disabled wireless setup)

Status

System detecting
Moderate signal
strength.

System detecting Low
signal strength.

System lost wireless
connection signal during
procedure.

System will
automatically configure
to wired operation.

The icon remains

until connected with
Primary (Integrated)
Foot Control cable or
manually re-configures
system to wireless

infusion can be turned OFF from the touch screen.

Battery Management

Effective Date: 26/Mar/2014

Action

No action required.

No action required

Connect Primary
(Integrated) Foot
Control backup cable to
resume operation.

Note:

System will remain in
wired configuration
the next time system
is powered up. To
configure system to
wireless operation, see
section on Wireless
Primary (Integrated)

. - . This symbol on the battery indicates that the product must be disposed of separately and safely,

yf »

Therefore, it is your responsibility to dispose of this waste equipment by handing it over to a
designated collection point or organization that specializes in the recycling of waste electrical and

electronic equipment. The separate collection and recycling of waste equipment at the time of
disposal will help conserve natural resources and ensure that it is recycled in a manner that protects both human
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health and the environment. For more information about where you can drop off your waste equipment for
recycling, please contact your local recycling office or electronic waste hauler.

A

CAUTION: Do notexpose the battery to anyfluids.

The battery, when fully charged, will last for 12 hours. You may rely on a single battery, or choose to keep one
charging in a battery charging cradle (BL4393) while the other battery is being used.

Figure 1.36. Foot Control battery Charging Cradle.

Battery Charging Options

Note: The battery should be removedfrom the Primary (Integrated) Foot Control ifthe system is to be
idlefor more than seven days.

Note: To maximize performance, the Primary (Integrated) Foot Control batteries (BL4390) should be
rotated every two months. Upon removal, battery must be charged before it is stored.

Note: Use only Bausch + Lomb supplied wall chargers (BL4391), charging cradles (BL4393),
adapters (BL4392US, BL4392UK, BL4392EU, BL4392AUS, BL4392ROW), and batteries
(BL4390) with the Stellaris® PC Vision Enhancement System.

The Foot Control battery should be charged whenever the system is not in use. Any one of three methods can be
used to charge the battery.

» With the system power cord plugged in to the electric source and the Primary (Integrated) Foot Control
connected to the system; the battery will be charged if the main power switch is turned ON. This
charging method applies with or without the Graphical User Interface being turned ON. See Option
lin Figure 1.37.
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Note: The battery charging cradle MUST be connected to the wall charger to charge the battery.
Wireless communication is disabled when the backup cable is in place.

The steniaris® p ¢ Vision Enhancement System will provide a warning message when the battery is nearing
the end of its life. Call your customer service representative for a replacement battery. See Chapter 7 for a list of
local Bausch + Lomb offices.

Primary (Integrated) Foot Control Operation

The Primary (Integrated) Foot Control has four side buttons, and a center Foot Pedal with two axes of
movement to control two linear functions simultaneously. In addition, there is a laser firing switch at the heel
resting area protected with a laser firing switch cover. To control two linear functions simultaneously, the Foot
Pedal operates with both the pitch (up and down) and yaw (side to side) travel. The yaw movement simulates the
side switches used on some systems, and can be set and programmed for left-foot or right-foot users. Reflux (if
selected) is always activated by inward yaw displacement. The center Foot Pedal may be programmed to operate
two linear functions simultaneously (Dual Linear control). The control of linear functions is proportional to the
amount of Foot Pedal travel. See page 1-58 for description of linear control. In single linear mode, pitch controls the
linear functions selected, and yaw movement provides on/off control in both directions. In Dual Linear mode,
one linear function is controlled by pitch travel, and the other linear function is controlled by yaw travel. The
table on page 1-61 shows the possible combinations of linear control.

Figure 1.38. Primary (Integrated) Foot Control, labeled.

I. Left Toe Button. 2. Foot Pedal. 3. Right Toe Button. 4. Wireless Indicator. 5. Battery Indicator.
6. Right Heel Button. 7. Laser Button Cover. 8. Left Heel Button.

There are two lights on the Primary (Integrated) Foot Control itself. The top light on the right indicates

that the wireless connection on the Primary (Integrated) Foot Control is active. This light will flash until
communications are established with the system. When the light is non-flashing green, the Primary (Integrated)
Foot Control is ready to be used wirelessly. The bottom light on the right indicates battery status, as described in

the table below.
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Color Status
Green More than one hour of battery life remains
Yellow Battery is charging
Red and Blinking Less than one hour of battery life remains

Basic Button Operation

Note: Voice confirmation (ifenabled) responds to Primary (Integrated) Foot Control and remote
control operation. For surgical phase changes, voice confirmation also will be activated if
changes are made through the touch screen.

All four buttons on the Primary (Integrated) Foot Control are user programmable. They are initially set in the
surgeon preferences file, and can be modified either through the programming interface (see Chapter 3), or in
some cases through the More Screen Foot Control Tab (see page 2-14).

The More Screen Foot Control Tab is used to convey the current Foot Pedal configuration and status to the
surgical team, and is accessed by selecting the More Screen  button.

For a description of the laser firing switch, see page 1-72.

Foot Pedal

The Foot Pedal itself, located in the center of the Primary (Integrated) Foot Control, provides two axes of
movement and thus allows simultaneous control of two system parameters. Both controls are programmable
with respect to function and control parameters. In the pitch direction, the Foot Pedal will provide
approximately 15° of up/down movement. In the yaw direction, the center pedal will provide approximately 10°
of travel from center in both the left and right directions, however, the center (home) position may be set to be
offset approximately 5° in either direction as explained on page 1-58. When released, the Foot Pedal will return to
the home (up or center) position. The table on page 1-61 shows the possible combinations of control available. The
programmable detents provide tactile feedback to the pitch movement when it moves between different regions.
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Single Region Pitch Control (one detent position)

The pitch movement is programmed to provide linear control as a function of relative Foot Pedal displacement
(e.g., 0° to 15° down corresponds to 0% to 100% output). Examples of single region pitch control are the linear
coagulation function and linear vitrectomy function.

Figure 1.39. Single Region Pitch Control.

Two Region Pitch Control

There are two programmable regions (two detent positions). When programmed for linear control, the pitch
movement is a function of relative Foot Pedal displacement in Region 2 (e.g., 5° to 15° down corresponds to 0%
to 100% output). An example is I/A control, where Region 1is for irrigation, and Region 2 is for linear vacuum

or flow.
Figure 1.40. Two Region Pitch Control.
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Three Region Pitch Control

There are three programmable regions (three detent positions). When programmed for linear control, pitch
movement is a function of relative Foot Pedal displacement as shown below. An example is single linear
ultrasound phases, where Region 1is irrigation. Region 2 is fixed aspiration, and Region 3 is linear ultrasound

power.

Figure 1.41. Three Region Pitch Controi.

Programmable Yaw Positions

The Primary (Integrated) Foot Control may be set and programmed to give greater linear yaw movement for
either right or left foot operation. Turn the Primary (Integrated) Foot Control over and adjust the Pedal Offset
Switch to the left or right for preferred direction.

» Set and programmed for a right footed operator with the pedal home position offset to the left of center
by approximately 5° to give approximately 15° of motion to the right and approximately 5° of motion
tothe left. See bual Linear Yaw Control below.

» Set and programmed for a left footed operator with the pedal home position offset to the right of center
by approximately 5° to give approximately 15° of motion to the left and approximately 5° of motion to
the right. See pual Linear Yaw Control below.

 Set and programmed for a right- or left-footed operator with the pedal home position in the center
giving approximately 10° of motion in both directions.

The pedal offset switch indicator must align with either left, right or center pedal offset position. Failure to
align the indicator appropriately will cause the Foot Control to become inoperable. Left or right offset position
selections strictly follow system software programming for Left or Right foot operations. See page 1-48.

Single Linear Setup

In Fixed Cut v itrectomy Mode, the outward yaw movement provides ON/OFF cutting control. Each successive
outward movement toggles the programmed tool ON or OFF. In ultrasound mode, outward yaw control could be
programmed to toggle between different ultrasound submodes. When the Foot Pedal is released, it returns to the
center position. Inward yaw movement controls reflux.
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Dual Linear Setup

The outward yaw movement provides linear control of the programmed function, relative to Foot Pedal
displacement (e.g., 0° to 15° displacement corresponds to 0% to 100% output). When the Foot Pedal is released,
it returns to the center position. Inward yaw movement controls reflux.

Yaw Control of Reflux

The Foot Pedal may be programmed for use with either the right or left foot. Reflux (if selected) is always
activated by inward yaw displacement. For a right foot configuration, reflux is to the left (inward). For a left
foot configuration, reflux would be to the right. Reflux may only be activated when aspiration is not activated.

Yaw Control of Ultrasound Submode

For single linear setup, the ultrasound submode sequence (if programmed) is activated by inward or outward
yaw when the Foot Pedal is in Region 2 or Region 3. In a Dual Linear Setup, the yaw control of the ultrasound
submode can only be activated (if programmed) by inward yaw when the Foot Pedal is in Region 2 or Region 3.

Linear Coagulation Control

The control power is varied linearly from preset minimum to the preset limit. Power begins when entering Foot
Pedal position 1and ends at the completion of travel.

Q

Note: Due to compliance with 60601-2-2, position 1 will notstart until approximately 35% ofpedal
travel is attained in the linear coagulation mode.

Use oflLaser Functions on Foot Controls

The Stellaris® PC Vision Enhancement System can support up to two Foot Controls in simultaneous use.
Either foot control can be used for either laser function, L1O or Endo. By default, the Primary (Integrated) Foot
Control is selected for use when in an Endo mode, and the Secondary (LIO) Foot Control is selected for use in
LIO modes.

Primary (Integrated) Foot Control (BL2295)

The laser firing switch is concealed in the heel resting area of the Primary (Integrated) Foot Control (BL2295).
To access the laser firing switch, lift the safety cover. The door may be opened to any angle up to 45 degrees. To
activate the laser, depress the laser firing switch. This is a momentary ON switch that automatically returns to
the OFF position when released. In all Laser Modes, depressing the main pedal activates linear aspiration.

Al four of the side buttons on the Primary (Integrated) Foot Control are user programmable. The buttons can be

programmed using the More Screen Laser Tab to adjust laser power up, laser power down, toggle Single Shot/
Repeat and toggle laser Standby/Ready.
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Figure 142 Primary (Integrated) Foot Control.

1 Laser firing switch, under open Safety Cover.

Secondary (LIO) Foot Control (BL2296)

The Secondary (LIO) Foot Control has a main pedal, and one switch on either side. Pressing down on the pedal
activates the laser.

The two side buttons on the Secondary (LIO) Foot Control increment laser power up and down, and are enabled
through the More Screen Laser Tab (page 2-21), or the Phase Programming Screen (page 3-9).

The LIO (Secondary) Foot Control operates in wired mode only, and connects to the system to the right of the
connection port for the Primary (Integrated) Foot Control.

Figure 143. Secondary (LI10) Foot Control.

See Chapter 3 for details on customizing your Foot control.
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Dual Linear
Control

Region

Rl
Disabled R2
R3
Rl
R2

Disabled (with
Region 2 Linear
Vacuum Enabled
or aspiration
control feature on)

Disabled (with
Region 2 Linear
Vacuum Disabled
or aspiration
control feature off)

S R

3

Aspirationonyaw Rl
(with Region 2 R2
Linear Vacuum
Disabled or

- R3
aspiration control
feature off)

R1
Aspiration on yaw R2
(Region 2 Linear
Vacuum Enabled
or aspiration
control feature on)
R3
Rl
Aspiration on Pitch R2
Rl
Dual Linear R2
Ultrasound
R3
Rl
Disabled
isable R
Disabled Rl
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Pitch

Irrigation

Fixed aspiration
Linear ultrasound
Irrigation
Aspiration R2
minimum to fixed
vacuum or vacuum
limit

Fixed aspiration &
linear ultrasound
Irrigation

Linear Aspiration
disabled

Fixed aspiration &
linear ultrasound

Irrigation
Minimum
aspiration
Linear ultrasound

Irrigation
Aspiration R2
minimum to fixed
vacuum or vacuum
limit

Min. aspiration and
linear ultrasound
Irrigation

Linear aspiration

Irrigation
Fixed Aspiration

Linear U/S
Function

Irrigation
Linear aspiration
Irrigation
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Yaw Out

Next
submode

Next
submode

Next
submode

Linear
aspiration

To max.
aspiration

Linear

ultrasound

Linear
Ultrasound
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Phase Type Dual Linear Region Pitch Yaw Out
Control
Rl Irrigation
Disabled R2 Lin_ear As_piration Cutter on/off
& fixed vitrectomy
when on
Anterior Rl Irrigation
Vitrectomy Aspiration on Pitch R2 Linear Aspiration  Linear
Vitrectomy
Rl Irrigation
Aspiration on Yaw R2 Linear Vitrectomy  Linear
Aspiration
Linear Aspiration
Disabled (Fixed R and fixed cut Cutter On/
cut) vitrectomy when  Off
On
. Disabled (Single Rl No Function Single Cut
Posterior cut) Li Aspirati Sinale G
Vitrectomy R2 Inear Aspiration |_ng e Cut
Aspiration on Pitch Rl No Function Linear Cut
Auto_On or Manual (Dual/Yaw Cut) R2 Linear Aspiration  Linear Cut
Infusion o RL No Function Linear
Aspiration on Yaw RO Li Cut Li
(Dual/Yaw Vac) Inear Lu Inéar
Aspiration
. . Linear Aspiration  Cutter On/
Disable (co-linear) R1 and Cut Off
Rl Irrigation On
Disabled (Fixed Linear Aspiration  cytter ony
Cut) RO and fixed cut Off
vitrectomy when
On
Posterior Disabled (Single Rl Irrigation On .
: . o Single Cut
Vitrectomy Cut) R2 Linear Aspiration g
; Aspiration on Pitch RL Irrigation On .
. - Linear Cut
/Igf#smn Auto On (Dual/Yaw Cut) R2 Linear Aspiration near A
Aspiration on Yaw Rl Irrigation On Linear
(Dual/Yaw Vac) R2 Linear Cut Aspiration
Disabled Rl mgaion On - rer o
(Co-Linear) RO Linear Aspiration ¢

and Cut
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Phase Type Dual Linear Region Pitch Yaw Out
Control
Extrude N/A Rl Linear Vacuum .
Extrude RL Irrigation O Linear
rrgation ©n Coagulation
: N/A if
g#JSIOH Auto On/ R2 Linear Vacuum Programmed
R1 Linear Vacuum
Disabled (Linear Max Vacuum Toggle U/S
. Frag) R2 Submode
Fragmentation Linear U/S
Ultrasound on Yaw —— .
(Dual/Yaw US) RL Irrigation On Linear U/S
Rl Irrigation On
Fragmentation Disabled (Linear R Linear Vacuum Toggle U/S
Frag) Max Vacuum submode
Infusion Auto On/ R3 .
Off Linear U/S
Ultrasound on Yaw RL Irrigation On Linear UIS
(Dual/Yaw US) R2 Linear VVacuum
Disable (Fixed . .
e e
Inject, Fixed Rl AN N/A
Extract or Linear ggﬁ: gtli)rigl)')or
Viscous Fluid Extract)
Control No function or
. Irrigation On if
AspirationonYaw Rl A Linear
infusion type Auto
(Dual /Yaw Vac On/Off Vacuum
R2 Inject (Linear)
Linear Coagulation N/A R1 Linear Coagulation N/A
Laser All Laser Modes R1 Linear Vacuum N/A
Laser Rl Irrigation On
Infusion Auto On/ All Laser Modes R2 Linear Vacuum NA

Off
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1.13. lllumination Function

Q

Note: The Illumination controls can be disabled through the Illuminators Tab on the Customize
Technique programming screen (page 3-7).

Q

Note: Ilumination is not available while in L1IO mode.

General introduction to setting the correct light level

The guidelines provided in this section are based on 1S015752:2000(E), 1S015004-2:2007(E) and 1SO/DIS
15752.

The Stellaris® PC Vision Enhancement System illumination system comes with a state of the art visualization
module to enhance the surgeon’s ability to see effectively during procedures. The output from the illumination
probe can attain high-lumen levels if needed; is filtered to minimize hazardous light; and is very flexible,
providing easy to access color filter options to enhance safety and tissue visibility.

As with any high intensity illumination system used in the eye, care is needed during use to reduce potential for
damage to intraocular tissues.

A

WARNING: The light emittedfrom this instrument is potentially hazardous. Avoid concentrating the
illumination output on a small area ofthe retinafor prolongedperiods oftime due to the
potentialfor photoretinitis and serious permanentpatient injury. Set the illumination level to
the minimum needed to perform the surgicalprocedure.

There are two mechanisms by which harm can be induced:

* Photoretinitis - photochemical injury to the retina resulting from intense light exposure

e Thermal
In both cases the damage is caused by the intensity of light at a given point, normally called “irradiance” and
usually measured as power per square centimeter. This means that the risk of harm is increased when the

illumination probe is moved closer to the retina: at a distance of 5 mm from the retina the irradiance is about
twice that of the probe at 7 mm.
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Figure 1.44. Irradiance as a function of distance.

For reference, the “lumens” output of an illumination probe is a measure of the total light output at the end of
a fiber. For the same lumens output, a focal probe has a higher irradiance (and hence risk of harm) than a wide
angle probe because the same total light output is concentrated into a smaller area on the retina. The lumens
measurement also takes into account the sensitivity of the human eye to different wavelengths of light.

Figure 1.45. Irradiance as a function of probe type.

Photoretinitis
Sensitivity verses wavelength

The retina is more easily damaged by ultra-violet and violet-blue light than it is by light with longer
wavelengths. The Stellaris® PC Vision Enhancement System incorporates filters to remove ultra-violet light
and violet light, but it is not possible to eliminate more of the phototoxic influence without significantly

discoloring the light output.
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Figure 1.46. Phototoxic sensitivity vs. light wavelength.

1 Phototoxic sensitivity. 2. Filtered in Stellaris PC. 3. Aphakic hazard weighting function. 4. UV.
5. Visible.

Note that the xenon lamp has a greater phototoxic effect than xenon-mercury for the same apparent brightness.

Time dependency

The risk of developing photoretinitis depends not only on the intensity of light, hut also on the duration of the
exposure, i.e. the total dose of intensity times duration must be limited to prevent damage. This applies to an
uninterrupted beam at a particular point on the retina. Normal surgical procedures do not involve exposure to a
single point on the retina and movement of the light guide would be expected to extend the time before which
photoretinitis might occur.

A

CAUTION: The light emittedfrom this instrument is potentially hazardous (see third note below). The
longer the duration of exposure, the greater the risk ofocular damage. Exposure to lightfrom
this instrument when operated at various outputs may exceed the safety guideline after the
times listed in the table below when used with a Bausch + Lombfocal type probe:

1-66 Operators Manual 110017315EN Rev. C

Viewed/Printed: 10 Apr 2014 *GDMS Copy-Use per procedure* A-110017315EN Rev ¢
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



B&L CONTROLLED DOCUMENT Status: Effective Effective Date: 26/Mar/2014

1 Getting Started

Time to exceed 10 J/cm” weighted radiant exposure guideline, in minutes, at a working distance of 15 mm.

Mercury Xenon
Lamp Filter:
None Amber Green Yellow None Amber Green Yellow
Setting:
1004 36 >120 a2 54 18 >120 20 2%
60% 61 >120 70 90 30 >120 34 4“
50% 73 >120 83 108 3 >120 4 53
40%
Default 91 >120 104 >120 45 >120 51 66
Setting
30% >120 >120 >120 >120 60 >120 68 88
20% >120 >120 >120 >120 90 >120 102 >120
10% >120 >120 >120 >120 >120 >120 >120 >120
Note: The exposurefrom all light sources is cumulative and additive.
Note: Ifthe intensity ofany ofthe light sources is reduced to 50% o fthe maximum intensity, the

exposure timefor that lightsource to reach the exposure guideline is doubled. This linear
relationship can be used to determine the time to reach the exposure guidelinefor the
combination oflight sources at various intensity settings.

Note: The ISO 15004-2:2007 weighted radiant exposure guideline is 10 J/cm”.

Note: When using two lamps simultaneously at arbitrary settings, theformulafor calculating the time
to reach the exposure threshold with both lamps running is:
tc = I/[(sI/t],100)-v(s2/t2,100)] where:
tc = time to reach the thresholdfor the combination ofthe two lamps
sl= (setting oflamp 1in % /100%)
s2 = (setting oflamp 2 in % /100%)

t1,100 = time to reach the threshold with lamp 1 at 100%

t2,100 = time to reach the threshold with lamp 2 at 100%

Note: The use offibers with widerfields of illumination thanfocalprobes at the same setting and
working distance will increase the time before the guidance threshold is exceeded.
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Thermal

High intensity visible and infrared light is absorbed as heat in the retina. The Stellaris® PC includes filters to
remove the unwanted infrared from the light output but the visible light also contributes to the heat absorbed by
the retina.

18015004-2:2007 advises limits to the thermal power density received by the retina (in W per cn). Unlike
photoretinitis, these limits are not time-related. With the high intensity output of the Stellaris® PC Vision
Enhancement System it is possible to exceed these limits with a focal probe at 100% output level with the probe
close to the retina.

Color filters
For the lamp in position 1, the user may select one of three color filters that tint the light output to give
improved visualization in certain circumstances according to surgeon preference.

The current pre-installed filter colors in the Stellaris® PC illumination module are green, yellow and amber.
Additional color options may become available later and at customers’ request can replace any or all of the
current colors.
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1.14. Multimedia Center (MMC) (optional)

The Multimedia Center (MMC) is used to overlay the surgical parameters output from the Stellaris® PC Vision
Enhancement System to the video image of the surgical site captured by the operating microscope camera. The
combined image is output to a video monitor and/or a video recorder to be displayed and stored for future use.

The MMC is NOT intended for diagnostic purposes.

Installation

Assure all equipment is turned off before making any connections. Position the MMC on a flat surface
near the video monitor and/or recorder to be used.

WARNING: The MMC is notto beplaced inside the patient environment.

A

CAUTION: Do notplace the MMC on devices that radiate heat.

A

CAUTION: The MMC may be damaged iffluids are spilled on the outer enclosure.

Figure 1.47. Multimedia Center (MMC) rear panel.
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Figure 1.48. Labeled MMC Rear.

1 S-Video. 2. FireWire. 3. Input from Microscope camera.
4. EthernedTruLink® Customer Support Network Connector. 5. Power Input. 6. For Service Only.
7. USB Ports For Service Only. 8. Input from Stellaris® PC Vision Enhancement System.
9. Output to Display Monitor. 10. Composite Video.

Figure 1.49. MMC connections.

1 Intemet/Intranet Connection. 2. AC Electrical Power Source. 3. Optional Connection Without
Recording Device. 4. Video Camera (Not Supplied). 5. Optional Recorder (Not Supplied).
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2. Connect the detachable power cord (B) to the MMC and plug it in to the AC power source.

A

WARNING; Do notplug the MMC into multiple portable socket outlets or extension cords.

3. Connect the video input cable (D) from the surgical microscope camera to the VIDEO IN connector (use
the included RCA Plug to BNC Jack adapter if necessary) or S-VIDEO IN connector of the MMC (L).

WARNING: The surgical microscope camera must be medical grade.

Q

Note: The VIDEO IN connector requires that the camera output impedance be setto NORMAL or
75 OHMS ifthe camera has a switch setting or adjustmentfor output impedance.

Using the video output cable (E) provided with the MMC, connect the COMPOSITE VIDEO OUT or
S-VIDEO OUT from the MMC (L) to the user supplied video monitor (H). If desired, the video cassette
recorder (G) (per manufacturer’s instructions for that equipment) may be connected between the MMC
and monitor using user supplied cables. Use the included RCA Jack to BNC Plug adapter if necessary.
The video monitor must be connected to the MMC before the MMC is powered up. If the MMC is
powered up with no monitor or recorder connected, the video output with the overlay may not appear.
The MMC must be powered down and powered up again with the monitor connected.

Note; The COMPOSITE VIDEO OUT output must be used ifthe inputvideo signal is connected via
the COMPOSITE VIDEO IN connector. The S-VIDEO OUT output must be used ifthe input

video signal is connected via the S-VIDEO IN connector.
WARNING: The VCR and/or Monitor connected to the MMC must be medical grade orplugged into a
medical grade isolation transformer.

5. Attach the Ethernet cable on the back of the stellaris® PC Vision Enhancement System Computer Unit
(J). Attach the other end of the data communications cable to the Ethernet connector of the MMC (L)
labeled with the stellaris® PC Vision Enhancement System icon.

WARNING; Connecting the MMC data communication cable to equipment other than the Stellaris® PC
Vision Enhancement System may cause damage to both systems.

6. Turn on the microscope camera and the video recorder and/or monitor.

7. Verify that the image captured by the surgical microscope camera is displayed on the video monitor.
With the MMC powered off, the MMC is operating in a video bypass mode; thus the video input is
directly connected to the video output.
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8 Turn on the MMC by pressing the power on/off switch. The power indicator on the MMC front panel
will change from a bright blue to a dimmer blue.

Q

Note: Allow the MM C to stabilize to room temperature before energizing.

9. After approximately one minute, verify that the Bausch + Lomb logo appears in the lower right comer
of the video image on the monitor.

10. Turn onthe steniaris®@ pc Vision Enhancement System as directed in Chapter 1 The stellaris® PC
Vision Enhancement System mode and settings information will not be displayed until a surgical mode
is entered.

11 Verify that the steliaris@ pc Vision Enhancement System’s mode and setting information is overlaying
the video image from the microscope camera on the video monitor.

Video Capture

The MMC has FireWire DCAM output capability, which can be used to send video to a personal computer
for video capture. To take advantage of this capability, you must install software to support your video capture
software. This software may be obtained by contacting Bausch + Lomb Global Product Support.

Q

Note: A sixfoot FireWire cable isprovided with the MM C module.

1.15. Laser Function

Q

Note: Laserfunctionality may or may not be available in your region. Even ifavailable inyour region,
itmay or may not be installed on your system.

Note: Calibration ofthe laserfunction should be performed annually, as described on page 6-3.

Note: The laserfunction is only available in Posterior/Combined modes.
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Potential Risks

DANGER:

DANGER:

WARNING:

WARNING:

A

A risk offire and/or explosion exists when the laser outputis used in the presence of
flammable materials, solutions or gases, or in an oxygen-enriched environment. Some
materials -for example cotton wool saturated with oxygen - may be ignited by the high
temperaturesproduced in normal use ofthe laser equipment. Flammable solutions usedfor
cleaning or disinfecting, or solvents ofadhesives should be allowed to evaporate before the
laser equipment is used. There is also danger ofignition ofendogenous gases.

Do not remove protective covers, due to shock hazard and accessible laser radiation. Refer
servicing to laser qualified personnel.

Do notattempt to operate the laser ifyou suspectitis not working properly. Onlyfactory
trained personnel should have access to the interior o fthe laser.

Since the aiming beam passes down the same delivery system as the treatment beam, it
provides a good method ofchecking the integrity ofthe delivery system. Ifthe aiming beam
spotis notpresent at the distal end ofthe delivery system, or its intensity is reduced or it looks
diffused, this is a possible indication ofa damaged or notproperly working delivery system. If
possible, try a differentdelivery device. Ifthere is any doubt, contact Rausch +bomb Global
Product Support. See Chapter Chapter 7for a list ofservicefacilities.

WARNING: Inspectthe moveable microscopefilter periodically before use to assure there are no scratches
or other damage, and that it is operating properly.

WARNING: Remove all reflective hazards near the laser before operating the laser.

WARNING: Allsupportpersonnel who are present during laser treatment must wear appropriate laser
protective eyewear.

WARNING: The laser protective eyewearprovided is not optimizedfor the aiming beam. DO NOT look
directly into the aiming beam even with laser protective eyewear.
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A

WARNING;

>

WARNING:

>

WARNING;

>

WARNING:

>

WARNING:

>

Never look directly into thefiber optic cable which delivers the aiming or treatment laser
beam, with or without laser safety eye wear.

Each delivery device has a proprietary connection that identifies its transmission
characteristics. Devices made by other manufacturers cannot be guaranteed to work properly
with this system and may result in either no operation or inaccurate laser delivery which
could resultin serious permanentpatient injury.

The use of unapproved delivery devices may cause inaccurate laser delivery which could
result in serious permanentpatient injury. Use only approved delivery devices.

Careless handling ofthefiberoptic cable, such as improperly inserting or securing the
connector, or sharply bending the cable and/or the delivery system could result in serious
permanentpatient or user injury.

There are potential hazards when inserting, sharply bending, or improperly securing the
fiberoptic cable. Notfollowing the recommendations ofthe manufacturer may lead to damage
ofthefiber or delivery system and/or harm to the patient or user.

CAUTION; The use ofcontrols or adjustments orperformance ofprocedures other than those specified
herein may resultin hazardous radiation exposure.

CAUTION: The Primary (Integrated) Foot Control, EndoProbe and bl O should be used within 2 meters
ofthe Stellaris® PC Vision Enhancement System.

CAUTION: Never leave the powered laser unattended. Before leaving, turn offthe laser key switch,
remove the laser key, andplace it in a secure location.
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A

CAUTION: Never leave the laser in Ready state when nottreating a patient.
CAUTION: Position all laser delivery devices (L10 or EndoProbes) such that laser energy is never

directed toward a door, window, or reflective surface.

Q

Note: A laser safety officer should be appointed to supervise the installation and use ofthe system.

Q

Note: The treating physician bears sole responsibilityfor determining the applicability ofthe laser
system for any patient or condition, andfor the clinical effects ofany treatment delivered.

Q

Note: See page 1-93for a description ofroom interlocks, andpage 6-4for specific wiring instructions.

Laser System Description

Photocoagulation in the posterior mode is accomplished with the optional Stellaris® PC Vision Enhancement
System Laser function. The treatment laser provides a visible green (532 nm CW, 2 W max.) class 4 laser for
photocoagulation, and a class 2 diode aiming laser (635 nm CW < ImW max.). Laser energy is delivered into
the eye through a fiberoptic delivery device. The low-power, red aiming laser is used before and (optionally)
during the firing of the treatment laser.

The laser and the type of delivery device determine which clinical treatments can be performed with this
system. The Stellaris® PC Vision Enhancement System laser delivery devices are:

* Stellaris® PC Vision Enhancement System Endolaser photocoagulation probes

* Laser Indirect Ophthalmoscope (LIO) for transpupillary delivery of laser energy

Photocoagulation is available when the laser function is installed and the Vision Enhancement System is
operating in the posterior segment surgery mode. The laser function is accessible from the pre-programmed
Clock Menu.

The laser panel is immediately below the instrument tray, and contains the red Emergency Laser Stop (E-stop)
button and the Key Switch.
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X

Figure 1.50. Front Panel with Emergency Laser Stop button, air vents and Key Switch.

A laser key switch prevents unauthorized use of the laser function. The laser will not operate unless the laser
key is inserted and in the On position. The laser key may be turned on when the system is powered up, so it will
be prepared for use. It will take the laser from 40 seconds to several minutes to reach its operating temperature.

The system will sound a laser tone when the laser is firing. There is a volume control for the laser active tone,
but the tone cannot be turned off (see page 2-21).

The Emergency Laser Stop Button (E-stop) is a red button located on the front of the system. When pressed,
laser emission immediately stops, all related circuits are disabled, and a message is displayed. When the
message is cleared, the last status will read Emergency Laser Stop.

To re-enter Standby mode, cycle the laser key off and on. The shot counter, laser total time and average power
will be reset to zero. The current laser power setting, interval and duration will maintain their prior settings and
the system will be in Standby Mode.

The laser delivery device connects to top, left port on the front of the system, as shown below.
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Figure 1.51. Laser handpiece (left) and L10 (right) connected to system.

System States
The Stellaris® PC Vision Enhancement System laser has four possible states, as described below.

Laser System Treatment Laser Aiming Beam

off Disabled off
Standby Disabled on or Off
Ready Ready to fire when Foot Pedal On
depressed
Treat Actively Firing On (default setting)
Q
Note: System settings can be changed to turn the aiming beam ojfwhen laser isfiring.

Operating Modes
The available surgical tools and modes are:

* Endo - Single Shot, Pulsed, and Continuous Modes
The EndoProbe consists of a blunt intraocular needle, a handle, and a fiberoptic cable. An Endo
submode is typically used during vitrectomy, to perform an Endophotocoagulation procedure to seal
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Laser User Interface

The Laser Mode can be pre-programmed in the user file to be available in the surgical screen Clock Menu.
When Laser Mode is selected, the surgical screen will display laser settings and system status (see Figure 1.53).

Figure 1.53. Surgical Screen with Laser on, in Standby State.

The submode menu appears adjacent to the Laser segment of the Clock Menu. The Aiming setting globe and
Laser Power setting globe appear in the middle of the screen, just above and on either side of the Laser Status
window. The Laser Status window includes the laser shot counter, a button to reset the counter, and the laser
status button (toggles between Off, Standby, Ready, and Treat). There may also be a Shot Selector drop down
menu that toggles between Single Shot and Repeat (continuous) modes, as shown in the lower right comer of
Figure 1.53.

If the surgeon’s file has been programmed to include Laser Mode, the Clock Menu will display the Laser
segment. Select the laser submode drop down button to display list of laser submode options.
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Laser

ENDO - Continuous

Figure 1,54. Laser Submode Option List.

The laser function parameters (Power and Duration) can be changed through the setting globes on the right side
of the screen.

A touch button on the surgical screen, below the laser Interval setting globe, allows toggling between Single
Shot and Repeat Modes. When set to single shot, pressing the laser firing switch will deliver a single laser pulse.
When set to Repeat, pressing the laser firing switch will deliver a continuous series of laser pulses until the
firing button is released. Alternately, the Primary (Integrated) Foot Control side buttons can be programmed to
toggle between the two laser shot settings using the More Screen Laser Tab (page 2-21).

Note: The numeric keypad is only accessible ifthat surgicalfunction is notcurrently in use.

The laser output power may be adjusted from 50 to 200mW for the Endo submode, from 50 to 500 mw for
Endo-Continuous submode and from 50 to 2@ mW for LIO submode using the up/down arrows:

The Laser duration and interval are adjustable from 10 - 3000 ms in steps of:
* 10ms from 10- KKOms
* 50 ms from KHO- 5(X) ms
» 100 ms from 5tO- 3D ms

Note: The Duty Cycle (ratio ofthe duration ofeach pulse to the sum ofthe duration and interval
between pulses) can be no more than 50%. When the duration is incremented to a value greater
than the interval, the interval will be increased to equal the duration.
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The counter increments once for each laser pulse fired during the procedure. Selecting the clear button resets the
counter to zero.

The status button to the right of counter indicates the current status of the laser - Off, Standby, Ready, Treat.
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Figure 1.55. Surgical Screen, Laser Endo Submode, Laser in Ready.

Aiming Beam

The Aiming Beam controls, including the power setting and On/Off control button, are displayed just below

and to the left of the center Clock Menu. The Aiming Beam is always on when the system is in Ready state,

and is user-programmable to be either On or Off while the system is in Standby state, and On or OIf during the
treatment pulse, through the More Screen Laser Tab (page 2-21). These options can also be pre-programmed in the
surgeon file.

The intensity of the Aiming Beam Tool is displayed as a percentage of full power (O.SmW). This percentage

may be changed using the Up/Down arrows on that control, in 5% increments. Selecting the displayed number
will bring up a numeric keypad, on which you can enter an exact percentage.
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LIO Lamp Tool

The LIO Lamp Tool settings are displayed to the left of the Aiming Beam Tool when Laser L1O submode is
selected. The window displays the LIO Lamp status (on/off) and its current power setting. The intensity of the
LIO lamp is displayed as a percentage of power from 5% to 100% in 5% increments. This percentage may be
changed using the up/down arrows, or selecting the number brings up a keypad where you can enter an exact
number.

The LIO Lamp Tool will be displayed if the LIO submode is selected, even if there is no Laser Indirect
Ophthalmoscope connected to the system.

Figure 1.56. Surgical Screen, Laser LIO Submode, Laser in Standby.
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Figure 1.57. System with L10O connected.

The LIO Lamp cable connects to the port on the left side of the Stellaris® P C Vision Enhancement System,
second connector from the bottom.
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Figure 1.58. Room Interlock (7) and Microscope Filler Interlock (6) ports.

1 Fuse Holder. 2. Main Power Switch, disconnects system from mains voltage. See 60601-1,
paragraph 8.6.7. 3. Ethernet Port. 4. Secondary (L1O) Foot Control Port. 5. Primary (Integrated) Foot
Control Backup Cable Port. 6. Microscope Filter Interlock. 7. Room Interlock. 8. Potential Equalization
Connector. 9. Power Cord Input. 10. Power Cord Retention Clip.

See page 6-4 for details on use of interlocks.
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Figure 1.59. Surgical Screen showing Laser L10 selected and Laser in Standby state.

EndoProbe

A

The L1O lamp tool is displayed indicating LIO is connected.

WARNING: Avoid unnecessary illumination ofthe retina using the aiming beam.

WARNING; Do notapply excessive stress to the EndoProbe to avoidproduct damage.

A

WARNING: Avoid contact ofthe EndoProbe tip with other instruments because ofthe risk of uncontrolled

scatter or damage to the EndoProbe.

A

CAUTION: Allproducts should be stored in a clean and dry environment.
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1 Getting Started

The Laser Endo submode allows the user to deliver laser energy inside the eye with the laser EndoProbe.
Contact your Bausch + Lomb representative for a list of available EndoProbes. Bausch + Lomb offers many
EndoProbe configurations to meet user needs, in both straight and curved versions. lluminating EndoProbes
incorporate illumination to provide visualization and laser treatment. Aspirating EndoProbes incorporate
aspiration to provide suction and laser treatment.

Figure 1.60. System connected with llluminating EndoProbe.

Figure 1.61. System with Aspirating EndoProbe.

EndoProbes are available in 20g, 23g and 259 sizes.

Endo Submode Set-Up and Use

These procedures assume the system is properly connected and running in the Posterior or Combined domain,
and that the system is at the Surgical Screen.

A.  Ensure that the room Interlock or the room interlock bypass key is connected to the system.

B.  Ensure that the eye safety filter is installed in the microscope.
 Ifafixed filter is in use, connect the laser filter bypass key to the system.
 Ifatwo-position filter is in use, connect the interlock filter cable to the system.

C.  Ensure all personnel in the operating room are wearing their laser protective eyewear.

D.  Ensure the desired foot control is communicating with the system.
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1 Getting Started

Remove the protective caps, and connect the EndoProbe delivery device. Tighten the connector finger
tight only.

When attaching a delivery device to thefiberoptic port, do not overtighten the connector, or it
will be difficult to disconnect. Therefore, onlyfinger tighten this connection.

Insert and turn the Laser Key clockwise, one quarter turn to power on the laser.
Select the Laser Mode from the Clock Menu.

Select the Laser Option List button to open the Laser Option List.

Select Endo or Endo-Continuous from the Laser Option List.

Open the laser firing switch cover, if using the Primary (Integrated) Foot Control.

Follow the prompts on the Laser Status window. After successfully performing all setup procedures,
the system will be in Standby state.

Use the up/down arrows to adjust the power, duration and interval desired. The green la.ser Counter
Reset command may be used to clear the pulse counter.

Select the Standby button to enter Ready state. When entering the Ready state, do not depress the laser
foot button. The button will blink, and in about 3 seconds will provide audio feedback that the system is
in the Ready state.

Press the firing button to activate the laser. Always toggle the laser to Standby state when not preparing
to deliver the laser.

When finished, turn the Laser Key one quarter turn counterclockwise to power down the laser. Remove
the Laser Key and secure it in a safe location.

For detailed instructions, select Show Steps Laser and a new screen will appear. Select Laser EndoProbe and a
new tabbed screen will appear, detailing the required steps and showing animations of how to perform each step.

LIO Submode Set-up And Use

These procedures assume the system is properly connected and running in the Posterior or Combined domain,
and that the system is at the Surgical Screen.
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Figure 1.62. L10 Headset (insert) with connections.
Ensure that the room interlock or the room interlock bypass key is connected to the system.
Ensure that the microscope bypass key is connected to the system.
Ensure all personnel in the operating room are wearing their laser protective eyewear.
Ensure the desired laser Foot Control is communicating with the system.

moo m >

Remove the protective caps, and connect the LIO delivery device and lamp to the stellaris® pc Vision
Enhancement System. Tighten the connector finger tight only. Assure that the L10 delivery device and
lamp power cable are kept out of the sterile field.

Note: When attaching a delivery device to thefiberoptic port, do not overtighten the connector or it
will be difficult to disconnect. Therefore, onlyfinger tighten this connection.

Turn the Laser Key clockwise, one quarter turn to power on the laser.
Select Laser Mode from the Clock Menu.

I & m

Select the Laser Option List drop down menu to open the Laser Option List.
Select LIO from the Laser Option List.

J. Follow the prompts on the laser status window. After successfully performing all setup procedures, the
system will be in Standby state.

K Use the up/down arrows to adjust the power, duration and interval desired. The green laser Counter
Reset command may be used to clear the pulse counter.
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1 Getting Started

L  Select the Standby button to enter Ready state. When entering the Ready state, do not depress the laser
foot button. The Standby button will blink, and in about 3 seconds will provide audio feedback that the
system is in the Ready state.

M.  Press the firing button to activate the laser. Always toggle the laser to the Standby state when not
preparing to deliver the laser.

N.  When finished, turn the Laser Key one quarter turn counterclockwise to power down the laser. Remove
the Laser Key and secure it in a safe location.

Note: After removing a delivery device, remember to attach the protective cap to the inputend (that
attaches to the system). The input end collects dirt andfingerprints, which can interfere with
transmission oflight and may destroy thefiber. Make sure to attach the caps on the delivery
device and on thefiberoptic port after each treatment.

For detailed instructions, select Show Me Steps and a new screen will appear. Select Laser LIO from the
drop-down list and a tabbed screen will appear detailing the required steps and showing animations of how to
perform each step.

Laser Safety Information

General Measures

Operating room personnel must wear adequate eye protection if they work within 4 meters of the delivery

end of the laser system while it is in ready or treat state. The NHZ for the EndoProbe as calculated per ANSI
Z136.1-2007 is 4 meters using a beam divergence half angle of 4.5 degrees, an average aversion reflex time of
0.25 seconds, and assuming that a (worst case) 2 watt accidental boresight exposure.

Al ancillai7 personnel who can be exposed to a laser beam directed out of the Laser Indirect Ophthalmoscope
(L1O) must wear eye protection. The NHZ for the LIO as calculated per ANSI Z 136.1-2000, Table B6, is

20 meters using an aversion reflex time of 0.25 seconds, and assuming that a (worst case) 2 watt accidental
boresight exposure.

Protective Measuresfor the Green Treatment Beam

Protection for Physicians

Eye safety filters protect the physician’s vision from backscattered treatment laser light. Integral eye safety
filters are permanently installed in the Laser Indirect Ophthalmoscope (LIO) delivery device at the factory. For
Endolaser applications, a separate discrete Eye Safety Filter assembly must be installed into each viewing path
of the operating microscope. All eye safety filters have an optical density (OD protection of > 3.0 [EN 207 L5])
at the laser wavelength of 532 nm, which is sufficient to permit long-term viewing of diffuse 532 nm laser light
at Class 1levels.
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Protection for Ancillary Personnel

To adequately protect the eyes of ancillary personnel within the Nominal Hazard Zone (NHZ) from both
accidental intrabeam (boresight) viewing or long-term viewing of diffuse reflections of the treatment beam, all
personnel must wear Laser Protective Eyewear which offer a minimum OD protection of 3.5 (EN 207 L5) or
greater at the laser wavelength of 532 nm. Appropriate laser safety eye wear is permanently identified with the
protection wavelength and OD.

Protective M easures for the Red Aiming Beam

The laser system allows adjustment of the power of the red aiming laser over a continuous range from zero
mW to a maximum power of < 1 mW. When set for maximum power, the red aiming laser generates Class 2
radiation, and staring directly into the beam can cause retinal damage.

Reflective Hazards

Laser beams reflected from specular surfaces can harm the eyes of the physician, the patient, or others. Any
mirror or metal object which reflects the laser beam can constitute a reflection hazard. Make sure to remove all
reflection hazards near the laser, and use nonreflecting instruments whenever possible. Be careful not to direct
the laser beam at unintended objects.

For questions in the U.S. regarding laser safety requirements or training refer to ANSI Z136.1or contact the
Laser Institute of America, http://Awww.lia.org or (800) 345-2737, 13501 Ingenuity Drive, Suite 128 Orlando, FL
32826.

Compliance with FDA-Required Safety Features

The United States Food and Drug Administration (FDA), under Title 21 of the Code of Federal Regulations
(CFR) Subchapter J, Part 1040, has established that all laser products distributed in the U.S. must incorporate
specific laser safety features. This laser function complies with these regulations as follows:

* Protective Housing Safety Interlocks (21 CFR 1040.10 (f)(1))
The Laser Module’s internal housing prevents access to all unintended emission of laser radiation.
Special tools are required to open the protective housing. The laser port is electronically interlocked so
that no laser energy can be emitted without the correct connection of the delivery device.

 Safety Interlock (21 CFR 1040.10 (f)(2))
An electronic interlock prevents the Laser Module from emitting laser energy if a delivery device is
absent or incorrectly connected.

* Remote Interlock Connector (21 CFR 1040.10 (f)(3))
A connection labeled with the remote interlock symbol on the power input module allows
incorporation of external interlock switches or safety circuits (for example, a switch that will disable
the laser whenever a hospital operating room door opens). The laser function will not operate unless
the two pins in the Remote Interlock jack are electrically connected. A connector will be provided that
can override this interlock.

» Ifexternal interlocks will not be used, insert the connector.

* Ifincorporating an external interlock, it must be connected to the system. When the external switch
circuit opens, it will open the remote Interlock circuit and automatically shut down all laser circuits
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within the module. The status display on the display will read “Room Interlock is open” to indicate
that electrical continuity must be reestablish in the interlock circuit before treatment can resume.
After the interlock circuit is closed, the system will re-initialize itself to Standby state. Power, pulse
duration, interval, and the counter will return to the most recent settings. To resume treatment,
simply press the Standby/Ready button to re-enter ready mode.

Key Switch (21 CFR 1040.10 (f)(4))
The module will only operate when the proper laser key is in place. The laser key cannot be removed
while the Key Switch is in the “on” position.

Laser Tum-On and Emission (21 CFR 1040.10 (f)(5))

The module has a two step laser sequence to turn on the laser. First, insert the laser key into the key
switch on the front of the module and turn it clockwise to the ON position. This initiates a diagnostic
sequence and initializes the control system. When the appropriate delivery device is attached, the
Standby and status display for the specific delivery device will illuminate. During Standby state the
control system withholds power from the laser system. When ready mode is selected, there will be a
three second delay before the ready mode is activated. The system will treat (deliver laser energy) only
when in treat mode and one of the Laser Module compatible footswitches is activated. An audible tone
is generated during delivery of laser energy. The volume of the tone can be adjusted, but it cannot be
turned off.

Laser Beam Attenuation (21 CFR 1040.10 (f)(6))

The treatment laser does not emit continuously but is only energized when laser delivery is intended.
Power is withheld from the laser system by a fail safe combination of electronic elements until all
requirements for emission are met and either laser Primary (Integrated) Foot Control is depressed.
The aiming beam intensity is controlled by the aiming beam adjustment. Turn off the aiming beam by
selecting the Aiming Beam tool on the user interface, and turning off the aiming beam.

Location of Controls (21 CFR 1040.10 (f)(7))
Al laser controls for the module and delivery devices are located at a safe distance from the laser
aperture.

Viewing Optics (21 CFR 1040.10 (f)(8))

The Laser Indirect Ophthalmoscope Plus contains an integral eye safety filter which ensures that
any laser radiation returned to the physician’s eyes during clinical use does not exceed CDRH Class
1limits. When using laser delivery devices that do not contain integral eye safety protection, the
user interface will automatically prompt for confirmation that an eye safety filter is installed before
treatment begins. If using an operating microscope with the module, an appropriate Eye Safety Filter
must be installed in the viewing path of the microscope. An appropriate eye safety filter will be
designated with 532 nm. A list of acceptable filters is given in Chapter 6. When correctly installed, the
appropriate eye safety filter will protect from potentially unsafe laser radiation (i.e., radiation which
exceeds Class 1limits) when looking into the microscope. Always confirm that the eye safety filter
to be used with the module is marked for use with 532 nm laser light. The moveable safety filter is
electronically interlocked to the module via the SmartKey connector on the power input module to
prevent the selection of ready mode when a safety filter is not installed.

Manual Restart (21 CFR 1040.10 (f)(10))

The module can tolerate minor power disruptions lasting only a few cycles without shutting down or
changing the intensity of the laser beam. However, it immediately disables all laser circuits whenever
the supply of electrical power fluctuates severely or the Remote Interlock circuit opens. To manually
restart the system, let it finish the initialization sequence, and if the fault condition is no longer
detected, the system will enter the Standby state. To begin operation of the laser, reset the power level
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and re-select ready mode. The system cannot deliver laser energy without the operator making these
adjustments.

Internal Power Monitor (21 CFR 1040.11 (1))

The system reads the output laser power emitted from the delivery device. Two power monitors
independently measure and verify the proper laser power before coupling it into the fiberoptic cable. If
the power measurements from the two monitors vary, the system automatically enters the Call Service
mode, and displays an error message. Press the button to return to the Standby state.

Laser Safety Labels (21 CFR 1040.10 (g))
Al laser safety labels included on the system are illustrated in Chapter 8.

Additional Laser Safety Features

Laser Tum-On Sequence; Emission of laser radiation requires the user to:

(1) Insert the laser key and turn the lock from off to on.

(2) Press the “Standby” button to change to “Ready” on the user interface. There is a three-second
sequence in which the Primary (Integrated) Foot Control is locked out during which the module
conducts a brief diagnostic sequence and initializes the control and safety circuitry.

(3) Depress the predefined laser foot pedal to fire the laser. This sequence must be successfully
completed and all connection requirements must be satisfied before laser energy can be emitted.

Laser Primary (Integrated) Foot Control: When the system is in ready mode, the physician activates the
treatment laser with either the Primary (Integrated) Foot Control or the Secondary (LIO) Foot Control.
Both are water tight and shrouded for safety. Several safety features are incorporated into the laser
Primary (Integrated) Foot Control circuit to prevent accidental emission of energy: dual signal lines to
prevent accidental contact, two separate switches that must be closed in order to obtain laser emission,
and it must be correctly installed. The system always tests for a properly connected footswitch before
entering ready mode. An error message will be displayed if there is damage or an improper connection.
Replace either Foot Control if it is damaged or if the cord becomes damaged or worn, or fails to make
the proper connection. The module will not allow adjustment of the treatment settings while either
laser firing switch is depressed.

Emergency Laser Stop Button: The Emergency Laser Stop Button (E-stop) is a red button located

on the front of the module. When pressed, laser emission immediately stops, all related circuits are
disabled, and the system display reads “Emergency Laser Stop!” To re-enter Standby mode, press the
E-stop button again. Tbe counter, pulse duration, and interval will be restored to their prior settings and
the system will be in Standby Mode.

Audio Tone; During laser emission, a distinct audible tone between 45 dBA and 65 dBA will sound.
The volume can be turned down, but the tone cannot be turned off.

Compliance with FDA-Required Safety Features

1-92

Protective Housing Safety Interlocks (21 CFR 1040.10 (f)(1))
Safety Interlock (21 CFR 1040.10 (f)(2))

Remote Interlock Connector (21 CFR 1040.10 (f)(3))

Key Switch (21 CFR 1040.10 (f)(4))

Laser Turn-On and Emission (21 CFR 1040.10 (f)(5))

Laser Beam Attenuation (21 CFR 1040.10 (f)(6))

Location of Controls (21 CFR 1040.10 (f)(7))
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* Viewing Optics (21 CFR 1040.10 ()(8))

» Manual Restart (21 CFR 1040.10 (f)(10))

* Internal Power Monitor (21 CFR 1040.11(1))
 Laser Safety Labels (21 CFR 1040.10 (g))

Laser Interlocks

Two system interlocks are included in the Stellaris® PC Vision Enhancement System. The system can not
be placed in Ready mode with an interlock open. If the system is in Ready mode or Treating (firing) and

an interlock opens, the system will be placed in Standby mode. The status display on the display will read
“Interlock is open” to indicate that electrical continuity must be reestablished in the interlock circuit before
treatment can resume. After the interlock circuit is closed, the system will re-initialize itself to Standby state.
Power, pulse duration, interval, and the counter will return to the most recent settings. To resume treatment,
simply re-enter ready mode.

Connecting the System to the Microscope Filter

Eye safety filters protect the physician’s vision from backscattered treatment laser light. Integral eye safety
filters are permanently installed in the Laser Indirect Ophthalmoscope (LIO) delivery device. For endolaser
applications, a separate discrete Eye Safety Filter assembly must be installed into each viewing path of the
operating microscope. All eye safety filters have an optical density (OD protection of >3.0 [EN 207 L5]) at the
laser wavelength of 532 nm sufficient to permit long term viewing of diffuse 532 nm laser light at Class 1levels.

The Stellaris® PC Vision Enhancement System will not allow the laser to fire unless the microscope filter
circuit is closed, either through wiring it to filter the or inserting a bypass key.

If you wish to incorporate the microscope filter interlock, connect the wires to your system. When your external
switch circuit opens, it will open the remote interlock circuit and automatically shut down all laser circuits
within the module. The status display on the Stellaris® PC Vision Enhancement System will read “Filter
Interlock is open” to remind you that you must reestablish electrical continuity in the interlock circuit before
treatment can resume. After the interlock circuit is closed, the system will re-initialize itself to Standby state.
Power, pulse duration, interval, and the counter will return to the most recent settings. To resume treatment,
simply re-enter ready mode.

Adaptor Cable (BL3242) will be needed to use these filters with the system.

Remote Interlock Connector (21 CFR 1040.10 (f)(3))

The Stellaris® PC Vision Enhancement System will not allow the laser to fire unless the Remote Interlock
circuit is closed, either through wiring it to a facility interlock circuit or inserting a bypass key. A remote
interlock connection gives you the opportunity to incorporate your own external interlock switch or safety
circuit (for example, a switch that will disable the laser whenever a hospital operating room door opens).

If you wish to incorporate an external interlock, connect the wires to your own switch. When your external
switch circuit opens, it will open the remote interlock circuit and automatically shut down all laser circuits
within the module. The status display on the Stellaris® PC Vision Enhancement System will read “Room
Interlock is open” to remind you that you must reestablish electrical continuity in the interlock circuit before
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treatment can resume. After the interlock circuit is closed, the system will re-initialize itself to Standby mode.
Power, pulse duration, interval, and the counter will return to the most recent settings. To resume treatment,
press the Standby/Treat button to select treatment mode.

A room safety light interface can be connected on the same circuit as the room interlock, and must interface to a
24V relay.

If you choose not to use the facility interlock, you may use a room interlock bypass.

Q

Note: Ensure both interlock bypass keys are inserted when you want to use the laserfunction.
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2 User Interface

User Interface

This chapter introduces you to the basic operation of the Stellaris® PC Vision Enhancement System. The
Anterior domain system allows the use of phacoemulsification, irrigation/aspiration, irrigation only and
coagulation functions. The Posterior domain allows the use of posterior vitrectomy, Fluid/Air Exchange,
coagulation, endoillumination, fragmentation. Air Forced Infusion, viscous fluid control, and laser
photocoagulator. The combined domain includes all functions from both domains.

2.1. Basic Interface Controls

Setting Globe

For a single valued function, a round setting globe will display the current value. The value can be incremented
or decremented using the up and down arrows, or the value itself can be selected to activate the pop-up keypad
(see page 2-5) and enter a value.

85

Figure 2.1. Setting Globe.

Setting Tube

This control allows you to set the limits of a system parameter. The current value is displayed in the center of
the tube. The maximum allowed value, shown at the top of the tube, may be changed by using the increment and
decrement buttons that appear immediately above and below the value, or by selecting the value itself to activate
the pop-up keypad (see page 2-5) and enter a value. The minimum allowed value, located at the bottom of the
tube, can be changed by selecting the value itself to activate the pop-up keypad (see page 2-5) and enter a value.
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Figure 2.2. Setting Nibe.

Command Button

This is a single button control which displays a command, and initiates that action when selected. No value is
associated with this control and holding it down performs no additional function.

Confirm

Figure 2.3. Command Button.

On/OffButton

This is a single round control that is green when the associated function is on, and grey when it is off. Select the
button to toggle between the two states.

Figure 2.4. On/Off Button.
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2 User Interface
Toggle Setting Button

This is a single button control on a labeled command button, that has a circle that is filled when the function is
on, and unfilled when the function is off. Select the button to toggle between the two states.

INMEnabjed AAAn

Figure 2.5. Toggle Settings button.

Option List

An Option List allows you to select one option from a list of available choices. Selecting the currently displayed
option will cause a list to drop down. Only one option can be selected at a given time. Selecting one option
automatically deselects others.

FiKer C
Co AHDT
Oraw THU N

YbIIOW Tint 3

Figure 2.6. Option Lists.
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Progress Bar

This graphic shows the progress of a procedure.

Prime and Tune/Test

C Cancel
Imiimiil
Figure 2.7, Progress Bar.

Typewriter Setting Button

This is a single button control, which when selected brings up a keyboard, through which you can enter
alphanumeric text.

Phase 9

Figure 2.8. Typewriter Setting Button.
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Numeric Keypad

Selecting a number on a setting globe brings up the numeric keypad. The keypad allows you to rapidly enter
numerical surgical settings or change settings. Numbers are entered by touching the numeral, then selecting
Enter to make the change. When a surgical function is active, the keypad is not available.

3
-I'C € N
O.© 0
00o©
0 ©
)© O C Cancel3
~6007 Enter

Figure 2.9. Numeric Keypad.
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Keyboard

Sometimes you will need to enter alphabetic or numeric data into the Stellaris® PC Vision Enhancement
System. A keyboard similar to that shown below will appear, and you can touch the characters in order to enter
them. Selecting the back arrow will delete the last character typed, and selecting Clear will delete all characters.
Select Enter when you are done to save the entry and return to the previous screen (or advance to next level of
programming screen).

Figure 2.10. Keyboard.

Pop-Up Message Window

This type of window appears to display informational messages. Depending on the type of message, you may
be required to take appropriate action before the system will continue. Nothing else can be done on the screen
while a pop-up window is active. The surgeon may be able to continue with the procedure once the error has
been rectified.

The Database has changed

Do you wish to sovs chsngos for
Surgoon Dr. Young? 1

GIACjID

Figure 2.11. Pop-Up Message Window.

For some messages, suggested actions to resolve the condition appear. If more than one suggested action is
available, pressing the Next button will cycle through all possible suggested actions. For some suggested
actions, a button will appear that will initiate the suggested action.
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2.2. Surgical More Screen

The More Screen allows easy access to all system parameters. The exact More Screen options available will
depend on the current state and system settings. Select the More Screen button (shown below) to open the
More Screen.

Figure 2.12. More Screen Button.

More Screen Tabs are available for Fluidics (Vacuum and Infusion), Ultrasound, Coagulation, Vitrectomy,
Primary (Integrated) Foot Control, Laser, Audio/Visual and Messages.

Q

Note: Which More Screen Tabs are available at any given time depends on the current mode and
other system parameters.
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More Screen Vacuum Tab

The More Screen Vacuum Tab shows the vacuum settings (minimum and maximum), Primary (Integrated)
Foot Control Mapping, vacuum response setting (Global On/Off, response speed), and venting method (Global
On/Off, Air or Fluid).

Vacuum mmHg

FootControl (

Mapping Unear

(1) Fastaat r)

FluM 2 )

Figure 2.13. More Screen Vacuum Tab.

More Screen Infusion Tab

The More Screen Infusion Tab can show the current Infusion type (Pressurized or 1V Pole) and Infusion Units,
IV Pole Height (current setting and maximum allowed). Patient Eye Level, Irrigation Shut-Off Delay, Infusion
Control (Auto On, Manual, Auto On/Off), Air Port (front/back) and Pressurized Infusion pressure settings.
Irrigation Fill Time, and Balanced Salt Solution container type.

The IV Pole height is the current distance between the aspiration port and the mid-point of the viewing port of
the Balanced Salt Solution drip chamber. The maximum IV Pole height is the highest setting the 1V Pole will
be allowed to reach, usually determined by the ceiling height and set at time of system installation. A zero level
bottle hanger (BL4363) is an optional accessory that allows the Balanced Salt Solution drip chamber to be level
with the aspiration port.
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Figure 2,14. More Screen Infusion Tab.

Note: The Air setting will only be shown on the surgical screen when Pressurized Infusion is selected.
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More Screen Ultrasound Tab

The More Screen Ultrasound Tab shows the current modulation status (Continuous, Pulsed, Single Burst,
Fixed Burst, Multiple Burst), and power level. Depending on which type of ultrasound modulation you are
using, you may also see number of pulses per second (PPS), duty cycle (DC), burst duration (BD), pulse interval
(PI), waveform type, or waveform depth. You can add or delete up to three modulation submodes, and can adjust

any of these settings.

~ Ultrasound
Modulation \%

/m
~ Powar %

persvcond

-lbrty Cycle %

W aveform
Ultrasound

\)/\I aveform Depth %

S
Pulsed V U/S Submode

IL

Disabled

-LIL®

Figure 2.15. More Screen Ultrasound Tab.
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2 User Interface
More Screen Vise Tab

The More Screen Vise Tab shows the injection or extraction pressure (single value or min and max) and Foot
Control Mapping (Linear, Front Loaded, Back Loaded). A surgeon level setting controls whether units are
displayed in psi or kPa (see Chapter 3).

ligactpsi

Foot Control Mo[*[>Ing

Figure 2.16. More Screen Vise Tab.
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More Screen Coagulation Tab

The More Screen Coagulation Tab shows the current minimum and maximum power levels, and the Primary
(Integrated) Foot Control Mapping mode. You can adjust either power level setting.

Poww Lav” (%)

FootControl Ntapping

Figure 2.17. More Screen Coagulation Tab.
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More Screen Vitrectomy Tab

The More Screen Vitrectomy Tab allows you to change the current subphase (Fixed Cut, Co-Linear Vit,
DualAbw Vac, DuaVYaw Cut, Single Cut), the current settings for the minimum and maximum CPM (cuts per
minute), and the current Primary (Integrated) Foot Control Mapping (if applicable).

« Owt rat* CaMm

Figure 2.18. More Screen Vitrectomy Tab.
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More Screen Foot Control Tab

The More Screen Primary Foot Control Tab has three subtabs that allow you to view and edit Settings,
Regions, and the Status of the Primary (Integrated) Foot Control. These functions are described in detail in the
Primary (Integrated) Foot Control section (see page 1-42).

The Settings Subtab shows the current functions assigned to each of the Primary (Integrated) Foot Control
buttons. Next U/S (Ultrasound) Modulation on Yaw, Reflux on Yaw, Reflux Type, and Linear Coag in Setup.
You can also load up to 4 custom sets of button settings using the Custom button.

Co*Q Infusion IHumIIMItOrs | Conlrol
Settings Regions Status
4S >
\/  Fixed Coag C UuvBEgM
UiM ar Coag In Satup L-,.— Enabled A)

Figure 2.19. More Screen Primary (Integrated) Foot Control Tab, Settings Subtab.
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The Regions Subtab shows the current settings for right or left footed operation, mode change control, the Foot
Pedal pitch regions and detent options. You can modify the starting depression position for each region.

f Sning» 1 Rgar £ stalus |

Mod» CtMinge
Control

Detent Control B\A\M_WD

Operation Mght Foot NotW hile Active

Figure 2.20. More Screen Foot Control Tab, Regions Subtab.
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The status subtab Shows the current status of several Foot Pedal options, including communication status,
battery status, and signal strength. These are informational only and not user editable.

Coag ' Infuskm  J™Jlluminatoro | Control

Settings Regions

Pitcli Usslstancs
Battsry Sm 'VB

Battsry

M ttsry Charn*
CyciM

FootControl SIN 2S3

Signal

Figure 2.21. More Screen Primary (Integrated) Foot Control Tab, Regions Subtab.
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More Screen A/V Tab

The More Screen\J \ Tab and its subtabs allow you to change many aspects of the audio and video display.

The Audio Subtab controls the master volume for the system, as well as the specific tone and volume used for
Alert, Aspiration, Coagulation, Elevated Infusion, Irrigation Infusion, Key, Laser, Reflux, Occlusion, Timer,
Ultrasound, Vise Inject, Vitrectomy, and Voice Confirmation. The selected tone will be played when that
function is active, and the frequency of the tone will change with the value of the function.

To change the tone selected for a particular function, select that function and it will appear at the top of

the screen, along with a drop down menu of all tones currently available for use. No tone may be used
simultaneously by two functions, and some functions have a required tone.

I Tone ANARAT QAN

JMTI(r)nngoanon Infusmi,\p""".‘hone 1 40% "~ Voice Confirmation

n Aspiration Ton* 0)[tono2 40%) " Alert Tone G_LI_ 40% ;
A
\Y
n Reflux Tone n Key Tone Q I 40% .
. . \Y
n Ultrasound Tone Q "ono sj401n Timor Tono O"ATonoO 40%
A Vitrectomy Tone SI 40%~ ~ Elev. Infusion Tone Ol 40%)
- -
~ Coagulaton Tono 0)|tono6 40%" LasorTons OI 40%

. . \Y
A Vise Irhoct Tono O)tono« wm vV A Occlusion Tone ),K ~  40% ,

Figure 2.22. More Screen AA' Tab, Audio Subtab.

Select the tone you want to change, then use the menu and arrows on the right side of the screen to select the
tone used for that condition, and the volume at which the tone will be played. Only tones not currently in use for
another condition will be displayed.

Voice Confirmation can also be enabled or disabled through this tab.
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The Display Tab control allows you to adjust the display brightness, voice confirmation language, and to clear
the average values and elapsed times for the surgical functions for this case.

Infusion LU mMuminators !

' Rasat Avaragea D

Figure 2.23. More Screen A/V Tab, Display Subtab.
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The Video Overlay Subtab allows you to select the language to be used for video overlays.

You can also set whether or not the system will display or combine the Video Overlay Format U/S Averages, or
whether or not the system will combine settings information. By default, the U/S data is shown as three separate
lines on the video overlay. If the U/S combine option is set to Yes, the display will appear on one line, which
will step through the three values. Similarly, settings are normally displayed on four lines, but if the combine
option is set to Yes, settings will appear on one line that will step through the values.

Finally, you can set the video overlay overscan in one degree increments from 0% to 5%.

Ogly  \KoEOMay

Vktoo OvMtay LMiguag* English <US)
Combins U/S Avsragns Display
Comblns Ssttbigs No
Vidso Ovsriay Ovsrsean 3%

Figure 2.24. More Screen A/V Tab, Video Overlay Subtab.
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More Screen llluminator Tab

The More Screen llluminator Tab allows you to enable or disable the upper and lower lamps and to set the
current power and filter (none, amber, green tint, yellow tint).

The bottom section of the More Screen Illuminator Tab displays the type of bulb currently installed in each
lamp, and the number of hours of lamp life remaining.

r

Irrigation r Save
N ion J i .
oag L Infusion lauminatore |f Foot Control J AIV Ji' Mossegos
I
lluminator Upper (% .
pper (%) C 0:
//m
lluminator Lower (%) C«« d )
Filter C Green Tint
Upperllluminator
ulb Type Xenon IRemaining
p
0
Lower llluminator iHoure
Bulb Type Xenon Mercury IIRemaining
Figure 2.25. More Screen Dluminator Tab.
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More Screen Laser Tab
The More Screen Laser Tab includes the Laser Power (mW), Laser Duration (ms). Aiming Beam in Standby

(On/Off), Aiming Beam Intensity (%), Foot Pedal (Integrated Foot Pedal, Secondary Foot Pedal), Default Laser

Shot (Single, Repeat), Aiming Beam During Pulse (On/Off), LIO (On/Off, %), Laser Foot Control Buttons
(Enabled, Disabled). Laser functionality is only available in posterior modes.

Aimint Bruh Intensity (%9 50 \ALQ% | .

FootpM M tscondsry Foot I ) Iéaul\tlltc')l'nlgool Control EnaUod

Figure 2.26. More Screen Laser Tab.
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More Screen Messages Tab

The More Screen Message Tab lists all system messages. You can scroll through the messages to see any
issues that have arisen during the current case.

UIC1S mA IAMrMdoprob* ta not
coniwctM I.

Notes: upon entry into Indo and a
fiberle connected thatle not
Kndoprobe

UIC It+The laserfootcontrolle
programmed for primary (Integrated)
butthe primary (Integrated) foot
controlis notfound.

VFM17 « Plaaaa Inaart ttia i
eaaaatta. |

Figure 2.27, More Screen Messages Tab.

2-22 Operator’s Manual 110017315ENRev. C

Viewed/Printed: 10 Apr 2014 *GDMS Copy-Use per procedure* A- 110017315EN Rev ¢

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



B&L CONTROLLED DOCUMENT Status: Effective Effective Date: 26/Mar/2014

2 User Interface

2.3. Surgical Screen Layout

Q

Note: Voice confirmation (ifenabled) responds to Primary (Integrated) Foot Control, remote control
and on-screen buttons.

Figure 2.28. Surgical Screen, Anterior Mode.
Clock Menu

The round Clock Menu in the middle of the screen can display up to 12 phases or exceptions. The exceptions
usually appear on the left side of the Clock Menu, against a darker background. These are user-defined to be
any mode or phase type. The Setup and End are the system function keys in the Clock Menu to change from
surgical display screen to Setup and End screens.
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The main Surgical Screen will have a darker background when the system is in a posterior mode, and lighter
when it is in an anterior mode.

If you have the optional MMC system installed, and the video source is detected, you can touch the center of the
Clock Menu to open the video display, then touch the X to return to the Clock Menu.

When the infusion typ>e is Air Forced Infusion, the infusion pressure unit of measurement display can be toggled
between cmH"O and mmHg. Pressing the display unit button will change the displayed unit of measure.

See Chapter 3 for more details on customizing your system.

IV Pole

The upper right comer of the screen also displays the current setting for the 1V Pole (in either mmHg or
c¢mHjO). You can use the up and down arrows to change the height, and the IV Pole will automatically move up
and down to match the setting.

The On/Off button controls the continuous irrigation function, by opening or closing the irrigation pinch valve
in the fluidics system. Irrigation can be set to off, auto on, auto on/off. If the irrigation control is turned off, the
function will still be managed by the Primary (Integrated) Foot Control - when the Foot Pedal enters Region 1,
irrigation will commence.

IV Pole

4C

Figure 2.29. IV Pole Controls.

Selecting the fill button opens the pinch valves in the fluidics system for a user-programmable period of time.
This function is useful for filling surgical beakers without overflow. The button shows the current state of the fill
system (On or Off), and the fill control displays the time remaining for the fill operation.

Air Pressure

The Infusion Mode (Pressurized or IV Pole) is displayed and can be changed through the More Screen. Infusion
control can be set to be manual. Auto On, or Auto On/Off.

If the Pressurized Infusion function is programmed in the surgeon file, the upper right comer of the screen
displays the current setting of air pressure when the pump is not mnning. When the pump is switched on, the
same area will display the actual output pressure. Below the setting display, there is an on/off button to control
the air pump operation.
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Ultrasound or Coagulation

The lower right comer of the screen displays either the Ultrasound or Coagulation status, depending on which
mode is currently selected from the Clock Menu. The current setting is shown in the large setting globe, with
a green background for ultrasound, or purple background for coagulation. The actual value is displayed in the
middle of the settings tube.

When ultrasound is active, an option list control appears in the lower right comer, and selecting the button
allows you to select from a list of pre-programmed ultrasound submodes. If you select pulsed ultrasound, the
pulse per second (PPS) and duty cycle (DC) setting globes appear.

Vitrectomy and Vacuum

The upper left section of the screen shows status of the Vitrectomy and Vacuum functions, along with the setting
globes to adjust them.

Coagulation (Fixed)

If one of the Primary (Integrated) Foot Control Buttons has been programmed to control coagulation, a small
Coagulation setting globe will appear, showing the current maximum fixed setting for the coagulation function.

Status Bars

At the bottom of the screen, the status section displays the current value of a number of system parameters.
The top section includes a cassette ejection button, fluid collection device fill level indicator, the More Screen
button, as well as the Primary (Integrated) Foot Control battery level. Foot Control icon, and wireless signal
strength indicators (see page 1-50). The current pitch region is shown, and circles around the top indicate yaw
position. See page 2-14 for details on changing these settings, and the note on page 1-59.

The lower two lines in the status section show the following:
 Current Surgeon (editable)
 Current Technique (editable)
» Domain (Anterior)
» Case Number
o Timer
o UJS Average, APT, EPT
* Needle (editable)
» Grade (editable)
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The More Screen button allows access to the More Screens for changing various system parameters.

Figure 2.31. More Screen Button.
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Customizing Your System

This chapter explains how to customize your Stellaris® PC Vision Enhancement System to achieve maximum
flexibility for your operating needs.

Q

Note: Surgical devices may not be operated during programming.

Q

Note: Posterior surgicalfunctions may he programmed on a Stellaris® Vision Enhancement System,
even though they cannot be executed on that system.

Each surgeon using the Stellaris® PC Vision Enhancement System can program the system to their own
preferred operating configuration and instrument parameters. The System Settings system profile contains all
available techniques. Several default surgeon preference files are pre-loaded on the system, and you may copy
and modify any of them through the Programming interface. You can create, modify and backup surgeon setting
preference files, as well as modify system parameters. The programming screens are organized as outlined in
the diagrams below.

11001731SEN Rev. C Operator's Manual  3-1

Viewed/Printed: 10 Apr 2014 *GDMS Copy-Use per procedure*' A-110017315EN Rev C

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



B&L CONTROLLED DOCUMENT Status: Effective Effective Date: 26/IVlar/2014

3 Customizing Your System

Figure 3.1. Programming Screen Layou.

To program system parameters, select Programming from main Clock Menu on the Select Surgeon
Programming Level Screen or the Setup Surgical Screen.

The Main Programming Screen will appear, from which you can perform the following functions:
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» Surgeon Settings

e System Setup
 System Configuration
» System Calendar

* Remote Service

‘ ExxH Programming n

C Programming

C Surgeon Settings
C SystMn S«tup
CSystM ii Configuration

C Syotom Calondar

C Romoto Sorvico

Figure 3.2. Main Programming Screen.
Each of these functions is described in more detail below.
At any time, you can select Programming to return to the Main Programming Screen, or Exit Programming
to return to the Select Surgeon Programming Level Screen or the Setup Surgical Screen. In either case, the

Stellaris® PC Vision Enhancement System will ask if you want to save any changes you have made. Select Yes
to save your changes and overwrite existing files, and No to discard your changes.
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3.1. Manage Settings

Select Surgeon Settings from the Main Programming Screen, and a new screen will appear through which
you can customize an existing surgeon’s file, create a new surgeon preference file by copying from an existing
one, backup files, restore files from a backup, or delete surgeon preference files.

C Exit Programming
Backup

Program roliig J

Dr. Kim D
Surgoon Saltings j

ADr. Smith

OO0
o

Customize Surgeon

Figure 3,3. Surgeon Settings Screen.
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3 Customizing Your System

To change the settings for a currently existing preference file, select Surgeon Settings on the Main
Programming Screen. A list of all surgeon preference files currently loaded on your Stellaris® PC Vision
Enhancement System will appear. Select the name of the surgeon file to be modified, then select Confirm. The
Surgeon Programming Screen appears, with the file name along the left side of the screen, and tabs across the
top (see page 3-6). These tabs are Profile, Technique, Primary (Integrated) Foot Control, Fluidics, A J\, and
Video Overlay. Each tab allows you to make global changes to system parameters, and is described in detail

below.

System parameters can be customized at different levels. Global settings take place at the Technique Level.
Technique level settings can be overridden at the phase level. See the table at the end of this chapter for details
on which options can be customized at which level.

A Eidt Programming N
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Figure 3.4. Customize Tab on Surgeon Settings Screen.
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Customize Profile

To change the surgeon’s name associated with a settings file, the default screen language. Viscous Fluid
Injection Units (PSI, kPascal), enable or disable use of the remote control and surgeon password, select the
Profile Tab on the Surgeon Programming Level Screen.

‘ Exit Programming 3

Fronr* ff Tecbnityto ~ A FootCOMINOL~ A~  FtuMles ~ (f iiw ~ [i"Vkleo
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Figure 3.5. Profile Tab on Surgeon Programming Screen.
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3 Customizing Your System
Customize Technique

To change the techniques available for a particular surgeon or modify their settings, select the Technique Tab
on the Surgeon Level Programming Screen, and a list of currently defined techniques will appear. You can
select any technique from the current list and use the Move Up and Move Down buttons to rearrange the order
in which they appear. Select Add to add a new technique to the surgeon’s list. Select a technique then select
Delete to remove it, or select Customize to continue programming that technique.

‘ Exit ProfKwnming 3
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Figure 3.6. Techniques Tab on Surgeon Level Programming Screen.

Surgeon Level Primary (Integrated) Foot Control, Fluidic, A/V and Video Overlay settings can also be
controlled from the corresponding tab. Select the right-pointing arrow to show the Video Overlay tab.

To add a new technique to the list, select Add, then select any surgeon from the list that appears, and the
techniques defined for that surgeon will appear. Select a technique and select Confirm to add that technique the
original list.

To change the settings for a particular technique, select the technique, then select Customize. The Customize

Technique Screen will appear, with tabs for Profile, Phases, Exceptions, Primary (Integrated) Foot Control,
Fluidics, and Hlluminators. Various parameters may be adjusted through these tabs, as described below.
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Figure 3,7. Customize Technigue Screen.
Profile Tab—Technique Name, Remote Control (Enable, Disable)

Phases Tab—FEach technique may include up to eight phases. The Phases Tab shows the name of the
phase, and the mode for that phase. Phases can be added, deleted, or re-ordered. They may also be
customized, as described below.

Exceptions Tab—Each technique may include up to eight exceptions, for a total of no more than 12
phases and exceptions. Exceptions can be added, deleted, or re-ordered. They may also be customized,
as described below.

Primary (Integrated) Foot Control Tab—Primary (Integrated) Foot Control Button (4 standard sets
plus custom settings), enable/disable next ultrasound modulation on yaw, reflux on yaw, reflux type,
fixed coag power, linear coag setup

Fluidics Tab—Aspiration types (Vac: Vac Modes, Flow: Vac Modes, Flow: Flow Modes, Flow: All
modes). Infusion Type (IV Pole, Pressurized), Infusion Units (mm Hg or CM HYO), Infusion Mode
(Manual, Auto On, Auto On/Off), IV Pole Height, VVacuum Response, Venting Method (Air or Fluid),
Irrigation Shut-Off Delay (ms), and Pressurized Infusion Settings.

[lluminators Tab—Illumination Controls (Enabled/Disabled), Upper lamp on/off and percent on,
lower lamp on/off, percent on, and filter (none, amber, green, yellow), Display illuminator controls
(anterior technique option only)
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For combined techniques, Infusion Type, Infusion Units, F/AX pressure, Infusion pressure, Elevated Infusion
pressure, and Elevated F/AX pressure settings are displayed. They are not displayed in anterior modes.

For anterior techniques, the IV Pole Height setting and Pressurized Infusion pressure setting are displayed.

Customizing Phases and Exceptions

Both Phases and Exceptions can be reordered and customized. Select a phase or exception from the list on the
appropriate tab, and the Customize button will appear. Select Customize, and more options specific to that
function will appear, and can be modified. These can include Phase Information, Primary (Integrated) Foot
Control settings. Fluidics (Aspiration and Infusion), Ultrasound, Vitrectomy, and Coagulation settings. When
you are done making changes, select Exit Programming. The system will ask you to confirm your changes
before exiting.

Q

Note: The total number ofsurgery phases (normal and exception) cannot exceed 12. There must at
least one normalphase in each technique, and there can be no more than 8 exceptions.

Note: When you are in an anterior technique, and either Phaco or Irr/Asp phase, the Mode name
setting will have a drop down menu with default options.
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Figure 3.8. Customize Phase Screen.

Select Customize, and more options specific to that function will appear, and can be modified. These can
include Profile, Primary (Integrated) Foot Control, Vacuum, Infusion, U/S Setting, U/S Waveform, Cut,
Coagulation and Vise tab.

Which tabs are displayed depends on which mode you are in, and whether Customize Settings by Case is
disabled or enabled, as detailed in the table below.

Mode Tabs Displayed on Phase Programming
Screens

Customize Setting By Case disabled

Anterior Vitrectomy Profile, Primary (Integrated) Foot Control, Vacuum,

Posterior Vitrectomy Infusion, Cut

Phaco Profile, Primary (Integrated) Foot Control, Vacuum,

Frag Infusion, U/S

YA Profile, Primary (Integrated) Foot Control, Vacuum,
Infusion
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Mode

Irrigation
Viscous Fluid Control
Viscous Fluid Control (DuaVYaw Vac submode)

Extrude

Linear Coagulation

Customize Settings by Case enabled
Extrude

Posterior Vitrectomy

Effective Date: 26/Mar/2014

3 Customizing Your System

Tabs Displayed on Phase Programming
Screens

Profile, Primary (Integrated) Foot Control, Infusion

Profile, Primary (Integrated) Foot Control, Vise

Profile, Primary (Integrated) Foot Control, Vise,
Vacuum and Infusion

Profile, Primary (Integrated) Foot Control, Vacuum,

Coag (if Coag on Yaw is enabled). Infusion
Profile, Primary (Integrated) Foot Control, Coag

Profile, Primary (Integrated) Foot Control, Case
Profile, Primary (Integrated) Foot Control, Case

Phaco Profile, Primary (Integrated) Foot Control, Case
Frag Profile, Primary (Integrated) Foot Control, Case
I/A Profile, Primary (Integrated) Foot Control, Case

When you are done making changes, select Exit Programming. The system will ask you to confirm your
changes before exiting.

3.2. Surgeon Level Settings

To access the surgeon level settings, go to the Programming Screen, then select Surgeon Settings, the name of
the surgeon file to be modified, then Confirm.

Customize Primary (Integrated) Foot Control

To modify the techniques and settings for the Primary (Integrated) Foot Control, select the Primary
(Integrated) Foot Control Tab on the Surgeon Level Programming Screen. You can set the Primary
(Integrated) Foot Control for right or left foot operation.

The Mode Change Control allows you to set the Stellaris® PC Vision Enhancement System response when
the Foot Pedal is activated and you change surgical modes. Options are Allow-Limit Pedal, Allow-Remap Pedal,
Allow-No Limiting, and Not While Active.

The Detent Control determines what feedback the Stellaris® PC Vision Enhancement System will give when
changing Foot Pedal regions. This can be Disabled, Enabled for regions 1,2 and 3 or Enabled for regions 2
and 3 only.

The Region Setting globes control at what percent depression at which each region begins.

A button is displayed that allows selection of Posterior Modes or Anterior Modes. When Posterior Modes is
selected, the Foot Pedal region 1,2 and 3 start positions are adjustable. The posterior mode start positions are
used in the posterior domain and the posterior modes of the combined domain.
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3 Customizing Your System

When Anterior Modes is selected, the Foot Pedal region 1, 2 and 3 start positions are adjustable. The anterior
mode start positions are used in the anterior domain and the anterior modes of the combined domain.

‘ Exit Programming 3

Pro~~”" FootCwitrol Infusion

C R ogramming j
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Figure 3.9. Customize Primary (Integrated) Foot Control Screen.
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3 Customizing Your System

Customize Fluidics

To set the parameters for Fluidics functions, select the Fluidics Tab on the Surgeon Programming Level
Screen. You can set the following options by selecting the current setting, and then selecting the new setting
from the menu.

* Infusion Control (Auto On, Manual, Auto On/Off)

» Container Type (5GOmL bottle, 53OmL Bag, 250 mL bottle)

» Patient Eye Level (relative to the aspiration port on the fluidics system)
» Vitrectomy Gauge (Any, 20 Ga, 23 Ga, 25 Ga)

» Frag Needle Gauge (Any, 20 Ga, 23 Ga)

» Extrude Gauge (Any, 20 Ga, 23 Ga, 25 Ga)

» Phaco Needle (Any, Standard, MicroFlow. MicroFlow+, Thin Tip, MICS 1.8, Vortex, MicroFlow
MICS)

* /A Tip Type (Any, 0.3 mm, 0.5 mm)

C Exit PrognMnm ifig ')

1i profile~  If IWhniqu” ([ root contiin Flumicl  j> IfVHI«0 0 » i1 | ~

Programming 1
C J Infusion Control %

0 N
Surgaon Sattings FIH Time (seconds)

Container Type 500 m| Bottle 3
0 N
d>(t Patient Eye Level 0cm (0 In) 3
V It Gauge 20 Gauge 3
e
Frag Needle 20 Gauge 3
Extrude Gauge 20 Gauge 3
Phaco Needle MicroFlow v
I/A Tip Type 0.9 mm 3
Figure 3.10. Customize Fluidics Screen.
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3 Customizing Your System

Customize A/V (Audio/Visual)

To set the parameters for audio and visual functions, select the A J\ Tab from the Surgeon Level Programming
Screen. You can adjust both Display Brightness and Master Volume by using the setting globes on this screen.
To change the tone or volume of a tone that is sounded for a particular condition, select the function from the
list at the bottom of the screen, and that condition will appear in the change section in the middle of the screen.
Select the desired tone from the option list, and use the setting globe to increase or decrease the volume.

Functions that can have a tone associated with them include:
Alert
Aspiration
Coagulation
Elevated Infusion
Key (only volume can be adjusted)
Irrigation Infusion
Laser (only volume can be adjusted)
Occlusion (Flow systems only)
Reflux
Ultrasound
Timer
Vise Inject
Vitrectomy
Voice Confirmation (Enabled or Disabled)

Note: Only tones that are not currently in use by anotherfunction will be availablefor selection.

Note: Elevated Infusion, Key, Laser and Vise Injectare usedfor Posterior/Combined systems only.
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3 Customizing Your System

n Vikc Inject N

Figure 3.11. Customize Audio/Visual Settings Screen.
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3 Customizing Your System

Customize Video Overlay

Effective Date: 26/Mar/2014

To set the parameters for the MMC Video Overlay functions, select the Video Overlay Tab on the Surgeon

Level Programming Screen.

Through this tab you can set whether or not the system will combine Video Overlay Format information (U/S
Averages, settings). By default, the U/S data is shown as three separate lines on the video overlay. If the U/S
display option is set to Combine, the display will appear on one line, which will step through the three values,
or it may be set to Display None. Similarly, settings are normally displayed on four lines, and case information
on two lines, but if the combine option is set to Yes they will appear on one line that will step through the

values.
You can select the language to be used on the Video Overlay.

You can set the Video Overlay overscan rate from 0% to 5%.

C E xit Programming J

C Programming

(f  Proni» A [[ Tschnlqu* ([_Fil<rtContr<H”

Dr. Smith VM*o Ovortay Language
Select T#elmNjue
Oomblia U/S Avaragaa

Combino Settings

>nd#o Overlay Overscan

Fluidics ~ ([_L A Video Ovoftay

Bnaiioii (u«)

C Olaplay D

Q
3% 3

Figure 3.12. Customize Video Overiay Screen.
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3 Customizing Your System

3.3. Manage Surgeon Files

Create a New Settings File

The system will come pre-loaded with several system fdes, including System Settings (All Functions), System
AFM1, System AFM2, and System VFM1

To create a new surgeon preference file, select the Create Tab from the Surgeon Settings Screen, then select
the existing surgeon file which has settings most similar to the file you are going to create. Once you have
highlighted a file, the techniques in that file will be listed on the right side of the screen. Select one or more
techniques by touching them. Select a technique a second time to deselect it.

e Exit Programming 3

Backup

Syatam Sgttinga

Syatam AFM1 3 C J
C Syatam APM2 D C PIMCO Chop
C Syatam VFM1 C stop ond Chop
C Wmomiol D
C C MICS Coaxial

C 3 A Antoflof Viractomy

Vitroctomy

C Programming J

Figure 3.13. Create New Settings File Screen.

Once all the desired techniques are highlighted, select Confirm and a keyboard will appear, through which
you can enter the name for the new surgeon file, then select Enter. The name of the new file will appear on the
left side of the screen, and a new set of tabs (Profile, Technique, Primary (Integrated) Foot Control, and
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Fluidics) will appear across the top of the screen. These can be used to further customize the preference file (see
page 3-8).

Backup a Settings File

To backup an existing surgeon preference file to a USB memory device, select the Backup Tab from the
Manage Settings Screen, then insert the device into one of the two USB ports behind the round sliding door
on the back of the display panel. Select the file or files to be backed up, the location to which they should

be backed up, and select Confirm. You must select the screen first, then insert device. The system will only
recognize a USB device after this screen is selected.

To move a surgeon preference file from one system to another, use Backup on the first system to move the file
to a USB drive, then Restore that file on the second machine (page 3-20).

Q

Note: Memory devices complying with either USB 1.1 or USB 2.0 standards are supported by the
Stellaris® PC Vision Enhancement System. Operations with other USB devices are NOT
supported.
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Figure 3.14. Backup Settings File Screen.
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Restore a Settings File

To restore an existing surgeon preference file from a USB memory device, select the Restore Tab from the
Manage Settings Screen, then insert the device into one of the two USB ports on the back of the system
console, behind the round sliding door. Make sure the Restore Tab is active at the top of the Manage Settings
Screen, select the file or files to be restored, and select Confirm.

To move a surgeon preference file from one system to another, use Backup on the first system to move the file
to a USB drive (page 3-18), then Restore that file on the second machine.

Note: You must select the Restore Settings File screenfirst, then insert the device. The system will only
recognize a USB device after this screen is selected.

C Exit Programming
Crrato Backup

Prom Momory Dovico

C Programming - ( Or.Jonot )
J From Romoto Borvor
Dr. Smith
. Dr. Kim
%bon Settings
Dr. Drown
C Confirm C
Figure 3.15. Restore Settings File Screen.
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Delete a Settings File

To delete an existing surgeon preference file, select the Delete Tab from the Manage Settings Screen, select
the file or files to be deleted, and select Confirm.

C Exit PrognMnm Ing J

Customize f~ Create * Backup Restore
‘ Programming 3 Dr. Brown n
Dr.JoiM S n
A Dr.Kim

Surgeon Settings

-
‘ Dr. Smith
-

Figure 3.16. Delete Settings File Screen.
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3.4. System Setup

Select System Setup from the Main Programming Screen, and a new screen will appear through which you
can set the Date/Time for the system, view the System IDs, and set operating room parameters. Any changes
you make here are implemented immediately.

SetDate, Time and Language

To change the system language, current date, time or format in which the time is displayed, select the Date/
Time Tab the top of the System Setup Screen. Select from the option list menus to change the default
system language, month, day, year, clock format (12 or 24 hour), and current time in hours and minutes.
Once all changes have been made, select Confirm at the bottom of the screen to make your changes effective

immediately.

‘ Exit PrognMiifniiig D

C ProgrmiHiiig D
Systsm LMiguag* C EngUsh (US)

‘ System Setup D

Hours

C Coflfirm

Figure 3.17. Set System Date/Time Screen.
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System ID

To monitor or change the identifying names of your Stellaris® PC Vision Enhancement System, select the
System ID Tab at the top of the System Setup Screen. You can enter or update the account name and system
name that have been assigned to your Stellaris® PC Vision Enhancement System. You can view the system
catalog number as well as its installation number, but these are not editable.

E xit Programming

J Dato/lime iyitom ID Rooms Foot control

C Programming 3

Systom Setup 3 r
Sygtem Catalog Numbar

Systam Sartal Numbar
System Installation Numb”

n 1 [
Account Nama

Systam Nama C fwl)

Figure 3.18. System ID Screen.
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Rooms

To assign names to the operating rooms in which your Stellaris® PC Vision Enhancement System is used,
select the Rooms Tab at the top of the System Startup Screen, select any room button, and the keyboard will
appear, where you can enter the name for that room. Select Enter and the room name will be saved. You can
also set the Maximum IV Pole Height in centimeters, as measured from the aspiration port in the fluidics
system, using the setting globe on this screen. This setting is to allow the system to be programmed to not hit
the ceiling in a facility with ceilings lower than nine feet (2.75 meters).

E xit Programming

Dato/TIm« 3yst*m ID Rooms Foot control
C Programming
< R i vwww
<LI oom ( A 1 «HP
CSystom Setup J Room y % \LIJ
Room [}
Max nrPol*
Figure 3.19. Room Assignment Screen.
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Primary (Integrated) Foot Control

To change the way your Stellaris® P C Vision Enhancement System connects to the Primary (Integrated) Foot
Control, select the Primary (Integrated) Foot Control Tab at the top of the System Setup Screen. Select
Enabled or Disabled to configure the connection mode.

‘ ExK Pro9nuntlng D
Dat*/Time Systetn ID Rooms F®®* Control
‘ Programming 3

C System Setup

Enablind @

Figure 3.20, Primary (Integrated) Foot Control Connectivity Screen.
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3.5. System Configuration

Status: Effective

Effective Date: 26/Mar/2014

To see a detailed listing of the software and hardware configurations of your system, select System

Configuration from the Main Programming Screen.

‘ Exit Programming J

Programming

System
C Configuration
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Figure 3.21. System Configuration Screen.

3.6. System Calendar

To set up your system to default to certain surgeon preference files and room numbers at certain times of the
week, select System Calendar from the Main Programming Screen, and the System Calendar Screen will

appear with four user-editable columns.
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‘ Exit Programming 1

Programming 3
¢ T

y Of. »rown Dr. Kim
N
System Calendar 3 Tuesday (< 5 - System Settings D o ( -
[-—
Wednesday Dr. Jones 0 C » 0 ( ( y)
Thursday N -~~n
K n----- ALna I
Friday ~ Df.Jon»» YI)\ Df.Brown y )i{ » . v

m
v D G333DC
Sunday < > System Settings D C | K 3

Default Procedure 3

Figure 3.22. System Calendar Screen.

The second column, next to the listing of the days of the week, determines if the default surgeon applies to the

full day, or if separate defaults will be applied to the morning and afternoon of that weekday. Select HtriM to
toggle between full day or morning and afternoon settings.

The third column contains option lists with the names of all the surgeon preference files currently available.
Select a file from the list, and that will be the default file when the Stellaris® PC Vision Enhancement System
starts up at that time.

In the fourth column, select how many rooms that surgeon operates in, and in the fifth column select in which
room number this Stellaris® PC Vision Enhancement System is located. These settings determine how the case
numbers will be incremented, to avoid duplicate case numbers for a single surgeon.

The Default Procedure menu allows selection of the default mode for the system. The Default Procedure menu
will not be displayed in posterior only configuration systems.
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3 Customizing Your System

3.7. TruLink® Customer Support Network

WARNING:  You mustcontactyour local Bausch +1mTb sales and support office before activating the
TruLink® Customer Support Networkfunction. See Technical Assistance on page 7-1for the
sales and support office that servesyour location.

A

WARNING; Do notconductsurgery or any patientprocedures while TruLink® Customer Support
Network is activated. Serious patientinjury may occur.

This feature allows Bausch + Lomb technicians to remotely access your system, to diagnose problems and to
provide updates.

To manage the secure point-to-point connection between your system and Bausch + Lomb, select Remote
Service from the Main Programming Screen, and a new screen will appear through which you can monitor
and initiate remote service on your system.

84 vic>

Figure 3.23. TruLink® Customer Support Network Screen.

Ensure that the Ethernet cable is connected to the Stellaris® PC Vision Enhancement System, and to the
designated hospital network port. Confirm that the system is not being used for surgery and select Initiate
IVuLink Connection.
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3 Customizing Your System

Note: Ifyou have the optional MMC system, the Ethernet cable should be connected to the MMC, then
the MMC connected to the designated network hospital Ethernet port.

C E xit Programming

J
C Programming 3

A Remote Servica n

C Rgmoto Swirtc» 3

Figure 3.24. TruLink® Customer Support Network Activated Screen.

The system will then be controlled by the remote technician.

When the remote technician is finished, your Stellaris® PC Vision Enhancement System will be shut down. You
may then restart the system.

Q

Note: Off-the-shelfEthernet cables may be used with the Stellaris® PC Vision Enhancement System to
establish or restore connections.
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3.8. Customization

The following tables detail which options can be customized at which level.

Audio/Visual Customization

Parameter

Surgeon name

Screen / voice language
Password

Display backlight brightness
System master audio volume

Tone selection and volume
control

Voice confirmation

Video overlay language

Video overlay display format

Video overlay overscan
allowance

Technique Name
Remote Control

Parameter
Phase Name
Mode Type

Ultrasound Submode Name

3-30 Operators Manual
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Options, Ranges, Step Sizes
Typewriter data entry (30 characters max)
English

20% to 100%, by 5%

0% to 100%, by 5%

Irrigation - No tone. Tone 1- Tone 10, 0% to 1(HO% by 5%
Vacuum - No tone. Tone 1- Tone 10, 0% to 100%, by 5%
Reflux - No tone. Tone 1- Tone 10, 0% to 100%, by 5%
Viscous - No tone. Tone 1- Tone 10, 0% to 100%, by 5%
Laser - Laser Tone, 20% to 100%, by 5%

Key - 0% to 100%, by 5%

Elevated Infusion - 0% to 1(HO% by 5%

U/S, No tone - Tone 1 - Tone 10, 0% to 100%, by 5%
Bipolar - Tone 1- Tone 10, 20% to 100%, by 5%

Vit - No tone. Tone 1- Tone 10, 0% to 100%, by 5%
Occlusion - 0% to 100%, by 5%

Alert - 20% to 100%, by 5%

Enabled / Disabled

Volume: 0% to 1(HO% by 5%

English, Japanese, Hungarian, Chinese, Dutch, German,
Czech, Portuguese, Italian, Norwegian, Swedish, Einnish,
French, Danish, Spanish, Greek, Polish, Russian

Ultrasound averages lines - Display, Display Combine, No
Display

Combine settings lines - No, Yes

0% to 5%, by 1%

Typewriter Data Entry
Enabled / Disabled

Options/Ranges/Step Sizes
Typewriter data entry (16 characters max)

Ultrasound, Irrigation/Aspiration, Irrigation, Coagulation,
Anterior Vitrectomy

Typewriter data entry (24 characters max)

11001731SEN Rev. C

Level

Surgeon
Surgeon
Surgeon
Surgeon
Surgeon
Surgeon

Surgeon

Surgeon

Surgeon

Surgeon

Technique
Surgeon

Level
Phase
Phase

Phase
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Parameter Options/Ranges/Step Sizes Level
Customize Mode By Case Enabled / Disabled Phase
Applies only to Phaco, Irr/Asp, Posterior Vit, Extrude, and
Frag phase types
Default Submode Phaco - Linear U/S, Dual/Yaw U/S, DuaWaw Vac, Dual ~ Phase

U/S, Irr/Asp - Max, Polish

Posterior Vit - Fixed Cut, Colinear Vit, Dual/Yaw Cut,
Dual/Yaw Vac, Single Cut

VIFC - Linear Inject, Fixed Inject, Dual/Yaw Vac, Linear
Extract, Fixed Extract

Frag - Linear Frag, Dual/Yaw U/S

Laser - Endo, Endo-Continuous, LIO

Applies only to Posterior and Combined techniques

Note: Posterior Vitrectomy, Extrude, Frag, Viscous Fluid Control and Laser may be programmed
on a Stellaris® Vision Enhancement System. However, these functions can only be used on a
Stellaris® PC Vision Enhancement System.
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Foot Control

Parameter Options/Ranges/Sizes Level
Operation Right Foot, Left Foot Surgeon
Mode change Not While Active, Allow-Limit Pedal, Allow-Remap Pedal, and Surgeon
control Allow-No Limiting

Detents Disabled, Enabled (R1/R2/R3), Enabled (R2/R3) Surgeon
Starting position Region 1 2% to 5%<R2 start, by 5% Surgeon

Region 2: 5%>R1 start to 5%<R3 start, by 5%
Region 3: 5%6>R2 start to 95%, by 5%

Linear Coagulation  Disabled, Enabled Technique

in Setup Mode

Switch assignment  Anterior techniques: Technique,
Unassigned, next phase, previous phase, next U/S modulation Phase

submode, confirm settings, irrigation on/off, reflux, air on/off,
vitrectomy cutting on/off, fixed coagulation, increase vacuum,
decrease vacuum, increase flow (AFM techniques only), decrease
flow (AFM techniques only), increase air pressure, decrease air
pressure, increase bottle height, decrease bottle height, increase

U/S power, decrease U/S power, increase U/S pulse rate / duration,
decrease U/S pulse rate / duration, increase U/S duty cycle / interval,
decrease U/S duty cycle / interval, increase coagulation power,
decrease coagulation power, increase vitrectomy cut rate, decrease
vitrectomy cut rate

Posterior and combined techniques:

Unassigned, next phase, previous phase, next U/S modulation
submode, confirm settings, infusion on/off, alternate infusion on/
off, reflux, fixed coagulation, F/AX on/off, vitrectomy cutting on/
off, increase vacuum, decrease vacuum, increase infusion pressure,
decrease infusion pressure, increase F/AX pressure, decrease F/
AX pressure, increase U/S power, decrease U/S power, increase
U/S power, increase U/S PPS/duration, decrease U/S PPS/duration,
increase U/S DClinterval, decrease U/S DClinterval, increase
coagulation power, decrease coagulation power, increase vitrectomy
cut rate, decrease vitrectomy cut rate, increase viscous fluid
pressure/vacuum, decrease viscous fluid pressure/vacuum, increase
lower illuminator power, decrease lower illuminator power, lower
illuminator on/off, increase upper illuminator power, decrease upper
illuminator power, upper illuminator on/off, next illuminator filter,
increase laser power, decrease laser power, pulse selection (single
shot/repeat/continuous), laser mode (standby/ready)

Reflux Type Vacuum Fluidics or Anterior Domain: Continuous Technique,
AFS Fluidics: Single, Repeat, Continuous Phase
Posterior or Combined Domain: Continuous, Single High, Single
Low
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Parameter Options/Ranges/Sizes Level

Next Ultrasound Disabled, Enabled Technique,
Modulation on Yaw  Note that for single linear foot pedal modes, the outward yaw motion ~ Phase
would be used for next ultrasound modulation, and for dual linear
foot pedal modes, the inward yaw motion would be used.

Fixed Coagulation ~ 0%to 10%by 1% Technique,
Power Level 10%to 30% by 2% Phase
30% to 100% by 5%
Applicable if one of the Primary (Integrated) Foot Control buttons is
programmed to activate fixed coagulation.

Dual Linear Control Mode Level: Phase
U/S Modes: Disabled, Asp on Yaw, Asp on Pitch, Dual Linear U/S
1A Modes: Disabled, Dual Linear Flow (only for AFS fluidics if flow
modes enabled)
Vit Modes: Disabled, Asp on Pitch, Asp on Yaw, Dual Linear Flow
(only for AFS fluidics if flow modes enabled)
Irr Mode / Coag Modes: Disabled (not displayed)

Reflux on Yaw Disabled / Enabled Technique,
Phase
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Fluidics
Parameter Options/Ranges/Step Sizes Level
Max bottle height 80 to 140 cm, by 5¢cm System
22 mmHg to 103 mmHg, by 5 mmHg
Balanced Salt Solution 500 ml Bottle, 500 ml Bag, 250 ml Bottle Surgeon
Container Type
Patient Eye Level -15cmto +15 cm Surgeon

Default Ultrasound Tip Type  Standard, MicroFlow, MicroFlow+, Thin Tip, MICS 1.8, Surgeon
Vortex, MicroFlow MICS

Default I/A Tip Type 0.3 mm, 0.5 mm Surgeon
Default Vitrectomy Tip TYpe 20 Gauge, 23 Guage, 25 Guage Surgeon
Default Extrude Gauge 20 Gauge, 23 Guage, 25 Guage Surgeon
Default Frag Gauge 20 Gauge, 23 Guage Surgeon
PTuidics Types VFM: Vac Modes Technique
AFM: Vac Modes, AFM: Row Modes, AFM: All Modes
IV Pole bottle height Anterior: 30 to 140 cmH20 by 5cmH20 Technique,
22 to 103 mmHg by 5 mmHg Phase/Case
Posterior/Combined: 80 to 140 cm, by 5cm
Irrigation Delay 100 to 3000 ms, steps of 50 milliseconds. Also resolution  Technique,
of 50 ms even with calculator Phase/Case
Vacuum Response (1) Fastest, 2, 3,4, (5) Slowest Technique,
Phase/Case
Vent Method Ruid Venting, Air Venting Technique,
Phase/Case
Infusion Type IV Pole, Pressurized Technique
Infusion Units cm H20, mm Hg Technique
Infusion Mode Auto On, Auto On/Off, Manual Technique

Note: Manual setting will operate as Auto On/Off in
Anterior techniques or phases.

Pressurized Infusion Pressure  Anterior Techniques: Technique,
0 mmHg to 20 mmHg, by 2 mmHg Phase/Case
20 mmHg to 150 mmHg, by 5 mmHg

0 cmH20 to 204 cmH20, by 5 cmH20
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Infusion Pressure

Alternate Infusion Pressure

F/AX Pressure

Alternate F/AX Pressure
Air Port

Aspiration type

AFM Only
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Options/Ranges/Step Sizes

Posterior and Combined Techniques:
Infusion Type=IV Pole

30 cmH20 to 140 cmH20, by 5 cmH20
22 mmHg to 103 mmHg, by 5 mmHg

Infusion Type = Pressurized Infusion

0 cmH20 to 204 cmH20, by 5 cmH20

0 mmHg to 20 mmHg by 2 mmHg, 20 mmHg to
150 mmHg by 5 mmHg

Posterior and Combined Techniques:
Infusion Type = IV Pole

30 cmH20 to 140 cmH20, by 5 cmH20
22 mmHg to 103 mmHg, by 5 mmHg

Infusion Type = Pressurized Infusion

0 cmH20 to 204 cmH20, by 5 cmH20

0 mmHg to 20 mmHg by 2 mmHg, 20 mmHg to
150 mmHg by 5 mmHg

0 mmHg to 20 mmHg, in steps of 2 mmHg
20 mmHg to 150 mmHg, in steps of 5 mmHg

0 mmHg to 150 mmHg, in steps of 5 mmHg

For use in Posterior/Combined techniques only.
Front/Back

Fixed vacuum

Fixed vacuum, with aspiration control feature

Linear vacuum

Linear vacuum, with aspiration control feature

Fixed flow fixed vacuum

Fixed flow fixed vacuum, with aspiration control feature
controlling flow

Fixed flow fixed vacuum, with aspiration control feature
controlling vacuum

Fixed flow linear vacuum

Fixed flow linear vacuum, with aspiration control feature
controlling flow

Fixed flow linear vacuum, with aspiration control feature
controlling vacuum

Linear flow fixed vacuum

Linear flow fixed vacuum, with aspiration control feature
controlling flow

Linear flow fixed vacuum, with aspiration control feature
controlling vacuum

Linear flow linear vacuum limit (available only in
Irrigation / Aspiration and fixed Vitrectomy modes)

Level
Technique

Technique

Technique

Technique
Technique

Phase/Case
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Parameter
Aspiration Type
Posterior/Combined Domain

VFM

Fixed vacuum level or linear
vacuum maximum level, for
vacuum modes

Fixed flow level or linear
flow maximum level, for
flow modes

Fluidics - Fixed vacuum
limit level or linear vacuum
limit maximum level, for
flow modes

Linear vacuum minimum
level, for vacuum modes

Region 2 minimum vacuum,
for aspiration control feature
vacuum modes
Linear flow minimum level,
for flow modes

Region 2 minimum flow, for
aspiration control feature
flow modes with control on
flow

Linear vacuum limit
minimum level, for flow
modes

Region 2 minimum vacuum
limit, for aspiration control
feature flow modes with
control on vacuum limit

Primary (Integrated) Foot
Control mapping (for linear
control)

Pitch function for dual linear
flow aspiration modes
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Options/Ranges/Step Sizes

Region 2 Linear Vacuum, (applies to Phaco modes only)
Posterior, Combined, and VFM Techniques

Disabled, Enabled

0 mmHg to 20 mmHg by | mmHg

20 mmHg to 200 mmHg by 5 mmHg
200 mmHg to 600 mmHg by 10 mmHg
Minimum of 10 mmHg for U/S modes

0 mFmin to 10 ml/min by 1 ml/min
10 ml/min to 30 ml/min by 2 ml/min
30 ml/min to 60 ml/min by 5 ml/min
Minimum of 5 ml/min for U/S modes

0 mmHg to 20 mmHg by 1 mmHg

20 mmHg to 200 mmHg by 5 mmHg
200 mmHg to 650 mmHg by 10 mmHg
Minimum of 10 mmHg for U/S modes

0 mmHg to 20 mmHg by 1 mmHg

20 mmHg to 200 mmHg by 5 mmHg
200 mmHg to 600 mmHg by 10 mmHg
Minimum of 10 mmHg for U/S modes

0 mmHg to 20 mmHg by 1mmHg

20 mmHg to 200 mmHg by 5 mmHg
200 mmHg to 600 mmHg by 10 mmHg
0 ml/min to 10 ml/min by 1 ml/min

10 ml/min to 30 ml/min by 2 ml/min
30 ml/min to 60 ml/min by 5 ml/min
Minimum of 5 ml/min for U/S modes

0 ml/min to 10 ml/min by 1 ml/min
10 ml/min to 30 ml/min by 2 ml/min
30 ml/min to 60 mPmin by 5 mFmin

0 mmHg to 20 mmHg by 1mmHg

20 mmHg to 200 mmHg by 5 mmHg
200 mmHg to 650 mmHg by 10 mmHg
Minimum of 10 mmHg for U/S modes

0 mmHg to 20 mmHg by 1mmHg
20 mmHg to 200 mmHg by 5 mmHg
200 mmHg to 650 mmHg by 10 mmHg

Linear, Front Loaded, Back Loaded

Vacuum limit. Flow
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Level
Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case
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Parameter Options/Ranges/Step Sizes Level

Primary (Integrated) Foot Linear, Front Loaded, Back Loaded Phase/Case
Control mapping (for yaw

function linear control in
dual linear aspiration flow

modes)
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Ultrasound

Parameter
Ultrasound Modulation Type

Fixed power level or linear
power maximum level

Pulse rate for pulsed modes

Duty cycle fixed or
maximum for pulsed modes

Burst or pulse duration for
burst modes or fixed pulse
modes

Burst interval for fixed pulse
modes

Maximum duty cycle for
multiple burst modes

Waveform Ultrasound

Linear control power
minimum level

Minimum duty cycle for
multiple burst modes

Primary (Integrated) Foot
Control mapping (for linear
control) - front loaded,
linear, back loaded
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Options/Ranges/Step Sizes

Continuous

Pulsed

Single burst

Fixed pulse

Multiple burst

Linear Power Linear Pulse
Linear Power Linear Duty Cycle
Dual Linear Multiple Burst
Variable Power Multiple Burst
Variable Power Linear Burst

0% to 10%by 1%

10%to 30% by 2%
30% to 100% by 5%

0 PPS to 20 PPS by 1 PPS

20 PPS to 50 PPS by 5 PPS

50 PPS to 250 PPS by 10 PPS

Subject to minimum on time of 2 ms and a minimum off
time of 2 ms

5% to 95% by 5%

Subject to minimum on time of 2 ms and a minimum off
time of 2 ms

2ms to 20 ms by 2ms

20 ms to 80 ms by 5ms

80 ms to 63H0ms by 20 ms

2msto20 ms by 2ms

20 ms to 80 ms by 5ms

80 ms to 6(Oms by 20 ms

50% to 99% by 5%

Subject to a minimum off time of 2 msec and a maximum
off time of 1500 msec

Disabled, Enabled

0%to 10%by 1%

10%to 30% by 2%

30% to 100% by 5%

1%to 10%by 1%

10% to 30% by 2%

30% to 50% by 5%

Subject to a minimum off time of 2 msec and a maximum
off time of 15(tOmsec

Linear, Front Loaded, Back Loaded

*GDMS Copy-Use per procedure*
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Level
Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case
Phase/Case

Phase/Case

Phase/Case
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Parameter
Waveform Depth

Pulsed mode linear pulse rate
minimum

Pulsed mode linear duty
cycle minimum

Burst mode linear duration
minimum

Primary (Integrated) Foot
Control mapping (for second
ultrasound linear control)
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3 Customizing Your System

Options/Ranges/Step Sizes

25%to 1(HO%by 5%

1PPS to 20 PPS by 1PPS

20 PPS to 50 PPS by 5 PPS

50 PPS to 250 PPS by 10 PPS

Subject to minimum on time of 2 ms and a minimum off
time of 2 ms

5% to 95% by 5%

Subject to minimum on time of 2 ms and a minimum off
time of 2 ms

2ms to 20 ms by 2 ms

20 ms to 80 ms by 5ms

80 ms to 630ms by 20 ms

Linear, Front Loaded, Back Loaded, Reverse Linear,
Reverse Front Loaded, Reverse Back Loaded

Level

Phase/Case

Phase/Case

Phase/Case

Phase/Case

Phase/Case
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Vitrectomy

Parameter

Fixed cut rate or linear cut
rate maximum rate

Linear cut rate minimum rate

Primary (Integrated) Foot
Control mapping

Coagulation

Parameter

Coag - Power level
maximum level

Power level minimum level

Primary (Integrated) Foot
Control mapping

Status: Effective

Options/Ranges/Step Sizes

Anterior System:
30 CPM to 800 CPM by 30 CPM

Posterior System:
30 CPM to 5000 CPM by 30 CPM

Anterior System:
30 CPM to 800 CPM by 30 CPM

Posterior System:

30 CPM to 5000 CPM by 30 CPM

Linear, Front Loaded, Back Loaded, Reverse Linear,
Reverse Front Loaded, Reverse Back Loaded

Options/Ranges/Step Sizes
0% to 10% by 1%

10% to 30% by 2%

30% to 100% by 5%

0% to 10% by 1%

10% to 30% by 2%

30% to 100% by 5%

Linear, Front Loaded, Back Loaded

Effective Date: 26/Mar/2014

Level
Phase

Phase

Phase

Level
Phase

Phase

Phase

Illuminator Settings (For Use on Posterior/Combined Systems only)

Parameter

Display in Anterior Tech
Upper On/Off

Upper Power

Lower On/Off

Lower Power

Lower Filter

Options/Ranges/Step Sizes
Disabled, Enabled

On, Off

0% to 100% by 5%

On, Off

0% to 100% by 5%

None, Amber, Green Tint, Yellow Tint

Level

Technique
Technique
Technique
Technique
Technique
Technique

Extrude Mode Settings (For Use on Posterior/Combined Systems only)

Parameter
Coag On Yaw

3-40 Operators Manual
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Parameter Options/Ranges/Step Sizes Level
Max Power 0% to 10% by 1% Phase
10%to 30% by 2%
30% to 100% by 5%
Min Power 0% to 10% by 1% Phase
10%to 30% by 2%
30% to 100% by 5%
Foot Control Mapping Linear, Front Loaded, Back Loaded Phase

Laser Mode Settings (For Use on Posterior/Combined Systems only)

Parameter Options/Ranges/Step Sizes Level
Power Endo Submode Phase
50 to 200 mW by 10 mwW
220 to 500 mW by 20 mw

550 to 1000 by 50 mw
1100 to 2000 mwW by 100 mW/

Continuous Endo Submode
50 to 200 mW by 10 mwW
220 to 500 mW by 20 mw

LIO Submode

50 to 200 mW by 10 mw
220 to 500 mw by 20 mwW
500 to 1000 by 50 mw

Duration 10- 100 ms by 10 ms Phase
100- 500 ms by 50 ms
500- 3000 ms by 100 ms

Interval Minimum is current duration setting Phase
10- 100 ms by 10 ms
100- 500 ms by 50 ms
500 - 3000 ms by 100 ms

Pulse Type Endo - Single shot, repeat Phase
Endo-Continuous - Single shot, continuous
LIO - Single shot, repeat

Aiming Beam in Standby On, Off Phase
Aiming Beam in Pulse On, Off Phase
Aiming Beam Intensity 5- 100 % by 5% Phase
Selected Foot Control Primary (Integrated) or Secondary (LIO) Phase
Dedicated Foot Control Enabled, Disabled Phase
Buttons
LIO On, Off Phase
LIO Intensity 5- 100 % by 5% Phase
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4 Detailed Reference

Detailed Reference
This chapter provides a detailed reference for each system function and accessory.

A

WARNING: Do notuse inthepresence offlammable anaesthetics, disinfectants, aerosol sprays, or in an

oxygen rich atmosphere.

WARNING: The use of high infusion pressure may cause damage to the eye. Itis the user’s responsibility
to ensure use ofappropriate infusion pressure during the surgery.

Q

Note: Ensure tube set connection is secure when connecting to the handpiece and system.

4.1. Advanced Vacuum System Fluidics

A

WARNING: Foroptimum aspiration and reflux performance, the patients eye level mustbe at the same
level as (no more than 7cm [3 in.]from) the Stellaris® PC Vision Enhancement System
aspiration port. Failure tofollow this procedure may result in serious andpermanentpatient
injury.

The advanced vacuum fluidics creates aspiration using a venturi system driven by compressed air, which is
connected to the machine by an air hose.

With your stellaris® PC Vision Enhancement System, the irrigation line from an inverted bottle of Balanced
Salt Solution (BSS) is integrated into the tubing manifold at the top part of the vacuum cassette. The delivery
pressure of the Balanced Salt Solution is adjusted by varying the height of the bottle in relation to tbe patient’s
eye, or by air pressure injected into the bottle when Pressurized Infusion or API is used. On/off control of
irrigation is accomplished through the touch screen interface or by the Foot Pedal (for modes with infusion type
Auto On/Off).

As the cassette fills up, the system gives a Cassette Nearing Fu11 warning. When the fluid level reaches the
maximum capacity, the system gives a Cassette Funl warning. After this second warning, the aspiration function
will be disabled. You must replace the fluidics cassette with one that is either empty or nearly empty and
reprime before aspiration will be re-enabled.
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A

WARNING: Ensure the maximum capacity ofthe cassette is not exceeded as this could cause a hazardous

situation to the patient.

WARNING: Neverintentionally modify handpieces or tips, such as do not bend, cut or engrave, as they
could break or malfunction.

Q

Note: Stellaris® PC Vision Enhancement System is designed with cassette identification feature. Use
only cassette type that is similar to the selected software domain. System error messages will be

displayed when wrong cassette type is inserted.

Emptying Cassette

A

WARNING: Improper reassembly oftubing manifold to the cassette may result in inadequate system
performance.

The Stellaris® PC Vision Enhancement System’s cassette can be emptied during operation by using the
following instructions:

1 Stop the operation and remove all handpieces from the eye.

2. Close both irrigation clamps (the clamp near the bottle and the clamp at the 2-way stopcock).
3. Select Eject Cassette from the surgical screen.
4

Remove the cassette from the system.
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5. Detach the aspiration tubing that connects to the cassette. Hold aspiration tubing very close to the
connector to facilitate removal (arrows).

6.  Press manifold release latch to free it from the cassette (arrows).

7. Drain the fluid out of the cassette.
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8 Assemble tubing manifold by first sliding the front end under the cassette retainer (R).

9. Press the manifold to latch manifold to the cassette (arrows).

10.  Connect aspiration tubing to the cassette connector.

11, Insert cassette to the system.
12. Release irrigation clamps (the clamp near the bottle and the clamp at the 2-way stopcock).

13 Resume surgery once system passes vacuum check and surgical screen is displayed.

Q

Note: No re-priming is required.
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4.2. Posterior Functions

Posterior Vitrectomy Function

The Stellaris® PC Vision Enhancement System vitrectomy function uses an external air source to drive the
pneumatically operated guillotine type vitrectomy cutter that draws the vitreous material into the port. The
vitreous material is then cut and aspirated into a disposable collection container through the attached tubing.

Vitrectomy Cutter Modes

The stellaris® PC Vision Enhancement System provides four vitrectomy cutter modes as described below. The
cut rate may be adjusted from .40to 5000 cpm, with increments as shown in the table below, or to any specific
value using the keypad.

Range Step Size
30to 1GCcpm 10cpm
100 to 103dOcpm 50 cpm
1a0@to SA@Mcpm KiOcpm

Note: Vitrectomy cut rate derating above 915 meters (3000feet) altitude can be compensated with
increased inputpressure, not to exceed 6.9 bar (100 PSIG).

Fixed Cut

Fixed cut is a single region pitch control mode, and vitreous cutting is activated the moment the Foot Pedal is
depressed. The cut rate is fixed. VVacuum is proportional to Foot Pedal depression. Each successive outward yaw
movement of the Foot Pedal toggles the cutter ON or OFF. If enabled, an audible tone will indicate cutter on
(double beep) or cutter off (single beep). By default, the vitrectomy cutter is ON.

Figure 4.1. Single region pitch control, Fixed cut, linear vacuum.

Dual Linear Cut: DualAfaw Cut
Dual Linear cut uses two region pitch and yaw control. Pressing the Foot Pedal downward into Region 1is
necessary to activate cutting with outward yaw. Outward yaw while in Region 1activates cutting without
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vacuum. Linear control of the cut rate is a function of Foot Pedal yaw displacement. Further depressing the Foot
Pedal downward to Region 2 activates linear vacuum.

Figure 4.2. Diagram showing two region pitch control programmed for Dual Linear Cut.

1 Region #1 (no active function). 2. Region #2 Linear Vacuum.

The actual cut rate and vacuum level is displayed on the screen. When the Foot Pedal is released, it returns to
center and the cutter is disabled. If enabled, an audible linear tone indicates cut rate and vacuum level; the pitch
of the tone increases with increased cutter speed and vacuum level.

Figure 4.3. Standard Foot Control top view to illustrate DualAfaw Cut vitrectomy progranuned for Right Foot.

1 Pitch Movement to control linear vacuum. 2. Outward Yaw to control linear cut.

Dual Linear: DualA'aw Vac

This is a two region pitch and yaw control mode. Pressing the Foot Pedal downward into Region 1 activates the
vacuum with outward yaw. Outward yaw while in Region 1 activates the vacuum without cutting. Linear control
of the vacuum is a function of Foot Pedal yaw displacement. Further depressing the Foot Pedal downward into
Region 2 activates the linear cut rate.
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The actual cut rate and vacuum level is displayed on the screen. When the Foot Pedal is released, it returns to
center where both vacuum and the cutter are disabled. Ifenabled, an audible linear tone indicates the cut rate
and vacuum level; the pitch of the tone increases with increased cutter speed and vacuum level.

Co-Linear Cut

For Co-Linear Cut mode, the Foot Pedal pitch movement simultaneously controls linear vacuum and linear

cut rate. The downward pitch movement could be programmed to increment or decrement vacuum control.
Similarly, the downward pitch movement could be programmed to increment or decrement cut rate control. The
range of vacuum level and cut rate is programmable. Each successive outward yaw movement of the Foot Pedal
toggles the cutter ON or OFF. By default, the vitrectomy cutter is ON. If enabled, an audible tone will indicate
vacuum level, cut rate, cutter on (double beep) or cutter off (single beep).

Single Cut
For Single Cut mode, the Foot Pedal pitch controls linear vacuum. Single cut will be activated when the Foot
Pedal moves to 95%. Release the Foot Pedal back to at least 75% in order to have the subsequent single cut.

For all vitrectomy modes, reflux (if enabled) is activated by inward yaw movement of the Foot Pedal. The
Primary (Integrated) Foot Control side button can also be programmed to activate reflux function.

A

WARNING: Neverintentionally modify handpieces or tips, such as do not bend, cut or engrave, as they
could break or malfunction.

Q

Note: Make sure the pack you are using is appropriatefor the domain selected.

Posterior Vitrectomy Setup and Use

Q

Note: Specific instructionsfor cleaning and sterilization included with the handpiece or accessory

A

WARNING: Foroptimum aspiration and reflux performance, the patients eye level must be at the same
level as (no more than 7 cm [3 in.]from) the Stellaris® PC Vision Enhancement System
aspiration port. Failure tofollow this procedure may result in serious and permanentpatient
injury.

take precedence over these instructions.

1 Connect the compressed air source to the connector on the lower rear of the system.

2. Turn the power on and wait until the screen displays the Primary (Integrated) Foot Control or other
System messages.

3. Acknowledge and close all messages.
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4. To operate the Primary (Integrated) Foot Control wirelessly, press any button on the Primary
(Integrated) Foot Control and wait until the ready light turns solid green. This indicates that wireless
communication has been established.

5. The screen will display Select Procedure. (If your system is programmed to default to either the
Anterior Domain or the Posterior/Combined Domain, the Select Procedure Screen will not appear, and
the system will move directly to the Select Surgeon Screen, as shown in Figure 1.8.)

6.  Select Posterior Segment, the screen will transition to Select Surgeon. (Skip this step if the system is
already displaying the Select Surgeon screen.)

7. Select Surgeon’s Name and select Confirm to transition to the Insert Cassette screen.
8  Open the posterior surgical pack with the following steps:
a. Hold the bottom of the tray with left hand and the thumb placed in the thumb notch. (Circulating

Nurse)
b.  Tear open the Tyvek seal toward the body. (Circulating Nurse)
c.  Pour contents onto sterile surface. (Circulating Nurse)
d.  Identify loose components from the pre-connected tubing set. (Scrub Nurse)
e.  Drape the system tray and screen with drapes provided. (Scrub Nurse)

f.  Arrange the pre-connected tubing set with cassette, bottle spike, air tubing filter and actuation
connector toward the system front. The priming cup is placed at the other end with the tubing set
in the middle as shown in the figure below. (Scrub Nurse)

Figure 4.4. Pre-connected Tiibing set arrangement to facilitate setup.

g Remove the tape to unbind all the tubing. (Scrub Nurse)
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h.  Straighten the tube set and secure it, so it will not drop off the sterile surface. (Scrub Nurse)

Remove the tape from the cassette to release the additional tubing that is tied to the cassette.
(Scrub Nurse)

Connect the air tubing filter to the system (second right connector). Ensure the air pump is on.
(Scrub Nurse or Circulating Nurse)

k. Connect the vitrectomy actuation line (blue stripe) to the system. (Scrub Nurse or Circulating
Nurse)

Insert the fluidics cassette all the way in and hold until it is automatically captured by the system.
The cassette housing backlight will stop blinking and remain on when the system captures the
cassette. (Scrub Nurse or Circulating Nurse)

m.  Pass the bottle spike and irrigation tubing to Circulating Nurse. (Scrub Nurse)

n.  Spike and hang the Balanced Salt Solution bottle on the automated v \ pole or the Zero Level
hanger if using API. Squeeze and release the drip chamber until it is half filled with solution.
(For AFI setup, use the spiking tool provided to puncture the rubber stopper on the bottle before
inserting the metal cannula into the bottle.) (Circulating Nurse) See Figure 4.5.

|

Figure 4.5. AFI Setup instructions.
1 Spiking tool. 2. Remove cover. 3. Spike bottle with spiking tool. 4. Spike AFI spike into the bottle.

0. Remove the tape on the priming cup. (Scrub Nurse)
p.  Place the priming cup flat on the tray as in the figure below. (Scrub Nurse)

11001731SEN Rev. C Operator's Manual  4-9

Viewed/Printed: 10 Apr 2014 'GDIVIS Copy-Use per procedure® A-110017315EN Rev C
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



B&L CONTROLLED DOCUMENT Status: Effective Effective Date: 26/Mar/2014

4 Detailed Reference

Figure 4.6. Priming cup with infusion cannuia, left aspiration and vitrectomy cutter attached.

Select the first button from the Easy Prime selection menu to initiate the auto priming and vitrectomy
cutter test sequence. (Scrub Nurse or Circulating Nurse)

Note: The system will notprovide feedback as to whether or notfluid ispresent during priming.
Inspect tubing and confirm that it isfilled withfluid andfree ofbubbles after each Prime and
Tune. Repeat the priming process ifthe tubing is not adequately filled with fluid.

There are three settings to control infusion On / Off in Posterior modes of surgery and they are: “Manual”,
“Auto On/ Off”, “Auto On”.

» In Manual Infusion Mode, infusion is activated and deactivated by using the button on the GUI screen
or one of the Primary (Integrated) Foot Control switches assigned to this function. Pressing the foot
pedal into region 1 will NOT start infusion.

Note; When the system is in Manual Infusion Mode, pressing the Foot Pedal will not activate

aspiration.

Note; When in an Anterior phase, manual infusion will operate as auto on/off.

In Auto On / Off Infusion Mode, infusion will be activated when the foot pedal is depressed into

region 1or beyond and will be deactivated when the foot pedal is released to region O for all aspirating
modes. The GUI screen and a Primary (Integrated) Foot Control switch assigned to this function will
toggle between “infusion always on” and “infusion On/OfF’ with the foot pedal. This infusion option is
identical to the infusion control in all anterior modes.
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In Auto On Infusion Mode, infusion control is the same as in Manual Infusion Mode except that
infusion will be activated as soon as the foot pedal is depressed into region 1or beyond and will remain
active when the Primary (Integrated) Foot Control pedal is released to region O.

For all infusion control modes; Infusion, once started, cannot be turned off using either the GUI or the foot
control switch while the Primary (Integrated) Foot Control pedal is in region 1 or beyond.

Note: In all circumstances, the stopcock and tubing clamp may be used to stop infusion.

Note: The system will prime the left aspiration line, right aspiration line, cutter test and infusion line
and the cannula. Irrigation will be shut offand some Balanced Salt Solution will be left in the
priming cup at the etuiofpriming cycle. The system will transition to Surgical screen. Inspect
the infusion line to ensure it isfree ofair bubbles. Ifthere are bubbles in the infusion line, toggle
Irrigation Onfrom the screen and tap the line to purge itofthe air bubbles. To turn irrigation
off, use the tubing clamp or toggle Irrigation O fffrom the screen.

Note: Make sure to remove vitrectomy cutter by pulling itawayfrom the priming cup, withoutallowing
the cutter needle to touch the priming tray.

[llumination Function (Posterior/Combined Domain”™ or Anterior Domain if option
selected)

A

WARNING: Care should be taken to avoid concentrating the illumination outputon a small area ofthe
retinafor unnecessarily prolongedperiods oftime, due to the potentialfor phototoxicity and

seriouspermanentinjury.
CAUTION: Do not use lamps in damp locations, in areas ofhigh humidity, or if condensation is likely to
haveformed -for example, immediately after movingfrom a cold location to a warm location.

CAUTION: Do notblock air vents.

Q

Note: The surgeon should use the minimum illumination necessary to undertake the desired procedure.
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Fiber optic illumination for intraocular viewing is accomplished with the Stellaris® PC Vision Enhancement
System. The system contains two individually controlled light outputs, each with its own lamp. The standard
configuration is a xenon lamp in the lower position (Lamp 1) and xenon-mercury lamp in the upper position
(Lamp 2), but can be configured with either type of lamp in either position. The probe connector contains a
shutter mechanism to prevent light leakage when the probe is not connected.

The light transmitted to the patient will have a spectral content between 435 nm and 650 hm.

Each lamp provides slightly different illumination, and the choice of which to use will be dependent on both
surgeon preference and procedure type. The xenon lamp has a whiter light with a full spectrum. The xenon-
mercury lamp has a greener light that has less blue light content than the xenon spectrum at the same perceived
light level.

If a xenon lamp is installed in the lower position, the user may select one of three color filters (green, yellow,
amber) to tint the light output to give improved visualization in certain circumstances.

The Primary (Integrated) Foot Control side button may be programmed to turn lamp 1or lamp 2 on and off.
There are three ways to map the illuminator settings to the Primary (Integrated) Foot Control:

1 Using the More Screen Foot Control Tab LLI.
2. Programming the technique level Primary (Integrated) Foot Control settings.

3. Overriding the technique level settings on the phase level Primary (Integrated) Foot Control settings
screen in programming also.

IHlumination Setup and Use
1 Connect the fiber optic illuminator to the desired port (see Figure 1.24). Push the connector into the port

until the groove on the connector is aligned with the front surface of the port receptacle. See Figure 4.7.
(Scrub nurse or Circulating nurse)
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Figure 4.7. Connecting fiber optic connector to the illumination port.

1 Connector groove. 2. Connector groove align with port receptacle when it is properly connected.

2. Toturn illumination on, select the On/Off button from the screen as shown in the figure below. (Scrub
nurse or Circulating nurse)

Figure 4.8. lllumination control showing a green ring around the On/OfT button,
which indicates the lower illumination port (right) is turned on.
The filter button is below the on/off button for the lower (right) lamp.

3. Use the on screen control to adjust the intensity.
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Note; Lamp may take several minutes to complete the warm up, hut can be used once a required
intensity has been reached.

Note: Never turn the illumination on and offrapidly.

4. Set the illumination output with the up/down buttons in the display tube. Click on the arrow to increase
or decrease the output level, or click and hold to make larger changes.

Note: Should the light sourcefail during use, the operator must switch thefiber optic illuminator to
the other lamp port. The bumed-outlamp should be replaced before the next surgery.

Illumination Filter Control

The lower lamp has 3 optional filters that can be used.

You can change the current filter using the touch screen display and Primary (Integrated) Foot Control (if
programmed appropriately), or use the filter button on the surgical screen to toggle filter selection (none, amber,
green, yellow). You can also select the filter from the More Screen Illumination Tab.

By default, the filter is set to None. To change this, edit your surgeon preferences file (see page 3-11).

The output level should be set in accordance to the guidance shown in the detail section on page 1-64.

Lamp Life Cycle

As the lamp ages, its operating voltage will naturally increase. In some cases it may increase beyond an
acceptable level before the normal number of operating hours have elapsed. In this case the Stellaris® PC
Vision Enhancement System will prevent further use of the lamp to avoid the possibility of lamp rupture.

If the lamp takes longer than usual to strike, or fails to strike, this indicates the lamp is nearing the end of its life
and a warning message may appear on the screen.

Each lamp has a maximum number of hours of life, and the system will provide a warning when that limit is
near, and again once the limit has been reached. Once the limit has been reached, the lamp will remain on for
the current surgery but once turned off will not turn on again and must be replaced.

The amount of lamp life remaining for each lamp is displayed in the Illumination More Screen. The display
represents the remaining hours of lamp life. The Green area represents the amount of hours of life remaining
prior to the user notification, the Yellow area represents the point that the user notification has been given,
meaning that the lamp has a specific number of hours (15) until the Indicated light bulb must be replaced.
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Xenon—400 hours, notification is at 15 remaining hours of lamp life
Xenon-Mercury— 500 hours, notification is at 15 remaining hours of lamp life

lours
imaining

Figure 4.9. Lamp Life Indicator.

Lamp Replacement Procedure

>

WARNING:

=
>

>

WARNING:

>

WARNING:

Note:

RN,ING:

Always turn offthe power supply before attempting to replace the lamps to avoid danger of
bums, electric shock and eye damagefrom arc light.

Wear eye protection when installing or removing lamps.

Do nottouch the glass lamp or the circuit board. Hold the assembly only by the outer metal
housing.

Do notdrop, scratch, or applyforce to lamp, as the high pressure inside may cause the lamp
to rupture.

The Stellaris® PC Vision Enhancement System will not work unless both lamps are fitted
inplace. Ifyou remove a lamp you must replace it with another lamp or the system will not
function.

1 TURN OFF THE SYSTEM. Wait 20 minutes for the system to cool before attempting lamp
replacement.

2. Open the lamp-replacement access door on the side of the unit by placing a coin or flat head screwdriver
into the slot and turning it clockwise. The dot should be on the right, and the door should then lift off.
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Figure 4.10. System side with iamp access door open.

Identify the lamp that requires replacement: lower lamp = Lamp #1; upper lamp = Lamp #2.
Undo the two lamp fasteners by turning the two thumbscrews counter-clockwise.

Carefully pull the lamp housing from the unit and dispose of according to applicable regulations.

Note: Make sure to dispose ofthe old lamp properly. Lamps arefilled with high pressure xenon gas

or xenon and mercury gases. When disposing ofthe used lamp, take appropriate measures
in compliance with applicable regulations regarding waste disposal, or entrust disposal to a
licensed industrial waste disposal company. Be sure to comply with the regulations in your
country, state, region or province to ensure the used lamp is disposed oflegally and correctly.

6. Ifthe bulb is shattered and glass fragments are found, contact B&L service to remove them to prevent
damage to the unit.
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Figure 4.11. Side of the unit with lamps removed, with lamp location and orientation shown.
7. DON’T TOUCH THE LENS, LAMP CONNECTORS OR OTHER PARTS INSIDE THE SYSTEM.

8 Open the packaging for the replacement lamp holding only the metal housing BEING CAREFUL NOT
TO TOUCH ANY PART OF THE GLASS BULB OR CIRCUIT BOARD.
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Figure 4.12. Lamp Housing Exterior.
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Figure 4.13. Lamp Housing Interior.

9. Align the replacement lamp housing with the hole, taking care to align the connectors on the top-right
and bottom-left comers.

10.  Push the replacement lamp housing firmly into place.
11 Screw the two lamp fasteners clockwise until tight (thumbscrews).

A

WARNING: RISK OF ARC EXPOSURE.

12 Replace the door before applying power to the system. Make sure the dot is pointing down, indicating
that the door is locked.

13 Turn on the system.
14.  Check that the new lamp is recognized.
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Q

Note: Make sure to dispose ofthe old lamp properly. Lamps arefilled with high pressure xenon gas
or xenon and mercury gases. When disposing ofthe used lamp, take appropriate measures
in compliance with applicable regulations regarding waste disposal, or entrustdisposal to a
licensed industrial waste disposal company. Be sure to comply with the regulations in your
country, state, region orprovince to ensure the used lamp is disposed oflegally and correctly.

Fluid/Air Exchange (F/AX) (Posterior Only)

The Fluid/Air Exchange function provides continuous air flow from a pneumatic pump located in the
compressor. The air output connector must be used in the posterior mode for Fluid/Air Exchange. Air is filtered
through a disposable filter. The Primary (Integrated) Foot Control side button may be programmed to turn Fluid/
Air Exchange On or Off.

Fluid/Air Exchange Operation

The Fluid/Air Exchange mode is a posterior feature which provides the surgeon with the ability to instill a

preset air pressure into the eye for Fluid/Air Exchange. It supports pressures up to 150 mmHg at flow rates
up to 3.5 standard cubic feet (99 liters) per hour. The air pressure from the pump may be adjusted from 0 to
150 mmHg in 1 mmHg increments.

Fluid/Air Exchange Setup and Use

The Fluid/Air Exchange tubing is an integrated part of the pre-connected tubing set of the Stellaris® PC Vision
Enhancement System procedure pack. The function shares the same air source as API. In the event the air pump
is already on for AFI, all you need to do to activate Fluid/Air Exchange is switch the 2-way stopcock that is
attached to the infusion cannula.

Setup the system for posterior vitrectomy (see page 4-7) or combined surgery (see page 4-53).

2. Select the On/Off button to turn On air pump. (Scrub nurse or Circulating nurse)

Q

Note: When the pump is turned on, the air pressure numeric display will transition to show actual
pressure. When the pump is off, the display indicates the preset air pressure.
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Figure 4.14. A green ring on the On/Off switch indicates air pump has been turned on.

3. Select the up/down arrows to change the air pressure output. (Scrub nurse or Circulating nurse)

4. Turn the valve of the stopcock to stop the flow of irrigating solution and start the flow of air as shown in
Figure 4.15 (top). (Scrub nurse)
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Figure 4.15. The 2-way stopcock control of Fluid/Air Exchange.
Top: On - Air flows into eye.
Bottom: Off - Fluid flows into the eye.

1 Air. 2. Balanced Salt Solution.

Tamponade
Air Tamponade

Air tamponade is a function where the air pressure is temporarily elevated to a pre-programmed level during a
Ruid/Air Exchange procedure. The pressure level for air tamponade is higher than pressure use during normal
operation. The temporary increase of pressure is normally used to stop intraocular bleeding.

The Air Tamponade function may be enabled by the Alt Inf On/Off button on the display (see Figure 4.16), or
the Primary (Integrated) Foot Control switch if it is programmed to control Alternate Infusion. Adjusting the
air pressure above 60 mmHg will also enabled elevated infusion. The tamponade pressure is displayed in the
surgical screen and may be adjusted by selecting the numeric pressure display or using the touch screen Up/
Down arrows. Air Tamponade would also be enabled whenever the Fluid/Air Exchange pressure level is raised
above the programmed tamponade level.

When the function is enabled, a voice confirmation will sound and an elapsed time counter will be displayed in
the surgical screen.
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A voice confirmation for tamponade duration will be provided at one minute intervals. A bell will be sounded at
30 second intervals. When a1t Inf is disabled or the Fluid/Air Exchange level is reduced below the tamponade
level, a voice confirmation will sound and the timer will be cleared from the screen.
When a1t Inf is toggled off, the Fluid/Air Exchange function status and pressure will return to the value it had

prior to turning A 1t Infon, and the timer will be cleared from the screen if the pressure setting is reduced below
60 mmHg (81 cm HYO).

IV Pole

mmHg

Figure 4.16. Surgical screen displays Elevated Infusion control (status ON) and timer.
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Figure 4.17. Technique programming level Fluidics screen with Air and Fluid Tamponade settings.

Viscous Fluid Control (VFC) (Posterior Only)

A

WARNING: The Viscous Fluid Control is not intendedfor aspiration of Balanced Salt Solution.

WARNING: Subretinal cannulas are not intendedfor aspiration ofviscousfluid or Balanced Salt
Solution.

The stellaris® PC Vision Enhancement System’s Viscous Fluid Control function generates the required
injection pressures and aspiration vacuums for injecting viscous fluids to and aspirating viscous fluids from the
eye during posterior segment surgery. The Viscous Fluid function will deliver up to 72.5 psig (500 kPa, 5.0 bar)
of pneumatic pressure to the disposable tube set. All other posterior system functions except fragmentation and
vitrectomy may be operated simultaneously or in conjunction with this function.
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Silicone Qil: When used in the injection mode, the system can inject up to 5 cc of 1000 to 5000 centistoke
silicone oil @ 24° C in less than 6.25 minutes.

Viscous Fluid Control Setup and Use: Injection

1 Open aCX5720 disposable pack and place contents on a sterile surface.

2. Connect the locking air connector on the tubing set to the Stellaris® PC system (top right connector.
Figure 1.24).

3. Connect the syringe coupler of the Viscous Fluid tubing to the syringe filled with silicone oil. Twist the
coupler to lock it securely to the syringe (see Figure 4.18).

WARNING; Ensure a black piston is in the syringe before connecting the syringe coupler to the syringe
filled with silicone oil. Failure to do so will cause patient injury.

4. Slowly turn the syringe upward so that the tip points toward the ceiling, allowing any air to move to the
tip in one cohesive bubble.

5. While holding the syringe in the upright position, remove the syringe cap from the syringe and attach
the 19 ga. Teflon cannula. (Teflon cannula is recommended for injection.)

o

Select Vise Inject from the Surgical Screen Clock Menu to perform the VFC injection procedure.

7. Toevacuate air from the syringe, hold the syringe in the upright position and activate low injection
pressure to force air out the tip of the cannula.

8.  Remove the cannula cover before use.
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4

Figure 4.18. Viscous Fluid Injection Setup.

1 Viscous Fluid Port. 2. Air Tubing Connector. 3. Coupler. 4. Piston. 5. Syringe with Silicone Oil.
6. Syringe Cap. 7. 19g Injection Cannula (for injection). 8. 199 Extraction Cannula.

Viscous Fluid Injection Operation Modes

Fixed Fluid Injection
The Foot Pedal is used to control the injection with a pre-programmed fixed pressure. The pressure level is set
using the setting globes on the touch screen.

Linear Fluid Injection

Control of linear fluid injection is via the Foot Pedal. The injection pressure increases proportional to Foot
Pedal travel from the minimum programmed setting to the maximum programmed setting. The minimum and
maximum pressure levels are set using the touch screen.

DualAfaw Vac (Linear Fluid Injection, Linear Vacuum)

Linear fluid injection is actuated by depressing the Foot Pedal. Linear aspiration through the left aspiration line
is actuated by an outward yaw movement of the center Foot Pedal. The minimum and maximum pressure levels
are set using the touch screen.

Extraction
1 Opena CX5710disposable pack and place contents on a sterile surface.
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2. Connect the locking air connector on the tubing set to the Stellaris® PC system (top right connector,
Figure 1.24).

3. Remove the syringe cap (item 6 of Figure 4.21). (Must be done before step 4.)

4. Place the black piston into the syringe barrel and use the plunger to push the piston all the way down to
the tip of the syringe. (Refer to Figure 4.19 and Figure 4.20.)

A

WARNING: Ensure a black piston is in the syringe before connecting the syringe coupler to the syringe.
Failure to do so will causefluid to be aspirated into the system electronic components.

5. Connect the syringe coupler of the Viscous Fluid tubing to the empty syringe. Twist the coupler to lock
it securely to the syringe. (Refer to Figure 4.21.)

6.  Connect the extraction needle to the syringe. The 19 gauge steel needle is suitable for this application.
7. Remove the cannula cover (8) before use.

8 Select Vise Extract from the Surgical Screen Clock Menu to perform the VFC extraction procedure.

U

» innmilln i1l 1l nil

Figure 4.19. Viscous Fluid Extraction Setup.
Inserting Piston (4) into the empty syringe (5).
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Figure 4.20. Viscous Fluid Extraction Setup.
Use plunger (9) to push piston (4) to the end of the empty syringe (5).

Figure 4.21. Viscous Fluid Extraction Setup.

1 Viscous Fluid Port. 2. Air Tubing Connector. 3. Coupler. 4. Piston. 5. Empty Syringe. 6. Syringe Cap.
7. 19g Teflon Cannula. 8. 19g Extraction Cannula. 9. Plunger.

Viscous Fluid Extraction Operation Modes

Fixed Extract

Extraction is activated when the Foot Pedal is depressed. Aspiration pressure is fixed and pre-programmed
through the touch screen user interface.
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A

WARNING: A loose needle may lead to improper tuning and could cause shedding ofmetalfragments into
the eye, which can result in serious permanentpatient injury.

Setup the system for posterior vitrectomy (page 4-7) or combined surgery (page 4-53).
2 Ensure the screen is displaying the Prime/Tune Setup screen.

3. Connect the handpiece electrical connector to the connector on the machine. (Scrub nurse or Circulating
nurse)

4. Thread and firmly secure the single use fragmentation needle onto the fragmentation handpiece using a
needle wrench. (Scrub nurse)

Note: Pack number BL5275 would be appropriatefor use.

5. Connect the clear aspiration line to the fragmentation handpiece. (Scrub nurse)
6.  Hold the handpiece with tip submerged into Balanced Salt Solution. (Scrub nurse)

7. Select Prime/Test U/S to initiate the auto priming and tune ultrasound sequence. Hold the handpiece
until prime/tune completes and the system transitions to the Surgical Screen. (Scrub or Circulating
nurse)

8.  Select Frag mode from the Clock Menu to perform the fragmentation procedure. (Scrub or Circulating
nurse)

Figure 4.22. Hold frag handpiece with tip submerged into water during priming and tuning.
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4.3. Anterior Functions

Irrigation

Irrigation is part of the fluidics system, providing continuous fluid flow to compensate for fluid aspirated out of
the eye. Irrigation on/off is controlled by the pinch valve, which is opened when the Foot Pedal is pressed and
closed when the Foot Pedal is released.

An Irrigation-only mode is available, in which the Foot Pedal controls irrigation on/off. The Fill Button on the
Surgical Screen opens the irrigation control valve for 20 seconds to facilitate collection of irrigation solution
into a surgical container.

Irrigation/Aspiration Function (I/A)

. Q
Note; Do notpull the tubing taut — it must be allowed to have a droop or sag between the cassette
and the handpiece.

Note: Whenever the cassette is ejectedfrom the system console, keep the handpiece above the level of
the cassette port.

The Advanced Vacuum Function provides vacuum levels from 0 mmHg to 600 mmHg in 1 mmHg increments
depending upon the mode of operation. Aspiration limits are set via the touch screen, the remote control, or the
Primary (Integrated) Foot Control buttons (if programmed).

In I/A mode, irrigation is activated in Region 1 of Foot Pedal travel, and both irrigation and aspiration are
activated in Region 2 of Foot Pedal travel.

Capsule Polish

The capsule polish function is typically accomplished with a lower vacuum setting than standard settings. These
settings may be customized to allow quick entry into a lower vacuum level as explained in Chapter 3.

Viscoelastic Removal

The viscoelastic removal function provides different settings for the doctor’s convenience. These settings may
be customized to allow quick entry into a specific vacuum level as explained in Chapter 3.
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Venting

The Vacuum Flow Fluidics system provides the surgeon with either air or fluid venting options to free an
occluded tip when the Foot Pedal is released. When air venting is selected, the residual vacuum is vented to
atmospheric pressure, and when fluid venting is selected, it is vented to a positive pressure equal to the bottle
height head pressure. Venting automatically occurs every time the Foot Pedal travels back to region 1

Reflux

Aspiration of fluid to the collection cassette occurs via the handpiece and a tube set. Reflux applies a
momentary reverse pressure through the aspiration line to clear the aspiration port of lodged material.

The Stellaris® PC Vision Enhancement System is designed for use with continuous reflux or pulse reflux. If
enabled, the reflux feature is activated by inward movement of the Foot Pedal in all aspiration modes.

Continuous Reflux
Reflux pressure is based on irrigation pressure.

Pulse Reflux
Reflux is created by the momentary activation of a plunger on the reflux bulb.

Pulse reflux is only available with combined cassette only.

Vacuum Response

Vacuum response refers to the amount of time required to obtain the desired aspiration level. A fast response
value instructs the system to achieve the desired aspiration level in the shortest amount of time; similarly,

slow indicates that the time to achieve the desired aspiration will be significantly longer. The response can be
changed through the programming interface (see Chapter 3) or the More Screen (see page 2-8). The Advanced
Vacuum System has five levels of vacuum response setting, with one being the fastest response and five being
tbe slowest response.

Primary (Integrated) Foot Control oflrrigation/Aspiration

As the Foot Pedal is initially pressed, the irrigation control valve will open to allow irrigation into the eye.

Once irrigation has been initiated and the Foot Pedal has been depressed approximately five degrees (or as
programmed), a momentary increase in Foot Pedal resistance will be noted signifying the transition from
Region 1to Region 2 and the start of aspiration. Aspiration increases proportional to Foot Pedal travel with the
maximum level being set via tbe Max Vacuum input on the touch screen. You can program Region 2 to provide
either fixed or linear vacuum control. The Actual VVacuum display will indicate the current aspiration level.

If enabled, an audible linear tone will indicate aspiration. The pitch of the tone increases with increased

aspiration.
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Irrigation/Aspiration Setup

A

WARNING: Foroptimum aspiration and reflux performance, the patient’s eye level must be at the same

A

level as (no more than 7cm [3 in.]from) the Stellaris® PC Vision Enhancement System’
aspiration port. Failure tofollow thisprocedure may result in serious and permanentpatient
injury.

WARNING: Assure the handpiece and accessories are sterilized before use as specified.

Q

Note:

10.
11

Specific instructionsfor cleaning and sterilization included with the handpiece or accessory
take precedence over these instructions.
Turn Power on.

Press any button on the Primary (Integrated) Foot Control and wait until the ready light turns solid
green, indicating wireless communication has been established.

Select Surgeon’s Name and select Confirm.

Open the disposable package and insert the fluidics cassette all the way in and hold until it is
automatically captured by the system. The cassette housing backlight will stop blinking and remain on
when the system captures the cassette.

After the vacuum test completes, the Setup Screen will display with Prime and lime as the highlighted
function.

Spike the Balanced Salt Solution container and hang it at the desired height.
Additional step ifpressurized infusion is used:

Connect the Air Tubing Line to the ventport at the bottle spike and the other end with airfilter to

the Stellaris® PC air output connector. Switch on the air pumpfrom the system .setup screen (use the
control in the upper right hand corner of the screen). The output connector will remain lit when it is at
commanded pressure, and blink on and offwhen it is not at the commanded pressure.

Connect tubing to the I/A handpieces. Select Show Me Steps for animated setup guide, if necessary.

Ensure the irrigation clamp is open and toggle Irrigation Off to turn the flow on and allow irrigation to
fill the tubing up to the handpieces.

Fill the test chamber with irrigating solution, then slide over the tip of the handpiece.
Select Prime Only. A vacuum test is part of the priming cycle.
After successful priming and tuning, the Main Surgical Screen will be displayed.

The external components of your system are now ready. Continue to set the operating parameters.
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Note: Hold the handpiece tip towards the ceiling while priming the irrigation line to ensure all air has
been removed.

I/A Use
1 Select the I/A mode on the Clock Menu.

2. Use the setting globes to set the desired aspiration vacuum.
3. The system is now ready for Irrigation/Aspiration.

Q

Note: See Chapter 5for cleaning and sterilization requirements when surgery is completed.

Ultrasound Function

Phacoemulsification refers to the process of ultrasonic disintegration of the lens using a vibrating needle
operating at a frequency above the audible range, in the anterior chamber of the eye.

Ultrasound Power

The ultrasound display allows you to adjust maximum ultrasound power pulses per second (PPS), duty cycle
(DC), pulse duration, and pulse interval. Both the current setting and the actual value are shown on the Surgical
Screen display. The status bar (see page 2-25), visible at the top center of the surgical screen, might display the
average ultrasound power (AVE), actual phaco time (APT), and effective phaco time (EPT), depending on
system settings.

The AVE display is internally calculated as the arithmetic average of all phaco power used since last reset. The
APT display Indicates the time in minutes and seconds that phaco power has been energized since last reset. The
EPT is derived from multiplication of AVE and APT. Use the More Screen A/V Tab (see page 2-16) to reset the
phaco timer and average. The timer is also reset when you select Next Patient on the End of Case Screen.

Pulse Mode Ultrasound

Pulse mode ultrasound power may be adjusted from 0% to 10% in 1% increments, 10%to 30% in 2%
increments, and 30% to 100% in 5% increments using the up/down setting globes. Primary (Integrated) Foot
Control buttons, or remote, and in 1% increments using the keypad. Pulse output control is programmable from
1to 250 pulses per second in 1 PPS increments.

The pulse rate control does not adjust the ultrasound power. The control adjusts the number of cycles of

ultrasound power that occur during a one second time interval. In Pulsed Ultrasound Mode, the ultrasound
handpiece is energized for the portion of each time interval as programmed by the Duty Cycle setting.
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Burst Mode Ultrasound

Burst mode ultrasound is an anterior only mode to provide minimal ultrasound energy. Ultrasound is applied
in either single or multiple burst using a fixed power or in fixed burst using a linear control of power. The burst
duration can range from 2 to 600 msec.

When single burst mode is selected, a burst of ultrasound energy is emitted when the Primary (Integrated) Foot

Control is pressed to 90% of the linear control position, and is reset when the pedal is released to less than 90%
of the linear control position.

Figure 4.23. Burst Mode Ultrasound.
1 Single Burst. 2. Pedal Position. 3. Power.

When fixed pulse mode is selected, the pulse duration and interval may be selected with the screen settings.

n OfE

Figure 4.24. Fixed Pulse Ultrasound.

1 Fixed Pulse. 2. Pedal Position. 3. Power.
The ultrasound power is controlled by the linear control position of the Foot Pedal.
When multiple burst mode is selected, a sequence of bursts of ultrasound energy are emitted. The time interval

between bursts is controlled by the linear control position of the Foot Pedal. When the pedal reaches full travel
in the linear control, the ultrasound energy is limited by the Max Duty Cycle setting.

Figure 4.25. Multiple Burst Mode Ultrasound.
1 Multiple Burst. 2. Pedal Position. 3. Power.
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Ultrasound Submode

Up to three sets of ultrasound modulation settings may be stored with each ultrasound mode. Primary
(Integrated) Foot Control activation of the submode sequence may be enabled or disabled. Submodes can
be toggled with the Primary (Integrated) Foot Control heel switch or by Foot Pedal outward yaw motion in
Region 2 or 3, depending on how the system has been programmed.

The options to change submodes with the Primary (Integrated) Foot Control are:

« Either the left side button pair or the right side button pair may be grouped to change submodes to the
next submode (toe) or previous submode (heel)

» Any of the four Primary (Integrated) Foot Control buttons may be assigned to advance to the next
submode (when ungrouped)

» The outward yaw switch may be enabled to advance to the next submode (in any region) (for single
linear modes)

» The inward yaw switch may be enabled to advance to the next submode (in any region) (for dual linear
modes with reflux disabled)

* The inward yaw switch may be enabled to advance to the next submode (in Region 2/3) (for dual linear
modes with reflux enabled)

Ultrasound Tuning

The ultrasound handpiece must be tuned with the needle installed before using. Select Prime and T\ine on the
Setup Screen.

Description of Ultrasound Modes

The application of ultrasound power may be fixed or linear. Linear power is proportionally controlled by the
Foot Pedal between zero and the maximum limit set on the console.

Ultrasound power may be adjusted from 0% to 10% in 1% increments, 10%to 30% in 2% increments, and
30% to 1(HFO%in 5% increments using the up/down setting globes. Primary (Integrated) Foot Control buttons,
or remote, and in 1% increments using the keypad. The ultrasound output will be activated at the minimum
programmed power level as the Foot Pedal moves into the active ultrasound region, and will increase to the
maximum programmed output as a function of linear Foot Pedal travel.

Single Linear Ultrasound Mode with Fixed Aspiration

Once irrigation has been initiated and the Foot Pedal has been depressed approximately five degrees (or as
programmed), an increase in Foot Pedal resistance will be noted signifying the transition from Region 1to
Region 2 and the start of aspiration. Fixed aspiration will be developed at the selected aspiration level. The
screen will display the actual amount of aspiration at any given time.

Ultrasound power is activated in Region 3 of Foot Pedal travel. Another momentary increase in Foot Pedal
resistance will be noted (if detents are enabled) signifying the transition from one Region to the next, and the
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start of ultrasound power. Ultrasound power will be initiated and controlled as a function of Foot Pedal travel in
Region 3. The next ultrasound submode may be selected (if enabled) by moving the Foot Pedal in the outward
yaw direction.

Single Linear Ultrasound Mode with Linear Aspiration

Once irrigation has been initiated and the Foot Pedal has been depressed approximately five degrees (or as
programmed), an increase in Foot Pedal resistance will be noted signifying the transition from Region 1to
Region 2 and the start of aspiration. Aspiration will increase from 0 to the fixed level in proportion to Foot Pedal
travel in Region 2. The screen will display the actual amount of aspiration. Aspiration will remain at the fixed
level in Region 3.

Ultrasound powver is activated in Region 3 of Foot Pedal travel. Another momentary increase in Foot Pedal
resistance will be noted signifying the transition from one region to the next, and the start of ultrasound power.
Linear ultrasound power will be initiated and controlled as a linear function of Foot Pedal travel in Region 3.
Pulsed ultrasound may be toggled on/off by moving the Foot Pedal in the outward yaw direction.

Q

Note: Ifsingle or multiple burst mode is selected, position 3 (or outward yaw movement) does not
control ultrasound power, but rather the burst interval (for multiple burst) or nearlyfull travel
initiates and resets the single burst (see page 4-39).

Dual Linear Ultrasound Mode with Aspiration in Yaw (Fixed Minimum
Vacuum in Region 2)

Once irrigation has been initiated and the Foot Pedal has been depressed approximately five degrees (or as
programmed), an increase in Foot Pedal resistance will be noted signifying the transition from Region 1

to Region 2 and the start of aspiration. The minimum set aspiration will be developed in Region 2. Linear
aspiration to the maximum setting will be controlled by outward yaw Foot Pedal travel. The screen will display
the actual amount of aspiration.

Ultrasound power is activated in Region 3 of Foot Pedal travel. Another momentary increase in Foot Pedal
resistance will be noted signifying the transition from one region to the next, and the start of ultrasound power.
Linear ultrasound power will be initiated and controlled as a linear function of Foot Pedal travel in Region 3
(see note).

Dual Linear Ultrasound Mode with Aspiration in Yaw and Linear
Aspiration (Linear Vacuum in Region 2)

Once irrigation has been initiated and the Foot Pedal has been depressed approximately five degrees (or as
programmed), an increase in Foot Pedal resistance will be noted signifying the transition from Region 1to
Region 2 and the start of aspiration. Aspiration will increase from zero to the minimum level in proportion to
Foot Pedal travel in Region 2. Linear aspiration to the maximum setting will be controlled by outward yaw Foot
Pedal travel. The screen will display the actual amount of aspiration.
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Ultrasound power is activated in Region 3 of Foot Pedal travel. Another momentary increase in Foot Pedal
resistance will be noted signifying the transition from one region to the next, and the start of ultrasound power.
Linear ultrasound power will be initiated and controlled as a linear function of Foot Pedal travel in Region 3.

Note: Ifsingle or multiple burst mode is selected, position 3 (or outward yaw movement) does not
control ultrasound power, but rather the burst interval (for multiple burst) or nearlyfull travel
initiates and resets the single burst.

DualLinear Ultrasound Mode with Aspiration in Pitch

Irrigation is activated by Region | of Foot Pedal travel. As the Foot Pedal travels through Region I, the
irrigation pinch valve will open to apply irrigation to the eye.

Aspiration is activated by Region 2 of Foot Pedal travel. A momentary increase in Foot Pedal resistance will
be noted signifying the transition from Region 1to Region 2, and the start of aspiration. In Region 2, linear
aspiration will be developed at the selected aspiration level. The screen will display the actual amount of
aspiration.

Linear ultrasound power will be initiated and controlled as a linear function of outward yaw Foot Pedal travel in
position 2.

DualLinear Ultrasound

Dual Linear Ultrasound mode allows control of two ultrasound parameters, one on pitch and one on yaw. In
these modes, position one provides irrigation, position two provides fixed aspiration or fixed aspiration with
aspiration control feature enabled, and position 3 pitch and yaw movements provide linear control of two
ultrasound parameters. Modes are available for controlling power and pulse rate (pulsed), power and duty cycle
(pulsed), duration and duty cycle (multiple burst), power and duration (multiple burst), and power and duty
cycle (multiple burst).

Phacoemulsification Setup

A

WARNING: Never intentionally modify handpieces or tips, such as do not bend, cut or engrave, as they

could break or malfunction.

WARNING: Do nottouch an activated ultrasonic handpiece tip as injuries could occur.
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A

WARNING: A loose needle may lead to improper tuning and could cause shedding of metalfragments into
the eye, which can result in serious permanentpatient injury.

WARNING: For optimum aspiration and reflux performance, the patients eye level must be at the same
level as (no more than 7 cm [3 in.]from) the Stellaris® PC Vision Enhancement System
aspiration port. Failure tofollow thisprocedure may resultin serious and permanentpatient
injury.

Note: Specific instructionsfor cleaning and sterilization included with the handpiece or accessory
take precedence over these instructions.

Note: The ultrasound handpiece, needle, and irrigation sleeve must be sterilized before performing
these steps.
Turn Power on.

2. Press any button on the Primary (Integrated) Foot Control and wait until the ready light turns solid
green, indicating wireless communication has been established.

Select Surgeon’s Name and select Confirm.

4. Open disposable package and insert the cassette all the way in and hold until it is automatically captured
by the system. The cassette housing backlight will stop blinking and remain on when the system
captures the cassette. The vacuum test starts automatically.

5 After vacuum test completes, the Setup Screen will appear with Prime and T\ine as the highlighted
function.

6.  Spike the balanced saline solution container and hang it at the desired height.
Additional step ifpressurized infusion is used:

Connect the Air Tubing Line to the ventport at the bottle spike and the other end with airfilter to the
Stellaris® PC Vision Enhancement System air output connector. Switch on the air pumpfrom the system
setup screen, the control is at the upper right hand ofthe screen. The output connector will remain lit
when it is at commanded pressure, and blink on and ojfwhen it is not at the commanded pressure.

7. Connect tubing to ultrasound handpiece. Select Show Me Steps for animated setup guide if necessary.
8. Plug the handpiece connector to the machine (second connector from the top on the left side).
9. Thread and firmly secure the ultrasound needle onto the ultrasound handpiece using a needle wrench.

10. Thread the irrigation sleeve over the ultrasound needle so that the holes in the irrigation sleeve are
placed approximately 1 mm from and perpendicular to the bevel of the ultrasound needle (increase to
approximately 1.5 mm for denser cataracts). For MICS needles, assemble sleeve as shown sleeve as
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shown. Balanced salt solution wetting of the sleeve prior to assembly is advised to assist assembling the
infusion sleeve to the needle.

et
-

\_/ b

<

Figure 4.26. Irrigation Sleeve.

1 Irrigation Sleeve. 2. Needle.

11.  Ensure the irrigation clamp is open and toggle Irrigation Off to turn flow on, and allow the flow to fill
the irrigation tubing up to the handpieces. (See page 2-24 for details on the irrigation flow button.) Activate
the Fill button to turn flow on for 20-120 seconds. The duration is user-defined.

12, Fill the test chamber with irrigating solution, then slide over the tip of the handpiece.
13, Select Prime and Time. A vacuum test is part of the priming cycle.

14.  After successful priming and tuning, the Main Surgical Screen will appear.

The external components of your system are now ready. Continue to set the operating parameters.

Q

Note; The system will notprovide feedback as to whether or notfluid ispresentduring priming.
Inspect tubing and confirm that itisfilled with fluid andfree ofbubbles after each Prime and
Tune. Repeat the priming process ifthe tubing is not adequatelyfilled with fluid.

Phacoemulsification Use

A

CAUTION: During any ultrasonic procedure, metalparticles may resultfrom inadvertent touching ofthe
ultrasonic tip with a second instrument. Anotherpotential source ofmetalparticles resulting
from any ultrasonic handpiece may be the result of ultrasonic energy causing micro abrasion
ofthe ultrasonic tip.

Note: The ultrasound needle must be properly installed and not defective, and the irrigation and
aspiration lines must be properly connected.
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Q

Note: Hold the handpiece tip towards the ceiling while priming the irrigation line to ensure all air has
been removed.

You have connected the external components of your steliaris® pc Vision Enhancement System. Now you are
ready to set the operating parameters.

1. From the Main Surgical Screen, select the desired surgical mode from the Clock Menu.

2. Use the setting globes to set the desired aspiration level, and the ultrasound maximum power. Set the
desired number of PPS for pulsed ultrasound.

Q

Note: Assure all air bubbles are clearedfrom lines during priming. Once the system has been primed,
ultrasound tuning will begin automatically, and ultrasound tone will sound. When complete, the
Main Surgical Screen will appear.

Note: As a matter ofoperator convenience, priming is automatically canceled when tuning has been
completed or canceled. Re-tune ifeither the handpiece or ultrasound needle is changed.

3. Press the Foot Pedal to begin ultrasound operation. Aspiration and ultrasound power will be applied as
the Foot Pedal enters their pre-programmed regions (as described in page 1-42).

The Actual Vacuum displays the vacuum being used in relation to the maximum setting. The Actual
U/S progress bar displays amount of ultrasound power being used in relation to the maximum setting.
The Elapsed Time display indicates the time in minutes and seconds that ultrasound power has been
energized.

Q

Note: See Chapter 5for cleaning and sterilization requirements when surgery is completed.

Anterior Vitrectomy Function

The stellaris® pc Vision Enhancement System supports a pneumatic vitrectomy cutter, which uses pressurized
air to drive the guillotine-type vitrectomy cutter. The Advanced Vacuum system provides aspiration to draw the

vitreous material into the port, where it is then cut and aspirated through the flexible tubing into the disposable

collection container.

Anterior Vitrectomy Cutter Modes

The Advanced Vacuum System provides two vitrectomy cutter modes:

Fixed Cut
Pneumatic cutter: The control may be adjusted to provide a fixed cutting speed from 30 to 5000 cuts per minute.
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Dual Linear Cut
Pneumatic cutter: The control may be adjusted to provide a linear cutting speed from 30 to 5000 cuts per
minute. The Foot Pedal yaw is used to achieve dual linear function.

The cut rate may be adjusted from 30 to 5000 cpm, with increments as shown in the table below, or to any
specific value using the keypad.

Range Step Size
30 to 100 cpm 10 cpm
100 to 1000 cpm 50 cpm
1000 to 5000 cpm 100 cpm

Planned Anterior Vitrectomy Setup

A

WARNING: For optimum aspiration and reflux performance, the patient’s eye level must be at the same
level as (no more than 7cm [3 in.]from) the Stellaris® PC Vision Enhancement System
aspiration port. Failure tofollow this procedure may resultin serious and permanentpatient
injury.

Note: Specific instructionsfor cleaning and sterilization included with the handpiece or accessory
take precedence over these instructions.
1 Turn Power on.

2. Press any button on the Primary (Integrated) Foot Control and wait until the ready light turns solid
green, indicating wireless communication has been established.

Select Surgeon’s Name and select Confirm.

4. Open the disposable phaco package and insert the fluidics cassette all the way in and hold until it is
automatically captured by the system. The cassette housing backlight will stop blinking and remain on
when the system captures the cassette.

5. Spike the Balanced Salt Solution container and hang it at the desired height.
Ifpressurized infusion is used:

Connect the Air Tubing Line to the ventport at the bottle spike and the other end with airfilter to the
Stellaris® PC Vision Enhancement System air output connector. Switch on the air pumpfrom the system
setup screen, the control is at the upper right hand of the screen. The output connector will remain lit
when it is at commanded pressure, and blink on and offwhen it is not at the commanded pressure.

6. Ensure the irrigation clamp is open, connect the irrigation and aspiration lines together, and select
Prime. Select Show Me Steps for animated setup guide if needed.

7. Open the vitrectomy cutter pack, connect the tubing and the actuation line to the pneumatic port on the
Stellaris® PC Vision Enhancement System.
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8 Apply apinch clamp (not supplied) at the end of the irrigation line to shut off irrigation flow when using
the vitrectomy cutter without irrigation. Do not close the clamp on the administration line.

9. Ensure the irrigation clamp is opened and the tip is immersed in irrigation solution, then select Cutter
Test.

10.  After successful test, select Advance to Surgery and the Main Surgical Screen will appear.

Planned Anterior Vitrectomy Use

1 Select Vit from the Clock Menu. The Show Me Steps animated setup guide will appear.
2. Use the setting globes to set the desired vacuum level and cut rate.

3. For Fixed cut vitrectomy, yaw the Foot Pedal outward to toggle the cutter on and off, and depress the
Foot Pedal for aspiration. An audio tone will signify cutter operation (if enabled). Fixed cut rate is
activated in Foot Pedal Region 2.

4. For Linear cut vitrectomy, activate the cutter by outward yaw travel of the Foot Pedal in Region 2.
For Reflux (if enabled), rotate the Foot Pedal inward.

Unplanned Anterior Vitrectomy Setup

In the event anterior vitrectomy is needed during phaco surgery:

1 Select the Vitrectomy mode from the Clock Menu. The Show Me Steps animated setup guide will
appear. Select Close to close the animated setup guide.

2. Open the appropriate vitrectomy cutter pack.

For the pneumatic cutter, connect tubing and the actuation line to the pneumatic port on the
Stellaris® PC Vision Enhancement System.

3. Ensure that the irrigation clamp is open and the tip is immersed in irrigation solution. Select Setup, then
Pneumatic Vit Test. Select Show Me Steps for animated setup guide if needed.

4. After a successful test, select Advance to Surgery and select the Vit phase from the Clock Menu.

Primary (Integrated) Foot Control ofAnterior Vitrectomy Mode

As the Foot Pedal is initially pressed, the irrigation control valve will open to allow irrigation into the eye.

Once irrigation has been initiated and the Foot Pedal has been depressed approximately five degrees (or as
programmed), a momentary increase in Foot Pedal resistance will be noted signifying the transition from
Region 1to Region 2 and the start of aspiration. Aspiration increases proportional to Foot Pedal travel with the
maximum level being set via the Max Vacuum input on the touch screen. Region 2 will provide linear control
of aspiration. The Actual Vacuum display will indicate the current aspiration level.

If enabled, an audible linear tone will indicate aspiration. The pitch of the tone increases with increased

aspiration.
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For Fixed Cut vitrectomy mode, vitreous cutting is activated in Region 2. The cut rate is fixed. Each successive
outward yaw movement toggles the cutter ON or OFF. If enabled, an audible tone will indicate cutter on (double
beep) or cutter off (single beep).

For Dual Linear Cut mode, outward yaw movement provides linear control of the cut rate as a function of Foot
Pedal displacement once it is within Region 2. The actual cut rate is displayed on the screen. When the Foot
Pedal is released, it returns to center and the cutter is disabled. If enabled, an audible linear tone indicates cut
rate, and the pitch of the tone increases with increased cutter speed.

Reflux (if enabled) is by inward yaw movement of the Foot Pedal.

By default, the vitrectomy cutter is On.

Pressurized Infusion

A

WARNING:  This system is to be used in either air pressured infusion mode or 1V Pole mode but never
both togetherfor posterior or combined techniques as high intraocularpressures may result.

Q

Note: Specific instructionsfor cleaning and sterilization included with the handpiece or accessory
take precedence over these instructions.

Note: When using airpressured infusion, hang the bottle so that the drip chamber is close to patient
eye level.

The Pressurized Infusion function infuses a preset air pressure to pressurize the Balanced Salt Solution bottle.
The pressure generated would force Balanced Salt Solution into the eye to maintain a preset intraocular pressure
(IOP). The air pressure is generated by a compressor in the system and air is infused into the bottle through

air tubing. The use of Pressurized Infusion function would replace the gravity infusion that depends on bottle
height. The preset air pressure may be adjusted from the system screen display.

Enable Pressurized Infusion Function

To enable Pressurized Infusion Function from Surgical More Screen:

1 Select
2. Select
3 Select
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Figure 4.27. More Screen, Infusion Tab (Anterior Domain).
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Pattonl Eye Level Ao 0cm Container Type

AKamata F/AX mniHg

Figure 4.28. More Screen, Infusion Tab (Combined Domain).

4. The Pressurized Infusion settings and function can be saved through Save Settings command button.

Pressurized Infusion Setup
1 Remove the filter cap (A) from the hottle spike venting port that comes with the system disposable pack
in Figure 4.29.
Connect the Air Tubing Line male connector to the bottle spike venting port (A) in Figure 4.29.
Connect the Air Tubing Line filter to the Vision Enhancement System air source (B) in Figure 4.29.
Spike and hang the bottle on the hanger at the desired bottle height.
Use the up and down arrows to select the desired air pressure.

Turn On the air pump by selecting the Off button below the setting display. Selecting the same button
again will turn off the pump.

o o1~ W N
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Figure 4.29, Pressurized Infusion Setup.

Note; Ifthe infusion type is set to “Pressurized Infusion™, thepump will come on when a cassette is
captured and the vacuum check completes.

4.4. Coagulation Function (Posterior & Anterior Modes)

A

WARNING: Check the coagulation power level when changing between extraocular and intraocular

cauterization.

WARNING: Use only bipolar handpieces and cables designated by Rausch +Lombfor use with this

system.

WARNING: Failure of HF surgical equipment could resultin an unintended power output increase.

A

WARNING; Thepatient leads should be positioned in such a way that contact with the patient or other
leads is avoided. Temporarily unused bipolar handpieces should be stored in a location that is

isolatedfrom the patient.
CAUTION:  All bipolaraccessories must be ratedfor an operating voltage ofat least 120V.
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Note: When the device and physiological monitoring equipment are used simultaneously on the
same patient, any monitoring electrodes should be placed asfar as possiblefrom the surgical
electrodes. Needle monitoring electrodes are not recommended. In all cases, monitoring systems
incorporating high frequency current limiting devices are recommended.

Q

Note: No neutral electrode is requiredfor use ofthe bipolarfunction.
Note: The outputpower selected should be as low as possiblefor the intended purpose.

Q

Note: For explanation of Dual Linear Primary (Integrated) Foot Control see page 1-6.

Bipolar coagulation is accomplished with the Stellaris® PC Vision Enhancement System Coagulation Function.
Bipolar forceps or pencil handpieces are used as electrodes. Coagulation power may be adjusted from 0% to
100% of the output power using the up/down arrow keys. The available coagulation modes are:

Fixed coagulation mode

Provides an adjustable output between 0% and 100%. Power levels are set via setting globe control. Fixed
coagulation may be actuated by any Primary (Integrated) Foot Control button, if programmed. Fixed
coagulation remains activated as long as the button remains depressed.

Linear coagulation mode

Provides an adjustable output between 0% and 100%. Power levels are set via setting globe control. Linear
Coagulation is selected from the Clock Menu on the Main Surgical Screen. Linear coagulation is actuated
by depressing the Foot Pedal, if it has been programmed to provide linear control as a function of angular Foot
Pedal displacement.

Fixed Coagulation Setup and Use

A

WARNING: Assure the handpiece and accessories are sterilized before use.

A

WARNING: Cables to the surgical electrodes should be positioned such that contact with the patient or
other leads are avoided.
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Q

Note: See Chapter 5for cleaning and sterilization requirements when surgery is completed.
Specific instructionsfor cleaning and sterilization included with the handpiece or accessory

take precedence over these instructions.

- X 0

Figure 4.30. Fixed Coagulation Handpiece setup.

1 Adaptor CX9404. 2. To system coagulation connector.
3. 2-pin connector style. 4. Lemo connector style.

Connect the desired bipolar forceps or pencil to its cable. You may need to use an adapter.

1
2. Connect the bipolar cable to the coagulation connector.

3. Use the setting globes to adjust the percentage of coagulation power desired.
4

The fixed coagulation function is activated by pressing the programmed Primary (Integrated) Foot
Control switch. When the switch is released, the function will deactivate. Fixed coagulation mode is

accessible during the system setup.
5 Ifprogrammed, a tone will signify bipolar coagulation operation.
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Linear Coagulation Setup and Use

A

WARNING; Assure the handpiece and accessories are sterilized before use as specified.

Q

Note: Specific instructionsfor cleaning and sterilization included with the handpiece or accessory
take precedence over these instructions.

Note: See Chapter 5for cleaning and sterilization requirements when surgery is completed.
Note: Due to compliance with 60601-2-2, position | will notstart until approximately 35% ofpedal

travel is attained in the linear coagulation mode.
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Figure 4.31. Linear Coagulation Handpiece Setup.
1 Adaptor CX9404. 2. To system coagulation connector.
3. 2-pin connector style. 4. Lemo connector style.

Connect the desired bipolar forceps or pencil to its cable. The use of an adapter may be necessary.
Connect the bipolar cable to the coagulation electrical connector, if required.

Select Coag from the Clock Menu.
Use the setting globes to adjust the Max Coagulation power desired.

The linear coagulation function is actuated by the Foot Pedal, if programmed. The Actual Coagulation
progress bar will display the amount of coagulation power being used in relation to the maximum

setting.
6.  Atone will signify bipolar coagulation operation if programmed.

ga b w N
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4.5. Combined Domain

The Stellaris® PC Vision Enhancement System supports combined procedures to allow user to perform both
posterior and anterior segment surgeries with the dedicated software interface and packs. Select Posterior/
Anterior Domain in the Select Procedure start up screen to begin. The Posterior/Anterior Domain user interface
allows the user to perform all the posterior and anterior functions from a single surgical screen and cassette
pack.

Note; Make sure the pack you are using is appropriatefor the domain selected.

Combined Procedure Setup and Use

Note: Specific instructionsfor cleaning and sterilization included with any handpiece or accessory

take precedence over these instructions.

WARNING; Foroptimum aspiration and reflux performance, the patient’s eye level must be at the same
level as (no more than 7cm [3 in.Jfrom) the Stellaris® PC Vision Enhancement System
aspiration port. Failure tofollow this procedure may resultin serious andpermanentpatient
injury.

1 Connect the compressed air source to the connector on the lower rear of the system.

2. Turn the power on and wait until the screen displays the Primary (Integrated) Foot Control or other
system messages.

Acknowledge and close all messages.

4. To operate the Primary (Integrated) Foot Control wirelessly, press any button on the Primary
(Integrated) Foot Control and wait until the ready light turns solid green. This indicates that wireless
communication has been established.

5. The screen will display Select Procedure. (If your system is programmed to default to either the
Anterior Domain or the Posterior/Combined Domain, the Select Procedure Screen will not appear, and
the system will move directly to the Select Surgeon Screen, as shown in Figure 1.8.)

6.  Select Posterior/Anterior Segment, and the screen will transition to the Select Surgeon screen. (Skip
this step if the system is already displaying the Select Surgeon screen.)

7. Select Surgeon’s Name and then Confirm to transition to the Insert Cassette screen.
8 Open the combined surgical pack with the following steps:

a. Hold the bottom of the tray with left hand and the thumb placed in the thumb notch. (Circulating
Nurse)

b.  Tear open the lyvek seal toward the body. (Circulating Nurse)
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c.
d.

@

Pour contents onto sterile surface. (Circulating Nurse)
Identify loose components from the pre-connected tubing set. (Scrub Nurse)
Drape the system tray and screen with drapes provided. (Scrub Nurse)

Avrrange the pre-connected tubing set with cassette, bottle spike, air tubing filter and actuation
connector toward the system front. The priming cup is placed at the other end with the tubing set
in tbe middle as shown in the figure below. (Scrub Nurse)

n(|

Figure 4.32. Pre-connected tubing set.

Remove the tape to unbind all the tubing. (Scrub Nurse)
Straighten the tube set and secure it so it will not drop off the sterile surface. (Scrub Nurse)

Remove the tape from the cassette to release the additional tubing that is tied to the cassette.
(Scrub Nurse)

Connect the air tubing filter to the system (second connector down, on the right side of the
machine). Ensure the air pump is on. (Scrub Nurse or Circulating Nurse)

Connect the vitrectomy actuation line (blue stripe) to the system. (Scrub Nurse or Circulating
Nurse)

Insert the fluidics cassette all tbe way in and hold until it is automatically captured by the system.
The cassette housing backlight will stop blinking and remain on when the system captures the
cassette. (Scrub Nurse or Circulating Nurse)

Pass the bottle spike and irrigation tubing to Circulating Nurse. (Scrub Nurse)

Spike and hang the Balanced Salt Solution container on the automated W pole or the Zero Level
hanger if using API. Squeeze and release the drip chamber until it is half filled with solution.
(For API setup, use the spiking tool provided to puncture the rubber stopper on the bottle before
inserting the metal cannula into the bottle.) (Circulating Nurse). See Figure 4.5.
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o.  Remove the tape on the priming cup. (Scrub Nurse)
p.  Place the priming cup flat on the tray as in the figure below. (Scrub Nurse)

Figure 4.33. Priming cup with infusion cannula, left aspiration and vitrectomy cutter attached.

Select the first button from the Easy Prime selection menu to initiate the auto priming and vitrectomy
cutter test sequence. (Scrub Nurse or Circulating Nurse)

Note: The system will notprovide feedback as to whether or notfluid ispresentduring priming.
Inspect tubing and confirm that it isfilled with fluid andfree ofbubbles after each Prime and
Tune. Repeat the priming process ifthe tubing is notadequatelyfilled with fluid.

The posterior section setup is now complete. The following steps are to setup the anterior functions:
10. Remove the second aspiration line from the priming cup and connect to the phaco handpiece.

11.  Remove the irrigation line from the 2-way stopcock and connect it to the phaco handpiece. See Show
Me Steps for animated setup guide if necessary.
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Figure 4.34. Connecting tubing to the phaco handpiece.

1 Phaco Handpiece. 2. Phaco Needle. 3. Infusion sleeve. 4. Test Chamber. 5. Connect to U/S connector.
6. Connect to Vit actuation port. 7. Connect to air pressure port.

12, Plug the handpiece connector to the machine (second connector from the top).
13.  Thread and firmly secure the ultrasound needle onto the ultrasound handpiece using a needle wrench.

14.  Slide the irrigation sleeve over the ultrasound needle so that the holes in the irrigation sleeve are
placed approximately 1 mm from and perpendicular to the bevel of the ultrasound needle (increase
to approximately 1.5 mm for denser cataracts). For MICS needles, assemble sleeve as shown in
Figure 4.26. Balanced salt solution of the sleeve prior to assembly is advised to assist assembling the
infusion sleeve to the needle.

15, Toggle the Irrigation Off button to turn flow on, and allow the flow to fill the irrigation tubing up to the
handpieces. See page 2-24 for details on the irrigation flow button (activate the Fill button with turn flow on
for 20 seconds).

16.  Fill the test chamber with irrigating solution, then slide over the tip of the handpiece.

17.  Select Prime and Tune. A vacuum test is part of the priming cycle.

After successful priming and tuning, the Main Surgical Screen will appear.
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5 Cleaning and Sterilization Requirements

Cleaning and Sterilization Requirements

This chapter provides instructions for cleaning the Stellaris® PC Vision Enhancement System, and for cleaning
and sterilization of the reusable accessories.

Q

Note: Specific instructionsfor cleaning and sterilization included with any handpiece or accessory
take precedence over these instructions.

Note: Preventative scheduled maintenance is recommended once a year to ensure that the
Stellaris® PC Vision Enhancement System meets its optimum performance, reliability and safety
standards set by the manufacturer. The maintenance shall be done by a Bausch + Lomb certified

individual only.

A

WARNING: Allow 20 minutes after sterilization for the handpiece and cord to cool before using them
again. The handpiece connector must be completely dry before it is connected it to equipment.

5.1. Routine Cleaning

A

WARNING: DisconnectACpower before cleaning the system.

A

CAUTION: Topreserve the surfacefinish, avoid the use ofabrasive cleaners. I fpossible, clean spots
before they dry.

Bausch + Lx)mb tested the following products, and found that they can be used on all external surfaces of the
Stellaris® P C Vision Enhancement System. Use of any substance not listed is at the user’s own risk.

* Isopropyl alcohol (70%)
» Mild soap and water

You should wipe the external surfaces of the Stellaris® PC Vision Enhancement System, Primary (Integrated)
Foot Control and remote control with a soft cloth moistened with cleaning solution on a weekly basis, while
the stellaris® P C Vision Enhancement System is disconnected from any power supply. Avoid applying any
cleaner directly to the display (apply to cloth sparingly). Remove all traces of the cleaning solution with a cloth
dampened with clean water, and dry the surfaces with a lint-free cloth.
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5 Cleaning and Sterilization Requirements

You should clean the fluid level detection lens (Figure 5.1) every three months with a 4 x 4 in. gauze pad and
isopropyl alcohol.

J

Figure 5.1. Fluid Level Detection Lens.

Gently swab the electrical connectors with an alcohol swab weekly, taking care to avoid excessive quantities of
cleaning solution around the ports. Do not reconnect to power until the ports have completely dried.

5.2. Bipolar Coagulation Accessories

A

WARNING: The coagulation accessories should not be sterilized using a cold soaking solution.

WARNING: Allow 20 minutes after sterilization for the handpiece and cord to cool before using them
again. The handpiece connector must be completely dry before it is connected it to equipment.

CAUTION:  All bipolar accessories must be ratedfor an operating voltage ofat least 120V.
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5 Cleaning and Sterilization Requirements

Note; No neutral electrode is requiredfor use ofthe bipolarfunction.

The bipolar coagulation forceps, eraser, and reusable cord should be inspected before each use for signs of
misalignment, pitting, contamination (blood, tissue, etc.), or other damage. Blood, saline, tissue, and other
contamination on the tips may be removed by gently scraping with a scalpel blade. 1f the forceps are dropped
and seriously misaligned, or if deep pits or scores appear on the tips after long use, the forceps may be returned
to Bausch + Lomb for repair, refinishing, or repotting of the insulating base. With the exception of flash
methods, the items may be wrapped in a surgical towel, CSR wrap, or equivalent.

Wipe the forceps using a soft cloth moistened with a mild soap water solution. Avoid excessive quantities of
solution around the electrical connector. Remove all traces of the solution with a cloth dampened with clean
water. The surfaces should then be dried with a lint-free cloth.

The forceps and reusable cables may be sterilized as follows:

» Standard Gravity Steam Sterilization: Wrapped for 30 minutes at 121° C/104.8 kPa [1.048 bar]
(250° F/15.2 psi).

* Flash Sterilization: Unwrapped but covered for 10 minutes at 132° C/186.8 kPa [1.868 bar]
(270° F/27.1 psi).

» High Vacuum (Pre-vacuum) Sterilization: Wrapped for 3 minutes at 134° C/206.8 kPa [2.068 bar]
(274° F/30.0 psi).

Refer to ANSI/AAMI ST79-2006, comprehensive Guide to Steam Sterilization and Sterility Assurance in
Health Care Facilities, and/or your institution’s policies regarding restrictions on the use of flash sterilization.

5.3. Irrigation and Irrigation/Aspiration Handpieces

A

CAUTION; Use only warm (30° C to 40° C or 85° F to 105° F) distilled or deionized water to flush the
handpiece.

The handpiece must be cleaned and autoclaved before it is placed into service the first time, before initial use
each day, and between each use in accordance with the following instructions.
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5 Cleaning and Sterilization Requirements

Handpiece Cleaning Instructions

Figure 5.2. Irrigation and Aspiration Handpiece Flushing Setups.

1.1A Handpiece. 2. Aspiration Fitting. 3. 3-Way Stopcock.
4. Syringe. 5. Irrigation Fitting. 6. Female Luer.

A.  Disconnect the tubing and remove the irrigation sleeve.

B.  Place the end of the syringe into a beaker of warm (30° C to 40° C or 85° F to 105° F) distilled or
deionized water, and fill the syringe to the 50 cc (ml) mark.

C.  Connect the end of the syringe to the irrigation fitting of the handpiece (see Figure 5.2).

D.  Push on the syringe plunger to force fluid through the handpiece into another beaker for proper disposal.
Do not draw flushing fluid back through the handpiece. Disconnect the syringe.

Repeat Steps B through D at least three times.

F.  Fill the syringe with air, reattach to handpiece, and push on the syringe plunger to force air through the
handpiece. Disconnect the syringe.

G. Repeat Step F at least three times.

H.  Refill the syringe to the 50 cc (ml) mark with warm (30° C to 40° C or 85° F to 105° F) distilled or
deionized water.

I.  Connect the syringe to the center stopcock fitting.
J. Rotate the stopcock lever to allow fluid flow to the female luer fitting.
K. Connect the stopcock female luer fitting to the handpiece aspiration fitting.
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5 Cleaning and Sterilization Requirements

L. Push on the syringe plunger to force fluid through the handpiece into another beaker for proper disposal.
Do not draw flushing fluid back through the handpiece. Disconnect the syringe.

M. Repeat Steps H through L at least three times.

N.  Fill the syringe with air, reattach to stopcock, and push on the syringe plunger to force air through the
handpiece. Disconnect the syringe.

O. Repeat Step N at least three times.

CAUTION: Use only warm (30° C to 40° C or 85° F to 105° F) distilled or deionized water toflush the
handpiece.

Irrigation and I/A Handpiece Sterilization

A

WARNING: Do not cold sterilize the instrument. The sterilizing solution may not beflushed outprior to
surgery and could beflushed into the eye, resulting in serious eye injury.

WARNING: Allow 20 minutes after sterilization for the handpiece and cord to cool before using them
again. The handpiece connector must be completely dry before it is connected it to equipment.

Q

Note: To maintain flexibility and prevent cable damage, wind the cord only loosely ifneeded, and do
not store it coiled with a less than 6" diameter.

The handpiece and any reusable accessories must be autoclaved before any item is used. With the exception
of flash sterilization, the items may be wrapped in a surgical towel, CSR wrap, or equivalent. The minimum
requirements for sterilization are:

» Standard Gravity Steam Sterilization: Wrapped for 30 minutes at 121° C/104.8 kPa [1.048 bar]
(250° F/15.2 psi).

 Flash Sterilization: Unwrapped but covered for 10 minutes at 132° C/186.8 kPa [1.868 bar]
(270° F/27.1 psi).

* High Vacuum (Pre-vacuum) Sterilization: Wrapped for 3 minutes at 134° C/206.8 kPa [2.068 bar]
(274° F/30.0 psi).

Refer to ANSI/AAMI ST79-2006, Comprehensive Guide to Steam Sterilization and Sterility Assurance in
Health Care Facilities, and/or your institution’s policies regarding restrictions on tbe use of flash sterilization.
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5 Cleaning and Sterilization Requirements
5.4. Ultrasound Handpiece and Accessories

The ultrasound handpiece, reusable accessories, and cord should be inspected before each use for signs of
contamination, or other damage. If the handpiece, its cord, or any reusable accessory show signs of damage

or cracked insulation, it should not be used. The handpiece must be flushed clean and autoclaved before being
placed into service the first time, before initial use each day, and after each use in accordance with the following
instructions:

Q

Note: Use compressed, filtered medical grade air (medical grade nitrogen) to blow out the handpiece
lumens. The pressure should notexceed 29 psi (200 kPa, 2 bar).

Note: Remove the rubberplugsfrom the tip ofthe handpiece and lumen port(s) at the end ofthe
handpiece before autoclaving and placing into servicefor thefirst time.

Note: To maintain flexibility and prevent cable damage, wind the cord only loosely ifneeded, and do
not store it coiled with a less than 6 ” diameter.

Handpiece Cleaning Instructions

Bausch + Lomb recommends the use of the Universal Maintenance Kit CX7120 in the following instructions.
The irrigation sleeve, needle, and tubing must be removed from the handpiece before beginning.

A Remove the silicone irrigation sleeve and the needle. Remove any tubing from the rear of the handpiece
(see figure below). Rinse the exterior of the handpiece by holding it under cold running tap water for
fifteen seconds, rotating the handpiece to expose all surfaces to the flowing water.

B.  Wipe the handpiece using a soft cloth moistened with a mild soap and water solution. Avoid excessive
quantities of solution around the electrical connector. Remove all traces of the solution with a cloth
dampened with clean water. The surfaces should then be dried with a lint-free cloth.

Note: For users in the United Kingdom, please refer to page 5-11for special cleaning and sterilization
instructions before proceeding.
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5 Cleaning and Sterilization Requirements

1 N

Figure 5.3. Ultrasound Handpiece and Needle.
1 Needle Sleeve. 2. Needle. 3. Irrigation Port. 4. Aspiration Port. 5. Power Cord.

Figure 5.4. Fragmentation Needle and Handpiece.

1 Needle. 2. Frag handpiece. 3. Aspiration port. 4. Power cord.

A

CAUTION: Use only warm (30° C to 40° C or 85° F to 105° F) distilled or deionized water to flush the
handpiece.

Q

Note: You may usefiltered compressed medical grade air (medical grade nitrogen) to blow out the
tubing. The pressure should not exceed 29 psi (200 kPa, 2 bar).

C.  Flush the irrigation lumen as follows (see Figure 5.5 below):

1 Place the end of the syringe into a container of warm (30° C to 40° C or 85° F to 105° F) distilled
or deionized water, and fill the syringe to the 50 cc (ml) mark.

2. Connect the end of the syringe to the infusion line on the ultrasound handpiece.
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5 Cleaning and Sterilization Requirements

3

Push on the syringe plunger to force fluid through the handpiece into another container for proper
disposal. Do not draw flushing fluid back through the handpiece. Disconnect the syringe.

Repeat Steps 1through 3 at least three times.

Fill the syringe with air, reattach to infusion line, and push on the syringe plunger to force air
through the handpiece. Disconnect the syringe.

Repeat Step 5 at least three times.

Figure 5.5. Flushing Ultrasound Handpiece.
1 Syringe. 2. Handpiece.

D.  Flush the aspiration lumen as follows (see Figure 5.6 and Figure 5.7 below):

1 From the rear of the handpiece, insert aspiration brush (provided in the Universal Maintenance
Kit CX7120) into the aspiration fitting.

2. Push the brush bristles through the handpiece aspiration lumen, then pull the brush back out.
Thoroughly clean the brush after each use and sterilize at the end of each day according to the
maintenance Kit instructions.

3. Refill the syringe to the 50 cc (ml) mark with warm (30° C to 40° C or 85° F to 105° F) distilled or
deionized water.

4.  Connect the syringe to the center stopcock fitting.

5 Rotate the stopcock lever to allow fluid flow to the female luer fitting.

6.  Connect the stopcock female luer fitting to the handpiece aspiration fitting.

7. Push on the syringe plunger to force fluid through the handpiece into another beaker for proper
disposal. Do not draw flushing fluid back through the handpiece. Disconnect the syringe.

8 Repeat Steps 3 through 7 at least three times.

9. Fill the syringe with air, reattach to stopcock, and push on the syringe plunger to force air through
the handpiece. Disconnect the syringe.
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5 Cleaning and Sterilization Requirements

10. Repeat Step 9 at least three times.

tl

Figure 5.6. Flushing Aspiration Lumen (Ultrasound Handpiece).
1 Handpiece. 2. Fluid Pathway. 3. Stopcock. 4. Syringe.

Figure S.7. Flushing Aspiration Lumen (Fragmentation Handpiece).

1. Fragmentation Handpiece. 2. Fluid Pathway. 3. Stopcock. 4. Syringe.
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5 Cleaning and Sterilization Requirements
Needle Cleaning Instructions (for reusable ultrasound needle only)

A Use a handpiece that was cleaned but not sterilized. Attach the needle and an irrigation sleeve to the
handpiece. See page 5-6.

B.  Clean the needle in the same manner that the handpiece was cleaned in Steps C and D above.

C. Remove the irrigation sleeve and needle from the handpiece.

Ultrasound Handpiece and Accessories Sterilization

A

WARNING: Before each use, the handpiece and power cord should be inspectedfor damage (nicks,
crimps, dents, exposed wires, and so on). I fthe handpiece is damaged, it should be
immediately removedfrom service. Use ofdamaged handpiece may resultin serious
permanentpatient injury.

A

WARNING: Do notcold sterilize the instrument. The sterilizing solution may not beflushed outprior to
surgery and could beflushed into the eye, resulting in serious eye injury.

WARNING: Allow 20 minutes after sterilizationfor the handpiece and cord to cool before using them
again. The handpiece connector must be completely dry before it is connected it to equipment.

Q

Note: To maintain flexibility and prevent cable damage, wind the cord only loosely if needed, and do
not store it coiled with a less than 6 ” diameter.
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5 Cleaning and Sterilization Requirements

dpiece, needle and irrigation sleeve must be sterilized before use. With the exception of flash

sterilization, the items may be wrapped in a surgical towel, CSR wrap, or equivalent.

Except for users in the United Kingdom, the minimum requirements for sterilization are:

Note:

Standard Gravity Steam Sterilization; Wrapped for 30 minutes at 121° C/104.8 kPa [1.048 bar]
(250°F/15.2 psi).

Flash Sterilization: Unwrapped but covered for 10 minutes at 132° C/186.8 kPa [1.868 bar]

(270° F/27.1 psi).

High VVacuum (Pre-vacuum) Sterilization: Wrapped for 3 minutes at 134° C/206.8 kPa [2.068 bar]
(274° F/30.0 psi).

For users in the United Kingdom, please refer to page 5-11 for special cleaning and sterilization

instructions before proceeding.

Refer to ANSI/AAMI ST79-2006, Comprehensive Guide to Steam Sterilization and Sterility Assurance in
Health Care Facilities, and/or your institution’s policies regarding restrictions on the use of flash sterilization.

5.5.

Special Instructions for United Kingdom Users

Flush aspiration lumen (phaco) as follows:

A.  Place the end of the syringe into a beaker of warm (30° C to 40° C or 85° F to 105° C) distilled or
deionized water, and fill the syringe to the 50 cc (ml) mark.

B.  Connect the syringe to the center stopcock fitting.

C. Rotate the stopcock lever to allow flow to the female luer fitting.

D.  Connect the stopcock female luer fitting to the handpiece aspiration fitting.

E.  Push on the syringe plunger to force fluid through the handpiece into another beaker for proper disposal.
Do not draw flushing fluid hack through the handpiece. Disconnect the syringe.

F. Repeat Steps A through E at least three times.

G. Prepare a neutral pH detergent solution using warm distilled or deionized water, per the detergent
manufacturer’s labeling instructions.

H.  Immerse aspiration brush (part of CX7120 Universal Maintenance Kit) into the detergent solution
sufficiently to cover all of the brush bristles.

I. From the rear of the handpiece, insert the aspiration brush into the aspiration fitting.

J. Push the brush bristles through the handpiece aspiration lumen several times. Care must be taken not to
create an aerosol effect by pushing the bristles past the end of the handpiece. Then pull the brush back
out. Thoroughly clean the brush after each use and sterilize at the end of each day according to CX7120
Universal Maintenance Kit instructions.
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5 Cleaning and Sterilization Requirements

K. Rinse both ends of the handpiece aspiration lumen. Holding the handpiece downward at a 45° angle, and
rinse the aspiration fitting with warm (30° C to 40° C or 85° F to 105° C) distilled or deionized water.
Repeat this process for the front of the handpiece.

L. Wipe each end of the handpiece with clean gauze to remove any deposited protein material.

M.  Refill the syringe with 50 cc (ml) of warm distilled or deionized water.

N.  Connect the end of the syringe to the center stopcock fitting.

O. Rotate the stopcock lever to allow fluid flow to the female luer fitting.

R Connect the stopcock female luer fitting to the handpiece aspiration fitting.

Q. Push on the syringe plunger to force fluid through the handpiece into another beaker for proper disposal.
Do not draw flushing fluid back through the handpiece. Disconnect the syringe.

R, Repeat Steps M through Q at least four times.

S.  Fill the syringe with air, reattach to stopcock, and push on the syringe plunger to force air through the
handpiece. Disconnect the syringe.

T. Repeat Step S at least three times.

U. Sterilize the handpiece as follows;

* High Vacuum (Pre-vacuum) Sterilization: Wrapped for a minimum of 3 minutes at
134° C/206.8 kPa [2.068 bar] (274° F/ 30.0 psi).
Refer to your institution’s policies regarding restrictions on the use of sterilization.
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Automated Cleaning

1 Inspect the stellaris® PC Vision Enhancement System’s Ultrasound handpiece to ensure that it is free
of any gross soiling or debris. If gross soiling or debris is evident, manual pre-cleaning with a neutral
pH detergent with a disposable cloth or paper wipe while wearing appropriate personal protective
equipment may be necessary. It is recommended that the Stellaris® PC Vision Enhancement System’s
Ultrasound handpiece be reprocessed as soon as is reasonably practical following use.

2. Connect the lumens of the Stellaris® PC Vision Enhancement System’s Ultrasound handpiece to the
lumen connectors or adaptors of the washer to allow detergent and rinse water to circulate freely through
the lumens of the handpiece.

3. Ensure that the Stellaris® PC Vision Enhancement System’s Ultrasound handpiece is placed within the
washer such that all surfaces of the stellaris® PC Vision Enhancement System’s Ultrasound handpiece
components are accessible to the detergent and rinse water during cleaning and the Stellaris® P C Vision
Enhancement System’s Ultrasound handpiece does not move about excessively during cleaning.

4. Process the Stellaris® PC Vision Enhancement System’s Ultrasound handpiece according to the
conditions listed below. Cleaning times and conditions may be adjusted based on the degree of soiling
present on the Stellaris® PC Vision Enhancement System’s Ultrasound handpiece. The conditions
indicated below were validated using a neutral pH detergent (Getinge Neutrawash) and a severe organic
soil challenge (BS 2745: Part 3: 1993). The use of a neutral pH detergent solution is recommended to
avoid damage to the Stellaris® PC Vision Enhancement System’s Ultrasound handpiece components.

Phase Time Temperature

Pre-Wash 3 minutes 30°C(86° F)

Wash 1 10 minutes 40° C (104° F)

Wash 2' 10 minutes 30°C(86° F)

Rinse 3 minutes 30°C(86° F)

Heated Final Rinse 50 minutes at 80° C (176° F) or 10 minutes at 90° C (194° F*
Drying By observation—Do not exceed 110° C (230° F*

1. Neutral pH detergent. Adjust concentration according to the detergent manufacturers
directions regarding water quality and the extent ofinstrument soiling.

2. Minimum exposure conditionsfor thermal disinfection using purified water.

3. As cleaningfrequently involves mixed instrument loads, the efficacy ofdrying will vary
based on the equipment employed and the nature and volume ofthe load being processed.
Therefore, the drying parameters selected must be determined by observation.

5. Following processing carefully inspect the Stellaris® P C Vision Enhancement System’s Ultrasound
handpiece for cleanliness, any evidence of damage, and proper operation. If residual soiling is apparent,
reprocess the Stellaris® PC Vision Enhancement System’s Ultrasound handpiece as indicated above.
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5.6. Cleaning the MMC

A

CAUTION: Topreserve the chassisfinish, avoid the use ofabrasive cleaners. Ifpossible, clean spots

before they dry.

WARNING: DisconnectACpower before cleaning the chassis.

The following cleaning solutions are recommended to clean the MMC.

* Isopropyl alcohol (70%)
» Mild soap and water

Wipe the area to be cleaned using a soft cloth moistened with cleaning solution. Avoid excessive quantities of
cleaning solution around the open vents on the MMC outer chassis. Remove all traces of the cleaning solution
with a cloth dampened with clean water. The surfaces should then be dried with a lint-free cloth.

A periodic visual inspection of the system components should be performed to inspect for damaged cables or
connectors.

Store the MMC in a dry and clean area and avoid extreme temperatures.

There are no requirements for periodic calibration or adjustments.

5.7. Laser Protective Eyewear

Use isopropyl alcohol, or soap and water to clean the lenses of the goggles. Rinse with warm water and air dry.
DO NOT USE ANY OTHER CLEANING SOLVENTS. Laser Protective Eyewear should be stored at room

temperature.
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6 Troubleshooting

Troubleshooting

This chapter contains procedures for identifying and resolving problems that may occur with your
Stellaris® PC Vision Enhancement System.

Q

Note: Preventative scheduled maintenance is recommended once a year to ensure that the
Stellaris® PC Vision Enhancement System meets it optimum performance, reliability and safety
standards set by the manufacturer. The maintenance shall be done by a Bausch + Lomb certified
individual only.

Note: Other than mainfuses and lamps, this system contains noparts that are serviceable by the user.
All maintenance shall be done by a Bausch + Lomb certified individual only.

6.1. User Troubleshooting

If possible, try a known good handpiece or connector to isolate the issue.

If the aspiration line becomes clogged, and it cannot be cleared using reflux, remove the handpiece
from the eye and clear the aspiration port of lodged material.

If ultrasound calibration fails, check connections and needle, then attempt calibration a second time. If
calibration fails twice, change to a known good handpiece and attempt to calibrate again. If a known
good handpiece fails calibration, or if assistance is needed to determine if the original handpiece is
defective, contact the Global Product Support (see Chapter 7).

6.2. Power Issues

A

WARNING: Forcontinuedprotection ofoperators andpatientsfrom electrical and other hazards, replace
fuses only with the same type and rating as defined in the service instructions.

WARNING: Forcontinuedprotection ofoperators andpatientsfrom electrical hazards, only replace the
mainspower cord with a B+L-specified replacement.

If you flip the main power switch and no power is sent to the system (i.e., the stand-by power switch does not
light up, there is no faint fan noise from the lower rear of the system, etc.) there may be a bad fuse. First check
that the rest of the operating suite has power, the cord is still plugged in, and the wall outlet is still supplying

proper power.
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6 Troubleshooting

If the power supply chain appears to be intact, you may have a blown fuse. A blown fuse is usually noticeable
after removal from the system by obvious discoloration within the fuse and/or an obviously broken fuse-wire
within the fuse.

Fuse Replacement

The Stellaris® PC Vision Enhancement System has 2 user-replaceable fuses. If an over-current condition should
occur which opens these fuses, they must be replaced with fuses of the same type and rating as the original fuses
(see specifications table in Chapter 8).

A blown fuse may be indicated when you are using a known good outlet, and no power is sent to the system
when you flip the main power switch to on (i.e., the stand-by power switch is not lit up, no faint fan noise from
the lower rear of the system, etc.).

A blown fuse is usually noticeable after removal from the system by obvious discoloration within the fuse and/
or an obviously broken fuse-wire within the fuse.

Q

Note: Ifdamage is apparent to eitherfuse, both should be replaced to ensure proper operation.

Remove the power cord from the Stellaris® P C Vision Enhancement System. The presence of the power
cord will physically prevent the removal of the fuse drawer.

b.  Using a flat-blade screwdriver, turn the fuse holder counter-clockwise, and pull outward. One style of
fuse holder will come partially out and the fuse will drop out. On the other style, the fuse is retained by
clips on the back.

¢.  Replace the fuses, reinstall the fuse holder and lock it by turning clockwise.
d.  Snap the fuse drawer back into place.
e.  Replace the cord and the system should be ready to run again.
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Fuse Holder Location

Figure 6.1. Fuse Holder Location.

6.3. Laser Calibration Verification

The Stellaris® P C Vision Enhancement System Laser function should have its output verified annually.

An external power meter is used to measure the actual power delivered through the delivery devices. The
Stellaris® PC Vision Enhancement System also displays the power delivered from the selected delivery device.
Bausch + Lomb recommends using an annually calibrated laser power meter system (e.g. Thorlabs S142C laser
power sensor and compatible meter head) with a previously unused EndoProbe.

To measure the power:

A, Wear appropriate eye protection.

B.  Connect a known good EndoProbe to the laser port.

C. Prepare the stellaris® PC Vision Enhancement System and enter the laser Endo mode.

D.  Select laser power to the value on the chart below.

E.  Select 50 ms exposure Duration and 50 ms Repeat Interval (50% duty cycle).

F  Select Treat mode and turn the aiming beam on.

G. Direct the end of the EndoProbe into the power meter so that the aiming beam diameter is 2 to 4 mm in
diameter and centered in the meter.

H.  Depress the footswitch, measure the delivered power, and record this value. Make sure to select the
correct wavelength (532 nm) and range as needed on the power meter.

I.  Repeat steps D through H for each value on the chart.

J. Ifareading falls outside the minimum/maximum value shown (+/-20%), recheck the test setup, the
power meter, the placement of the device into the meter, and the delivery device. If possible, test with
another delivery EndoProbe. If the system is still out of calibration, it must be returned for service (see
“7.1. Service Information” on page 7-1).
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Display Meter Reading Date Minimum @ Maximum @
50% duty cycle 50% duty cycle
50 20 30
350 140 210
2000 800 1200

6.4. Laser Interlocks

Room Interlock & Safety LightInstructions

The Stellaris® PC Vision Enhancement System includes a 3M, 37104-B122-O0E MB, 4-pin yellow insulation
displacement plug for user termination of a room interlock and/or a room laser safety light. This connector
accepts 22 and 24 AWG wire with outer diameters from 1.0 mm to 2.0 mm. Bausch + Lomb recommends Alpha
79052 if additional wire is needed.

The door interlock circuit is in pins 1and 2 of the connector. A normally open mechanical switch should be
used in the door frame, with a closed circuit when the door is closed and an open circuit when the door is open.
Connect one side of the switch to pin 1 and the other side of the switch to pin 2

Q

Note: Do notinterface this circuit to any external power.

If you are not installing a door interlock but will use a Laser Safety Light, use a short piece of 22 AWG wire to
connect pins 1& 2.

The Room Laser Safety Light circuit is in pins 3 and 4 of the connector. It is a normally open relay contact that
is closed when the laser is enabled. The circuit will support any lamp that uses less than 2A at 24 VDC. If the
lamp is less than SOWDC, connect pin 3 of the connector to the lamp source voltage, and pin 4 of the connector
to the high side of their lamp. An additional wire will be needed from the low side of the lamp to the ground
side (or return) of the power supply.
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6 Troubleshooting

Door Interlock
Switch

24 VvDC

Room

Safety
Light V

(<2A)

Figure 6.2. Wiring Diagram for Room Interlock.

If your lamp uses more power (is greater than 50W DC or AC power), a dry contact relay and DC Power supply
must be installed with the lamp. In this case, the higher voltage or circuit that powers the lamp must go through
the switching contact of the relay, and the lower voltage power supply must be used as the source voltage for pin

3, as shown below.

Light

Figure 6.3. Wiring Diagram for Room Interlock with Dry Connection.
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After inserting all the wires into the connector, use pliers to press the yellow block into the black body mating
the insulation displacement blades. Insert the plug into the 4-pin port on the Power Input Module of the
Stellaris® PC Vision Enhancement System.

Microscope Filter Interlocks

The Stellaris® PC Vision Enhancement System includes a 3M, 37103-A124-00E MB, 3-pin green insulation
displacement plug for user termination of a Removable Microscope Filter (RMF). This connector accepts 22
and 24 AWG wire with outer diameters from 1.0 mm to 2.0 mm. B+L recommends Belden 9533 if additional
wire is needed. To terminate this plug, you will need the wiring definition of your RMF.

Figure 6.4. Interlock Connector.

Q

Note: Users with a microscope equipped with a 2 position laser safetyfilterfor use with a Millennium
Microsurgical System should call B+Lfor a BL3242 adapter.

1 Ifyour RMF is only 2 wires with a mechanical switch between them, trim the two wires to a matched
length and insert into the back of the connector body into pins 2 and 3.
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Figure 6.5. Interlock Switch with Two Wires.

If your RMF is 3 wires (identified as power, switch, and ground), trim the wires to a matched length and
insert into the back of the connector body with power in pin 1, switch in pin 2, and ground in pin 3.

3 Ifyour RMF is 4 wires (identified as power, switch | and switch 2 or switch ground, and ground), use a
multimeter to verify 4 ohms or less between tbe 2 grounds. Once verified, follow step 2 above, leaving
one of the two ground wires unconnected. If the voltage cannot be verified, cut off 2 inches from the 2
grounds, strip a %> off three of the wires and create a'Y by soldering them together, then continue with
step 2 above.

4. For any other RMF configuration call Bausch + Lomb for assistance (see page 7-1).

N

5. After inserting the wires into the connector, use a standard set of pliers to press the green block into the
black body, mating the insulation displacement blades.

Figure 6.6. Interlock Closure.

6.  Finally, insert the plug into the 3-pin port on the Power Input Module of the Stellaris® PC Vision
Enhancement System.
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6.5. System Messages

Effective Date: 26/Mar/2014

All system messages displayed by the user interface are uniform in their appearance. However, the message box
will have a red border if a safety-related condition is present. When an event occurs, the system will sound a
tone and display a pop-up window with the appropriate message displayed. The pop-up window may provide a
choice of options for proceeding, but no other action may be taken while a message box is active.

Messages and suggested corrective actions are shown in the following tables.

Message Prefix  Trouble Area

BPS Power Supply Module

CPX Compressor Module

EIV IV Pole Module

LAS Laser Module

LM Light Module
MMC MultiMedia Center Module

RCR Remote Control Receiver Module

uiC User Interface Computer Module

USM Ultrasound Module
VFM Vacuum Fluidics Module
WFC Primary (Integrated) Foot Control Module
WFR Primary (Integrated) Foot Control Receiver Module

Flow Fluidics Module Messages

ID Type Message Suggested Action
AFMOI Caution The flow fluidics module was not Call your product service
detected in the system. Surgical mode  representative.
is not available.
AFMO02  Caution The flow fluidics module software Call your product service
version is not compatible with the representative. A compatible software
system software version. Surgical mode version must be installed.
is not available.
AFMO03  Caution The flow fluidics module has failed to  Call your product service representative
respond to a settings command. The if this problem persists.
module settings have been re-sent to
the module.
AFMO04  Caution The flow fluidics module has reset. The Call your product service representative
module settings have been re-sent to if this problem persists.
the module.
6-8 Operator’s Manual 1100173I5ENRev. C
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ID Type
AFMO05 Caution
AFMO06 Caution
AFMO08 Informational
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Message

The flow fluidics module does not have
valid factory calibration data. Surgical
mode is not available.

The fluidics pump motor may have
failed.

The cartridge vacuum sensor test is in
progress.

*GDMS Copy-Use per procedure*
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Suggested Action

Anterior System Only: Call your
product service representative to
replace the flow fluidics module.
Anterior System Only; Call your
product service representative to
replace or calibrate the flow fluidics
module.

Anterior System Only:

Open the flow fluidics module drawer,
re-insert the cartridge, and close the
drawer again using the ‘Open/ Close
Drawer’ icon button in the status
display. Try to observe if the pump
head moves as the drawer closes. Close
this message and then complete this
action or use the ‘Open/ Close Drawer
button on this message.

Anterior System Only:

Call your product service representative
to replace the flow fluidics module if
this problem persists.

Anterior System Only:

Please wait for the cartridge vacuum
sensor check to complete.

Operator’s Manual 6-9
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ID Type Message
AFMII Informational ~ System priming has not been
completed.

AFM13 Informational ~ System priming has failed.

AFM14  Caution The vitrectomy cutter output pressure
is low. Vitrectomy cutter may not be
cutting.

11001731SEN Rev. C
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Suggested Action

Select the *Setup’ icon, then select the
‘Prime’ or ‘Prime and Tune’ button to
complete the system priming. Close
this message and then complete this
action or use the ‘Prime’ or ‘Prime and
Tune’ button on this message.

Check irrigation and aspiration tubing
connections for leaks. Check that

the test chamber is forming a tight

seal around the handpiece. Select the
‘Setup’ icon, then select the ‘Prime’ or
‘Prime and Tune’ button to complete
the system priming. Close this message
and then complete this action or use the
‘Prime’ or ‘Prime and Tune’ button on
this message.

Anterior System Only:

Open the flow fluidics module drawer,
replace the cartridge, and close the
drawer using the ‘Open / Close Drawer’
icon button in the status display. Close
this message and then complete this
action or use the ‘Open / Close Drawer’
button on this message. Call your
product service representative if this
problem persists.

Check that the vitrectomy cutter tubing
is connected tightly. Select the ‘Setup’
icon, then select the “Vit Test’ button.
Close this message and then complete
this action or select the Vit Test’ button
on this message.

Replace the vitrectomy cutter. Select
the ‘Setup’ icon and then select the “Vit
Test” button. Close this message and
then complete this action or select the
Vit Test” button on this message.

Call your product service representative
if this problem persists.

Operators Manual 6-11
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ID Type
AFM16 Informational
AFM17 Informational

AFM18 Informational
AFM19 Informational
6-12 Operator’s Manual

Viewed/Printed: 10 Anr 2014

Status: Effective

Message
Please insert the cartridge.

Reflux is not available - Reflux cannot
be activated when aspiration is active.

Reflux is not available - too many
reflux pulses have been activated,
aspiration must be commanded again to
reset the reflux function.

Aspiration is not available - the foot
pedal started in the inward yaw position
when pressed to activate aspiration or
the foot control button programmed for
reflux is activated.
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Suggested Action
Anterior System Only:

Insert the flow fluidics cartridge and
close the drawer using the ‘Open/
Close Drawer’ icon button in the status
display. Close this message and then
complete this action or use the ‘Open /
Close Drawer’ button on this message.

To activate reflux, release the foot pedal
to a non-aspirating position and activate
the inward-yaw reflux command or the

button programmed for reflux.

Press the foot pedal to activate a short
period of aspiration before re-activating
reflux.

Release the foot pedal to home position
and ensure the Primary (Integrated)
Foot Control button programmed for
reflux is not activated. Press the foot
pedal into the aspiration region again to
obtain aspiration.
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Power Supply Module Messages

ID Type

BPS02 Caution
BPS03 Caution
BPS04 Caution
BPS05 Caution
BPSO7 Informational

BPS08 Caution
BPS09 Caution
BPS 12 Informational

I10017315ENRev. C
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Message

The power supply was not detected
in the system. Surgical mode is not
available.

The power supply software version
is not compatible with this software
version. Surgical mode is not available.

The power supply has failed to respond
to a settings command. The module
settings have been re-sent to the
module.

The power supply has reset. The
module settings have been re-sent to
the module.

The power module temperature is
higher than expected.

The power module is at an over
temperature condition. System
shutdown is imminent.

The power module output is low.
System functions may not be available.
A back-up battery was detected in

the power supply. This feature is no
longer supported. Surgical mode is not
available.
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Suggested Action

Call your product service
representative.

Call your product service
representative. A compatible software
version must be installed.

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

Confirm that the bottom and lower rear
areas of the system are not blocked
from free air flow.

Call your product service representative
if this problem persists.

Confirm that the bottom and lower rear
areas of the system are not blocked
from free air flow.

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.
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Compressor Module Messages

ID Type

CPXOl Caution
CPX02 Caution
CPX03 Caution
CPX04 Caution
CPX05 Caution
CPX06 Caution
CPX07 Caution
CPX08 Caution

6-14 Operators Manual
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Message

The compressor module was not
detected in the system. Surgical mode
is not available.

The compressor module software
version is not compatible with the
system software version. Surgical mode
is not available.

The compressor module has failed to
respond to a settings command. The

module settings have been re-sent to
the module.

The compressor module has reset. The
module settings have been re-sent to
the module.

The air pressure output is lower than
commanded.

The air pressure output is higher than
commanded.

The internal air pressure system cannot
reach the full pressure expected.

The internal vacuum pump has failed.
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Suggested Action

Call your product service
representative.

Call your product service
representative. A compatible software
version must be installed.

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

Check that the air line tubing is
connected tightly to the system.

Check that there are no leaks in the

air line and that the air line tubing

is connected tightly to the pack
components.

Call your product service representative
if this problem persists.

P/C Domains: Disconnect the air tubing
from the system and switch to gravity
infusion setup.

Anterior Domain: Change the bottle
and switch to gravity infusion setup.

Call your product service representative
if this problem persists.

PC System Only:

Increase input pressure to nominal
pressure of 85 psi (5.9 bars). (PC Sys)
Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.
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CPX09

CPXIO

CPXII

CPX12

CPX13

CPX14

CPX15

CPX19

CPX20

CPX22

CPX23

Type
Caution

Caution

Caution

Caution

Caution

Informational

Caution

Caution

Caution

Caution

Informational

110017315ENRev. C
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Message

The internal vitrectomy air pressure is
low.

Viscous fluid injection pressure is low.

Viscous fluid injection pressure is high.

Viscous fluid extraction vacuum is low.

Viscous fluid extraction vacuum is
high.
External supply pressure is low.

The internal air pressure supply to
the vacuum fluidics module is low.
The vacuum fluidics module may not
function properly.

The vitrectomy cutter input pressure is
high. The vitrectomy cutter function is
not available.

The internal air pressure supply to
the vacuum fluidics module is high.
The vacuum fluidics module may not
function properly.

The internal air pressure system
pressure is higher than expected.

External supply pressure is high.
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Suggested Action
PC System Only:

Increase input pressure to nominal
pressure of 85 psi (5.9 bars). Call your
product service representative if this
problem persists.

PC System Only:

Check that the VFI tubing is connected
tightly to the system and to the other
pack systems.

Call your product service representative
if this problem persists.

PC System Only:

Check that the VFI tubing is connected
tightly to the system and to the other
pack systems.

Call your product service representative
if this problem persists.

PC System Only:

Increase input pressure to nominal
pressure of 85 psi (5.9 bars).

PC System Only:

Increase input pressure to nominal
pressure of 85 psi (5.9 bars).

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

PC System Only:

Decrease input pressure to 85 psi (5.9
bars).
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10 Type Message

CPX24 Informational  The compressor module has failed the
pressure Sensors power up test.

6-16 Operator’s Manual

Effective Date: 26/Mar/2014

Suggested Action

Ensure that the front and back air ports
are not connected to tubing and shut
down the system by selecting the ‘End’
icon, confirming any prompts, and then
selecting the ‘Shutdown System’ button
on the End screen. Following system
shut down, restart the system. Close
this message and then complete this
action or use the ‘Shut Down System’
button on this message.

Call your product service representative
if this problem persists.
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ID Type Message Suggested Action

EIVOI Caution The 1V Pole controller was not detected Call your product service
in the system. Surgical mode is not representative.
available.

EIV02 Caution The 1V Pole controller software version Call your product service
is not compatible with the system representative. A compatible software
software version. Surgical mode isnot  version must be installed.
available.

EIVO3 Caution The IV Pole controller has failed to Call your product service representative
respond to a settings command. The if this problem persists.
module settings have been re-sent to
the module.

EIVO4 Caution The IV Pole controller has reset. The Call your product service representative
module settings have been re-sent to if this problem persists.
the module.

EIVO5 Caution The IV Pole position cannot be Command the IV Pole to the minimum
determined. bottle height position using the down

arrow or the numeric keypad for the

IV Pole bottle height setting on the
surgical screen. Close this message

and then complete this action or use

the ‘Lower IV Pole’ button on this
message.

Call your product service representative
if this problem persists.

EIVO7 Caution The IV Pole is not detecting the home ~ Command the 1V Pole to the minimum
position switch or the 1V Pole motor bottle height position using the down
may have failed. arrow or the numeric keypad for the

IV Pole bottle height setting on the
surgical screen. Close this message

and then complete this action or use

the ‘Lower IV Pole’ button on this
message.

Call your product service representative
if this problem persists.

EIVO8 Caution The IV Pole panel button sensors Ensure that the IV Pole back panel

have failed or the buttons have been
activated continuously since being
powered on.

buttons are not activated.

Confirm proper operation of the IV
Pole back panel buttons.

Call your product service representative
if this problem persists.
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MultiMedia Center (MMC) Module Messages

ID Type Message
MMCOI Informational ' The multimedia center was not
detected.

MMCO02 Informational The multimedia center software version
is not compatible with the system
software version. The video overlay
function is not available.

MMC03  Informational The multimedia center has failed to
respond to a settings command. The
settings have been re-sent.

6-18 Operators Manual

Effective Date: 26/Mar/2014

Suggested Action

Please ensure that the multimedia
center is plugged in and powered on.
Check that the multimedia center data
cable is plugged in to both the system
and the multimedia center.

Call your product service representative
if this problem persists.

Call your product service
representative. A compatible software
version must be installed.

Call your product service representative
if this problem persists.
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Remote Control Receiver Module Messages

ID Type
RCROI Caution

Message

The remote control receiver was not
detected in the system. Surgical mode
is not available.

The remote control receiver software
version is not compatible with the
system software version. Surgical mode
is not available.

The remote control receiver has failed
to respond to a settings command. The
module settings have been re-sent to
the module.

The remote control receiver has reset.
The module settings have been re-sent
to the module.

Possible interference with remote
control receivers. Remote control
function may not be available.

RCR02 Caution

RCRO03 Caution

RCR0O4 Caution

RCRO05 Informational

RCR06 Informational The remote control battery level is low.
Remote control function may not be

available shortly.

User Interface Computer (UIC) Module Messages

ID Type Message

uicol Informational Tbe IV Pole height has been limited to
the maximum ceiling height. The IV
Pole height range is {X)-{ Y} {cm |
mmHg).

uIC03 Informational  Phase/Mode change not allowed while

surgical functions are in use.
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Suggested Action

Call your product service
representative.

Call your product service
representative. A compatible software
version must be installed.

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

Turn off or dim room lights. Certain
types of room lighting may cause this
type of interference.

Call your product service representative
if this problem persists.

Replace the remote control battery at
your earliest convenience.

Call your product service representative
if this problem persists.

Suggested Action

Go to Infusion More screen or
programming function to reset max
IV Pole Height. Close this message to
complete this action or use the action
button on this message.

Change Phase/Mode while surgical
functions are not in use.
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ID
ulCo4

uIC05

UIC06

uICo7

uICo8

uIC09

uIC13

uiIC14

UIC15

U1C16

uIC17

uIC18

Type
Caution

Caution

Informational

Informational

Informational

Informational

Informational

Informational

Informational

Informational
Informational

Informational

6-20 Operator’s Manual
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Message

Initialization of surgical system failed.
Surgical mode not available.

The system database is corrupt.
The system will shutdown after
confirmation of this message.

Cassette type does not match procedure
type. Do you want to change to the
matching procedure type?

Cassette type does not match procedure
type.

Incorrect ultrasound handpiece
connected.

Priming/Tuning/Vitrectomy cutter
testing is in progress.

Surgeon File Is Not Usable due to loss
of database integrity. Try a system
default setting file.

Posterior and Combined Techniques

Only: The IV Pole and AFI are both

engaged. Please confirm that the AFI
bottle is at patient eye level.

A laser endoprobe is not connected.
Notes: upon entry into Endo and a fiber
is connected that is not endoprobe

A laser Laser Indirect Ophthalmoscope
(LIO) is not connected.

A laser module is not installed; laser
functions will not be available.

The laser foot control is programmed
for primary (integrated) but the primary
(integrated) foot control is not found.

jrem AR iai L an A AAa s * | d *
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Suggested Action

Power down the system by selecting tbe
‘End’ icon, confirming any prompts,
and then selecting the ‘Shutdown
System’ button on the End screen.
Following system shut down, restart the
system. Close this message and then
complete this action or use the ‘Shut
Down System’ button on this message.

Call your product service representative
if this problem persists.

Call your product service
representative.

Press Yes for a {anterior, posterior,
combined} procedure, or Press No to
eject the cassette.

Please insert a posterior cassette.

Please plug in a (Phaco, Frag}
handpiece, or try a different ultrasound
handpiece.

Please wait for Priming/Tuning/
Vitrectomy cutter testing to complete.

None

None

Connect an EndoProbe.

Connect an LIO.

Call your product service
representative.

Change the laser Foot Control to
secondary (LIO) via the info screen.

Connect the Primary (Integrated) Foot
Control.

UO0O017315EN Rev. C

A-110017315EN
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ID Type
UIC19 Informational

UIC20 Caution

uic21 Caution

11001731SEN Rev. C

Viewed/Printed- 10 Anr 2014

Status: Effective

Message

The laser foot control is programmed
for secondary (LIO) but the secondary
(LI1O) foot control is not connected.

A loss of audio feedback processing
has been detected. System may not be
providing audio feedback.

The system requires restarting due to
an internal error, Please perform the
following

1 Select “Shutdown” to initiate system

shutdown.

2. If system does not shut down in

30 seconds, power off the system by
pressing and holding the power button
at the front panel

3. Restart system after 1 minute.

Call your product service representative

if this problem persists.

*GDMS Copy-Use per procedure*
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Effective Date: 26/Mar/2014

6 Troubleshooting

Suggested Action

Connect the secondary (LIO) Foot
Control.

Change the laser Foot Control to
primary (integrated) via the info screen.

Power down the system by selecting the
‘End’ icon, confirming any prompts,
and then selecting the ‘Shutdown
System’ button on the End screen.
Following system shut down, restart the
system. Close this message and then
complete this action or use the ‘Shut
Down System’ button on this message.

Call your product service representative
if this problem persists.

None

Operator’s Manml 6-21
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6 Troubleshooting

Status: Effective

Ultrasound Module Messages

ID Type
USMOI Caution
USM02 Caution
USMO03 Caution
USMO04 Caution
USMO5 Informational
USMO06 Informational
6-22 Operator's Manual

VirandiD tintad. 10

Anv 2012

Message

The ultrasound module was not
detected in the system. Surgical mode
is not available.

The ultrasound module software
version is not compatible with the
system software version. Surgical mode
is not available.

The ultrasound module has failed to
respond to a settings command. The
module settings have been re-sent to
the module.

The ultrasound module has reset. The
module settings have been re-sent to
the module.

The ultrasound handpiece is not
connected or detected.

The ultrasound handpiece has not been
tuned.

*DMS Copy-Use per procedure*'
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Effective Date: 26/Mar/2014

Suggested Action

Call your product service
representative.

Call your product service
representative. A compatible software
version must be installed

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

Please plug in the {Phaco, Frag}
handpiece. The ultrasound connector
indicator light is flashing.

If the handpiece is not detected, unplug
the handpiece and try another (Phaco,
Frag} handpiece.

Call your product service representative
if this problem persists.

Select ‘Setup’, then select ‘Prime /
Tune’ or “Tune Only’ button. Close this
message and then complete this action
or select the ‘Prime / Tune’ button on
this message.

1100173I5ENRev. C

A-110017315EN

Rev ¢
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ID
USMO08

USMO09

USMIO

USMII

Type
Informational

Informational

Caution

Caution

11001731SEN Rev. C

Viewed/Printed: 10 Anr 2014

Status: Effective

Message

The ultrasound handpiece has failed the
tuning process.

The ultrasound handpiece may have
failed or may be failing.

Coagulation circuit may have failed,
potential coagulation output over-
voltage condition.

Coagulation circuit may have failed,
potential uncommanded or incorrect
coagulation output.

*GDMS Copy-Use per procedure*
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Effective Date: 26/Mar/2014

6 Troubleshooting

Suggested Action

Ensure ultrasound needle is properly
tightened, the handpiece is sufficiently
cooled, and the connector is dry. Select
the “Prime / Tune’ or “Tune Only’
button again to repeat the handpiece
tuning process. Close this message

and then complete this action or use
the ‘Prime and Tune’ button on this
message.

Unplug the handpiece and try another
ultrasound handpiece. Select the ‘Prime
/ Tune’ or “Tune Only’ button again to
repeat the handpiece tuning process.
Close this message and then complete
this action or use the ‘Prime and Tune’
button on this message.

Call your product service representative
if this problem persists.

Unplug the handpiece and try another
ultrasound handpiece. Select the Prime
/ Tune’ or “Tune Only’ button again to
repeat the handpiece tuning process.
Close this message and then complete
this action or use the ‘Prime and Tune’
button on this message.

Call your product service representative
if this problem persists.

Unplug the bipolar handpiece and cord
and try another bipolar handpiece and
cord.

Call your product service representative
if this problem persists.
Unplug the bipolar handpiece and cord

and try another bipolar handpiece and
cord.

Call your product service representative
if this problem persists.

Operators Manual 6-23
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6 Troubleshooting

Message

Unable to read ultrasound handpiece
data. Attempt to tune the handpiece to
confirm proper operation.

ID Type
LISM15 Informational

Informational  The ultrasound module fan has failed.
The ultrasound handpiece cannot be
tuned or operated.

USM16

6-24  Operator's Manual

Viemad/Drintad: 10 Anr 2014
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Effective Date: 26/Mar/2014

Suggested Action

Ensure ultrasound needle is properly
tightened, the handpiece is sufficiently
cooled, and the connector is dry. Select
the ‘Prime / Tune’ or “Tune Only’
button again to repeat the handpiece
tuning process. Close this message

and then complete this action or use
the “Prime and Tune’ button on this
message.

Unplug the handpiece and try another
ultrasound handpiece. Select the ‘Prime
/ Tune’ or “Tune Only’ button again to
repeat the handpiece tuning process.
Close this message and then complete
this action or use the ‘Prime and Tune’
button on this message.

Call your product service representative
if this problem persists.

Power down the system by selecting the
‘End’ icon, confirming any prompts,
and then selecting the ‘Shutdown
System’ button on the End screen.
Following system shut down, restart the
system. Close this message and then
complete this action or use the ‘Shut
Down System’ button on this message.

Call your product service representative
if this problem persists.

1100173I5ENRev. C
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Status: Effective

Vacuum Fluidics Module Messages

ID
VFMOI

VFMO02

VFMO03

VFMO04

VFMO05

VFMO7

VFMO8

VFMO09

Type
Caution

Caution

Caution

Caution

Caution

Informational

Informational

Informational

UO0017315EN Rev. C

Viewed/Printed: 10 Apr 2014

Message

The vacuum fluidics module was not
detected in the system. Surgical mode
is not available.

The vacuum fluidics module software
version is hot compatible with the
system software version. Surgical mode
is not available.

The vacuum fluidics module has failed
to respond to a settings command. The
module settings have been re-sent to
the module.

The vacuum fluidics module has reset.
The module settings have been re-sent
to the module.

The vacuum fluidics module does not
have valid factory calibration data.
Surgical mode is not available.

The cassette vacuum check is in
progress.

The cassette vacuum check has failed.

System priming has not been
completed.

*GDMS Copy-Use per procedure*
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Effective Date: 26/Mar/2014

6 Troubleshooting

Suggested Action

Call your product service
representative.

Call your product service
representative. A compatible software
version must be installed.

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

Call your product service representative
to replace or calibrate the vacuum
fluidics module.

Please wait for the cassette vacuum
check to complete.

Eject the cassette using the ‘Eject
Cassette’ icon button in the status
display and then re-insert the cassette to
retry the cassette vacuum check. Close
this message and then complete this
action or use the ‘Eject Cassette’ button
on this message.

Eject the cassette using the ‘Eject
Cassette” icon button in the status
display and then replace the cassette
with a new cassette. Close this message
and then complete this action or use the
‘Eject Cassette’ button on this message.

Call your product service representative
if this problem persists.

Select the *Setup’ icon, then select the
‘Prime’ or ‘Prime and Tune’ button to
complete the system priming. Close
this message and then complete this
action or use the ‘Prime’ or ‘Prime and
Tune’ button on this message.

Operator's Manual 6-25
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6 Troubleshooting

ID Type Message

Status: Effective

VEMII Informational ~ System priming has failed.

6-26 Operator’s Manual

Vinmind/Drintad- 10

& 000 LHPMH (&1 INFO@CIRMLRU & WWW.GOSZDRAVNADZOR.

Effective Date: 26/Mar/2014

Suggested Action

Check irrigation and aspiration tubing
connections for leaks. Check that

the test chamber is forming a tight

seal around the handpiece. Select the
‘Setup’ icon, then select the ‘Prime’ or
‘Prime and Tune’ button to complete
the system priming. Close this message
and then complete this action or use the
‘Prime’ or ‘Prime and Tune’ button on
this message.

Eject the cassette the cassette using

the ‘Eject Cassette’ icon button in the
status display and then load a new pack.
Close this message and then complete
this action or use the ‘Eject Cassette’
button on this message.

Call your product service representative
if this problem persists.

IWOI73I5ENRev. C
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6 Troubleshooting

ID Type Message Suggested Action

VFM13 Informational The cassette is nearly full. P/C Domains: At the soonest
convenient time, empty the cassette.
To empty the cassette: 1 Clamp the
infusion line. 2. Select the eject cassette
icon. 3. Empty the cassette. 4. Re-insert
the cassette. 5. Open the infusion
clamp. Refer to operator’s manual for
detailed instructions to detach tubing
manifold from the cassette.

Anterior Domain: At the soonest
convenient time, empty the cassette.
To empty the cassette: 1 Clamp the
irrigation line. 2. Replace the test
chamber on the handpiece. 3. Select
the eject cassette icon. 4. Empty the
cassette. 5. Re-insert the cassette.

6. Open the irrigation clamp 7. Remove
the test chamber from the handpiece.
Refer to operator’s manual for detailed
instructions to detach tubing manifold
from the cassette.

Eject the cassette the cassette using
the ‘Eject Cassette’ icon button in the
status display and then load a new
pack. Close this message and then
complete this action or use the ‘Eject
Cassette’ button on this message. Call
your product service representative if
the cassette is not nearly full and this
message persists.

11001731SEN Rev. C Operators Manual 6-27
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6 Troubleshooting

ID Type Message

VFM14  Caution The cassette is full.

VFM15  Caution The vitrectomy cutter output pressure
is low. Vitrectomy cutter may not be
cutting.

VFM17 Informational Please insert the cassette.

6-28 Operator's Manual

Effective Date: 26/Mar/2014

Suggested Action

P/C Domains: Empty the cassette.

To empty the cassette: 1 Clamp the
infusion line. 2. Select the eject cassette
icon. 3. Empty the cassette. 4. Re-insert
the cassette. 5. Open the infusion
clamp. Refer to operator’s manual for
detailed instructions to detach tuhing
manifold from the cassette.

Anterior Domain: Empty the cassette.
To empty the cassette: 1 Clamp the
irrigation line. 2. Replace the test
chamber on the handpiece. 3. Select
the eject cassette icon. 4. Empty the
cassette. 5. Re-insert the cassette.

6. Open the irrigation clamp 7. Remove
the test chamber from the handpiece.
Refer to operator’s manual for detailed
instructions to detach tubing manifold
from the cassette.

Eject the cassette the cassette using

the ‘Eject Cassette’ icon button in the
status display and then load a new pack.
Close this message and then complete
this action or use the ‘Eject Cassette’
button on this message.

Call your product service representative
if the cassette is not full and this
problem persists.

Check that the vitrectomy cutter tubing
is eonnected tightly. Select the ‘Setup’
icon, then select the “Vit Test” button.
Close this message and then complete
this action or select the “Vit Test’ button
on this message.

Replace the vitrectomy cutter. Select
the “Setup’ icon and then select the “Vit
Test” button. Close this message and
then complete this action or select the
Vit Test” button on this message.

Call your product service representative
if this problem persists.

None

110017315ENRev. C
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Status: Effective

Effective Date: 26/Mar/2014

6 Troubleshooting

iO Type Message Suggested Action

VFM18  Informational Unrecognized cassette. Please re-insert the cassette or try a
different cassette.

Call your product service representative
if this problem persists.

VFM19  Caution A Vacuum Fault has occurred. Eject the cassette using the ‘Eject
Cassette’ icon button in the status
display and then load a new pack.

Close this message and then complete
this action or use the ‘Eject Cassette’
button on this message.

Call your product service representative
if this problem persists.

VFM20  Informational Reflux is not available - Reflux cannot  To activate reflux, release the foot pedal

be activated when aspiration is active. o a non-aspirating position and activate
the inwardyaw reflux command or the
button programmed for reflux.

VFM21  Informational Reflux is not available - too many Press the foot pedal to activate a short
reflux pulses have been activated, period of aspiration before re-activating
aspiration must be commanded again to  reflux.
reset the reflux function.

VFM22  Informational Aspiration is not available - the foot Release the foot pedal to home position
pedal started in the inward yaw position and ensure the Primary (Integrated)
when pressed to activate aspiration or ~ Foot Control button programmed for
the foot control button programmed for  reflux is not activated. Press the foot
reflux is activated. pedal into the aspiration region again to

obtain aspiration.

VFM23  Informational Aspiration is not available - in Manual ~ Set Manual mode infusion to ON.
infusion mode, infusion is setto OFF.  Close this message and then complete

this action or use the “Infusion On’
button on this message.

VFM24  Informational The cassette was not captured - the Clean and dry the fluid level detection

fluid level sensor could not be read.

lens inside the cassette capture slot
on the right side (red blinking light)
as recommended in the Operator’s
Manual, and insert the cassette again.

Call your product service representative
if this problem persists.

11001731SEN Rev. C Operator’s Manual 6-29
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6 Troubleshooting

ID Type Message
VFM26 Informational The fluid level sensor could not be
read.

6-30 Operator’s Manual

Effective Date: 26/Mar/2014

Suggested Action

Without ejecting the cassette, gently
push it back into the module. This
message will clear automatically once
the fluid level sensor can be read
successfully.

Clean and dry the fluid level detection
lens inside the cassette capture slot
on the right side (red blinking light)
as recommended in the Operator’s
Manual, and insert the cassette again.

Eject the cassette using the ‘Eject
Cassette’ icon button in the status
display and then replace the cassette
with a new cassette. Close this message
and then complete this action or use the
‘Eject Cassette’ button on this message.

Call your product service representative
if this problem persists.

110017315EN Rev. C
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Status: Effective

Primary (Integrated) Foot Control Module Message

ID Type
WFCOI

WFC02

WFC03

Iw on31lSENRev. C

Viewed/Printed: 10 Apr 2014

Caution

Informational

Message

Informational The foot control battery has exceeded

300 charge cycles. The foot control
battery may not provide power for the
entire day.

The foot control does not have valid
factory calibration data. Surgical mode
is not available.

The foot control is programmed for
right footed operation, but is set up for
left footed operation.

*GDIVIS Copy-Use per procedure*
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Effective Date: 26/Mar/2014

6 Troubleshooting

Suggested Action

If the battery does not provide power
for the full day, replace the battery.
Use the Primary (Integrated) Foot
Control cable to connect the Primary
(Integrated) Foot Control to the system.
Replace the Primary (Integrated)

Foot Control with another Primary
(Integrated) Foot Control. Use the
wired cable connection to initially
pair the new Primary (Integrated) Foot
Control with the system.

Replace the Primary (Integrated)

Foot Control with another Primary
(Integrated) Foot Control. Use the
wired cable connection to initially

pair the new Primary (Integrated) Foot
Control with the system.

Call your product service representative
to have the Primary (Integrated) Foot
Control calibrated.

Change the Primary (Integrated) Foot
Control home position switch selector
located underneath the pedal to the
center position or left-side biased for
right-footed operation or to the center
position or right-side biased for left
footed operation.

Confirm the correct surgeons’ settings
file is loaded. If incorrect, return to the
Setup Select Surgeon screen to select
the correct settings file. Close this
message and then complete this action
or select the ‘Select Surgeon’ button on
this message.

Operator’s Manual 6-31
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6 Troubleshooting

ID Type
WFC04 Informational
WFCO05 Caution
WFC08 Informational

6-32 Operator’s Manual

Viewed/Printad: 10 Anr 2014

Status: Effective

Message

The foot control is programmed for left
footed operation, but is set up for right
footed operation.

The foot control center pedal or button
sensors have failed or the foot control
has been activated continuously since
being powered on.

The system is not detecting the wireless
foot control.

*GDMS Copy-Use per procedure*’
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Effective Date: 26/Mar/2014

Suggested Action

Change the Primary (Integrated) Foot
Control home position switch selector
located underneath the pedal to the
center position or left-side biased for
right-footed operation or to the center
position or right-side biased for left
footed operation.

Confirm the correct surgeons’ settings
file is loaded. If incorrect, return to the
Setup Select Surgeon screen to select
the correct settings file. Close this
message and then complete this action
or select the “Select Surgeon’ button on
this message.

Reposition the Primary (Integrated)
Foot Control and ensure that the center
pedal and buttons are not activated.
Replace the Primary (Integrated)

Foot Control with another Primary
(Integrated) Foot Control. Use the
wired cable connection to initially

pair the new Primary (Integrated) Foot
Control with the system.

Call your product service representative
if this problem persists.

Initiate wireless Primary (Integrated)
Foot Control connectivity by pressing
one of the Primary (Integrated) Foot
Control buttons momentarily, the left
LED will light up.

Use the Primary (Integrated) Foot
Control cable to connect the Primary
(Integrated) Foot Control to the system.
Replace the Primary (Integrated)

Foot Control with another Primary
(Integrated) Foot Control. Use the
wired cable connection to initially

pair the new Primary (Integrated) Foot
Control with the system.

Call your product service representative
if this problem persists.

11001731SEN Rev. C
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ID
WFCO09

WFCIO

WECII

WFC12

WFC13

WFC14

WFC16

Type
Caution

Informational

Informational

Informational

Caution

Caution

Caution

110017315ENRev. C

Viewed/Printed: 10 Apr 2014

Status: Effective

Message

The foot control software version is not
compatible with the system software
version. Surgical mode is not available.

Foot control detected on wired cable
connection.

Foot control configuration on wired
cable connection has completed
successfully.

Foot control configuration on the wired
cable connection has failed.

The foot control battery charge level is
low.

The foot control battery is nearly
discharged and may be insufficient to
complete the case.

The foot control spring has failed; the
foot control center pedal is disabled.

*GDMS Copy-Use per procedure*
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Effective Date: 26/Mar/2014

6 Troubleshooting

Suggested Action

Replace the Primary (Integrated)

Foot Control with another Primary
(Integrated) Foot Control. Use the
wired cable connection to initially
pair the new Primary (Integrated) Foot
Control with the system.

Call your product service
representative. A compatible software
version must be installed.

Please wait while the Primary
(Integrated) Foot Control configuration
completes.

You may disconnect the Primary
(Integrated) Foot Control cable and
operate the Primary (Integrated) Foot
Control wirelessly.

Replace the Primary (Integrated)

Foot Control with another Primary
(Integrated) Foot Control. Use the
wired cable connection to initially

pair the new Primary (Integrated) Foot
Control with the system.

Call your product service representative
if this problem persists.

Use the Primary (Integrated) Foot
Control cable to connect the Primary
(Integrated) Foot Control to the system.
If the battery does not provide power
for the full day, replace the battery.

Use the Primary (Integrated) Foot
Control cable to connect the Primary
(Integrated) Foot Control to the system.
If the battery does not provide power
for the full day, replace the battery.

Replace the Primary (Integrated)

Foot Control with another Primary
(Integrated) Foot Control. Use the
wired cable connection to initially

pair the new Primary (Integrated) Foot
Control with the system.

Call your product service representative
if this problem persists.

Operators Manual 6-33
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6 Troubleshooting

ID Type
WFC17 Caution
WFC18 Informational

WFC19  Caution

WFC20  Caution

WFC21 Informational
6-34  Operator's Manual

Viewed/Printed: 10 Anr 2014

Status: Effective

Message

The foot control battery has exceeded
300 charge cycles and the battery is
nearly discharged. The foot control
may stop functioning unless the battery
is replaced immediately.

The system is not detecting the wired
foot control.

The system has lost communications
with the wireless foot control, wireless
function is disabled.

The system has lost communications
with the wired foot control.

The foot control battery charge level is
less than needed for a full surgical day.

*GDMS Copy-Use per procedure*
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Effective Date: 26/Mar/2014

Suggested Action

Immediately replace the battery to
ensure Primary (Integrated) Foot
Control functionality.

Replace the Primary (Integrated)

Foot Control with another Primary
(Integrated) Foot Control. Use the
wired cable connection to initially
pair the new Primary (Integrated) Foot
Control with the system.

Use the Primary (Integrated) Foot
Control cable to connect the Primary
(Integrated) Foot Control to the system.
Replace the Primary (Integrated)

Foot Control with another Primary
(Integrated) Foot Control. Use the
wired cable connection to initially

pair the new Primary (Integrated) Foot
Control with the system.

Call your product service representative
if this problem persists.

Go to the programming function to
re-enable wireless communication.
Close this message and then complete
this action or use the ‘Re-enable
Wireless’ button on this message.

Connect the Primary (Integrated) Foot
Control cable to continue surgery.

Check the Primary (Integrated) Foot
Control cable connection.

Replace the Primary (Integrated)

Foot Control with another Primary
(Integrated) Foot Control. Use the
wired cable cormection to initially

pair the new Primary (Integrated) Foot
Control with the system.

Call your product service representative
if this problem persists.

Charge the Primary (Integrated) Foot
Control battery before next use.

11001731SENRev. C
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Status: Effective

Effective Date: 26/Mar/2014

6 Troubleshooting

Primary (Integrated) Foot Control Receiver Module Messages

ID Type

WFROI Caution
WFR02 Caution
WFR03 Caution
WFR04 Caution

Message

The foot control receiver was not
detected in the system. Surgical mode
is not available.

The foot control receiver software
version is not compatible with the
system software version. Surgical mode
is not available.

The foot control receiver has failed to
respond to a settings command. The
module settings have been re-sent to
the module.

The foot control receiver has reset. The
module settings have been re-sent to
the module.

[llumination Module Messages

ID Type

LMOI Caution
LMO02 Caution
LMO3 Caution
LMO04 Caution
LMO5 Caution

110017315EN Rev. C

Viewed/Printed: 10 Apr 2014

Message

The light module was not detected
in the system. Surgical mode is not
available.

The light module software version

is not compatible with the system
software version. Surgical mode is not
available.

The light module has failed to respond
to a settings command. The module
settings have been re-sent to the
module.

The light module has reset. The module
settings have been re-sent to the
module.

The upper illuminator bulb is near end
of life.

*GDIVIS Copy-Use per procedure*
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Suggested Action

Call your product service
representative.

Call your product service
representative. A compatible software
version must be installed.

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

Suggested Action

Call your product service
representative.

Call your product service
representative. A compatible software
version must be installed.

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

PC System Only:

Use the lower illumination source.
Replace the upper illuminator bulb at
your earliest convenience (requires
system shutdown).

Operator’s Manual 6-35
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6 Troubleshooting

ID Type

LMO06 Caution
LMO7 Caution
LMO09 Caution
LMIO Caution
LMII Caution
LM12 Caution
LM13 Caution
LM14 Caution
LM15 Caution
LM16 Caution

6-36 Operator's Manual
V' wind/Drintad: 1N Anr 2N1 A

Status: Effective

Message

The lower illuminator bulb is near end
of life.

The illuminator temperature is too high.
The illuminators have been turned off.

The upper illuminator bulb has failed.

The lower illuminator bulb has failed.

The illuminator filter control has failed.

The upper illuminator brightness
control has failed.

The lower illuminator brightness
control has failed.

The upper illuminator bulb type is not
valid.

The lower illuminator bulb type is not
valid.

The upper illuminator fan has failed.
[lluminators will be turned off in 5
minutes if the fan failure persists.

a *GDMS C -U d ”
" 000 LAPMH 5 INFO@CIRMLRU € WWW GOSZDRAVNADZOR RU opy"se pet procecure

Effective Date: 26/Mar/2014

Suggested Action
PC System Only:

Use the upper illumination source.
Replace the lower illuminator bulb at
your earliest convenience (requires
system shutdown).

Call your product service representative
if this problem persists.

PC System Only:

Use the lower illumination source.
Replace the upper illuminator bulb at
your earliest convenience (requires
system shutdown).

PC System Only:

Use the upper illumination source.
Replace the lower illuminator bulb at
your earliest convenience (requires
system shutdown).

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

PC System Only:

Use the lower illumination source.
Replace the upper illuminator bulb at
your earliest convenience (requires
system shutdown).

Call your product service representative
if this problem persists.

PC System Only:

Use the upper illumination source.
Replace the lower illuminator bulb at
your earliest convenience (requires
system shutdown).

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.
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LM17

LM18

LM19

LM20

Lm21

LM23

LM24

LM25

LM26

Type
Caution

Caution

Caution

Caution

Caution

Caution

Caution

Caution

Caution

11001731SEN Rev. C
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Status: Effect ive

Message

The lower illuminator fan has failed.
Illuminators will be turned off in 5
minutes if the fan failure persists.

The upper illuminator has a bulb ballast
error and cannot be used. It will be
turned off in 30 seconds.

The lower illuminator has a bulb ballast
error and cannot be used. It will be
turned off in 30 seconds.

The upper illuminator bulb voltage is
high.

The lower illuminator bulb voltage is
high.

The illuminator ballast fan has failed.
The illuminators will be turned off in
30 seconds.

The upper illuminator bulb is at end of
life. Lamp will be disabled when turned
off.

The lower illuminator bulb is at end of
life. Lamp will be disabled when turned
off.

The illuminator temperature is too high.
The illuminators will be turned off in
2.5 minutes if the fan failure persists.

*GDMS Copy-Use per procedure*
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6 Troubleshooting

Suggested Action

Call your product service representative
if this problem persists.

Call your product service
representative.

Call your product service
representative.

PC System Only:

Use the lower illumination source.
Replace the upper illuminator bulb at
your earliest convenience (requires
system shutdown).

PC System Only:

Use the upper illumination source.
Replace the lower illuminator bulb at
your earliest convenience (requires
system shutdown).

Call your product service representative
if this problem persists.

PC System Only:

Use the lower illumination source.
Replace the upper illuminator bulb at
your earliest convenience (requires
system shutdown).

PC System Only:

Use the lower illumination source.
Replace the upper illuminator bulb at
your earliest convenience (requires
system shutdown).

Call your product service representative
if this problem persists.

Operators Manual 6-37

A-110017315EN Rev ¢



B&L CONTROLLED DOCUMENT

6 Troubleshooting

ID Type
LM27 Informational

And

LM28

LM27 Informational
Page 2

And

LM28
Page 2

Status: Effective Effective Date: 26/Mar/2014

Message Suggested Action

Note that the level of light output None
being requested should be used with

awareness of exposure time and

proximity to the retina.

Limiting exposure to less than a
guideline value of 10 J/cm2 helps
maintain the retinal tissue. At the
requested setting, this dose level may
be exceeded in less than 30 minutes

with the Bausch & Lomb focal light
probe positioned 15mm from the retina.

Do you want to continue?

The time to reach the exposure None
guidelines will vary with:

1) Filter selection - Value reached
within the 30 minutes with the
following settings:

a) White - 60%

b) Green - 68%

c) Yellow - 88%

d) Amber - 100%
2) Distance from the retina
3) Light dispersing probes

Consult the User Manual for additional
information.

Do you want to continue?

Laser Module Messages

ID Type
LASOI Caution

6-38 Operator’s Manual
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Message Suggested Action
The laser module was not detected Call your product service
in the system. Surgical mode is not representative.

available.
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LASO2

LASO3

LAS04

LAS05

LAS06

LASO7

LAS08

LAS09

LAS10

Type
Caution

Caution

Caution

Caution

Caution

Caution

Informational
Informational

Caution

Status: Effective

Message

The laser module software version

is not compatible with the system
software version. Surgical mode is not
available.

The laser module has failed to respond
to a settings command. The module
settings have been re-sent to the
module.

The laser module has reset. The module
settings have been re-sent to the
module.

The laser module emergency stop has
been pressed.

A laser module malfunction has

occurred, malfunction code XX (where
XX is the code).

Ensure that the eye safety filter is
installed (Endo mode) and operating
room personnel have proper eye
protection.

Laser treatment mode is unavailable -
see the laser status.

Laser not in treatment mode.

Laser has failed to deliver the
commanded power.

Internal Application Messages

Effective Date: 26/Mar/2014

6 Troubleshooting

Suggested Action

Call your product service
representative. A compatible software
version must be installed.

Call your product service representative
if this problem persists.

Call your product service representative
if this problem persists.

Cycle the laser key switch to deactivate
emergency stop.

Cycle the laser key off and then on.

Call your product service representative
if this problem persists.

None

None

Select the laser mode button to enter
ready mode.

Cycle the laser key off and then on.

Call your product service representative
if this problem persists.

The system requires restarting due to an internal error, please perform the following:

1 Select Shut Down System to initiate system shutdown.

2. If system does not shutdown after 30 seconds, power off the system by pressing and holding the power
button on the front panel.

3. Restart system after one minute.

Call your product service representative if this problem persists.

11001731SEN Rev. C
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6 Troubleshooting

Additional Troubleshooting Guide

Symptom Potential Cause Corrective Action

Primary (Integrated) Foot ~ The Foot Pedal Offset switch not properly Check Offset switch at
Control lost Pitch control ~ engaged. System not detecting if foot pedal  the back of the foot pedal,
of Region 2, 3and Yaw. isoffsetto Left, Right or Center. See page 1-48.  ensure switch is fully
Pitch could only control engaged to the Left, Right
Irrigation On/Off. or Center.

The four side buttons

function normally.

1 Pitch Tension Adjustment. 2. Battery Door.
3. Offset Adjustment.

Primary (Integrated) The Primary (Integrated) Foot Control does  Following the

Foot Control does not not automatically transition to wireless disconnection of backup
automatically transition operation every time the backup cable is cable, initiate wireless

to wireless operation after  disconnected. Primary (Integrated) Foot
disconnecting the Primary Control connectivity
(Integrated) Foot Control by pressing one of the
backup cable. Primary (Integrated) Foot

Control buttons. The right
LED light would light

up within 10 seconds;
indicating wireless
connection is ready.

System not reading cassette  The cassette was not fully inserted. This Eject cassette and reinsert.
fluid level correctly. can occur if the cassette is inserted slowly
and captured in a position that affects the To ensure cassette is
performance of the fluid level sensor. properly positioned in the

system, firmly insert the
This may also occur if the cassette is inserted cassette until it snaps in
too fast and released before the capture place.
mechanism captures the cassette at the
optimum position.
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6 Troubleshooting

6.6.

Status: Effective Effective Date: 26/Mar/2014

Troubleshooting the MMC

When a problem appears with the MMC, the first step in troubleshooting is to remove the MMC components
from the video setup, and then assure that the rest of the system is operating correctly.

Symptom
Video display not

centered on screen
or edge off screen

No camera video

No overlay logo
displayed

No settings
displayed
Overlayed displays
not visible

Intermittent or
flickering video

Rolling video

No streaming video
on console

System modules
reset momentarily

6-42  Operator’s Manual
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Action Required
Check video monitor for overscan or underscan adjustments.

Is camera powered on?

Turn the MMC off. If video is displayed, the input and output cables to the MMC are
reversed.

Check for video when camera is plugged directly into monitor.

Is video input selection correct on VCR and Monitor?

Is camera plugged into VIDEO IN or S-VIDEO IN?

Is MMC powered up (power indicator on)?
Avre power cord(s) connected correctly?
Check video connections: IN/OUT, S-Video/Video.

Is the stellaris® PC Vision Enhancement System in a surgical mode?
Is the data cable connected correctly?

Check monitor adjustments.
Is monitor set to correct format: NTSC or PAL?

Check all video cables and connections.
Is monitor set to correct format: NTSC or PAL?

Is camera powered on?
Video format may not be supported.
Is monitor set to correct format: NTSC or PAL?

Ethernet cable connected?

Camera turned on?

Check video connections.

Cycle power on MMC.

Cycle power on system and power up MMC.

When the problem occurs, the system will automatically turn on the irrigation valve to
provide continuous irrigation. System main functions such as aspiration and ultrasound
will cease to operate.

To resume system operation, perform the following:

A Go to Setup Screen.

B. Replace test chamber on the ultrasound handpiece.

C. Select Prime and Time.

D. Following successful prime and tune, the system will go to surgical mode to resume
operation.

11001731SEN Rev. C
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Symptom

GUI hung up and
system ceased
operation

Status: Effective Effective Date: 26/Mar/2014

6 Troubleshooting

Action Required

When the problem occurs, the system will automatically turn ON the irrigation valve
to provide continuous irrigation. System and MMC need to be restarted to resume
operation.

To restart system, perform the following:

A. Power down system by pressing and holding the standby power switch in front of
the system.

B. Wait until the system powers down completely.

C. Power down MMC by pressing and holding the power switch until the light turns
brighter (if not already powered down).

D. Restart MMC by pressing the power switch.

E. Restart system by pressing the standby power switch once.

F. Repeat system set up sequence. Prime and I\ine system to resume operation.

6.7. System Configurations and Accessories

Use of non-approved accessories, packs or parts may affect system performance. The unauthorized modification
or alteration of the equipment, or the use of non-approved accessories, packs or parts with the equipment shall
relieve Bausch HLomb from any warranty, service obligation or other liability for damages to, or failure of, tbe
equipment caused by such unauthorized acts.

Approved accessories will be appropriately labeled as Manufactured By, Manufactured For, or Distributed By
Bausch & Lomb. For a complete list of approved accessories please consult your local Bausch + Lomb catalog
or contact your local Bausch + Lomb representative.

Stetlaris® PC System List

System BL1433 Stellaris® PC Combined System
System BL14334 Stellaris® PC Combined System V4
System BL14304 Stellaris® PC Combined System with Laser V4

Anterior Accessories

Accessory BL3170 Ultrasound Phaco Handpiece
Accessory BL3379 Stellaris® Ultrasound Handpiece Tray
Software BL6310 Remote Service Software

Software BL6340 Multimedia Center Software

Miscellaneous  BL4351US System Power Cord, United States
Miscellaneous  BL4351EUR System Power Cord, Europe
Miscellaneous  BL4351UK System Power Cord, United Kingdom
Miscellaneous ~ BL43511TL System Power Cord, Italy
Miscellaneous ~ BL4351SWI System Power Cord, Switzerland

11001731SEN Rev. C
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Miscellaneous  BL4351CHI System Power Cord, China

Miscellaneous  BL4352 Fuses, AC Input, User Replaceable

Miscellaneous  BL4361 Dust Cover

Miscellaneous  BL4390 Primary (Integrated) Foot Control Battery

Miscellaneous  BL4391 Primary (Integrated) Foot Control Wall Charger (without adapter)
Miscellaneous  BL4392US Primary (Integrated) Foot Control Charger Adapter, United States
Miscellaneous  BL4392EUR Primary (Integrated) Foot Control Charger Adapter, Europe
Miscellaneous  BL4392UK Primary (Integrated) Foot Control Charger Adapter, United Kingdom
Miscellaneous  BL4392JPN Primary (Integrated) Foot Control Charger Adapter, Japan
Miscellaneous  BL4392AUS Primary (Integrated) Foot Control Charger Adapter, Australia
Miscellaneous  BL4392ROW  Mmary (Integrated) Foot Control Charger Adapter, Rest of World
Miscellaneous  BL4393 Primary (Integrated) Foot Control Charging Cradle

Miscellaneous  BL439%4 Primary (Integrated) Foot Control Backup Cable

Miscellaneous  CX7120 Universal Maintenance Kit

Miscellaneous  CX9400 Millennium/SfeZtom® Reusable Bipolar Cord with 2 Pin Connector
Miscellaneous ~ CX9404 Banana Plug Adapter, Reusable

Miscellaneous ~ CX9430 MillenniunvSfeZZaris® Reusable Bipolar Cord with Lemo Connector
Miscellaneous  D8200 Straight Bipolar Forceps 0.5 mm Tip Lemo Connector
Miscellaneous  D8201 Bipolar Eraser, 31 Shaft with 45 Degree Beveled Lemo Connector
Miscellaneous  E7918 Bipolar Pencil 18g Str 10/box

Miscellaneous  S2050 B Bipolar Cord with Banana Connector (Disposable)

Miscellaneous  S2050 IOA Bipolar Forceps Ang McPherson—Banana Connector
Miscellaneous ~ S2050 I0S Bipolar Forceps McPherson Straight—Banana Connector
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Posterior Accessories

Category
Module
Module
Software
Miscellaneous
Miscellaneous
Miscellaneous
Miscellaneous
Miscellaneous
Miscellaneous
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory
Accessory

Accessory
Accessory

SKU
BL2271
BL2272
BL6364
BL4360
BLA4364
BL4363
E7930
E7931
BL5280
BL3270
BL3320
BL3321
BL2295
BL2296
BL3231
BL3243
BL3232
BL3233
BL2273
BL3234
BL2298
BL3245
BL3235
BL3236
BL3237
BL3239
BL3240
BL3241
BL3242

BL3244
BL3246
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Description

532 nm Laser module

532 nm Laser upgrade kit

Stellaris® PC V4 Software Upgrade Kit

Alternate Mayo Tray - Metal Bracket

Alternate Mayo Tray - Plastic Bracket

Stellaris® PC Zero Level Bottle Hanger

23 Ga Bipolar Coagulation Probe, Single use Lemo
23 Ga Bipolar Coagulation Probe, Single use 2-pin
Dual Infusion Kit

Fragmentation Handpiece

Xenon Lamp Assembly

Xenon-Mercury lamp assembly

Primary (Integrated) System Foot Control
Secondary (LIO) Foot Control

Laser room interlock override key

Laser room interlock connector

Microscope movable filter interlock override key
Microscope movable filter interlock connector
Anterior module with laser connection ports

Laser On/Off keys

LIO head set

Fixed Filter ESP Moeller Wedel

532 Laser safety glasses

Fixed Filter ESF Zeiss

Fixed Filter ESF Wild

Fixed Filter ESF Topcon

Laser 2-position ESF Zeiss (must be used with BL3242)
Laser 2-position ESF Wild (must be used with BL3242)

Adaptor For Millennium laser filter (allow user to use Millennium Filter
with Stellaris® PC)

Kit, Interlock Bypass Connectors
LIO Lamp Replacement
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Service and Warranty

This chapter contains instructions on how to contact Bausch + Lomb to obtain service on your Stellaris® PC
Vision Enhancement System, as well as warranty and environmental information.

Q

Note: Preventive scheduled maintenance is recommended once a year to ensure that the Stellaris® PC
Vision Enhancement System meets its optimum performance, reliability and safety standards set
by the manufacturer. The maintenance shall be done by a Bausch + Lomb certified individual
only.

Q

Note; Other than main fuses and lamps, this system contains no parts that are serviceable by the user.
All maintenance shall be done by a Bausch + 1mTb certified individual only.

7.1. Service Information

Technical Assistance

Assistance for stellaris® PC Vision Enhancement System is available from Global Product Support:

Bausch & Lomb Incorporated

3365 Tree Court Industrial Blvd.

St. Louis, Missouri 63122 U.S.A.

Attention: Global Product Support Department

http:/Awww.bausch.com/en/ECP/For-YY our-Practice/Surgical-Support

* For product support within the U.S.A. call the 24-hour telephone line 1-800-338-2020 or fax
636-226-3070.

 For product support from outside the U.S.A. either call 1-636-226-3535, send a fax to
1-636-226-3070, or contact your local Bausch + Lomb Product Support Representative (listing of local
offices starts on page 7-2).

Please organize your material before calling or writing for technical support. Please have the following
information ready:

* Customer account number

» Name of function, handpiece, etc. that needs service

» Model number (REF #) and serial number (SN#) of stellaris® PC Vision Enhancement System,
located on the label on the back panel

* Date of purchase

immiSENRev. C Operators Manual  7-1
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Description of problem, listing all observable symptoms and characteristics, and details of occurrence.
Was patient involved at time of occurrence?

Returns

To return astellaris® PC Vision Enhancement System and /or system assembly or component to

Bausch + Lomb for service, a return authorization number must be obtained from your local Product
Support team prior to returning any unit for repair or calibration. The following information must accompany all
returned units:

Customer account number
Customer name, address, and telephone number
Name of function, handpiece, etc. that needs service

Model number (REF #) and serial number (SN#) of Stellaris® PC Vision Enhancement System,
located on the label on the back panel

Date of purchase

Description of the problem or service desired. List all observable symptoms and characteristics, and
details of occurrence. Was patient involved at time of occurrence?

Return authorization number assigned by our Global Product Support specialist
Contact name and phone number if additional information is required

Ship or otherwise return the part, transportation and insurance prepaid, to your local Bausch + Lomb
International Facility unless otherwise instructed.

For accessories and disposable handpieces, contact your local Bausch + Lomb representative to determine
applicable return policies for your local market.

Bausch + Lomb International Facilities

* Indicates Global Product Support Numbers

Argentina

Bausch & Lomb Argentina S.R.L.
Av. Juan B. Justo 2781 (1414)
Capital Federal, Argentina

#Tel: 54-11-4856-4694

#Fax: 54-11-4857-1318
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Australia

Bausch + Lomb Australia Pty, Ltd. & Surgical
Ground Floor, 16 Giffnock Ave.,

Macquarie Park, NSW 2113

+61 (0) 2 9390 1882 (Office)

+61 (0) 401 702 661 (Mobile)

Austria

Bausch & Lomb GmbH
Office Park 1/Top B02
13(HFOWien, Oesterreich
Tel; 49-6221-823184

Belgium

Bausch & Lomb
Uitbreidingstraat 46
2200ANtwerpen Belgium
*Tel: 32-3-280-82-40
*Fax: 32-3-280-82-59

Bermuda

Bausch & Lomh Bermuda Office
Gibbons Bldg.

P.O. Box 1154

Hamilton, HM EX Bermuda

Tel: 441-295-1044
Fax:441-292-6140

Brazil

BL Industria Otica LTDA.

Rua Dona Alzira, 139

91110-010, Porto Alegre, RS, Brazil
Tel: 55-51-3393-2000

Fax: 55-51-3393-2100

BL Industria Otica LTDA.

Av Eng® Luiz Carlos Berrini, 17(FO-15°andar
04571-000- Sao Paulo - Brazil

Tel: 55-11-3238-2900

Fax: 55-11-5506-5528
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Canada

Bausch & Lomb Canada

520 Applewood Crescent
Vaughan, Ontario L4K 4B4
Canada

Tel: 905-695-7695

Fax: 905-695-7656

*Tel: 800-567-2696

#Fax: 905-578-0103

Customer service 1-800-387-3284

China

Bausch + Lomb Shanghai Corporate Office
27F, One ICC Plaza,

No. 999 Huaihai Middle Road

Shanghai, 200031, P.R.China

Tel: 86(0)21 6032-7188

Fax: 86(0)21 6032-7100

France

Bausch & Lomb France SAS
416 rue Samuel Morse

Le Millenaire

CS79005

34967 Montpellier Cedex 2
France

Tel: 33-4-67-12-30-30

Fax: 33-4-67-12-30-31 (General)
#Tel: 33-4-67-12-30-68

oFax: 33-4-67-12-30-66

Bausch & Lomb France SAS (DistOps Office)
Tel: 33-4-37-48-83-83 Reception
Fax: 33-4-37-48-83-84 Reception

Germany

Bausch & Lomb GmbH

Im Schumachergewann 4

69123 Heidelberg

Germany

Tel.:-1-496221 /823184

Fax.:-1-496221 /823149

Hotline (within Germany) 0800 2233331
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Greece

Bausch & Lomb Greece
Bausch +Lomb BV

59B Apostolopoulou str
15231 K. Halandri
Athens, Greece

Phone: +30 210 67 48220

Hong Kong

Bausch & Lomb (Hong Kong) Ltd
Room 1502-07, 15/F, One Kowloon,
1Wang Yuen Street, Kowloon Bay
Hong Kong

Tel: +852-22133333

Fax; +852-25678170

India

Bausch & Lomb Eyecare (1) Pvt Ltd.
3rd Floor, B - Wing,

Vatika First India Place,

Near M.G. Road Metro Station,
Gurgaon - 122002, Haryana.

Tel: 91-124-4152-100

Indonesia

Bausch & Lomb (Indonesia)
c/o address in Singapore, see Singapore

Italy

Bausch & Lomb-10M S.p.a.

Ind: V.le Martesana 12

20090 Vimodrone (MI)

Tel: 02.27407300

Fax: 02.2650784/79

SERVIZIO CLIENTI CHIRURGIA
Tel: 02.91483851

Fax: 800.173931
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Japan

Bausch & Lomb Japan Ltd.
Tower B, Omori Bellport

6-26-2, Minami-Oi, Shinagawa-ku
Tokyo 1400-0013, Japan

*Tel: 81-3-5763-3700

*Fax: 81-3-5763-4003

Korea

Bausch & Lomb Surgical

13F KT&G Kosmo Daechi-Tower,

# 945-10 Daechi-dong, Gangnam-gu,
Seoul 135-280, Korea

Surgical / Application Engineer
(82) 70-7167-9806 (Office)
(82) 2- 6442-1352(Fax)

(82) 10-8978-3020 (Mohile)

Malaysia

Bausch & Lomb Malaysia Sdn Bhd
3rd Floor, Bangunan THK, Lot 2A
Jalan 243/51A, 46100 Petaling Jaya
Selangor Darul Ehsan, Malaysia
*Tel: 60-3-7680-8828

+Fax: 60-3-7680-8871

Mexico

Bausch & Lomb Mexico S.A.de C.V.
Av. Santa Fe # 505, Piso 6

Colonia Cruz Manca, Santa Fe
Delegacion Cuajimalpa

Mexico D.F.

C.P. 05349

Tel: 52-55-30-67-4600

Fax: 52-55-30-67-4658

#Tel: 52-55-3067-4611
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Netherlands

Bausch & Lomb B.V.
Koolhovenlaan 110
1119 NH Schiphol-Rijk
The Netherlands

Tel: 31-20-65-54-500
Fax: 31-20-65-37-871
#Tel: 31-20-65-54-555
#Fax: 31-20-65-37-873

New Zealand

Bausch & Lomb NZ Ltd.
2A Fisher Cresent

Mt. Wellington

Auckland, New Zealand
#Tel: 64-9-259-2762
oFax: 64-9-259-4067

Philippines

Bausch + Lomb Philippines Inc.
2nd Floor, Metro Drug Inc. compound
Manalac Avenue, Bagumbayan
Taguig City, Philippines

Tel/Fax: -1-632 4789060

Portugal

Bausch & Lomb S.A. (Sucursal Portugal)
Av, da Rdpublia, 25

Frac9ao 6 A

1050-186 Lisboa

Portugal

#Tel: 351-214-24-1510

oFax: 351-214-24-1519

SURGICAL CLIENTS NUMBERS:

tel. 00351808203178

fax 00351808203179

Singapore

Bausch & Lomb (S) Pte. Ltd.
Bausch & Lomb (S) Pte Ltd
151 Lorong Chuan #04-03A
New Tech Park, Lobby C
Singapore 556741
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*Tel: (65) 6834 9112
*Fax: (65) 6286 0448

South Africa

Bausch & Lomb South Africa Pty. Ltd.
P.O. Box 5435, Rivonia
2128, South Africa

Street address:
Bausch & Lomb

14 Voyager Street
Linbro Office Park,
Sandton, South Africa
Tel: 27-11-372 5600
Fax: 27-11-372 5605

Spain

Bausch & Lomb S.A.

Avda. Valdelaparra 4

28108 Alcobendas (Madrid) Spain
Tel: 34-91-657-6300

Fax: 34-91-661-4266

#Tel: 34-902-381-010

#Fax: 34-902-250-310

Sweden

(Denmark, Finland, Norway and Sweden)
Bausch & Lomh Nordic AB

Soder Malarstrand, 45

PO. Box 15070

S-104 65 Stockholm, Sweden

Tel; 46-8-616-9500

Fax: 46-8-669-8623

#Tel: 46-8-616-9585

oFax: 46-8-658-2541

Switzerland

Bausch & Lomb Swiss AG
Gotthardstrasse 2

CH - 6301 Zug

Tel-141 41 747 1060
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Taiwan

Bausch & Lomb Taiwan Ltd.
11th Floor, No. 102, Section 4
Civil Boulevard

Taipei 10690

Taiwan, Republic of China
*Tel: 88-62-2776-0408

*Fax: 88-62-2741-4970

Thailand

Bausch & Lomb (Thailand) Ltd.
98 Sathom square Office Tower,
19th Floor, Unit 1909-12,

North Sathom Road,

Silom, Bangrak, Bangkok 10500
Tel: 662-6437888

Turkey

Bausch & Lomb Saglik ve Optik Urunleritic A.S.
Saniye Ermutlu Sk. Sasmaz Plaza Kat. 11
Kozyatagi 34742 Istanbul Turkiye

Phone: +90.216.665 5600

Fax: +90.216.384 9477

United Kingdom

Bausch & Lomb U.K,, Ltd.

106-114 London Road
Kingston-upon-Thames

Surrey KT2 6TN, England

Tel: 44-20-8781-2900

Fax: 44-20-8781-2901

*Tel; 44-208-781-0000

*Fax: 44-208-781-0001

Europe, Middle East & African Division
European Headquarters

Vietnam

c/o address is Singapore, see Singapore
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7.2. Environmental Protection

Accessories such as disposable packs, handpieces, and tubing will be contaminated with human tissue
fragments and bodily fluids during the surgical process. These should be handled and disposed of in accordance
with current biomedical procedures.

The system and accessories and Primary (Integrated) Foot Control may, in use, become contaminated with
fluids from the operating field and should be treated as biohazards and therefore need to be decontaminated.

When discarding any major component of the system, use local market techniques for disposal of standard
electronic components and equipment.

7.3. Warranty Information

Stellaris® PC Vision Enhancement System Warranty

Bausch & Lomb Incorporated warrants, for the benefit of the purchaser only, that the Stellaris® PC Vision
Enhancement System, when delivered, will conform to the manufacturer’s then current version of the published
specifications for the device in all material respects and shall be free from defects in material or workmanship
for a period of twelve (12) months from the date of delivery when properly installed, maintained and used for its
intended purpose and in accordance with all manufacturer’s instructions.

The exclusive remedy for any breach of this Warranty, and Bausch + bomb’s only responsibility therefore,

shall be, at Bausch + bomb’s option, the repair or replacement of the non-conforming defective equipment or
component thereof. Non-conforming or defective parts may be either repaired or replaced with new, refurbished,
or remanufactured parts at Bausch + bomb’s sole discretion. Any such non-conforming or defective parts, which
are replaced by Bausch + bomb, will become the property of Bausch + bomb. Any service or replacement

part provided under this Warranty may be supplied by Bausch + bomb or any of its affiliates or authorized
service providers, in Bausch + bomb’s sole discretion. Any claim based on this Warranty must be submitted

to Bausch + bomb, in writing, within the twelve (12) month warranty period which commences on the date of
delivery.

Bausch + bomb reserves the right to deny warranty coverage, and shall have no responsibility to repair or
replace any non-conforming or defective equipment or component under this warranty if (a) the Stellaris® PC
Vision Enhancement System is not maintained and operated in accordance with all manufacturer’s instructions,
(b) the non-conformity or defect arises from, or is related to, any service or maintenance of the equipment, or
component(s) thereof, provided by persons other than Bausch + bomb or its authorized service representatives,
(c) the non-conformity or defect arises from, or is related to, any spare or replacement part(s) or component(s)
or any consumable or disposable products or parts which are used in the operation of the equipment or its
components other than those purchased from, installed by or approved for use by Bausch + bomb or its
authorized service representatives, (d) the stellaris® PC Vision Enhancement System has been altered,
neglected, abused or misused, (€) the Stellaris® PC Vision Enhancement System has been relocated, reinstalled
or taken apart by any person other than Bausch + bomb or its authorized service representative, (1) the
non-conformity or defect arises from, or results from, any damage to the Stellaris® PC Vision Enhancement
System or its components occurring subsequent to delivery, or (g) the non-conformity or defect is not reported
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7Service and Warranty

to Bausch + Lomb in writing within the twelve (12) month warranty period. This Warranty does not apply to
normal wear and tear or disposable components used in connection with the Stellaris® PC Vision Enhancement
System.

BAUSCH + LOMB EXCLUDES AND DISCLAIMS ALL OTHER WARRANTIES OR
REPRESENTATIONS RELATING TO THE stellaris® PC Vision Enhancement System WHETHER
EXPRESS, IMPLIED OR ARISING BY OPERATION OF LAW, INCLUDING, BUT NOT LIMITED
TO, ANY WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE.
IN NO EVENT SHALL BAUSCH + LOMB BE LIABLE FOR, AND IT SPECIFICALLY DISCLAIMS
RESPONSIBILITY FOR, ANY INCIDENTAL, CONSEQUENTIAL, SPECIAL OR EXEMPLARY
DAMAGES OR EXPENSES ARISING OUT OF THE PURCHASE OR USE OF THE stellaris® PC
Vision Enhancement System OR THIS WARRANTY, EVEN IF BAUSCH + LOMB HAS BEEN
ADVISED OF THE POSSIBILITY OF SUCH LOSS, DAMAGE OR EXPENSE. THE LIABILITY OF
BAUSCH + LOMB TO THE PURCHASER OR ANY USER FOR ANY CLAIM RELATED TO THE
Stellaris® PC Vision Enhancement System OR THIS WARRANTY, WHETHER IN CONTRACT, TORT,
STRICT LIABILITY OR OTHERWISE, SHALL NOT EXCEED THE PURCHASE PRICE OF THE
Stellaris® PC Vision Enhancement System PAID TO BAUSCH + LOMB.

Handpiece Warranty

Bausch + Lomb warrants ultrasonic handpieces against defects in materials and workmanship under normal
use for the minimum period of 6 (six) months from the date of delivery unless otherwise specified on your
sales tender or contract. If any such defect occurs within the warranty period, contact Bausch + Lomb to
return the handpiece for replacement. Bausch + Lomb will, as its sole obligation under this warranty, and

at its sole discretion, replace the defective handpiece with either a new or repaired/refurbished handpiece.
All replacement handpieces are covered for the balance of the warranty period remaining on the original
handpiece. Bausch + Lomb will arrange for replacement at no charge. Loss or damage in return shipment to
Bausch + Lomb shall be at purchaser’s risk.

The warranty shall not apply to, and Bausch + Lomb shall not be responsible for, any loss arising in

connection with the purchase or use of any handpiece which has been repaired or altered in any way so as, in
Bausch + Lomb’s judgment, to affect its reliability or which has been subject to misuse, negligence or accident,
or which has had the serial or lot number altered, defaced or removed, or which has been used otherwise then in
accordance with the instructions furnished by Bausch + Lomb. Bausch + Lomb neither assumes nor authorizes
any representative or other person to assume for it any other liability in connection with the sale of such
handpieces.

BAUSCH + LOMB DISCLAIMS ALL OTHER WARRANTIES, EXPRESS OR IMPLIED, INCLUDING
ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR
PURPOSE OR APPLICATION OTHER THAN THOSE EXPRESSLY SET FORTH IN THE
APPROPRIATE PRODUCT LABELING OR USER INFORMATION MANUAL. IN NO EVENT
WILL BAUSCH + LOMB BE LIABLE FOR ANY INCIDENTAL, INDIRECT OR CONSEQUENTIAL
DAMAGES IN CONNECTION WITH THE PURCHASE OR USE OF ITS PRODUCTS.
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Code Project Open License (CPOL)

Use of the stellaris® PC Vision Enhancement System constitutes the user’s acceptance and agreement to the
terms of The Code Project Open License (CPOL) 1.02, a copy of which is available at http://mwmw.codeproject.
com/info/cpol 10.aspx, for certain Executable Eiles and Source Code embedded in the Stellaris® P C Vision
Enhancement System, specifically with respect to an Advanced WPF Localization Library, written by Jecho
Jekov.

Post-Warranty Information:

When warranty coverage expires, Bausch + Lomb is pleased to provide Service Agreements that provide the
assurance customers are seeking in managing equipment performance and budgeted service expense. Contact
your local Bausch + Lomb sales representative for additional details and current service agreement programs.

A

CAUTION: Bausch +Lomb is the only authorized service organization for Bausch + Lomb ultrasonic
handpieces. Bausch + Lomb does not recommend having your ultrasonic handpiece repaired
by third-party service organizations and assumes no responsibility or liabilityfor the
function, safety or operation ofany handpiece repaired or serviced by anyone other than the
Bausch + Lomb service organization.

Return Policy:

Bausch + Lomb will, within the return period as specified on your invoice, from the date of invoice, accept
return of this product for a full refund less any handling and shipping charges incurred by Bausch + Lomb.
Customer must call their local Bausch + Lomb customer service representative to request a Return Good
Authorization prior to expiration of the return period. It is the Customer’s responsibility to properly pack all
items being returned. A restocking charge of 15% of the purchase price listed on the invoice for the product, in
addition to any refurbishment, handling and shipping charges, may be assessed for any return received after the
return period but not greater than 180 days of the invoice date.

Handpiece Disclaimer

Bausch + Lomb is the only authorized service organization for Bausch + Lomb handpiece. Bausch + Lomb
does not recommend having your handpiece repaired by third-party service organizations and assumes no
responsibility or liability for the function, safety of operation of any handpiece repaired or serviced by anyone
other than the Bausch + Lomb service organization.
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8 Specifications

Specifications

8.1. Environmental and Physical Specifications

Note: This device contains items which may be classified as waste electrical or electronic equipment.
Please dispose ofthe equipment according to local requirements.

This symbol indicates that the product must be disposed of separately and safely. Therefore, it is your
responsibility to dispose of this waste equipment by handing it over to a designated collection point or
organization that specializes in the recycling of waste electrical and electronic equipment. The separate
collection and recycling of your waste equipment at the time of disposal will help conserve natural resources
and ensure that it is recycled in a manner that protects human health and the environment. For more information
about where you can drop off your waste equipment for recycling, please contact your local recycling office or
electronic waste hauler.

Environmental Specifications

Parameter Specifications

Electrical Input Detachable international power cord
Universal Input (100-240 VVAC, 50/60 Hz, 1000 VA)
Equipotential grounding stud
Fuse Set BL4352—includes (2)T I0AL, 250V slow-blow (5 mm x 20 mm) fuses

Temperature Ambient Operating Temperature:
10° to 40° Celsius (50° to 104° Fahrenheit)
Ambient Storage/Transport Temperature:
-20° to 60° Celsius (-4° to 140° Fahrenheit)
Humidity Operating Humidity:
30% to 70% Relative
Storage/Transport Humidity:
10% to 98% Non-Condensing

Altitude Operates as rated up to 3,000 feet above sea level
ShockAibration Passes ISTA 3A and 3H
Air Input Filtered medical grade air or medical grade nitrogen, at 72.5 (5 bar or 50 kPa) to

100 psig Max (6.9 bar or 690 kPa) and a flow rate of 2.25 SCFM (63.7 SLPM).
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MMC (Optional) Specifications

Parameter Specifications
Electrical Input Detachable international power cord
Universal Input (100-240 VAC, 50/60 Hz)
75 VArating

Fuse: Type GDC TI.O A, 250V
Composite Video Cable RCA, male/male, 6 feet

S-Video Cable ,S-Video, male/male, 6 feet
FireWire Cable IEEE-1394 6P/4P 30 ANG, 6 feet
Ethernet Cable RJ-45, 350 MHz, 50 feet

Physical Specifications

Parameter Specifications
Stellaris® PC Vision Enhancement System 122 cm (H) x 45.7 cm (W) x45.7 cm (D)
(excluding IV Pole and handle) 48in. (H) x 18in. (W) x 18in. (D)

162.5 cm (64 in.) from floor to top of IV Pole
Approximate Weight: 230 pounds (114 kg)
Recommended Tray Capacity: 12 Ibs (5.4 kg)

Equipment Classifications

T"pe of Protection Against Electrical Shock Class |
Degree of Protection Against Electrical Shock Type BF
Degree of Protection Against Water Ingress Ordinary
Mode of Operation Continuous
Electromagnetic Compatibility (EMC) Class A

The stellaris® PC Vision Enhancement System is a piece of medical equipment. As such, it requires special
precautions regarding electromagnetic compatibility (EMC). It should be installed and put into service
according to the EMC information provided in the tables below.

t Portable and mobile RF communications equipment can potentially affect all electronic medical equipment,
including the stellaris® PC Vision Enhancement System. Guidance on maintaining appropriate separation
between communications equipment and the Stellaris® PC Vision Enhancement System is provided in the

tables below.
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A complete line of accessories for the steniaris@ pc Vision Enhancement System and other surgical Instruments
is available from Bausch + Lomb. Contact your Bausch + Lomb sales representative or login to storzeye.com
and visit the online store for detailed information. The use of accessories and cables other than those specified
by Bausch + Lomb in the table below may result in increased electromagnetic emissions or decreased immunity
to external electromagnetic radiation, resulting in decreased patient safety.

As with all medical electronic equipment, the steliaris® pc Vision Enhancement System should not be used
adjacent to other equipment. If adjacent use is necessary, the steliaris® pc Vision Enhancement System should
be observed to verify normal operation in the configuration in which it will be used.

Q

Note: The Stellaris® PC Vision Enhancement System includesfunctions that use high frequency
signalsfor treatment, including bipolar coagulation andpulsed phaco. As with all systems using
high frequency signals, interference may occur between the bipolarfunction or the pulsed phaco
function and other equipment. Ifany physiological patient sensors are to be used in conjunction
with the Stellaris® PC Vision Enhancement System, the phaco and bipolar circuits should be
activated briefly prior to contact with the patient while the sensor operator is monitoring the
outputofthe sensor. Ifthere is noise observed on the sensor, the operator may adjust the sensor
according to the instructions ofthe sensor manufacturer.

When phaco or bipolarfunctions andphysiological monitoring equipment are used
simultaneously on the same patient, any monitoring electrodes should be placed asfar as
possible from the surgical electrodes. Needle monitoring electrodes are not recommended.

In all cases, monitoring systems incorporating high-frequency current limiting devices are

recommended. Properly-equipped monitors are usually identified as having “electrosurgery
interference suppression” or “ESIS™ options.

11001731SEN Rev. C Operators Manual 8-3

Viewed/Printed: 10 Anr 2014 *GDMS Copy-Use per procedure* A-110017315EN Rev C
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



B&L CONTROLLED DOCUMENT Status: Effective Effective Date: 26/Mar/2014

8 Specifications

Table of Cables

Cable Length

BL 3170 Ultrasound handpiece 84”

BL4351US, Power Cable United States 180"
BL4351UK, Power Cable Great Britain 180"
BL4351EUR, Power Cable General Europe 180"
BL4351ITL, Power Cable Italy 180"
BL4351SWI, Power Cable Switzerland 180"
BL4351CHI, Power Cable China 98”

BL4394 Primary (Integrated) Eoot Control Backup Cable 1447
BL2296 Secondary (LIO) Foot Control Cable 1927
BL3270 Frag Handpiece 84”

S2050B Autoclavable Bipolar Cord 1447
CXACOBIpolar Cord 144”7
CX9430 Bipolar Cord with Lemo 144
CX9404 Bipolar Cord 144”7

BL4394 Primary (Integrated) Foot Control Power Cable 144>

8-4 Operator’s Manual 11001731SEN Rev. C

Viewad/Drintad: 10 Anr 2014 *=DMS Copy-U dure* A-110017315EN Rev C
“ 000 PMH ) INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU OPYHISE pet procecure &



B&L CONTROLLED DOCUMENT Status: Effective

Effective Date: 26/Mar/2014

8 Specifications

Guidance and Manufacturer's declaration - electromagnetic emissions

The Stellaris® P C Vision Enhancement System is intended for use in the electromagnetic environment
specified below. The customer or the user should ensure that it is used in such an environment.

Emissions test Compliance
RF emissions

CISPR 11 Group 2
RF emissions

CISPR 11 Class A
Harmonic Emissions

1EC61000-3-2 Class A
Voltage fluctuations /

flicker emissions Complies
IEC 611000-3-3

imi7315ENRev. C

Electromagnetic environment - guidance

The stellaris® PC Vision Enhancement System must emit
electromagnetic energy in order to perform its intended
function. Nearby electronic equipment may be affected.

The stellaris® PC Vision Enhancement System is
suitable for use in all establishments other than domestic
establishments and those directly connected to the public
low-voltage power supply network that supplies buildings
used for domestic purposes.
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8 Specifications

Guidance and Manufacturer's declaration - electromagnetic immunity

The stellaris® PC Vision Enhancement System is intended for use in the electromagnetic environment
specified below. The customer or the user should ensure that it is used in such an environment.

Emissions test IIEVCGIG%Ol test Compliance level  Electromagnetic environment - guidance
Electrostatic +/- 6KV contact  +/- 6 KV contact 5“20 ﬁ fslgglrjldal:; élg?/g?é;%fﬁe;%[]ggzamlc
discharge (ESD) L . o
IEC 61000-4-2 +/- 8KV air +/- 8KV air material, the relative humidity should be at
least 30%.
Electrical fast +/- 2KV for power +/- 2 kV for power
transient / burst supply lines supply lines Mains power quality should be that of a
+/- 1kV for input/ +/-1KV for input/ typical commercial or hospital environment.
IEC61000-4-4 - .
output lines output lines
+/-1kV +/- 1kV
Surge differential mode  differential mode  Mains power quality should be that of a
IEC 61000-4-5 +/- 2 KV common  +/- 2 KV common  typical commercial or hospital environment.
mode mode

5% L (95%dipin 5% (95%dipin
. uNfor05cycle  WJ)for 0,5 cycle
I\r’]‘t’;‘iﬂe t‘i'(')?; 223” 40% U (60% dip ~ 40% UJ (60% dip
| PHons ¢ in UM for 5 cycles  in UJ) for 5 cycles
voltage variations 5, (30% 70% U, (30%
fr?pﬂ?‘l’;’ri;”pp'y dipinWyfor  dipin Ul)for
25 cycles 25 cycles
IEC61000-4-11 5o (0506 <5% LA (>95%
dip in Ut) for 5 sec  dip in U for 5 sec
Note: Utis the a.c. mains voltage prior to the application of the test level.

Mains power quality should be that of a
typical commercial or hospital environment.
If the user of the Stellaris® PC Vision
Enhancement System requires continued
operation during power mains interruptions, it
is recommended that the Stellaris® PC Vision
Enhancement System be powered from an
uninterruptible power supply or battery.

?E?(\)yg(; fhr;r)quency Power frequency magnetic fields should be at

Magnetic field 3A/m 3A/m levels characteristic of a typical location in a

IEC 61000-4-8 typical commercial or hospital environment.
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Guidance and Manufacturer's declaration - electromagnetic immunity

The Stellaris® PC Vision Enhancement System is intended for use in the electromagnetic environment
specified below. The customer or the user should assure that it is used in such an environment.

IEC 60601 test ~ Compliance
level level

Conducted RF 3 Vrms 150 kHz 3Vrms Portable and mobile RF communications equipment
IEC 61000-4-6  to 80 MHz should be used no closer to any part of the
Stellaris® P C Vision Enhancement System, including
cables, than the recommended separation distance
calculated from the equation applicable to the
frequency of the transmitter.

Immunity Test Electromagnetic environment - guidance

Recommended Separation distance

d = 1.2\¢ (Conducted)

d = 12\p¢ 80 Mhz to 800 MHz (Radiated)

d = 2.3VP 800 Mhz to 2.5 GHz (Radiated)

Where P is the maximum output power rating of the
transmitter in watts (W) according to the transmitter

Radiated RF 3Vim manufacturer and d is the recommended separation
IEC 61000-4-3 2% '\é:z © 3Vim distance in metres (m).
. z

Field strengths from fixed RF transmitters, as
determined by an electromagnetic site survey,”should
be less than the compliance level in each frequency

range.*

Interference may occur in the vicinity of equipment
marked with the following symbol:

o)

Note; At 80 MHz and 800 MHz, the higher frequency range applies.

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption
and reflection from structures, objects and people.

a. Field strengths from fixed transmitters, such as base stations for radio (cellular / cordless) telephones
and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted
theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an
electromagnetic site survey should be considered. If the measured field strength in the location in which
the stellaris® PC Vision Enhancement System is used exceeds the applicable RF compliance level above,
the stellaris® PC Vision Enhancement System should be observed to verify normal operation. If abnormal
performance is observed, additional measures may be necessary, such as re-orienting or relocating the
Stellaris® PC Vision Enhancement System.

b. Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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Recommended separation distances between portable and mobile RF communications
equipment and the stellaris® PC Vision Enhancement System

The stellaris® PC Vision Enhancement System is intended for use in an electromagnetic environment in
which radiated RF disturbances are controlled. The customer or the user can help prevent electromagnetic
interference by maintaining a minimum distance between portable and mobile RF communications equipment
(transmitters) and the Stellaris® PC Vision Enhancement System as recommended below, according to the
maximum output power of the communications equipment.

Rated maximum Separation distance according to frequency of transmitter - metres (m)

output power of 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
transmitter (W) d= 12w d= 12w d=23w

0.01 0.12 0.12 0.23

01 0.38 0.38 0.73

1 12 12 23

10 38 38 73

100 © © 23

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in
metres (m) can be estimated using the equation applicable to the frequency of the transmitter, where P is the
maximum output power rating of the transmitter in watts (W) according to the transmitter manufacturer.

Note: At 80 MHz and 800 MHz, the higher frequency range applies.

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption
and reflection from structures, objects and people.

8-8 Operators Manual 1100173I5ENRev. C

Viewad/Printad: 10 Anr 2014 *<DMS Copy-Use per procedure® A-110017315EN Rev C
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



B&L CONTROLLED DOCUMENT Status: Effective

8.2. Primary System Specifications

Computer Unit Specifications

Parameter
Display Assembly Display

Touch Screen

Specification

Technology; Flat Panel, Liquid crystal display (TFT

LCD) full color

Size: 19” diagonal

Pixels: 1280 x 1024

Physical Adjustment;

Tilt: -1-15° up and -10° down

Swivel: 90° left and 90° right
Brightness: Controlled via touch screen

Technology: Resistive Analog

Size: Approximately 19” diagonal active area
Enviroiunental:

Chemical resistant to cleaning solutions

Drip proof bezel

Operator’s Manual

Motherboard Technology: IBM Compatible, Pentium or better
Computer Hard Drive or Solid State Drive
Computer Assembly  hardware Two Audio Speakers
Two USB ports
Etbemet port
110017315ENRev. C
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Primary (Integrated) Foot Control Specifications

Parameter
General

Physical

Center pedal: Pitch
Center pedal: Yaw

Function switches

Center pedal: Pitch

Center Pedal: Yaw

Function switches

Specification

External components and housing are corrosion resistant
Watertight housing

Wireless control (10 m standard range)

Corded, low voltage connection to system

Non-skid base

4 gray-colored function switches

Wall Charger

3.6v battery (lithium)

Battery charging cradle

12.22 cm, 4.8125 in.(H)
27.6 cm, 10.875 in. (W)
324cm, 12.750n. (L)
Weight 2.7 kg, 6 Ibs.

Linear on/off

Left On/Off (simulated)
Right On/Off (simulated)
Left Linear

Right Linear

Increase/decrease

On/Off

Function

Motion: Pitch (up/down)

Automatic return to up position

Detent: (2) programmable as to position, may be enabled or
disabled

Control: Provides primary linear function or on/off

Motion: Yaw (Left/Right)

Automatic return to center

Detent: (1) center detent,

Non-programmable control: Provides secondary linear function
in primary yaw direction and on/off control in secondary yaw
direction, may be physically set for greater linear movement

Motion: Momentary Push-button
Control: Provides programmable increment/decrement or on/off
control of assigned function

8-10 Operators Manual
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Remote Control Unit Specifications (Anterior Only)

Parameter

General

Aspiration (ASP)
IV Pole

Phase

Ultrasound Power
(U/S), Vitrectomy,
Coagulation

Tab
Enter

Parameter increment/
decrement

11001731SEN Rev. C

Viewed/Printed: 10 Apr 2014

Specification

Wireless pointing device providing line of sight operation using
an IR transmitter

Provides operation up to 15 feet from display console

Powered from standard AA battery (batteries)

Low battery indicator

Transmit indicator

Splash-proof

[lluminated keys

Vacuum Level Increase/Decrease
Air consumption Increase/Decrease

Up

Down

Next Phase
Previous Phase

Increment
Decrement
(shared button)

Future Use
Future Use

Future Use

Operator’s Manual 8-11
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IV Pole Specification

Parameter

General
Capacity
Travel

Operation Parameters Speed
Control
Positioning

8-12  Operators Manual
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Specification
Automated
Provides two (2) bottle hooks

Capable of lifting two 500 ml glass bottles of
Balanced Salt Solution

Range of 110 cm (43.3 in.)

(30 cm. to 140 cm.. 138 in. to 55 in. from
aspiration port)

10.6 cm/sec. (4 in./sec.)

Controlled via touch screen entry, remote
control. Primary (Integrated) Foot Control, or
directly via buttons on the back of the system

Relative from home sensed position

DMS Copy-Use per procedure*
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Coagulation Function Specifications

Parameter

Coagulation Connections

Modes of Operation

Operating Parameters

1100J7315ENRCV. C
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Specification
Single, Floating BF Connection
Coaxial connector

United States—Banana Jack Cord, Banana
Jack to Coaxial adapter
International—Reusable Coaxial Cord

Output Range: 7.5 Watts Nominal @

100 ohms

Frequency: 1 MHz nominal

Maximum Peak Open Circuit Voltage = 120V
Range: Programmable from 0% to 100% in
1% increments

Control: Linear control of coagulation power
via the Foot Pedal

Output Range: 7.5 Watts Nominal @

100 ohms

Frequency: 1 MHz nominal

Maximum Peak Open Circuit Voltage = 120V
Range: Programmable from 0% to 100% in
1% increments

Control: On/Off control via the Foot Pedal

Effective Date: 26/Mar/2014
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160
120
80
40

100
10

Figure 8.1.

1 Bipolar Power vs. Load. 2. Power (watts). 3. Load (ohms). 4. Power out. 5. Load. 6. Setting.
7. Settings. 8. Maximum Possible Peak Coagulation Output Voltage at all Output Control Settings and
Both Modes. 9. Peak Output (V). 10. Output Control Setting (%). 11. Linear and Fixed Control.
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Ultrasound Function Specifications

Parameter Specification

Ultrasound Time: System records and displays

ultrasound time in 0.01 second increments

Tuning: System provides one step tuning. Self
Special Features adjusts to resonant frequency of handpiece

Probe Present: System provides a probe present

detection system

Wave form ultrasound available

Connection Type: Floating BF Connection

Continuous ultrasound

Pulsed ultrasound

Fixed pulse ultrasound

Single burst ultrasound

Multiple burst ultrasound
Modes of Operation Dual Linear Ultrasound
Linear Power, Linear Pulse ultrasound
Linear Power, Linear Duty Cycle ultrasound
Dual Linear Multiple Burst ultrasound
Variable Power Multiple Burst ultrasound
Variable Power Linear Burst ultrasound

110017315ENRev. C
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Ultrasound Mode Specifications

Parameter

Continuous Ultrasound Mode

Pulsed Ultrasound Mode

Single Burst Ultrasound Mode

Fixed Pulse Ultrasound Mode

Multiple Burst Ultrasound Mode

8-16  Operator’s Manual
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Specification

Maximum Power: 35 Watts @ approx. 900 ohms
Frequency: 28.5 kHz nominal

Range: 0% to 100% power in 1% increments
Ultrasound Waveform: Disabled/Enabled (throughout)
Control: Linear power control via the Foot Pedal
Nominal phaco handpiece tip stroke at 100% power
setting with DP8230 Microflow needle is 130 um at
28.5 kHz. This results in a nominal peak tip velocity of
11.6 m/sec.

Maximum Power: 35 Watts @ approx. 900 ohms
Frequency: 28.5 kHz nominal

Range: 1to 250 pulses per second

Duty Cycle: 510 95% in 1% increments

Maximum Power: 35 Watts @ approx. 900 ohms
Frequency: 28.5 kHz nominal

Range: 80 to 600 msec, burst width

Control: Single burst at end of pitch or yaw travel

Maximum Power: 35 Watts @ approx. 900 ohms
Frequency: 28.5 kHz nominal

Duration: 2 to 600 msec

Interval: 2 to 600 msec

Control: Linear power control via the Foot Pedal. Burst
duration and interval as selected.

Maximum Power: 35 Watts @ approx. 900 ohms
Frequency: 28.5 kHz nominal

Range: 2 to 600 msec, burst width

Maximum Duty Cycle*: 50 to 99% in 1% increments
Minimum Duty Cycle*: 1-50% in 1% increments.
Waveform: Enabled (Rise Time 2), Disabled (Rise Time
i)

C)ontrol: 1burst at minimum duty cycle at start of linear
control region. Interval decreases until maximum duty
cycle is commanded at end of linear control region
*Actual Duty Cycle Range is limited by the Burst Width
Setting

noon31SENRev. C
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Vacuum Fluidics Function Specifications

Parameter

General

Modes of

Aspiration Operation

Operating
Parameters

Irrigation

Reflux Control

Linear Cut
Rate Mode
Operating
Parameters
Fixed Cut
Rate Mode
Operating
Parameters

Vitrectomy

Specification

Provides Cassette Full, Near-Full and Continuous Fluid Level
Sensing

Programmable vacuum response curves

Linear control of vacuum

Fixed, On/Off control of vacuum

Dual Linear Modes: Pitch or Yaw

I/A mode: 0 mmHg to 600 mmHg
Phaco: 10 mmHg to 600 mmHg
Vitrectomy: 0 mmHg to 600 mmHg
Extrude: 0 mmHg to 600 mmHg
Vacuum Control: 1mmHg increments

Gravity feed from 1/V bottle with pinch valve On/Off control via
Foot Pedal

Gravity feed from 1/V bottle
Modes: Continuous, Pulsed
Activated via the Primary (Integrated) Foot Control

Range: 30 to 5000 cuts per minute in 1cut per minute increments
Control: Linear control of cut rate via the Foot Pedal

Range: 30 to 5000 cuts per minute in 1 cut per minute increments
Cut rate is derated no more than 20% above 3000 feet

(915 meters) altitude

Control: On/Off control of cut via the Foot Pedal

The system will provide a minimum of 600 mmHg up to 3,000 feet (915 m) above sea level. A
derating of 25 mmHg per 1000 ft. will be used for operation above 3,000 ft.

The vacuum rise time, with an empty cassette, shall not increase more than 25% above 1.6 seconds
per 1000 feet (305 m) of altitude up to 3000 feet (915 m).

MO001731SENRev. C
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Viscous Fluid Control Specifications

Parameter Specification
Injection Mode Pressure: 70 psi (482.6 kPa, 4.8 bar)

Extraction Mode ~ Vacuum: Between 5 to 600 mmHg in 10 mmHg
increments

Fluid Air Exchange, Pressurized Infusion and Air Forced Infusion specifications

Parameter Specification

Output 0.1 micron hydrophobic filtered air

Pressure 150 mmHg or 203 cm H,0 maximum air pressure

Flow Rate Up to 4.8 standard cubic feet per hour (2.25 L/min)

Safety E)ysztem includes pneumatic shut-off valve in case of power

Illumination Specifications

Parameter Specification
Modes of Operation Independent Illumination and control of either port
Lamp Type Xenon and Xenon-Mercury
Light output from a single port is minimum 25 lumens using standard 20g
Output probe

Both ports incorporate permanent filtration to reduce ultraviolet, violet,
deep red and infrared light

Control 0-100% control range, 1% resolution

None, Green, Yellow, Amber
(only available on Port 1 when a xenon lamp is installed)

Safety Filter

Color Filtration

Laser Module Specifications

Parameter Specification
Connector Connect_or Single, Floating BF
Connection
Laser Connections Ground Leakage Current <200 pA 115V 60Hz
< 300 pA 230V 50 Hz
<500 pA 250V 60 Hz
) Low Power 150 W
(E:Iectrlcal _Power Standby 250 W
onsumption
Treat 300w
8-18 Operator’s Manual 11001731SEN Rev. C
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Parameter
Safety Interlocks

Cooling

Temperature Range

Relative Humidity
ShockA'ibration
Surgical Submodes

Laser Operating Modes

Feature
Treatment Laser

Laser delivery device connector

Endo Single shot mode

Endo Pulsed mode

Endo Continuous (paint mode)

11001731SEN Rev. C

8 Specifications

Specification

Room Interlock, Key Switch, Laser
Tum-On and Emission Indicator,
Emergency Off, Microscope eye safety
filter interlock

Internal whisper fans, operating on
demand

Operating: 10° C to 35° C (50° Fto 95°

F)

Storage: -20° Cto 60° C (-4° Fto 140° F)
Operating: 30%-70%, noncondensing
Storage: 10%-98%

Passes IEC601-1, MIL-STD-810D, and
ISTA Procedure 2A

LIO Mode, EndoProbe Mode, Continuous
Endo Mode

Disabled, Stabilization, Reduced Cooling,
Standby, Treatment, Deliver Pulse

Description
Fixed 532nm -H-3nm

Treatment Laser: Diode-pumped, frequency-doubled, solid-state laser

Industry standard SMA 905 connection with delivery device detection
via a resistor in the delivery device connector

Connection located above the sterile field
Connector back lit to make it visible in a darkened room

Back light will be on when in a Laser Mode or when the key is turned
on, and will blink to indicate no or incorrect delivery device is connected

Single shot 10 ms to 30(tOms

50 to 2000 mwW
Duration 10 to 3H®Mms

Interval 10 to 3000 ms

50 to 2000 mw
Continuous mode for up to 1 minute of firing

50 to 500 mwW
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Feature
LIO single shot

LIO pulsed mode

Aiming beam

Aiming beam modes

Laser fire tone
Primary (Integrated) Foot Control

Secondary (LIO) Foot Control

8-20 Operator's Manual
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Description
Single shot 10 ms to 3(HAD ms

50 to 1000 mwW
Duration 10to 33HOms

Interval 10 to 3000 ms

50 to 1000 mwW
635nm -f/-5nm Red diode laser adjustable from 0 to 0.8mwW

Coincidental with treatment laser to ensure accurate targeting
Standby mode - Aiming Beam On / off

Ready mode - Aiming Beam On

Treatment Mode - Continuous On or On/Off during pulse treatment
2k Hz, 45 to 65 dBA adjustable

Laser firing button integrated into Stellaris® PC Vision Enhancement
System Primary (Integrated) Foot Control, with wired and wireless
modes of operation

All system functionality accessible from the integrated Primary
(Integrated) Foot Control

Laser firing button is located under a flip up door
General purpose toe and heal buttons can be assigned laser functions

Laser power up, power down, stand by / ready toggle, single / toggle, in
addition to standard functions

IPX6 rating (water and dust proof)
Dedicated Secondary (LIO) Foot Control (wired) for laser functions only

Designed to be easily moved when using a L1O headset, but remain in
place and stable when firing the laser

Can be used in all Laser Modes (Endo and LIO)

Laser power adjustment via side buttons, which can be programmed for
Standby/Ready toggle or Single/Repeat toggle. Default setting is for
buttons to adjust laser power - right is increase, left is decrease. Side
buttons can be disabled via the GUI.

IPX6 rating (water and dust proof)

110017315EN Rev. C
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Feature
GUI integration

Laser setting

User presets

Audio feedback

Movable filter interface

Room interlock

Room safety light

11001731SENRev. C
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Description

Laser control. Aspiration control. Infusion control. Illumination control,
all accessible in Endo and Continuous Submodes

Illumination is not available while in LIO mode

Preset increment and decrement values for up and down buttons (power
duration and interval) or the ability to enter an exact setting

Laser default settings power, interval and duration by mode can be
stored by the user in Stellaris® P C Vision Enhancement System surgeon
preference file

Active Laser Mode (Endo, LIO)

Active laser state (Laser Standby or Ready mode)

Current laser settings

Laser setting changes via either Primary (Integrated) Foot Control

Language of voice selectable
System interlock interface to a 2 position microscope filter

Connector available to adapt existing 2 position filters to system

Adapter available for backwards compatibility to Millennium 2 position
filters. (BL3242)

* B&L part number CX5996 IRIDEX 30494 WILD
* B&L part number CX5595 IRIDEX 30493 ZEISS

Key included with each system to be used when a fixed filter is in use
System room interlock

Smart key included when used in a room without a room interlock
connection

Connector available to adapt existing room interlock
System interface to control a room laser safety light

Light will be commanded on when laser key is on

Connector available to adapt existing safety interlock
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Feature
Laser key

Emergency stop button

LIO

EndoProbes

Microscope safety filter
Eye protection
LIO Head Set

System LIO compatibility
requirements

8-22  Operator’s Manual
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Description
Conveniently located on front of system for easy access

Two laser keys supplied
Key On initiates system warm up

Key On illuminates EndoProbe connection back light (blinks until probe
is connected)

Conveniently located on front of system

Back lit to be clearly visible in a darkened room
Off when the laser key is off

On when the laser key is on

Blinking if the emergency stop function is active. (Cycling the laser key
will clear emergency stop)

LI1O lamp power connector conveniently located on front of system
Connector back lit to be clearly visible in a darkened room

System will automatically detect if an L1O device is connected
LIO power output for a 6.3v 10w bulb

Compatible with all Millennium LIO head sets
Full line of EndoProbes in 20, 23, 25 gauge

Proprietary illuminating probe connects directly with Stellaris® PC
Vision Enhancement System illumination module

> 3.0 OD at 532 nm required
1 set of user goggles supplied > 3.50D at 532nm
Compatible with CX5970 LIO

Industry standard SMA 905 connection with LI1O device detection
resistor

fiber >= 150 micron

532 nm 50 to I000mMwW

Laser light input 100 micron spot size with a NA of 0.08
RCA Style Illumination power connector

Illumination Power output 6.3V 1OW user variable

11001731SEN Rev. C
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8.3. System Labels

Bausch&Lomb

SteHarls Fo<MControl

Bausch & Lomb Incorporated
Rochester, NY 14609 U.S. /1

{feo]w | Bausch& Lomb IrKorporated
Klr>eston-upon-Tharr)e$
KT2 6TN. UK

1275
Use onlywKh BL4391
REF BL2390
100027076
SN WFCxxxxx ceyy
Made h: GERMANY
FCCID; T7V-BCO8
Grantee Code: UMT BT-REMOTE
010075777048W21
2IXXX00000
OISOOOSWRev E
Main System Label Primary (Integrated) Foot Control Label
Bausch & Lomb Incorporated [P Bausch & Lomb Incorporated
M Rochester, NY 14609 U S A, [ ' 106 London Road C€ 275
MadeinU.S.A, Kingston-upon-Thames
- A KT2 6TN, UK d.
2XAA 3V — Q15000587 Rev A
Large Remote Control Label
BEF BL211I
101028117
100-240V *
i

(2)T10AL 50/60 Hz
250V 1000VA

016006219 r.v B

Small Remote Control Label
System Power and Fuse Label
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— e e 8430
meSLOI-Um%_""%
s mmw ’_ /p ~
g s 0,

M R iAol O Kt
QI9m6 RVA N ZYOSAVMX«Blaaiies

Primary (Integrated) Foot Control Battery Label

S15000626 Rev. A /4090500

Xenon Lamp Label

41Seif LASER RAOCAHON
A'/OID EYE OR SHtl EXPOSURE

TO ORECT O, tered
& m

CLASS ?4 4 LASER PSI000CT5
|LECetO(4»-1 i007>

Aarrang 1mmn
I Cinoi 2. AB63S |
Tio«Neic«i| beam
| CImK4. « * fvnaW  CW(rrEfii)|

Conp*mv™2| o idGOKAl
1040 It menpl kf iISHvbai»n.[iL«Mcitaii»
bntf Ndce 140 » , aolMI Jbne 3007

r* Uy

Compliance Label
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Recargable Li - <on Battery

REFBL43S0 ]

Compartment Label

XENON-MERCURY

A

/44y N

015000627 Rev. A /4090600

Xenon-Mercury Lamp Label

*03

5DMS Copy-Use per procedure*

3.6V
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Bauschsrbbxmb

Stellaris PC

Bausch & Lomb Incorporated
Rochester, NY 14609 U.S.A.

Bausch & Lon™b Incorporated
leclrep] Kingstorvupon-Thames
KT2 6TN, UK

CCYYy

REF BLxxxx

IOnnnnnnn C€ 1275

SN PPPnnnnn

0100757770000000

T in

21xxx00000

015000594 Rav. E

Module Label
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Bausch&ljomb

Stellaris PC

Bausch & Lomb Incorporated
Rochester, NY 14609 U.S.A.

Bausch & Lomb Incorporate
EC REP KIngston-upon-Thames
KT2 6TN, UK
CCYY
Made in: USA

GDl)K A

| =1
REF BIxxxx

IOnnnnnnn C€ 1275

SN SPCnnnnn

FCC ID 0015507718

T7V-BCO6
Stollmann EW
GmbH

(01)00757770000000

IIIIIIIIIIIIIH AU

XXX

016000595 Rev. J

System Label
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Glossary

AFI

Air Forced Infusion. Refers to the use of pressurized air to create necessary pressure for infusion of fluid into
the eye. The Stellaris® PC Vision Enhancement System AFI requires the use of the bottle spike with metal tube
to supply air pressure and venting.

ANV
AudioAMisual settings that include screen display, tone, volume and video display.

Burst Mode Ultrasound

An intermittent ultrasound modulation with ultrasound duration and rest-time controlled linearly with Primary
(Integrated) Foot Control. Ultrasound power is fixed.

Case

Settings relating to in.strument gauge, needle type, cataract hardness or pathology.

Detent

Tactile feedback in Stellaris® PC Vision Enhancement System Primary (Integrated) Foot Control to alert user
when foot pedal is moved from one region to another.

Domain

System functionality and set up that provides a group of functions related to either anterior, posterior or
combined surgery.

Dual Linear

Primary (Integrated) Foot Control feature that controls various surgical function with two axes of foot pedal
movement. Both axes allow linear control of surgical functions relative to the pitch and yaw movement of the
foot pedal.

Elevated Infusion

Refers to temporary use of higher than normal infusion pressure during posterior surgery. In Stellaris® PC
Vision Enhancement System, elevated infusion is defined as pressure above 60 mmHg for air infusion or above
8L cm H,0 for fluid infusion.
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End Case

Describes the conclusion of surgery. A touch screen button in the Stellaris® PC Vision Enhancement System
graphical user interface would conclude a surgery and transition system to the End of Case screen.

Extrude

A surgical mode that aspirates fluid out of the eye. Selecting the Extrude mode activates vacuum from the left
aspiration line to be used during the procedure.

Fluid-Air Exchange

F/AX. A surgical procedure to replace fluid in the eye with atmospheric air. The process involves injecting air
with a specific pressure and an extrusion cannula to evacuate the fluid.

Foot Control Mapping

The correspondence between foot pedal linear movement and surgical function activation. Primary (Integrated)
Foot Control mapping options are linear (1), front loaded (2), back loaded (3) or reverse linear (4). X = Foot
Pedal movement from home position and Y = Surgical function energy level, (see diagram below)
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9 Glossary

Foot Control Switches

Four active pressable areas surrounding the Stellaris® PC Vision Enhancement System foot pedal. The two
upper switches are referred to as toe switches and the two lower switches are referred to as heel switches.

Gravity Infusion

Infusion derived from pressure created by hanging the fluid bottle at a certain height above the patient’s eye
level.

Infusion

Similar to irrigation, particularly referring to fluid use for posterior segment surgery. In addition to fluid,
atmospheric air infusion can also be used in posterior surgery.

Irrigation

Refers to flow of fluid use in the surgery. Irrigation flows out of surgical handpieces into the eye through tubing
to maintain intraocular pressure.

M MC

Multi Media Center. MMC provides two video display functions. The first is video overlay where real time
system settings are displayed simultaneously on the surgical screen and/or projected on external monitors or
video recording devices. The second function of the MMC is to provide streaming video from the microscope
camera to the system display screen.

Mode/Phase

It is a subset of the Technique level setting. It describes the surgical phase that provides a specific function.
Example 1: Vitrectomy mode provides vitreous removal functions derived from vitreous cutting and aspiration.
Example 2: Phaco mode provides lens removal functions derived from lens emulsification and aspiration.
Stellaris® PC allows up to 12 different modes to be programmed in each Technique setting.

M odulation

Ultrasound settings with a unique characteristic, such as pulsed, burst, or waveform.

M ore Screen

Secondary menu-driven graphical user interface screen that allows the user to adjust surgical settings. The More
Screen is hidden during normal operation and can be accessed from the main screen when needed.
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Patient Eye Level

The vertical distance from patient eye level to the aspiration ports of the Stellaris® PC Vision Enhancement
System system. Stellaris® PC System has a feature to adjust patent eye level offset if the patient eye level is not
at the same level as the aspiration port. The offset range is -15 cm to +15 cm.

Phase
See Mode.

Pitch

Up and down movement of foot pedal.

Pressurized Infusion

Similar to API, pressurized air is used to drive irrigation into the eye for anterior surgery.

Programming Level

Describes stellaris® PC Vision Enhancement System system settings hierarchy. The hierarchy is System,
Surgeon, Technique, Mode/Phase, Sub-mode and Case levels.

Pulse Mode Ultrasound

An intermittent ultrasound pulse modulation with fixed rate. Ultrasound power is linearly controlled with the
Primary (Integrated) Foot Control.

Reflux

Momentary reversal of fluid flow towards the handpiece. Reflux pressure is generated from the irrigation bottle
or mechanical plunger.

Rise Time

Speed with which system generates commanded ultrasound level. Stellaris® PC Vision Enhancement System
has ultrasound rise times 1and 2. Rise time 1is traditional power control where ultrasound is ramped up to
demanded level instantaneously. Rise time 2 ramps up phaco power gradually.

Sub-mode

Different Primary (Integrated) Foot Control options or settings within a surgical mode/phase. Examples of
Vitrectomy sub-modes are Fixed Cut, Co-Linear Vit and Single Cut.
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Xenon lamp

A type of lamp used in the stellaris® PC Vision Enhancement System to provide endoillumination. It contains
pure xenon gas and emits whiter light with a full spectrum.

Xenon-Mercury lamp

Atype of lamp used in Stellaris® PC Vision Enhancement System to provide endoillumination. It contains
xenon gas and small amounts of mercury metal, and emits greener light.

Yaw
Side to side movement of foot pedal.
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Handpiece
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IV Pole 2-24
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Specifications 8-12
IV Pole Height 2-24,3-34
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2 Hauyano pa6oThl

puc. 1.6. OTKpbITUE «HayanbHOro 3KpaHa».
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2 Hayvano paboThbl

Cpasy no oKOHYaHuUM 3arpysku MO nosBuTCs aKpaH «BbIGop NpoLeaypbl», KPOMe Cydaes, Korja 3ajaHa
npoLeaypa no ymMonyaHuio.

BAUSCHALOMB

Stellaris>/

vision enhancemant System

puc. 1.7. 3kpaH «Bbi6op npouesypbi».

Mocne Bbi6opa NH060ro TMNa Npoueaypbl Ha aKpaHe «Bbl6op Npoueaypbl» NOSABUTCSA 3KpaH «BbiGop
xupypra» (Kak nokasaHo Ha puc. 1.8).

Ecnn cuctema no ymosvaHuio sanporpamMmMmmnpoBsaHa Ha nepe,qHVlﬁ CEerMeHT, SH,U,HI/Iﬁ CerMeHT unn

KOMOVHUPOBaHHbIV peXxuM, akpaH «Bbli6op npouefypbl» He NOABUTCA U cucTeMa nepelifer HenocpeacTBEHHO
K 9KpaHy «Bbl60p Xvpypra», Kak NokasaHo Ha puc. 1.8 Huxe.
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2 Hauvano pa6oThbl

AKpaH «HacTporika»

Ha akpaHe «HacTpoiika» 3a4alTcs HEKOTOpble MapameTpbl NPoLeayp ¥ OCYLLLECTBNSETCA NMOAroTOBKA
CUCTEMbI K BbIMO/IHEHWIO XMPYPrUYecKUX Npoueayp.

Mpn nepsom 0T06pa)K8HI/II/I 3TOro aKpaHa 6y,qu BblAeneHa onuna «BcTaBbTe KacceTy».

Mpn HEoBXOAMMOCTU BbIGEPUTE KOHKPETHYIO METOAMKY, WUy, CTeneHb, AnaMeTp ANs BUTPEKTOMUK, pasmep
aKCTpy/aepa v pparMeHTaLUOHHYI0 UIY (4N 3aAHero cerMeHTa) AN TeKylleli npoueaypsbl.
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C e )
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C ! JO
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r -
[LaH. onep.
r - n
War 2. BbiGopa

onepauuu

MaaTBcpAuTthL

:(2) N~ poj
C =D CI 0ZZCHZZT C
S d 1 CAV[ 0% APT 00:00.00 (pt 00-0000 Any S

puc. 1.9. AKpaH «MeHI0 UCTOpUK 60M1e3HM» AN NepefHero cermeHTa.
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2 Hayano pa6oThl

Crosake/*
Warl G
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C 20 Oauge D
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OnepeunoHmasn
Uct. 6.
X
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AT A Y
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c
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puc. 1.10. 3KpaH «MeHI0 ncTopumn 601e3HN» AN 3afHEro CermeHTa.
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2 Hayano pa6oThl

rro”otM uTb oicteuy/npoiecniposeTfa

@ngaski u "
J

Nounako 3anpaBk]|y
But Tect

OKHo «3arpaBka n
HaCTPOIiKa» Ha 3KpaHe
«HacTtpoiika»

puc. 1.13. OKHO «3anpaBKa 1 HacTpolikax.

1 KHonka «BBogy». 2. KHonka «BBepx». 3. KHonka «BHU3».

e HaxaTue KHOMKN «BBOA» Ha NynbTe AUCTAHLMOHHOIO YNpaB/feHUs aKTUBUPYET BblGpaHHYO
(PYHKUMIO, YKa3aHHYH CTPESTKON.

Cpazsy nocse 3anycka Hano/sHeHUst TPY60K M HACTPOMKK C MOMOLLbIO N060M M3 3TUX ONUMA 0To6pasnTcA
KHomMka «OTmeHa». Mpu Bbi6ope KHOMKM «OTMeHa» NPOLECcC Hano/IHEHUSI U HACTPOMKN HEMEANIEHHO

OCTaHOBUTCA.

B X0/ie 3anpaBKy 1 HACTPOMKM B HUXXHEM NIEBOM YI/ly 3KpaHa 0TO6paXKaeTCsl MHAMKATOP BbIMOSHEHNS,
YKasbIBaloLWMii Ha COCTOSIHME LMK/ 3anpaBKu Y HAaCTPOWKM.

Ecnu cucTema He Npolia TeCTUPOBaHue 3anpaBKy M HACTPOMKM, Ha 3KpaHe 0To6passATcs COBETbI
OTHOCUTENIbHO KOPPEKTUPYIOLLMX AefiCTBUIA.
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2 Hayvano paboThl

2.6. lcnonb3oBaHMe CUCTEMbl B XUPYypruu

MapaMeTpbl 1 HACTPOWKKN MO YMONUYAHUIO COXPaHSAOTCS B (baiife HacTPOEK XUPYpra, HO UX MOXKHO U3MEHSITb
BO Bpemsl MpoLeaypbl, UCMONb3ys A1 9TOr0 9KPaHHbIE 3/1EMEHTbI YNPaBNEHUS 1 9KPaHbl C XUPYPTUYeCcKUMM
napameTpamMm.

Cuctema 6yieT 0To6paxkaTb COOTBETCTBYHOLLNIA XMPYPrUUecKnii aKpaH Ans TeKYLLero XMpypruyeckoro
pexxuma. NHTepdeiic BU3yasbHO OTIMYAETCS B 3aBMCUMOCTM OT TeKyllero paéodyero pexuma. Mpuvep
XMPYPruyecKoro sKpaHa Ans 3afHero cerMeHTa cM. Ha puc. 1.15. .XUpypruyeckoro sKpaHa il nepegHero
CermMeHTa - Ha puc. 1.16. Mpu oTo6paxeHnn COOTBETCTBYIOLLErO IKpaHa cucTema CTennapuc rotoea K
Hauany XMpypruyeckoro BMeLLaTe/IbCTBa.

J  CrosK 8/B
* e

o le;J;lFa.qMM

O6meH B/K
r " M OﬁOCTb y3
N3Bneunb. 100
Burk.
Koar %
TLW.
40
OTcyTtcTBYyeT
~ Sy&tm S*ttir>9* y » n 3agHuii ) G) 00.00 ~ ~ Z0GM"e ~
VHreetomy Vet 6. 1 ~ 0% 00:00.00 *PT - 00:00.0 w T

puc, 1.15. «Xupypruyeckuii akpaH» Ans 3afHero cerMeHTa.
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| Bakyym
X mmHg

YcTaHoBUTL
MepepHsia Bur, - Scuipt
MouwHocTb ¥3
%
nIA
------ Continuous V1
— N N
« W W) o0 001
n sinM fil sttsttiQ * C Nepepruii © " T>iim,p ofo0 A ~ " Miraon»». T)
O M tf* and Con(jHir ~ McT.6. 1 ~ 0% AFT 00:00.00 £ 000000 A ~

puc. 1.16. « XMpYypruyveckKunin aKpaH» ansi nepegHero cerMmeHTa.
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3aTem cucTema nepeiifeT K akpaHy «3aBepLieHne UCTOPMK 60M1e3HMU» (MOKA3aHHOMY HUXe), OMyCTUT
KPOHLUTEWH AN 6YTbIAM U U3BMIEYET KacceTy.

mp-tun
1 08x0 B»9Ym- 00mmHg  00:00.00
(= . omaeam’ 1U/A L 0.0%
1 Onepayus 1 04.11IU Bur. Oepm
Bpewmsi 00:00:25 e Koarynsuus 0.0% 00000
Oactie BpeMs 00:00:25 Naau» 0 «ar > 00:00.00
YpoBeHb KMAKOCT  SMt Jlasp.mny«
Wl APT 00:00.00
( CoxpaHuTb Kak
Vi iPT oonono
| WFCOe * Cucteme He yaaeTcst Halitu
RAySCH+LLMB

Stellaris>~ L I

Vision Enhancement System J W
BPS12 * B mogyne anekTponuTTus
i HalifieH pe3epBHbIii akKyMyAaTop.
[laHHas BO3MOXHOCTb 60/bLUE He
I NOAAePXNBaeTC.
. Pexum xupypruv negoctynert.

J X,

StiteHHM
r

o 3mepwnts paboty J1
CYAaﬂme pacxi Cnagy*0lunii nayneHT P p y

puc. 1.18. SkpaH «3aBepLUeHNe UCTOPUM GONe3HW» ANa NepefHero cermMeHTa.
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HTAmmmmu-ridtr o e u »

Xuldrr Sjnten (KLU4P Burp. UHdpyans OwmHB 00:00.00

TCXMHU Virectomy ®dperm THOLLMCKHM Unchyxm 0 mmHg 00:00.00

ontayus i WN3eneub B»)(yyn 81 mmHg M:00.00

Bpemsa yn B8.0% 00.00.00

06(u#* ep*mn (xT % BuT. Oepuw 00:00.00

YpoBeHb XHAacocrm  Omi Koarynauyus 0.9 « Neh00.00
Nsmp 0 Air 00:06.00
Naoep.umnynsc 0

i CoxpanmTtb

WFCO08 >CucTteme He yaaeTcs HanTun

BAySCH-f-LOMB ny/IbT HOXHOTO ynpaB/ieHus.

Stellarisy”

isii A
vision Enhancement Systm w r W w BPS12 - B MojIy/ie aneKTponuTams

HalifieH pe3epBHbIii aloCyMynaTop.

JlaHHas BO3MOXHOCTb GO/blle He
noajepxuBaeTcs.

Pexxum xupyprum HagocTyneH.

b
MomATbL Hastbl

N o 3aeepwutb paboty \
r CY/_]anVIpraCXOAHhM \ o mr V  eveT™mabl

puc. 1.19. OkpaH «3aBepLUeHne NeTopun 60M1e3HN» A9 3afHero CermeHTa.
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ttreroewe na<u»oiiglm

daxo M kroFiow Undpysust 0a1TH9 00:00/10

1TCXULLL iNioco VH WA OmmHg 00:«).00 n
Onbpaums 1 Bitrp. Bakyym 0.0 mmHg 00:00.00
Bpems 000)0:18 ®pam w 0.0% 00:00.00
ONe L« Bpems 000)0:18 NxBneub Bur. Otpm 00:00.00
YposeHb nosgroctm 0 m) Ousmks jMBCTBa Any KOBryjMipUl 0.0% 00:00.00

N«mp 0 sBr 00:00.00
NBBEp. UMNYALC 0
f AV 00
yi3 APT 00m.Qo
C CoxpaHuTb Kak
tpy 00:00.00
| WFC08 ' Cucteme He yaaeTcs HaTu
BAUSCH/\LOM B A|ANbT HOXHOTO yrpaBieHNs.
Stellarisy ”
Vision Enhancement S~ tem
BPS12 - B mogyne anektponuTtaHus
1HalifjeH pe3epBHbIi akKyMynaTop. )
; JaHHas BO3MOXHOCIbL GOJblie He |
: NoAfepXunBaeTcs. 1
[ PeXxum xupypruu HeoCTyneH.
O«Ay«m».ﬁr»qmvn) A 3.PW1.n.pa6oty ~

CyAanvm: pacxofHbie )

pvc. 1.20. kpaH «3aBepLUeHne UCTOPUN 60NETHU» AN KOMOHUMPOBAHNOTO PeXu.Ma.
HemeaneHHO M3BNEeKUTE KacceTy A1 MOAYNS CTPYNHOW aBTOMAaTUKW.

YpanuTe U3 cucTeMbl BCe pacxoiHble MaTepuasbl. Bbibepute «MokasaTb aTanbl». «Y 4aNUTb PacxoiHble
maTepuanbl» ANa NPoCMOTPa CNMcKa TpebyeMblX /1 PaCX0AHbIX MaTepMasnoB ¢ aHUMaLUMOHHBLIMU KAMnamu no
YOANEHNIO KAXA0r0 U3 HUX.

BbiGepuTe «CnefyoLnii naymeHT» A0 Bo3BpaTa KaKpaHy «HacTpoiika» 1 NoaroToBKM CUCTEMbI K
cnefytoleit npoueaype Uan BblbepuTe «3aBepLUnTb PaboTy CUCTEMbI» /i BbIK/OUYEHUSI CUCTEMBI.

MprmeyaHue Mpy BbIGOpE «3aBePLLIMThL PaGoTy CUCTEMbI» MOABUTCS COOGLLEHE C HANOMUHAHMEM
3apAaMTb akKyMynsTop.
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2 Hauyano paboThbl

NMaHenb cucTenw

BauschsLomb
Stellaris

puc, 1.22. Cuctema Cmaviapuc, Bug cnepeay.

1. KpoHWTeH anst 6>Tblnun. 2. MHEBMATMYECKWIA NOPT 3LLTYCKA.
3. CoevHNTENN PYKOATKMN AN 3aiHei 06nacTu. 4. BbIABUWKHON ALLMK.
5. dukcaTop TopMo3a Kosec. 6. IkpaH MHTepdeiica Nonb3oBaTess.
7. Mepekntoyatenb cucte.Mbl «BKN./BbIkn.». 8. CoeaMHNTENN PYKOSTKA.
9. Mogynb cTpyiiHoi aBTomatuku. 10. MogHoc.

3T0 rnaBHbIii 610K, KOTOPbIA COAEPXMUT pasbeMbl AN1A MOAK/IHOUEHUST BCEX PYKOSITOK, MOAHOCA, COeUHEHUS
EtheiTiet 1 Kopnyca cucTembl. B 3agHeit yacTu rnaBHoro 6n1o0ka (cM. puc. 1.23 Ha cTp. 1-39), okono
KPOHLUTeHA ANa GYThI/IA, HAXOAATCA TPU KHOMKM, UCMO/b3yeMble A5 NepeMeLleHnsa KpoHLTeliHa ans
OyTbIIM BBEPX, BHW3 WM 06PaTHO Ha BbICOTY, 3aflaHHYI0 A/ TeKYLLEro pexvmMa pabotbl. Ha KOHCONM Takke
MMeEeTCS1 MOAY/b 3N1EeKTPONUTAHNS.
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Ecnu cuctema He ucnosnb3oBasnacb 60/ee ceMuU fHel, cnefyeT NoA3apsaanTb HOXHas nefanb OCHOBHOTO
yCcTpolicTBa (MHTerpupoBaHHas) B TeHEHUE WeCTU YacoB AN obecnevyeHns NpaBUIbHOW PaboThbl.

BHUMAHWE! [Ons npefoTBpalleHWUs NOTepy AaHHbIX COXPaHUTE UX [0 3aBepLueHunsa paboTbl
CMCTaHbI.

puc. 1.23. {agHan yacTb cuctembl CTenyapuc.

1 Mopt USB. 2. KHOMNKM ynpaBneHns KPOHLLUTENHa ans 6y Tbuin.
3. KproKku /11 HaMoTKM Kabens.
4. KproK A/1s1 HOXXHOW Mefja/ii OCHOBHOIO YCTPOIACTBA (MHTEr pUPOBaHHOIA).
5. CoeHUTENb BbIXOAHOIO faBMEHNSA BO34yXa.

MepeaHsia NaHenb cucTembl (CM. puc. 1.24) cOAepP>XKMUT MHOTOUUC/EHHbIE MOPTbI ANA NOAK/OUEHUS
NPUHaANeXHOCTeR cucTemMbl. OTAeNbHBIA NOPT B BEPXHE YacTM Koprnyca KacceTbl NpeAHasHaueH Ans nogadu
[aBfieHNs BO3lyxa K NpUBOAY NMHEBMATMUECKOro HoXa.
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2 Havanopa6oThl

HacTpoiika cucTentu ans paboTbl C HOXKHOI Neaanbio 0CHOBHOIO
ycTpoiicTBa (MHTErpMpoBaHHolA) B 6eCNPOBOHOM PEXKUME

rP|
\

MpumeyaHue 3aBoOcKasi HacTpoiika 6eCrpOBOAHOIO peXXMMa cucTemsl - «OTKn». Mpyu 06HOBNEHNM
nporpaMmMHOro o6ecrneyeHnss NPou3oiaeT BO3BpAT HACTPOKM GECNPOBOAHOIO pedxKnma
cUcTeMbl K napaMmeTpy «OTK/».

[N HacTpoiKn 6eCnpOBOAHOIO PEXUMA BbIMONHUTE CAEAYO L ME WarK:

War 1. Boi6epute «MporpaMmMnpoBaHme» Ha aKpaHax «HacTpoiika» uam «BbiGop xupypras.

LWar 2. Bolbepute «HacTpoiika cuctembl» (“System Setup”) Ha 3KpaHe NporpaMMmMpoBaHuUs, Kak NnokasaHo

HUXe.
[¢ 8|MX. 1 P#X> rorp. ~J

T T

r(lpom«MMMpo«%m»ac

HacTpoiikn xupypra 3

HacTpoiika cuctemsl
KoHturypauus cuctemsl  j

KaneuH™pbcuctoh.-"

! Cnyx6a Moaaepxku

puc. 1.34. kpaH «MporpamMmmupoBaHue».

War 3. Boibepute BKNagKy «HOXHOe ynpaBieHne OCHOBHbLIM YCTPONCTBOM (MHTErpUpPOBaHHbLIM)» Ha 3KpaHe
«HacTpoiika cucTeMbl».
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puc. 1.35. 3kpaH «HacTpolika CMCTeMbI», BK.TagKa «HOXHOe ynpaBneHues.

LWar 4. YTo6bl HACTPOUTL PEXUM CBA3M HOXHOI Nefanu 0CHOBHOTO YCTpoicTBa (MHTErpMpoBaHHoM),
Bbl6epuTe «BK.» NN «BbIKA.» A1 napameTpa «5ecnpoBogH.».

COCTOSIHAE ~ HOXXHOW  nefjainm  OCHOBHOrO  yCTpoOMCTBa
(MHTErpupoBaHHoON) 1 0TObBPa>KEHME NHAMKATOPA YPOBHS CUrHana
6ecrnpoBOAHOI CBSI3M

CocTosiHMe ynpaBfieHUs, 3afjaHHOe NS HOXHOW Mefann OCHOBHOTO yCTpolicTBa (MHTErpupoOBaHHOIA),
0TOGpaXkaeTcs 3HaYKOM, PaCMoNOXEHHbIM PAAOM C UHAMKATOPOM COCTOSIHWUSA aKTuBauuu negann. MpoBogHoe
coeanHeHne oTobpaxaeTcs B BUAe 3Hauka Kabens, a 6ecnpoBOoAHOe COeAMHEHNE - B BUAE 3HAYKA MHAMKATOpaA
YPOBHSA curHana. Cm. TabnuLy Huxe:

Tvn oTo6paxeHnss HacTpoiika HOXHOM CocTosiHne JenctBue
nefasn OCHOBHOIO
ycTpoiicTBa
(MHTerpupoBaHHOM)
MpoBogHoOW nnn Cucrtema obHapyxuna He TpebyeTca HUKAKUX
6ecrnpoBOAHON pexXum npoBofHOE nevicTBWA.

NOAKNIOYEHNE HOXHOIA
negany 0CHOBHOTO
ycTpolicTBa
(VHTerpupoBaHHOIA).
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HacTpoiika HOXHO
negasn OCHOBHOIO
ycTpoiicTBa

(MHTerpmnpoBaHHO)

Tun oTo6paxeHns

MpoBOAHON pexum
(6ecnpoBOAHOI pexum
OTK/IOYEH)

BecnpoBOAHON pexum

BecnpoBOAHOW pexum

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

CocTosiHne

Cucrtema HE
obHapyXuna npoBojHoe
coefjHeHMe.
Bo3MoxHaa npuymnHa:
He nogcoeguHeH
Kkabenb nynbTa

HOXHOTO0 ynpasfieHuns
OCHOBHbIM YCTPOWCTBOM
(VHTErpMpoBaHHbIM).

Cucrtema HE
obHapyxuna curHan
6ecnpoBofHOTO
coefjHeHUS.
Bo3moxHaa npuyunHa:
1. He akTuBMpoBaHa
DyHKLNA
6ecnpoBofHOTO

pexuma nynbta
HOXHOrO0 ynpasneHus
OCHOBHbIM YCTPOWCTBOM
(MHTErpmMpoBaHHbIM).

2. becnposofgHoe
coefjuHeHune He paboTaeT
n3-3a Npobnemsbl
aKKyMy/iIATOPOM.

CucTtema 06Hapyxuna
OT/IMYHbI YPOBEHb
CUrHana.

CtpaHuua 106 n3 481

[eiicTBue

MpoBepbTe COefMHEHMNE
kabens nynbTa

HOXHOFO ynpaBneHus
OCHOBHbIM YCTPOACTBOM
(MHTErpnMpoBaHHbLIM).
Ecnn HacTpoiika
6ecnpoBOAHOro pexunma
cucTemMbl BKOYeHa, TO
6ecnpoBojHOE COeAUHEHNE
6yAeT MFTHOBEHHO
aKTUBMWPOBAHO, KaK TONbKO
cuctema o6HapyXuT
noTepl NPOBOAHOTO
coeAuHeHNA.

MosABMTCA 3HAYOK YPOBHSA
curHana 6ecnpoBoOfAHON
CBf3M, yKa3biBas Ha TO,
4yTO CucTeMa Tenepb B
6ecnpoBOfHOM pexume.

1. YcTaHoBuUTe
6ecrnpoBoAHY0 CBA3b

C NY/NIbTOM HOXHOTO
yrnpasfieHNs 0CHOBHbIM
YCTPOMCTBOM
(MHTErpMpoBaHHbIM),
HaXxaB ¥ OTNYCTUB OJHY U3
KHOMOK nynbTa. Mpu 3Tom
[O0MKEeH 3aropeTbCs NeBblii
ceeTOfMOA.

2. Ecnu 6ecnpoBofHan
CBA3b C MY/IbTOM

HOXXHOTO ynpaBieHus
OCHOBHbIM YCTPOCTBOM
(MHTErpupoBaHHbIM) He
yCcTaHOBMUNACL MOCAeE LWara
1, npoBepbTe aKKymMynaTop.

He TpeGyeTcs HUKaKUX
neicTBUiA.
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2 Havyano paboThbl

2.14. MynbtnmegninHoln ueHtp (MML,)
(pononHnTEenbHOe obopypoBaHue)

MynbTUMeauniiHblii ueHTp (MMLL) ucnonb3yetcs ANS HaNOXeHUs UHGoOpPMaLUM 0 XMPYPrMyeckux napaMmeTpax,
noctynatouieit U3 cuctembl CTennapuc, Ha BUAeon3o6paxeHne onepaLuoHHOro nons, 3ahuKcupoBaHHoe
Kamepoii onepayMoHHOTo MUkKpockona. KoMG6WHWpOBaHHOe N306paXkeHne nofaeTcs Ha BUAEOMOHUTOP WU/vnu
BUAEOMArHNTOMPOH AN JEMOHCTPaLUN N COXPaHEHUs ANs UCMNONb30BaHUS B GyaylLeM.

MMLU HE npegHa3HayeH And yCTaHOBMEHUA AnarHosa.

YcTaHoBKa

1 Mepes BbINONHEHMEM KakMX-Nn60o NOACOEAMHEHWNI A OTKNOUYUTE BCe 06opyfoBaHme. YcTaHoBute MML,
Ha NNOCKY NMOBEPXHOCTb PALOM C BUAEOMOHUTOPOM W/MAN BUAEOMArHUTOPOHOM.

OCTOPOXHO! MM LU Henb3s pasMmew,aTb B6AM3N NayneHTa.

BHNMAHWE! HeycTaHaBnmeaii Te MML, Ha TennoBbIAE3HO LU N.KYCTPONCTBAX.
BHNMAHWE! MonabaHne >KNAKOCTMU Ha kKopnyc MML, mo>eT BbiBeCTHU nNpubop 13 cTpos.
Wfm

puc. 1.47. 3agHsAa naHeNb MynbTUMeAUiiHOro ueHTpa (M.ML).
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2 Hayvano paboThl

MpumevaHune Neyaw it Bpay HeceT BCIO OTBETCTBEHHOCT b 3a ONpejeseHne BOSMOXK HOCT U NPUMEHEHUS
NnasepHoOl cCUCTEMbl AN NeYEeHUS KOHKPETHOMO NayMeHTa UaM NnaTonornu, a Takx>ke 3a

KANHUYEcKne appeKT bl No60ro NPOBEeAEHHOTO NeYeHuns.

MpumevyaHue OnucaHue cucTem 610KNPOBKM BXOAA B ONepalMoHHYy CM. B pasgene «CuUCTeMbl
6NOKMPOBKK Naszepa», a cneymaybHble yKkazaHus No 3NeKTPONPOBOAKeE - Bpa3jene

«CUcTEeMbl GNOKWPOBKK Nnasepa.

OnuncaHwue nasepH0|7| CNCTEMBbI

doTokoarynaums, JOCTyMHas B peXKmmMe paboTbl Ha 38HEM CETMEHTE, BbIMOMHAETCA C MOMOLLbHO
[OMONHUTENbHOM Na3epHOM (YHKUMN C T ennapuc. Jla3epHas cucTema feyeHVs BKIIOYaeT fasep knacca 4 ans
(hoTOKOAryALWN, reHepPUPYIOLLWIA BULMMOE 3eMeHoe U3TyyeHue (MOCTOSHHOE U3MTyUeHWe C J/IMHON BOSHbI
532 Hm, Makc. 2 BT), 1 AnMogHbIi nasep ¢ LeneykasaHneM knacca 2 (MOCTOSAHHOE M3MyYeHWe C LJIMHON BOMHbI
630-650 HM, Makc. <2 MBT). [locTaBka B /a3 fla3epHOli 3Heprum BbINOMHSAETCS Yepe3 BOIOKOHHO-OMTUYECKOe
YCTPOIACTBO AOCTaBKU. KpacHbIiA nasep H3KOI MOLLHOCTYM, 06ecneymBatoLLmii LieneyKasaHme, UCMosb3yeTes 40
1 (Heob6sA3aTeNbHO) BO BPEMA MOJaUM XUPYPruyeckoro nasepHoro nyya.

Byl fieyeHsi, KOTOpble MOFYT GbiTh MPOU3BEAEHDI C MOMOLLBHO 3TOV CUCTEMBI, OMPESENSETCS /Ta3epoM
VI TWIMOM YCTPOIACTBA AOCTaBKU. CUCTEMA CTennapuc DYHKUMOHMPYET CO CIEAYIOLMIA YCTPOCTBaMM
[J0CTaBKU:

*  30Hab! NlasepHble PasMyHbIX MOAVAMKALWMIA (4Na SHAONa3epHON (DOTOKOArynALMM) CUCTEMbI C T ennapuc
» Henpsamoii nasepHbliit ofptansmockon (L10) ana TpaHcnynuansipHoOii JOCTaBKW la3epHOI SHepriu
doTokoarynauma JOCTynHa, ToMbKO eciiv PYHKUUA flasepa ycTaHoB/eHa v cuctema Vision Enhancement

System paboTaeT B peXKMMe BMETATENbCTB Ha 3aIHEM CermMeHTe. JJoCTyn K (hyHKLMW N1a3epa MOXHO MoyUmThb
113 NpeaBapuTe/bHO 3anporpavMMPOBAHHONO MEHIO YacOBOro TUMA.

JNazepHasi naHe/ b HAXOANUTCA HEMOCPEACTBEHHO Mg, /IOTKOM AN UHCTPYMEHTOB M BKJOUAET KPACHYH) KHONMKY
aBapuiAiHO OCTAHOBKM /la3epa U BbIK/HOYAresb C KIHOHOM.

puc. 1.50. NMepenHsAsa HaHe.lb ¢ KHOMKOW aBapuiiHOi OCTaHOBKM .fasepa,
BEHTUNALUUOHHbBIMMK OTBEPCTUAMWN n BbikNto yaTenem C K.THOYOM.
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2 Hayvano paboThl

BbikntovaTtesb flasepa, 3anvMpaeMblii KIKOUOM , NPeoTBPaLLaeT HeCaHKLMOHNPOBaHHOE UCMO/b30BaHWe
(hyHKLMM nasepa. J1asep 3apaboTaeT, TOMLKO ECAN K/HOY fla3epa BCTaB/IEH U HAXOAUTCA B MOJOKEHUN
BK/IOUeHMA. Koy f1a3epa MOXHO MOBEPHYTb B MOIOXKEHWE BKIHOUEHUS MPW BK/IKOUEHHON CrCTeMe, B NocC/ne
yero nasep GyOeT rotoB K UCMO/b30BaHMI0. JlocTuxeHve paboueil TeMnepaTypbl fla3epa MOXET 3aHATb OT
40 CeKyH[ [0 HECKO/bKMX MUHYT.

Mpy 3anycke flasepa cUCTEMA MOAAET 3BYKOBOW CUrHa. [1sl 3BYKOBOTO CUrHaia 3arycka siasepa NnpefycMoTpeH
PEryssSiTop FPOMKOCTM, OfHAKO CaM CUFHa/1 OTK/OUMTL HESb3s.

KHorka aBapuitHOli 0CTaHOBKM flasepa - KpacHasi KHOTKa Ha nepefHeit naHenm cucteMbl. Mpy ee HaxaTum
NPOVCXOANT HEME//IEHHas OCTaHOBKA JTA3ePHOr0 M3/yYeHMs, OTKHOUEHNE BCEX CBA3AHHbIX 3/IEKTPUHECKIX
Lienei 1 0TobpadkaeTCs COOTBETCTBYHOLLIEE COOBLLEHMA. Toce 3aKpbITWa CO0OLLeHMs cucTema byaeT
HaXOAWTLCS B COCTOSIHUM «ABapuiiHas 0CTaHOBKa Nnasepax.

UTo6bl CHOBA BOWMTY B PEXNUM OXXnaaHnA, NOBEPHUTE K/OY Nnasepa B MNOJI0XKEHWE BbIK/MHOYEHNUA, a 3aTEM B
MOJIOXKEHVEe BK/IHOUeHNsA. CUeTUMK MMNYy/NbCOB, 06L|.|,ee BpemA pa60TbI Nnasepa n cpegHAA MOLLHOCTb 06Hy]'IFITCFI.
TeKyLLI,I/Ie HaCTpOVIKM MOLLHOCTW nasepa, nHTepsBasia 1 4JINTE/IbHOCTU 6y,£l,yT COOTBETCTBOBATb NMPEAbLLYLLINM
HaCTpOﬁKaM, a cuctema 6y,qu HaxoauTCA B COCTOAHUN PEXXUME OXKMAAHWUA.

YCTpoiicTBO OCTaBKY N1a3epHOI 3HEPrM MOAK/HOYAETCS K BEPXHEMY JIEBOMY MOPTY' Ha MepeaHeli naHenm
CUCTEMBI, Kak MOKa3aHO HIDKe.

pric. 1.51. PykosTka nasepa (c-Tesa) v LIO (cnpasa), NOAKIHOUEHHbIE K CUCTEME.
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*Hauano paboThl

K oreyrarysr T
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puc. 1.59. «Xnpypruyecknii sKpaH», Ha KOTOPOM MOKasaH BblOpaHHbI Mogpexum .gasepa «Henpsm, .Tasep.
opTa.'tbMOCKOI1» N COCTOSAHUC Nlazepa «PeXxnm oxXungaHus».
O't06paxkeH 3/IEMeHT ynpaB.fieHHA «/lamna 1.10», cBUAeTeNbCTBYSA 0 TOM, YTO yCTpoicTBO 1/10 noak.TloyeHo.

NaszepHbIii 30H (SHA030HA)

OCTOPOXHO! I36eraiiTe He BbI3BAHHOI0 HEOO6X0AMMOCTbIO OCBELLEHNS CeTYAT KU NPULENbHbBIM
nyyom.

OCTOPOXHOQ! Bo u3be>kaHue NOBpe>KAeHNA 3HA030HAA He NPUKNaAblBai Te Npu obpal,eHnn ¢ HUM
YpesMepHbIX YCUNTUA.

OCTOPOXHOQO! He gonyckaliTe CONPMKOCHOBEHMSI KONYMKa 3M4030HAA C APYTMMU MHCTPYMeEHTaMmn
B CBSA3M C ONACHOCT b HEKOHT PO/IMPYEMOr0 paccesHUA ydya uam noBpe>KaeHus
9HA030HA.
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2 Hauvano ﬁaﬁOT?I

BHUMAHWE! Bce npoaykThbl cnegyeT XpaHWTb B YUACTOW U CyXOi cpefe.

Mogpexum naszepa «Endo» No3BOMSET NONL30BATE/IO BbIMONHUTL 4OCTABKY Nla3epHOii aHeprum B rnas

C NOMOLLbIO Na3epHOro aH[030HAa. [Na NoNyuyeHUs cnucka LOCTYMHbIX 3HA030HAOB 06paTUTECh K
npeAcTaBUTeNt0 KomnaHuu Bausch + Lomb. Ans ygoBneTBopeHus noTpeGHOCTe nonb3oBatesneil KomnaHus
Bauscli + Lomb npeanaraet MHOXeCTBO KOH(MWUTIypawuuii 3HL030H4a KakK B NPSMOM, TaK W B MU30THYTOM
BapuaHTe. OcBellaloliMe 3HAO30HAblI BKNOYAOT (YHKLUIO OCBELEHUSA 1 06ecneynBaloT BU3yanusauuo u
Nnas3epHoe neyeHne. ACNMpUPYOLL e 3HA030HALI BKAOYAIOT PYHKLMIO acnupaynm u o6ecnevymBaoT 0Teoc u

nasepHoe nedyeHue.

puc. 1.60. Cuctema ¢ NOAKAHOYEHHbIM OCBCLUAKOLLMM 3HA030HAOM.

puc. 1.61. Cuctema ¢ NoAK.3H0OYEHUBIM acnUPUpPYOLWNM 3HA030HAO0M.

AocTynHbl 3HA030HALI ¢ pasmepamu 20 G, 23 G n 25 G.

HacTpoiika n npumeHeHue nogpe>kmma «Endo»
Ha,u,ne)Kau_Lee noAKNKYeHNEe U 3aNyCK CAUCTEMbI B 3ailHEM UIN KOM6VIHI/IpOBaHHOM pexume, a Takxxe nepesos
cucTeMbl K « XMpYypruyeckomy akpaHy» nogpasymeBaeT ciaeaytowiue atansl.

A. Y6eguTech, UTO cucTeMa 6/10KMPOBKM BXOJa B OMepalMoHHY0 UK KoYy 06xoda 6/10KMPOBKM B.x04a B
onepayMoHHY NOAKMIOUYEHbl K CUCTEME.
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5 NHTepdeiic Nonb30BaTT$

3. IHTepenc nonb3oBartens

[aHHas rnaBa BKAOYaeT B cebd onncaHue ocHOB paboTbl cucTeMbl CTennapuc. PeXXnm BMewwaTenbCcTB Ha
nepeAgHeM CermMeHTe NO3BONSAET UCNONb30BAaTb PYHKUUM haKoaMynbCuduKaLum, nppuraluun/acnupayum,
TONbKO MppUraumy n Koarynsymn. Pexum BMmellaTenbCTB Ha 3ajHEM CerMeHTe NO3BONAET MCNONb30BaThb
3aiHI010 BUTPIKTOMMUIO, 06MeH XXnAKocTb/Bo3ayX, Koarynayuio, sHA0O0CBel eHre, pparMeHTaLmto,
BO3AYLWHY (DOPCUPOBAHHY WHGY3UO (MPUHYANTENbHY MH(Y3NK), paboTy C BA3KON XULKOCTbI 1
nasepHyto oTokoarynauunto. Kom6MHUPOBaHHbIV pexuMm BKAOYaeT B ce6s BCE PYHKLUM 060UX PEXUMOB.

3.1 OCHOBHble opraHbl ynpaBneHus MHTepdelicom

Kpyroeoii aneMeH T ynpasneHns

Ons pyHKUMW, yNpaBNsaeMoil OfHUM 3HaueHUeM, KpYroBoil 3IeMeHT ynpaBaeHus oTobpaxaeT Tekyuiee
3HaueHue. YBENNYNUTL NN YMEHbLIUTb 3HAYEHWE MOXHO C MOMOLLbI CTPENIOK BBEPX U BHWU3 TMGO MOXHO
HaXKaTb Ha camMo 3Ha4yeHUe, OTKPbIB TEM CaMbiM BCMNbIBAlOLL Y0 KNaBUaTypy, U BBECTU 3HAYEHUeE.

puc, 2.1. KpyToBOWA 31€MEHT ynpaB.1 EHHS.

TpybuaThli1 a1EMEHT yrpaB1eHNs

c MOMOLLbIO 3TOTO 3MIEMEHTa YNpaBleHUs MOXHO yCTaHaBAMBaTb Npefesibl napaMmeTpa cUcTeMbl. Tekylyee
3HaueHne 0TO6pPaXaeTCs B LLeHTPanbHOW YacTu Tpy6Ku. MakcMManbHoe 3HaueHne, 0To6pakaeMoe B BepXHeii
yacTu TpY6KMU, MOXHO U3MEHUTb C MOMOLLLIO KHOMOK YBENMYEHUS N YMEHbLIEHUS, NPUeran X cBepxy u
CHU3Y K 3HAYeHUI0, NGO MOXHO HaxaTb Ha CaMo 3HAa4YeHUe, OTKPbIB TEM CamMblM BCMbIBAKOLYTO KNaBuaTypy
1 BBECTW 3HaueHue. ANA U3MeHEeHUs MUHWMANbHO AOMYCTUMOTO 3HaYeHUs, HAXOAALLErocs B HUXKHeR yactu

pr6KI/I, MO>XHO HaXaTb Ha CaMO 3HayYeHue, OTKPbIB TeEM CaMblM BCMN/blBakO WYy KnasunaTtypy N BBECTU
3HayeHue.
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3 VIHTepdpeiic nonb3oBaTens

pHC. 2.2. Tpy64aTblii 31eMEHT yNpaiTTeHuUs.

KHoMnKa KomaHzpl

JTO0 OTAeNbHaA KHOMKa ¢ OTOﬁpa)KeHI/IeM KOMaHAbl, KOTOpasa 6y,qu BbIMONTHEHA NPUN HaXaTuu 3Toll KHonku. C
3TUM 3/1EMEHTOM ynpaBneHUAa He CBA3aHO HMKaKOe 3HauyeHune, nNpun yagepXxnsaHUm KHOMKN HaXKaTo HuMKakme
AONONHUTENbHbIE (*)yHKLl'I/II/I HE BbINO/THAKTCA.

[MoaTBEepAnTbL

puc. 2.3. KHonKa KoMaHjbl.

KHonka «BKnYBbIKN.»

370 OTAENbHbIN KPYrNblii 3N1eMeHT ynpaBneHus 3e/1HOr0 LBeTa, eciM COOTBETCTBYOWas (hYHKLUUS BK/IOYEHA,
¥ Ceporo uBeTa, eciy yHKLUA OTKAOYeHA. [TpU HaXKATUM KHOMKU NPOUCXOAUT MepeKkoYeHne Mexay AByms
COCTOAHUAMMU.

puc. 2.4. KHonka «Bk./Bbikn.».

@ 000 LUPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU Crpanmua 156 us 481



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



J uTepeiic nonb3oBaTens

VHAnKaTop BbINOMHEHNS

[ aHHbI rpauk AeMOHCTPUPYET X0 BbIMOMHEHUS Onepayun.

MoarotoButh cuctemy”™ NpotecTupoBaTtb

OTmeHa

puc. 2.7. NHANKATOP BbIMOMHEHUSA.

KHonka KnasmaTypHOro Beoja

JT0 OTAeNbHAs KHOMKA, Npu Bb]60pe KOTOPO NosBAsieTcs KnaBumatypa, ¢ KOTOPO MOXHO BBECTU GYKBEHHO-
LM(pPOBOIA TEKCT.

.Phase_9 wT 1

puc. 2.8. KHonNKa KnasmaTty pHOro Beoja.
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i IHTepdpelic nonb3oBaTeNs

Linchposas knasmaTypa

LingppoBas knaBmaTypa nosBnseTcs Npu HaXATUW HA YUCNO B KPYrOBOM 3/7eMeHTe ynpasneHns. C NoMoLybio
3TO KNaBMaTypbl MOXHO GbICTPO BBECTW YMCNOBbIE XMPYPTrUUYECKNE HACTPOWKU WU U3MEHUTb HACTPOKM.
Yucna BBOAATCS NMPUKOCHOBEHMEM K Ludpe v NOATBEPXKAAOTCA HaXaTUeM KHOMKU «BBoA». Ecnu

Xupypruueckas yHKLUS aKTUBHA, KnaBuaTypa He JOCTYMHa.

Bcyym
nmk$
*yvyw
. C ,1 o ., 00 U, OTmeHa
oy
Beop
K J

puc. 2.9. Lnudposasa K.laBuaT> pa.
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3 NHTepgeiic nonb3oBaTens

KnasnaTypa

MHorpa B cucteMy CTennapuc TpebyeTcs BBECTU GYKBEHHbIe UAN LUGPOBLIE faHHble. [JNns 3TOro
ucnonb3yeTcs knaBmaTypa, Nogo6Has M306paKeHHOW Ha pucyHKe. BBOA CUMBO/OB C Hee BbIMOMHAETCA
nocpeAcTBOM KacaHus. Bbl6op CTpenku Hasaj NpuBefeT K yAaneHWto NocnejHero BBeJeHHOro cUMBona, a
KHONKKN «Clear» — K yfaneHuto BCeX CUMBOMOB. [0 OKOHYAHWUM BBOAA HAXMUTE KHOMKY «BBOA» Ans
COXpPaHeHMUs 3amucu 1 BO3BpaTa K NpeablAylieMy akpaHy (nepexofa Ha Cnefyiolnii ypoBeHb 3kpaHa
nporpam.MmpoBaHus).

BcnnbiBaloLLee OKHO C006LLI,EH nA

B 3TOM OKHE 0TOGpa)xarTcs MH(POPMaLMOHHbIe COO6LIEHUA. B 3aBUCMMOCTM OT TUNa CO06LULeHNs, Nepes
npogoxeHneM paGoTbl CUCTEMbI MOXET NOTPe6oOBaTLCA NPEANPUHATL COOTBETCTBYIOLLE AelicTBue. Moka
BCMN/bIBAKO L ee OKHO aKTUBHO, BCE OCTafNbHble PYHKLUM HA 9KPaHe HeAOCTYMHbl. XUPYypr MOXeT NpPoAo/KUTh
npoueaypy nulib Nocae ycTpaHeHUs ouuGKu.

N
1 CoxpaHuTb U3MeHeHUsa 4na Xupypra
Or. Smith?
CoxpaHuTb Het

puc. 2.11. BennbiBatoLlee OKHO coobLlenns.

LN HeKoTOpbIX COOGLIEHMI NpeanaraloTca AeiicTBUA, HaNpaBNeHHble Ha pa3pelleHne NPo6AeMHON cuTyayuu.
Ecnu npegnaraeTcs HECKONbKO AeiiCTBUI, MOXHO LLUKIMYHO MPOCMATPUBATL UX HaXaTuem KHOMKW «[anee».
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3 IHTepdeiic nonb3oBaTens

Bknagka «Bakyym» akpaHa «[Jono/IHNTEeNbHbIE HACT PONKM»

Ha Bknagke «BakyyM» 3kpaHa «[1oNONHWTEeNbHbIe HACTPONKN» 0TOGpPaxXaloTCcs HACTPOMKM Bakyyma
(MMHUMaNbLHOE U MaKCMManbHOe 3HaueHune), napameTp «CoNOCT. MOXH. YNp.» AN HOXHOI negann 0CHOBHOTO

ycTpoiicTBa (MHTErpMpoBaHHON), HaCTpOiika BaKyyMHOro oTBeTa (napameTp
«lFno6anbH.» — BKN./BbIK/., CKOPOCTb 0TBeTa) U «MeTof perynup. gasn.» (napametrp «Fno6anbH.»— BK./

BbIK/I., 3HAYEHNS «B03ayXx» Unn «XULKOCTb»).

Xungkoctb J U

puc. 2.13. BK.Tanka «BakyT M» akpaHa «[0110.1lunte.ubilbie HaCTPOKN».

Bknagka «VHy3us» akpaHa «ononHNTebHbIE HACTPOKU»

Ha Bknagke « MHy3na» akpaHa «JoNnoONHUTENbHbIe HACTPONKMN» 0TOBpaKatoTCA TeKyliMe 3HAYEHUA
napameTpoB «Tun nHpy3nun» (3HavyeHna «Mop gasneHnem» n «CTosK B/B») U «EA. U3M. HDY3UN» (TeKyLias
HacTpoiika U MakCMManbHO AONYCTUMble 3HAYEHNA AN 3TUX HACTPOeK), «BblcoTa YPOBHSA rna3 nawuuneHTar,
«BpeMeHHO nepuopa [0 NpekpaleHUs uppurayun», «YnpasneHune nHdysmneii» («ABTo BKN.», «PyyHoe»,
«ABTO Bkn./ Bblkn.»), HacTpolikn faBneHus «MopT gns sosgyxa» (nepefHuii, 3agHnin) u «MHgpy3na nog
faBneHneM», a Takxe «Bpems HanonH-a» gns vppurauum n «Tun KOHTellHepa» Ans c6anaHCMPOBAHHOTO

coneBoro pacrtsopa.
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3 IHTepdeiic nonb3oBaTens

BblcoTa KpOHLW TeiiHa AN 6YTbiNM — 3TO (haKTUUYeCKOe paccTosiHUe MeXAy NopTOM acnupauuu u cpegHei
TOYKO CMOTPOBOTO OKHA KanesbHOW Kamepbl C6aNaHCMpPOBAHHOTO COMEBOT0 pacTBopa. MakcumanbHas
BbICOTA KPOHLITeliHA ANf 6YTbIMM — 3TO 3HAYEHME MAKCUMaNbHO AOCTMXUMOM BbICOTbl KPOHLITEHA.
OGbIUHO onpeaensieTcs BbICOTONW NOTONKA W 3afaeTcs NPU YCTAaHOBKE CUCTeMbl. KpOHLWTeliH HyneBoro
YPOBHSA AN 6YTbINM — 3TO AONONHUTENbHOE NPUCNOCO6/IeHNe, MO3BONSAIOLLEE PACNONOXKUTL KaNenbHYI0
Kamepy c6anaHCMpPOBAHHOTO CONEBOro pacTBOpPa Ha OJHOM YPOBHE C MOPTO.M acnupayum.

HW», nHcpyaum Y MM HA Y~ NopTAMXMNAYX*

puc. 2.14. Bk.3agka «MH(y3na» skpaHa «ononHuTenbHble iiacrpoiikiix».

MpumeyaHue MapameTp «Bo3gyx» oTo6pa>KaeTca Ha XMPYPrMYeCKOM 3KpaHe, TONbKO ecnu BblGpaH

napameTp «MHPY3Ua Noo gaBneHuem>».
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i MIHTepdelic nonb3oBaTens

Bknagka «YnbTpasBykK» sKpaHa «[ono/IHNTe/IbHble HACTPONKN»

Ha Bknagke «Y nbTpa3Byk» akpaHa «[JoNOAHUTENbHbIe HACTPOWKMN» 0TOGpaXxatTCA TeKyL e 3HaYeHuUs
N5 cOCTOAHMA Moaynauun («HenpepbiBHbIN», «AMOYNbCHbIA», «OANH NakeT», « PMKCUPOBAHHbIA NakeT»,
«MHOXEeCTBEHHbIA NakeT») M YPOBHA MOLWHOCTK. B 3aBMCMMOCTM OT TMNa MCNONb3YEMOA MOAYNALUN
ynbTpa3Byka MOTYT TakXXe 0To6paxkaTbCA 3Ha4YeHUs fas KonM4yecTBa MMMNYNbCOB B CeKyHAy (mmn/c), paboyero
uukna (PL). pnutensHoctn nmnynsca (AW), nutepsana umnynsca (M), Tuna nnm rny6buHbl curHana.
Monb3oBaTeNb MOXeT A06aBNTb UM YAaNUTb [0 TPeX NOAPEXMMOB MOAYNALNN, a TAKXKE U3MEHUTb N0 6ble 13
nepeyncneHHbIX napameTposB.

Yaspemyk p: WAedru» || "<

MY n i
. ynbCHbI  f J Mo*puay3p«x.
YHEB/a

PL| « pabounii umkn. %

HRKEBIREIY e

AyanpassyKosom o

curHan : Q

puc. 2.15. Bknagka «¥YnbTpas3ByK» 3KpaHa «[,0nofIHUTEe/IbHble HACTPONKM».
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3 IuTepdelic nonb3oBaTens

Bknagka «BucK.» 3KpaHa «10nofHNTe/lbHble HaCTPONKMN»

Ha Bknagke «BuCK.» aKpaHa «[LONONHNTEeNbHbIe HACTPOWKN» 0TO6pag<aeTcs AaBleHWe BBEAEHUS WK
3KCTPaKLUM (0AMHOUYHOE 3HAUYEeHMEe NGO MUHUMANbHOE U MaKCUManbHoe 3HayeHue) U napameTp «ConocT.
HOXH. ynp.» (3HaueHus «JIuHeliHbIl», «®poHTaNbHas 3arpyska», « TbibHas 3arpy3ka»). HacTpoiikamu ypoBHs
XUpypra onpefenstoTca oTo6paxaeMble eAUHNLbLI U3MepeHUsA- HYHT/KB. A0iAM unn kMa (cMm. rn. 4).

puc. 2.16. Bknagka «Bnek.» akpaHa «[LOMONHUTENbHbIE HACTPONKUN».
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3 IHTepdeiic nonb3oBaTens

Bknagka «Koar.» skpaHa «[ononHUTeNbHble HAaCTPOIMKN»

Ha Bknagke «Koar.» akpaHa «JlONO/HUTeNbHbIe HACTPOKKU» 0TOGpaXalTCA Tekyluime MUHUMANbHbIA 1
MaKCUMaNbHbI i YPOBHM MOLLHOCTM, @ TaKXXe PeXXUM «CONOCTaB.1eHME HOXHOTO YNPaBAEHUA» ANA HOXKHOIA
nefjanu OCHOBHOMO YycTpoiicTBa (MHTerpMpoBaHHO). MOXHO perynupoBatb 06e HAcTpPOWKKU YPOBHS
MOLYHOCTH.

YpoBeHb MovpLueTyn (%6 r ® )-K /

> _—=<' MbILLIMA— 17
ConocnasaT L e HOLW 0T 0 ATpaB/IBUNSA ,[H\Mél\m . T/

puc. 2.17. Bknagka «Koar.» akpaHa «[jono.atne.r|blibic HaCTPOWKM».
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3 WHTepdelic nonb3oBaTensd
WupKMoWW T T T TwellwArirt

Bknagka «BuTp.» akpaHa «[JONoNHNUTe/IbHble HACTPONKN»

Ha Bknagke «Butp.» akpaHa «JONONHUTEeNbHble HACTPONKMN» MOXHO BblGpaTh TeKyLly0 noggasy
(«®UKcUpoBaHHbI paspes», «Ko-/TInHelHbI BuUT.», «[4BOWHOIA/ No ropnsoHTann Bak.», «[4BOliHOI/ no
ropusoHTann Cpes», «OfMHapHbIA pa3pes»), TeKylW e HaCTPOWKN AN MUHUMANbHOTO U MaKCMManbHOro
3Ha4YeHMUs CKOPOCTM pe3Kun, BbIpaXEeHHON B KONWYECTBE Pe30B B MUHYTY, a TakXe TeKyliee 3HayeHue Ans
napameTpa «ConocTaBneHNe HOXHOTO yrnpaBneHUsa» ANs HOXHOW negany 0oCHOBHOTO YCTpoOKCTBa
(MHTerpnpoBaHHOI) (ECNYM NPUMEHUMO).

gm

puc. 2.18. Bknagka «Butp.» skpaHa «[0NoNHUTE/IbHbIE HACTPONKMN».
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3 IHTepdeiic nonb3oBaTeENA

Bknagka «Ho>XHoe ynpasfiieHne» akpaHa «Jono/IHNTeNbHbIE
HaCcTPONKM»

Hasknagke «HoxHoe ynpaBneHue» akpaHa «[LONONHUTENbHbI € HACTPOKN» UMEKOTCA TPU BNOXKEHHbIE
BK1aAKN AN MPOCMOTPa U UBMEHEHUSA NMapameTpoB, MNONOXEHUA U COCTOAHUI HOXHOW Nesann 0CHOBHOTO
ycTpolicTBa (MHTErpupoBaHHOK). TN PYHKLMUU NOAPOGHO ONMMCaHbl B pa3fesfie 0 Ny/abTe HOXHOTO ynpaBneHus
OCHOBHbIM YCTPOMCTBOM (MHTErPUPOBAHHbLIM).

BnoxeHHas BKNagka «MapameTpsl » 0TO6paXaeT Tekyuiue QyHKLUWU, onpefeneHHble 4N KaXAoN

KHOMKW HOXHOW Mejany 0OCHOBHOTO yCTpOWCTBa (MHTErpupoBaHHoi) («Cnegyowwuii pexum

YyNbTPa3ByKOBOW MOAYNALUN NPU TOPU3OHTANLHOM NepeMeLyeHun nefanu», «PetnoKC B rOpU3OHTaNbHOI
nnockocTu», «Tun o06paTHOro NOToKa» U «J/IMHeliHas Koarynsauus B ycTaHOBKax»). Kpome Toro, ¢ oMol ko
KHOMKN «H acTponTb» MONb30BaTeNb MOXET 3aTPY3UTb 40 4 WHAMBUAYaNbHbIX HA6OPOB HACTPOEK A5 KHOMOK.

KowrT. [ " U ¢GuwTeBTTTL,

MapameTpbl MonoxeHuns ( CocTosiHue

dukca koaryn.

NmHalimas «oarynsyus Bﬂ
ayoTtamoBkax L

puc. 2.19. BnoxeHHas BK.Tagka «lMNapameTpbl» Ha BKNagke «HOXHOe ynpas.fleHMe OCH.
YCTPOHCIBOM (hhtci P.)» 3KpaHa «J0N0/THUTENIbHbIE HACTPONKM».
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3 ViHTepdeiic nonb3oBaTens

Ha BnoxeHHOI BKnagke «MonoxeHns» 0To6paxaloTca TeKyl e HaCTPOKKM AN yNpaBneHus npasoii nim
NeBoit HOroi, ynpaBneHus W3MeHeHWEM pexuma, o6nacTeil BepTUKAaNbHOTO NepemMelyeHns neganu v onyui
(uKcaTopa. MOXHO M3.MEHUTb HayanbHOE MOMOXEHME HAXATUS AN KaKAOK o6nacTtu.

MonoxeHww» CocyositTMa

MpatT HOrH Ll w Y[Tp.MMb pax.

BT BUBOYT)

puc. 2.20. BnoxeHHaa Bknagka «MonoxeHnsa» Ha BK.Tagke «HoXHoe ynpasneHue»
3KpaHa «[lonosiHu refibHble HACTPOMKM».
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3 VIHTepdeiic nonb3oBaTens

Ha BnoxeHHOI Bknagke «CocTOsiHNE» OTOGPaXKaeTcs TekKyliee COCTOSHME HEKOTOPbLIX ONuuii neganu,
BK/lOYas COCTOSHUE CBA3W, COCTOSHWE aKKYMynsaTopa U YPOBeHb cUrHana. 3T CBefeHUs NpuBefeHbl TONbKO
ANf CNPaBKM M He MOTYT 6bITb M3MEHEHbI MO/b30BaTENEM.

il g

irrigatioii

‘(HQJTI'LLPZ bllesexesa*». CoctosiHue

CocTosiHUS Casiinumio

Peryn, conp. mBBpT,
nn.

C<<|Mn]y|M17| HOoMep 781«
aAMKymysauTope

Batapes

cacymylnopa B
AyseT MesT. o BJO
CurHan

puc. 2.21. BnoxeHHasa Bknagka «MonoxeHna» Ha BK.NaAKe «HOXHOe yrnpasneHne ocu.
YCTPOACTBOM (MUTErp.)» 3KpaHa «JonoNHUTeIbHbIE HACTPOKM».
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3 IHTepdelic nonb3oBaT TS

Bknagka «A/B» 3kpaHa «[onoNHUTEeNbHbIE HACT PONKM»

Ha Bknagke «A/B» akpaHa «JONONHNTeNbHbIe HACTPOMWKN» UMEITCH BNOXEHHble BKNaAKM, N0O3BONAOLLNE
M3MeHATb PasNnyHble NapaMmeTpbl 3BYKa U BUAEOM30GPaXKEHNS.

Ha BNoXeHHO BKNafKe «3BYK» OCYLLeCTBAAETCS ynpaBneHne obuieli rpOMKOCTbI BOCNPOU3BELEHNS
CUCTEMbI, & TaKXe Bbl6GOP KOHKPETHbI.Y 3BYKOB U FTPOMKOCTU AN5 CNefYIO LW UX 3BYKOBbIX CUTHANOB: OMOBeLLeHNe,
acnupauus, Koarynsauus, yBenmyeHHas nHdysus, uppurauuns/mHdysus. knaematypa, nasep, pedrokc,
3aKynopusaHue, TaliMmep, ynbTpasBykK, BBejeHUE BA3KON XUAKOCTU, BUTPIKTOMUS W FON0COBOE NOATBEPXKAEHUE.
Mpu akTMBauMnM QYHKLUM NojaeTcs BblGPaHHbI 3BYKOBOW CMTHAM, YaCTOTa KOTOPOrO 3aBUCUT OT 3HAUYEHUA
3TON hYHKUUK.

UTo6bl M3MEHWUTb BblGpaHHbIN 3BYK ANs OTAENbHOW PYHKLUWUM, BblGepuTe 3Ty QYHKLMIO, MOCIE Yero oHa
NOSBUTCA B BepXHeii 4acTu aKpaHa BMeCTe C packpbiBalOWMMCSH MeHI0, COepXalyuM BCe 3BYKM, LOCTYMHbIE
415 MCNONb30BaHUA B TeKYLL Ui MOMEHT. OAUH M TOT Xe TOH He MOXeT 6blTb UCNONb30BaH OAHOBPEMEHHO A/1f
ABYX (DYHKLMIA, a [Ns HEKOTOPbLIX (YHKUKUI onpegeneH TpeGyemblii TOH.

a'n
CurHan npu nppurauuu/ Gman "onocosoe
Y ndbyaHu + 40% noaTeB"MKaeHMe 0 - Bn 40%
r CurHan pexuma CurHan C CurHan onoseLeHns O 1 e B
= «««npngmn .
~  curhanpepmiokca Q '|bx«.  «T' r OCHCMM30# TOH & ' 40%
——————————— LL,. .
CurHan ynbTpassyka 40% C ToH Talimepa O 1 Curvan 40% :
< o S
[ ToHnpuau”ekTomunm (5 [Ba.Ki. 40% I' ;CHV&?;:MHM"M Tok npun 0" 40%
ms smssss  asssssessas e o A
A CurHan Kcorynsumm ey 1 40% C CurHan nasepa L.

~ I*L_I
t m< 0 | Carvan 4o, Curvan sakynopusanis 40%

puc. 2.22. BnoxeHHas BK.3afka «3BYK» Ha BKnagke «A/B» akpaHa «[,0NOMHUTENbHbIE HACTPORKMN».
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3 IHTepdeiic nonb3oBaTens

Bbl6epuTe 3BYK, MOANEXAL M 3aMeHe, 3aTeM C NOMOLLbLIO MEHI0 U CTPeNoK, PacnonoXeHHbIX B MPaBoil yacTu
3KpaHa, BblGepuTe 3BYK 415 LAHHOA CATyalunn U rpOMKOCTb ero BocnponssefeHns. OTo6paxatoTcs ToNbKO Te
3BYKM, KOTOpPbIe B JaHHbIi MOMEHT He UCMONb3YHOTCA APYTU.MU DYHKLUAMM.

Takxe Ha 3Toli BKNagKe MOXHO BKNKYUTb NN BbIKNTHOYNUTDb beHKLU/IK) ronocoBOro noaATBepXXaeHUA.

Bknapgka «|/|306pa>KeHme» Nno3BONAET HacTpauBaTb APKOCTb 3KpaHa W A3blK r0/I0OCOBOro NoATBEPXAEHUA, a

Takxe c6pacbiBaTb CpeAHUE 3HAUEHUA U 3HAYEHUS WCTEKLIEero BpeMeHW XMPYPruueckux QyHKUUi Ans faHHOI
UCTOpUUN 60ME3HU.

A TWwTW 1oTw>11 07>y »u101LM

Pycckui
LLL
AlrariMal

BHOBb nepeycTaHoOB/IEHbI

puvic. 2.23. BrioxeHnas BK.lafika «/1306paxeHune» Ha BKuagke «.\/B» akpaHa «[0oMonHUTENbHbIE HACTPONKMN».
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3 NHTepeic nonb3oBaTeNs

BnoxeHHas BknajKka «BugeooBepneii» no3BonseT Bbl6MpaTh A3bIK AN BULEOOBEPES.

MOXHO TakXe Bbi6paTb YCTAHOBKY, onpegensiolyto, 6yaeT au cuctemMa oTo6paxatb UNUM KOMGUHUPOBATh
MHGOPMaL M0 0 CPefHUX 3HAYeHUAX >NbTpasByka (Y 3) gopmaTa BuAeooBepaes UAM KOMGUHUPOBATh
MH(OpMaLMio 0 HacTpoiikax. Mo yMONYaHUI0 AaHHble Y3 noka3aHbl Ha BUJE0OBEp/ee B BUAE TPEX OTAE/bHbIX
CTPOK. ECnn KoMBUHMpPOBaHHas Onuusa ¥3 ycTaHOBNAEeHa Ha «[a», 3HaueHus 6yayT UMKAUYECKN 0TobpaxaTbes
B OfJHOI# cTpoKe. Mof0GHLIM 06pa30M HACTPOWKM 06LIUHO OTOGPAXKADTCA HA YETbIpeX CTPOKAX, HO ecnu Ans
KOMGUHUPOBAHHON ONUWUN BbIGPaHO 3HaueHue «Jla», HACTPOWKU BYAYT LUKAUYECKN 0TOGPaXKaTbCA B OAHOI
CTpOKe.

B KOHEYHOM MTOre, MOXXHO YCTAaHOBUTbL 3HayeHuUe KaéMkun sugeoosepnies ot Ofo 5 % c warom 1 %.

AsbikBUAEamrpacy’ Pycckuit
|FOLINa/HVPOBBHHbI§ NioBpiokemHB
napmMHnpm ¥3

Kom6uunpomtHume

napameTpbl ( Her o

Xalima Buaeooaepnes

™

puc. 2.24. BnoxeHHas BK.Tagka «BHaeooBep.leii» Ha Bknagke «.\/B» akpaHa «[lono.auHTe.lbHble HACTPOKMN».
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i HTepdelic nonb3osaTens

Bknagka «OcBeTUTENb» 3KpaHa «[AoN0NHMUTe/bHble HACT POMKN»

Bknafka «OcBeTUTeNb» aKpaHa «[ONONHUTENbHbIe HACTPOWKM» NO3BONAET BKNOUYNTL UAN BbIKIOUYNTD
BEPXHMWI M HWKHUI 0CBETUTENb, @ TAKXE YCTAHOBUTbL TEKYLLMe 3HAYEHUS A1 MOLWHOCTU W hUnbTpa
(OTCYTCTBYET, OpaHXeBblii, 3e1eHbIN W XeNTblil (OH),

B HWXHel yacTn BKNnagku «OcseTnuTeNb» 3KpaHa «[JONONHUTENbHbIE HaCTpOIZKM>> 0T06pa>|<aeTcs| T™mn
namnel, yCTaHOBI'IeHHOI7I Ha KaXAoM 0CBeTUTeNe, N KONTMYECTBO OCTaBLLMXCA YaCOB CPOKa Cﬂy)K6bI ocBeTuTeENA.

W Cojdaniith kak'” LI;I‘ X S1

AL W' WHpysu» "  OceeTUT«MUi I ‘I_IHI II 1 ! I

dunbTp L ©TteyTCTBYaT

BT TE Ry I""Crranoes

puc. 2.25. Bknagka «OcBeTuTenb» akpaHa «/[o110.auntensilble HaCTPORKM».
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3 NHTepgelic nonb3oBaTens

Bknagka «Jlasep» sKkpaHa «[ono/IHNTe/IbHble HACTPONKM»

Bknagka «J/lazep» akpaHa «[JONoNHUTEeNbHbIe HACTPONKU» BKAKOYAET crefytolme napameTpsl; «Mow-Tb
n3n. nasepa (MBT)», «4nnT-Tb Nas. umn. (Mc)», «MpuLenbHblii nyy B Xayuwem pex.» («Bkn.», «OTKA.»),
«MouwHocTb NpuuenbHoro nyva (%)», «Meganb» («MHTerpupoBaHHasa nefanb HOX. yn.», «[ONOAHUT,

nefanb HOXHOTO ynpaBneHus»), «Jlaz. UMNynbCc No yMony.» («OfHOKp», «[MoBTOP»), «MpuLenbHbIi Nyy B
pexume uMn.» («Bkn.», «OTKN.»), «Henpam, nasep, optansmockon» («Bkn.», «BbloT.») N « KHOMKN HOXHOTO
ynpasneHusa nasepom» («Bkn.», «OTKN.»). ®YHKLUUMN na3epa AOCTYMHbI TONLKO B peXxumax paboTbl Ha 3afjHeM

CErMeHTe.

MpuyenbHbIi NyH 1 f n 1 MpuyenbHbli Nym B BKn

puc. 2.26. BK.3agka «Jlazep» akpaHa «/iono.lHnlcnbHble HACrTPOHKM».
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3 NIHTepeic nonb3oBaTenNs

Bknagka «CoobLeHnsa» skpaHa «[4ononHUTeNbHble HACTPOMKN»

Ha Bknagke «Coo6ueHns» 3KpaHa «JONONHUTENbHbIe HACTPOWKN» MepeyncneHbl BCe CO06LEHUS
CUCTEMbl. MOXHO MPOKPYTUTb COOGLLEHNSA U NPOCMOTPETb Kakue-nn6o npobaembl, CBA3aHHbIe C Tekyl el
nctopuein 6onesHu.

L, ut' f AB  w <k

WfOKS «Cucreme ke HainTn
Nynbl HOXHOTO yn|MTne*w 1L

wa2-s MoJy/ie eNeKTPoONUTannA Hagem
& A

9PTT TWPOTLWI He n

VFMT7 - Moxan}*1kta, BCTaBbTe

AKDaTLy*

USMO06 - YnbTpassyk<Neaa pykosinca He
HacTpoeHa.

puc. 121. Bknagka «Coo6LeHUs» 3KpaHa «[J0oNoNHUTeNbHbIE HACTPONKU».
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3 IHTepdeiic nonb3oBaT&MA

3.3 MakeT XMpypruyeckoro skpaHa

MpumevyaHue ®YyHKLNSA T0N0COBOT0o NOO TBEPXK eHHS (ECNW BKNOUYEHA) pearupyeT Ha HOXKHas Nejasb

OCHOBHOTO ycT poiicTBa (MHTerpuposaHHas), NyAbT LY W >XPaHHble KHOMKW.

ot Bakyym CTosik B/B
XX mmHg .
HCNONsieHn
MepeaHss Bur. Sculpt
MouwHocTb Y3
%

i . Cdnttnueut ..2K /1

‘ Systtm $«Ne«9» non ~ MepeaHuii o . TalAlvep OoKo n Mienrflew y

AT 00,(0.00 T 00:00.00 M 2 LL

puc. 2.28. «. Xrpypruyeckunini akpaH», pexum «lepeaHnii».

A

MeHI0 4yacoBoro Tuna

Kpyrnoe MeH 4acoBOro TUna, pacnosioXKeHHOe B LieHTpe 3KpaHa, MoXeT oTo6paxaTtb fo 12 da3 uim
UCK/IIOYEHUIA. VIcKN0UeHUsl 06bIUHO 0TO6paXkaloTCca B 1eBOM YacTWM MeHK 4acoBOro Tuna Ha 6onee

TeMHOM oHe. OHUW onpefensoTcs Mo/b3oBaTeNeM U MOTYT 6bITb PEXUMOM unu asoii nto6oro Tna.

D YHKLUMOHANbHBLIE KHOMKN CUCTEMbl «Y CTAHOBUTL» U «3aKOHUNTb», PACMOM0XEHHbIe B MEHIO HacOBOrO
TWNa, CNyXaT ANs Nepexofa oT XMPYpPruyeckoro skpaHa Aucnsnest K akpaHam «HacTpoiika» u «3aBepLueHue».
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3 HTepdeiic nonb3oBaTens

«OCHOBHOI XMPYPrUyeCKuiA 3KpaH» UMEET 60/1ee TEMHBIA (HIOH B peXMe paboTbl Ha 33HEM CErMeHTe 1 6onee
CBET/IbIA (JOH B peXKMMe paboTbl Ha MepesHeEM CEermMeHTe.

Ecrmn YyCTaHOB/1EHA AONO/THUTE/IbHAA CUCTEMaA MML| n O6Hapy)K€H MCTOYHWK BNAEOCUTHa/Ia, KaCaHME LEHTPa
MEHH 4aCOBOro Tuna OTKPbIBaeT BVI,D.BOVI306pa)K6HI/Ie, a 3aTeM HaxkaTve 3Hauka «X» BO3BpPaLL@ET K MEHHO
4acoBOro Tuna.

Ecnv TVIMOM WHGhy3Wn SIBNSIETCS BO3AYLLIHAs (hOPCUPOBAHHAS UHIY3MS, BO3MOXHO MEPEK/THOUEHNE OTOGPAKEHMS
eVHLI M3MEPEHNST UHAY3MOHHOTO JaBneHns ¢ cM W,0 Ha MM Hg 11 HaoGopoT. Mpr HKATAM KHOMKM
OTOGPAKEHNS eavHIL, BYIET MEHSTLCH OTOBPaKaeMas eaVHIALIA 113.MEPEHMS.

Bonee nogpobHas MHGOpMaLWa O NO/b30BaTe/bCKOM HACTPOIKE CMCTEMbI MPUBEAEHA B 1. 4.

KpoHLWwTenH ans 6y ThlH (C B/B YKMAKOCTbIO) (HNH «CTOSK AN (D1akoHOB C B/B
YKUKOCTbHO»)

B MPaBO.M BEPXHEM YI/ly 9KpaHa 0TOOpakaeTcs TekyLLee 3HaueHue 4 napameTpa «KpoHLWTeiH ans
6yTbl M CTosK B/B» (MM Hg mnv cm H O). BbicoTa MeHsieTes CTpesikaMu BBepX ¥ BHU3. Mpu aTo.M
KPOHLUTEH Ans ByTblM aBTOMATUYECKN MEPEMECTUTCS BbILLIE UK HUKE B COOTBETCTBUM C HACTPOMKONA.

KHorka «Bk/1./BbIK.» YNpaBnseT (yHKLel NOCTOAHHOM Mppyrauym, OTKpbIBast W 3aKpbiBasi 3aropHBbIi
KnarnaH MppuUraLym cUcTeMbl CTPYIiHO aBToMaTVKK. MapameTp «/ppuraumsi» MOXKHO 3a3fiaTh Kak «BbIK/.»,
«ABTO BK/1.» W «ABTO BK/./BbIKM.». Ee/i yNpaBeHne nppurauyieid OTKIOUEHO, 3Ta (hyHKLMS BCE paBHO
GyeT YNpaB/sThCA C HOXHOM Nefani OCHOBHOIO YCTPOICTBA (MHTErPUPOBaHHOI). Vippuraums HaumHaeTcs,
KOrfa nefasib HaxoauTes B obactu 1

puc. 2.29. 3nemeHTbl ynpaB.lenns B o6n1aeT «('Tosik A.usa .| |ak)HOB c B/B )XUAKOCTbIO».

BbIGOP KHOMKM «HarofHeHye» NPUBEAET K OTKPLITVIO 3aMOPHbIX KNaraHOB CUCTEMbI CTPYIAHO aBTOMATUKA Ha
Mepuoz, BPEMEHM, 3a/laHHbIii Mosb3oBaTeieM. C MOMOLLbH 3TOM (YHKLMA MOXHO 3ar0/HATL XUPYPrAYECKIIE
eMKOCTW, He IONyCKasi UX MepenosiHeHs. 3Ta KHOMKA MOKA3bIBAET TEKYLLEE COCTOAHME CUCTEMbI HaMo/HEHNS!
(«BKN.» Wn «BbIK/.»), @ 3N1EMEHT YNpaB/eHNst HaroHEHEM 0TOGPaXKaeT BPEMS,, OCTAIOLLIEECs 10 MPOLeaYpb
Hano/HeHMS.
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3 HTepdelic nonb3oBaTas

B HUXHUX [BYX CTPOKax 061acTv COCTOSIHMA OTOOPaXKeHbI CrefytoLLme napaMeTpbl:
o Tekywmii Xnpypr (MOXeT 6bITb U3MEHEHO)
o Tekyllasa TexHKa (MOXET ObITb U3MEHEHO)
» CermeHT (nepegHuin)
* Homep nctopum 6onesHu
» Taiimep
* CpenHee Bpems Y3, APT, EPT
*  Wrna (MOXeT 6bITb N3MEHEHO)
o CreneHb (MOXET 6bITb U3MEHEHO)

Mpy HKATUM KHOMKY 3KpaHa «/10Mo/HUTE/NbHbIE HACTPOWKM» OTKPLIBAIOTCA 3KPaHbI «[l0MONHATENbHBIE
HACTPOIiKM», Ha KOTOPbIX MOXHO M3MEHWUTb Pa3/iMyHble NapameTpbl CUCTEMBI.

puc. 2.31. KHonKa akpaHa «[1oNoAHNTENbHble HACTPONKN».
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4 HacTpolika cuMcTembl

HacTtpoiikn xupypra
HacTpoiika ccTembl
KoHdurypauus cuctemsi
KaneHgapb cvcTeMbl

Cnyxxba noaaepKkm

BbIx. Vi p«k- npofp. 3

HacTpoiiku xupypra )
HacTtpoiika cuctembl )

A KoHthurypaumsa cuctembl
N

KaneHaapb cuctembl

Cnyx6a Mopa

L

puc. 3.2. OCHOBHOW 3kpaH «[lfporpaMMupoBaHuMer.

Hwke NprBoaMTCS NOAPOGHOE ONMUCAHUE KXKAOW MX 3TUX (YHKLNIA.

B nto6oii MOMEHT MOXKHO BbIGpaThb MyHKT «[porpaMmMmMpoBaHune» Ans Bo3BpaTa K OCHOBHOMY 3KpaHy
«[porpaMMmpoBaHmne» WM NYHKT «BbIXOA 13 peXX1mMa NporpamMMmMpoBaHuMs» [i/1s BO3BpaTa K aKpaHy
«BbI6Op YPOBHS NPOrpPaMMMUpPOBaHMNs XMPYpPra» WM K akpaHy «XMpyprvveckue HacTpoiku». B no6om
cny4ae cucTeMa CTennapuc NMOAAET 3aMpoC O HEOBXOAMMOCTY COXPaHEHNS U3MEHEHWIA. BbibepuTe «[a» ans
COXPaHEHWS 13MEHEHWIA C Nepe3anmcbiBaHUEM CYLLECTBYHOLLMX (haiinoB U

«HeT» — AN 0TMeHbI U3MEHEHWIA.
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4 HacTpolika cucTemsl

4.1 YnpaBneHue HacTpoikamu

MMocne HaaTust KHOMKN «HacTpoliky Xupypra» Ha OCHOBHOM 3KpaHe «[1porpaMMupoBaHiie» OTKpbIBAeTCs
HOBBIi 3KPaH, MCMO/b3YEMbIIA [N U3MEHEHUS CYLLECTBYHOLLENO (paiiia HACTPOEK XVPYpra, Co3faHus

HOBOTO (halisia HAaCTPOEK XMPypra ¢ KOMMPOBAHWEM CYLLIECTBYHOLLETO (halina, BhIMOMHEHWS apXMBALWN U
BOCCTAHOBJIEHVS (hali/IOB 13 apXMBOB, a TAalKe yaaneHWst (paiifioB HACTPOEK XMpPYpProB.

Bblisi. vk p*mMu nporp.
HacTpouTtb * \ *

MporpammupomHu™ c : Dr. Brown . ...... I

Dr. Kim j

AIUIT  HOROMbTL . or. Scott J
A iz «iiri 1

12

Moareeppatb J

puc. 3.3. 9kpaH «HacTpoiiku xupypra».
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4 HacTpolika cucTembl

3MeHeHUe haiina HacTpoek

[na v3MeHeHWA cyLLecTBYHOLLIEro (haiina HaCTPOeK BblbepuTe «HACTPOWKM XMpypra» Ha OCHOBHOM 3KpaHe
«[porpaMmupoBaHmne». OTOBPa3nUTCA CNUCOK BCex (haiiioB HACTPOEK XMPYPra, 3arpy>KeHHbIX B CUCTEMY
CTennapuc. Bblbepute uma haiina HaCTPOEK XMpypra, KOTopbili TPEBYETCA U3.MEHWUTb, 1 HKMUTE KHOMKY
«[opTBepanTb». OTOBpasMTCa akpaH «lMporpammmnpoBaHme Xupypra»

C VIMeHeM (haiina Ha feBoli CTOPOHe aKpaHa W BK/IaAKamy BBEpXY. VIMEIOTCA CrefyroLupme BKNaAKU:
«[potunb», «MeToamka», «HoXHOe ynpaBfieHne ocu. YCTPOICTBOM (MHrerp.)», «CTpyiiHas
aBTOMaTMKa», «A/B» 1 «Buaeoosepneii». Hipke npueeaeHoO NogpobHOe onvcaHye BKNaAoK, Ha KaKaon u3
KOTOPbIX MOXKHO BHOCUTb OGLLME M3MEHEHWSA B NapaMeTpbl CUCTEMBI.

HacTpoiiky napameTpoB CUCTEMbI MOXHO BbIMO/HSATL HA pasHbIX YPOBHSIX. OCHOBHbIE HACTPOMKY 334aroTCs
Ha YpOBHE METOAVKN. HacTpoOiikv ypoBHS METOAMKM MOTYT BbITb MepesanucaHbl Ha YpoBHe (hasbl. B KoHLe
3TOV r/aBbl NPUBEAEHA TaBNMLA C YKA3aHWEM YPOBHEN, Ha KOTOPbIX NMPOM3BOANTCS HACTPOIKA TEX WU UHBIX

MapamMeTpoB.
Hactpoutb G)mVF
MpMpamMmu|k>aaHna " Or. Brown
W or.Kim
WW- - Hiom Or. Scott \
( W&mﬁ 1 c .
..... -1
< TeefiAliib

puc. 3.4. Bknagka «MacTpoiikab» akpaHa «HacTpoiiku xupypra».
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4 HacTpolika cucTembl
HacTpoika npoguns

Ana M3MeHeHUa MMeHU xupypra B (aiine HacTpoek, A3biKa N0 YMONYAHWUIO, eAUHNL, U3MEPEHNS BBefeHUA
BA3KOW XnAKOCTW (DyuT/KB. AloiiM, KMa). napons xupypra uinm BKNKOUYEHUA/BLIKNIOYEHUA UCMO/b30BaHMNS
nynsTa a/y Bbi6epute BKNAAKY «I1ponb» Ha 3KpaHe «YPOBEHb MPOrpamMMmUPOBAHUA XUpYypray.

Bmx. u» PHK. MpOdp.

Mpoh«MMUPOMHU« I'I

.. HacTtpoiiku J
Uma N damunus xup um . Dr. Smith .
"oy S -..C i/
@ & IBBVELLHEKSHEL
; n o
Im’lmp MoToAMIo* OK|MH IOMiM ronocosoro noArocpxger”. Pycckuit
-
NynbTAly

Mapons Xupypra

puc. 3.5. Bknagka «Mpodunb» Ha skpaHe «TporpammupoBaHune xupypra».
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4 HacTpoiika cucTembl

HacTpoiika MeToAnKn

[N 3MeHeHMst Habopa MeTOAMK, JOCTYMHBIX AN KOHKPETHOTO XVPYPra, 1 M3MEHEHS HACTPOEK TON U
VHOI MeTOaMKM BblbepuTe BKNaAKy «MeToanKa» Ha sKpaHe «[1porpaMmMmMpoBaHne YPOBHS XUpypray,
rocrie Yero OTKPOETCA CMMCOK 3aaHHbIX METOAVK. MOXHO BbIGpaTh /H0GYH0 METOAMKY U3 TEKYLLErO Crivicka
WM U3MEHUTb MOPSAOK MX OTOBPAKEHNS KHOMKaMK «[epeMecTuThb BBepX» U «IepeMecTuThb BHU3». /s
[06aB/IEHUs HOBOW METOAMKM B CMIMCOK XMPYPra HaXMUTE KHOMKY «/106aBnTb». [ocne BbIGopa METOAVKU
HKMUTE «Y [annTb» [/151 €€ YAaneHust Wi «HacTpouTb» [/ MPOJO/HKEHS NMPOrPaMMUPOBaHUS 3TO
METOAVIKUA.

BbiIX. 113 puyx. MPOTPH

KR
noopammpooares  + seosnmmmcirions A Mblon
P p PBXAMB ‘ :
H i« {M6: .
Pyl i Qo Ha ‘ DivMe and ConquAf
FH:HW\W]“ y{)TaiOBKM Aana
cBnMIKTa
= Xupypr
Of. Smlrl? [o06aBuTb

e Mt

Hactponts J

puc. 3.6. BK.1agka «MeToguKa» Ha aKpaHe «[porpaMmmupoBaHue ypoBHA Xupypra».

HacTpoiikamy HOXXHOV Nefjanyi OCHOBHOIO YCTPOICTBA (MHTErPUPOBAaHHONA), CTPYIHON aBTOMATMKM,
ayano/BnaeO 1 BMAEOOBEP/IES Ha YPOBHE XMPYpPra MOXHO Takoke YNpaBnsTh C COOTBETCTBYHOLLEH BKTaKU.
BblbepuTe CTpenKy BMpaBo A/1s1 0TOGPaXKeHNs BKaakn «Buaeoosepneits.

s 06aBeHNs HOBOW METOAVKUA B CMIMCOK HaXMIUTE «[106aBUTb» 1 BbIGEPUTE UM NIHOBOTO XMpypra 13
OTKPbIBLLIErOCA CMMCKa, MOC/e Yero 0To6passTcst METOAVKM, ONpeaeneHHbIe A4S 3TOro Xupypra. Beibepute
METOAVKY U HAXKMITE KHOMKY «IoATBepanTb» ANs 0GaBNEHNS METOAMKM B UCXOAHbINA CMICOK.
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4 HacTpoiika cucTeMbl

[ns n3MeHeHUs HaCTPOeK TOlA U UHOW METOAMKM BblGeprTe METOAVIKY 1 HAXKMMUTE KHOMKY «HacTponTb».
MosBuUTCA aKpaH «HacTpoiika MeToanKu» ¢ BKnagkamm «Mpogusib», «Pasbl», «VcknoyveHns», «HoxHoe
yNpaB/eHNe OCK. YCTPOINCTBOM (MHTErp.)», «CTpyliHas aBTOMaTUKa» 1 «OCBETUTENN», Ha Kaxaoii
BK/NafKe 3aat0TCA Pas/NyHbIe NapameTpbl, KaK OrMMcaHo HKe.

MerTemyn Ab.. Coyrerare”
HapylLeHve patoTbl
n B KOMOVHMPCSIaHHOb
porpamT<poMHU« o
GOTb! Ha - LLI
. rmqurmoé’ﬁveme Divide end
L] -
}mmm]z] “
HacTpoiikn xupypra )'EV-H Vitrectomy 1. W BHu3 r - .)
- Xuwrpr
Df C [lo6aBuTb /
1. r Y,
. ‘nanuTh
.5
HactpouTb
LU
N

puc. 3.7. 3KpaH «HacTpoiika MCrogunKm».

Bknagka «[pothunib» — HasBaHWe METOAVKY, My/bT ANETAHLMOHHOMO YNPaB/eHns (BKIHOUUTD,
BbIK/MOUNTD).

Bknagka «®asbl» — Kakaas METOAVKA MOXET COCTOSTb M3 BOCbMU (ha3. Bknagka «®asbl»
OTOBPAXKAET HasBaHWe (hasbl M PEXXMM 3TOI (hasbl. Pasbl MOXHO A06ABNSATh, YAANATb U MEHSTH
MecTamu. VX MOXHO TakKe HaCTPOWTb, Kak OMMCAHO HIDKE.

Bknagka «/ICknioueHms» — Kakaas MeTOAMKA MOXKET BK/IHOUaTh [0 BOCh.MW UCKHOUEHWIA (B 06LLEl
CNOXHOCTU He 6onee 12 ha3 1 UCKOYEHWIA). VICKHOYeHMS MOXKHO [06aBNSTh, YAANATL U MEHSTb
MecTaMu. VX MOXKHO TakKe HaCTPOUTb, Kak ONMCaHO HIDKe.

Bkragka «HoXHOe yrnpaBieHWe ocU. YCTPOWCTBOM (MHTErp.)» — KHOMKa HOXHOV nesann
OCHOBHOTO YCTPOIACTBA (MHTETPUPOBAHHOM) (4 CTaHAAPTHBLIX HaBopa MIOC MO/b30BATENLCKME
HACTPOViKM), BKHOUEHUE/BLIK/OUEHE CMEAYHOLLErO PEXMMA Y/IbTPa3BYKOBO MOAY/ISLWW Mpu
rOPV30HTA/ILHOM MEPEMELLIEHNN Meaaiv, PeqIOKC NPK FOPU3OHT/TLHOM
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4 HacTpolika cucTeMmbl

BbIX. W» p««(. nporp.

Mpodmn». ®
42 MporpanMmpomm»** J
e HacdoHw xupypr!
r o
Hactlioiiku xupypra 5
a ¢
Xupypr
Or. Smith B X
: HasaamsM) pexxuma ( . Vippurauus iw L
M«reAnka
at- Tun p]M(osTkn * HppMratMM > 3
PhacoVh
\Y J
- " e - -
[ =3 Dam

puc. 3.8. 9kpaH «HacTpoiika thasbi».

Haxmnte «HacTponTb», nocne 4yero oTo6pa3aTca AONONHUTENbHbIE NapaMeTpbl AaHHOW QYHKLUMU, KOTOPble
MOXHO M3MeHsTb. Clofa MOTYT BXOAUTb BKNafku «Mpounb», «HoXHOe ynpaBneHWe OCH. YCTPONCTBOM
(uHTerp.)», «Bakyym», «MHy3usa», «MapameTtpbl ¥3», «CurHan ¥ 3», «Peska», «Koar.» n «Buck.».

OT06pa)KeHVI€‘ TEX WU UHbIX BKNaAOK 3aBUCUT OT TEKYLLEro pexuma un BK/IIOYEHUA/OTKIOYEHUSA napameTpa
«13mMeHunTL HaCTpOVIKI/I no ncrtopuun 60n1e3HM», KaKk onmcaHo B TaﬁﬂI/ILI|€‘ HUXe.

Pexnm Bkiagkn Ha akpaHax «[porpammmpoBaHune
dasbi»

onunsa «MXMeHUTb HAaCTPONKKM No ucTopun 6onesHn» (Customize Setting By Case) oTKn YeHa

MepeAHAs BUTP3IKTOMMUA «Mpodunb», «<HOXHOe ynpaBneHne OCH. YCTPOWCTBOM

3afHAsf BUTPIKTOMUSA (MHTerp.)», «Bakyym», «Hy3ns», «Peska»

dakKo «Mpotunb», «HOXHOe ynpaBneHne 0CH. yCTPOWCTBO.M

®parm. (MHTerp.)», «Bakyym», «IHQYy3usa», «Y/3»

niA «Mpodunb», «<HOXHOe ynpaBneHWe OCH. YCTPOWCTBOM

(MHTerp.)». «Bakyym», «HDYy3na»
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4 HacTpolika cucTembl

MapameTp «YMpaB/eHNe USMEHEHWEM PEXVIMA» MO3BOSISET YCTAHOBUTL OTK/IMK CUCTEMbI CTennapuc Ha
aKTVBALWIO Mefjia/iv 1 MBMEHEHUE XUPYPTUYECKMX PEXMMOB. [OCTYMHbI CiefytoLLpe onuum: «PaspeLumTs -
orpaHuyeHe xofa neaanit», «PaspellnTb - NepeHoc neganiy, «PaspelnTb

- 663 OrpaHNyYeHNii» 1 «3anpeLLeHo B NepUoz aKTUBHOCTM.

MapameTpoM «Y npaBneHne UKCaTOPOM» OMNpeaensieTcs obpaTHas CBA3b CUCTEMbI Cmeiuiapuc NPV UBMEHEHN
o6nacTeii negani. 3TOT NapaMeTP MOXHO OTK/HOUMUTb, BKOUNTD 418 06nacTeid 1, 2 1 3 Uam BKOUMTL TONMBKO AN
obnacteit 2 n 3.

MapameTp «KpyroBble 31eMeHTbI YNpaBeHUs 06.7TaCTbHO» 334aeT MPOLEHT HAXKATUS, NPX KOTOPOM
HauMHaeTCH Kaxaas 06n1acTb.

OTO6paKaeTCs KHOMKA, C MOMOLLbHO KOTOPO BbIGMPAKOTCS PEXXVMbI 334HEM0 UM MEpeSHEro cer.MeHTa. Ecim
BbIGPaHbI PEXUMbI 33[JHETO CEMMEHTA, MOXHO PErY/MPOBaTh UCXOAHBIE NOMOXKeHWS o6nacTei negam 1,2 n 3.
VcxoaHble MOMOXKEHUS PeXVI.MA 334HEr0 CErMEHTA MCMO/b3YHOTCA MPY BMELLATE/IbCTBAX HA 33fIHEM CETMEHTE U
B PEXVIMAX 3afIHET0 CErMeHTa Mpy paboTe B KOMBMHMPOBAHHOM PEXUME.

Ecnm BbIBpaHb! PeXVMbI MEPESHEro CErMEHTa, MOXHO PEry/IMpoBaTh UCXOAHbIE MONOXEHUS 0b/acTelt
negarv 1,2 v 3. VicxoaHble NMONOXeEHS PEXMMA NMEPEAHETO CEFMEHTA MCTO/b3YHTCA MPY BMELLATEbCTBAX Ha
MepesHEM CETMEHTE W PEeXXMMaX MepeaHero CerMeHTa rpu paboTe B KOMOVHVPOBAHHOM PEXXVIME.

Xldylx
Dr. Smith

MttoAMia
Phaco VK

Owma
Vpprrasda f Puko(pOOanlics MCHUHOCTb Koar.,%

m L

purc. 3.9. AkpaH «HacTpolika HOXHOIA Nea/M OCHOBHOTO YCTPOCTBA (MHTEMPUPOBaHHO)».

@ 000 UMPMI () INFO@CIRMIRU € WWW GOSZDRAVNADZOR RU Crpania 192 us 481



dvacr poiika cMcTeMbl

HacTpoiika CTpyinHON aBTOMaTUKN

Ons 3afaHus napamMeTpoB hYHKLUIA cTpyiHOW aBTOMaTuUKM Bbi6epuTe BKAagKy «CTpyliHas aBTOMaTuKa» Ha
IKpaHe «YPOBeHb NMPOrpaMMuUpPOBaHUsA XUpyprax». MoNb30BaTeNlb MOXET HACTPOUTb MepeUYnceHHble HUXe
napameTpbl, Ha)XaB Ha TEKYLLYl0 HAcTPOlKy U 3aTeM Bbl6paB HOBYIO HAcTpOKY M3 MeHI.

«Ynpaaneuve nHpysmeir» (<KABTO BKN.», «PyyHoe». «ABTO BKAN./BbIK/.»)
«Tun KoHTelHepa» («®nakoH 500 mMna», «MakeT 500 Ma», «®nakoH 250 ma»)

«BblCOTa YPOBHA rnas nayueHTa» (Mo OTHOWEHMWIO K MOPTY acnupauum cucTembl CTPYWAHOW
aBTOMaTUKK)

«BuUT. gnametp» («J11060l», «20 Ca». «23 Ca», «25 Oa»)
«®parmeHTayMoHHaa urna» («J1o6oii», «20 Oa», «20 Oa», «23 Oa»)
«Pasmep akcTpyaepa» («/11060i», «20 Oa», «23 Oa», «25 Oa»)

«Wrna gns dako» («Jlo6oii», «Standard», «MicroFlow», «MicroFlow+», «Thin Tip», «<MICS 1.8»,
«Vortex», «MicroFlow MICS»)

«Tun W/A HakoHeuYHUKa» («J1060M», «0,3 MM», «0,5 MM»)

wr  x-" T
N
i Bblx.T/Ii.p.<<.>;<.'nporp. |
n>0UNL»__
At TIporpaAMMUPO» KHM« "
YnpLiwTHam MKgy3ne”
LY
HaeTpe/le» xvpypn
AR
RacTilUl xup?"a BPLUMA HaNonM'd (C«KyH”)
A LTI A TN T \— [T AR
Xvpypr Twun kexTciinepa ByTbing 500 mi. y
Of. Smith J
N lililiSiliii
]_3*"60p IMTOMKM BbicoTa ypoBHS rnasitjiH iti twWi o cm <0in)

BuT. paa<unetp 20 famga
®pariiMHlraynoHHas urm  « \ 20 Gauge

NuT ep aKcTpyAepa 20 Gauge »)
Wrna gna dako C . MioroFlow T)
Tun U/A nakonouyHuka L 0.3 mm

puc. 3.10. 9kpaH «HacTpolika CTpYNHOW aBTOMaTUKMW».

@ 000 LUPMH (&) INFO@CIRMLRU € WWW.G0SZDRAVNADZOR RU Crpannua 193 n3 481



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



L Bbix. ux p«K. nporp. ' A

>A Hacthomkn xupypra

Hnctpouku xupy|>ra

Xupypr
Dr.SmHfe )

. Bbi6op nctoaunku

LLpLI
LLOLL

ApPKMM» BLIMMB

CurHan nkyyma 1

f Curnan npu nppurayun/

AMHGBYAMA-.. B L|_||

CurHan pexxuma

( CurHan pedniokca

CurHan ynbTpassyka

~  TOH Npu BUTPEKTOMUMN

A CurHan koarynauum

> Tom eonposBxaRIoLMA
\</ eMHVIVIVIeM{MHW‘bC){[(‘j\

CurHan 2

/s kK CurHan 1

1 Buikn. 140%™~ 1

i
Boxa. 1 40% 1

4 HacTpolika cucTembl

A pomKocTb 40 w |
i
M
T [onocosoe a BK. 20%
1 Curnan onoselieHuna 5 40%"
OCHOBHOIi TOH 40%™

) 1 Towraim™to o " aom
YcuneHHblid ToH npu 20%
i
CurHan nasepa 1 40%'-
Z |t P a.

240%'~ 1 CurHan sakynopusaHus m 40%

puc. 3 11. 3KpaH «M3MeHeHne HacTPOEK ayano/BULE0».
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4 HacTpoiika cuCTEeMbI

HacTpoiika Bugeoosepres

Ons ycTaHOBKM napameTpoB (yHKUUi BugeooBepnes MML, Bbi6epuTe BKNagKy «BugeooBepneii» Ha akpaHe
«MMporpaMmMupoBaHue ypoBHSA XUpypra.

B 3Toli BKNafKe MOXHO TakXe Bbi6paTb YyCTaHOBKY, onpejensiollyto, 6yaeT 1M cuctemMa KOMGUHUPOBATb
uHdopmayuto o popmarte Buaeoosepes (0 CPpefHUX 3HAUEHUAX YNbTPa3ByKa, HacTpoiikax). Mo ymonuaHuto
JaHHble Y3 nokasaHbl Ha BUAeooBep/ee B BUAe TpeX OTAeNbHbIX CTPOK. Ecnu napameTp oTo6paxeHus ans

Y3 ycTaHoB/eH Ha « KOMGUHMPOBATL», 3HAYEHUS BYAYT LLUKAUYECKU 0TOGPaAXaTbCA B 04HOW CTPOKe, N16O
3TOT NapaMeTp MOXHO YCTaHOBUTbL Kak «HeT nso6paxeHus». Mogo6HbIM 06pa3oM HacTPOWKM 06bIUHO
LEMOHCTPUPYIOTCA B YeTbipex CTPOKax, a MHpopmauus 06 uctopum 601e3HM — B ABYX CTPOKAxX, HO ecnu Ans
napameTpa KOMGWHMPOBaHUA BbIGpPaHO 3HaYeHUe «Jla», HACTPOIKM BYAYT LMKAUYECKM 0TOGPAXKATLCH B O4HOM
CTpOKe.

MmeeTcsa BO3MOXHOCTb Bbl60pa A3blKa, UCNONb3yeMOro B peXxmnme suaeooBsepnes.

Kalima akpaHa BUAe00Bep/es ycTaHaBNMBaeTcs B fuanasoHe oT Opo 5 %.

L
Bmx. nx nparp. n
%

nporpaMmMupoMHu* #E

Heopo/ias 3eriphire
HacTpoiiku supyprs

Xupypr RS, — ‘WwXT T W Mwwan
Dr. Pjfcaat» W j

i 8b16Bp MMTOAKKN
v3 N«06|MUKEHT JJ

napimartpmu
RO - *T*

Kaiima | 3%

puvic. 3.12. OKpaH «HacTpoka BUAeooBep.nest».
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4 HacTpolika CUCTEMbI

4.3 YnpaBnedHune pannamMm HacTpoek xmpypra

Co3gaHue HOBOro (haiinia HacTPoeK

Mpu nocTaBKe CUCTEMbI B HEE YXKE 3arPy>KEHO HECKO/IbKO CUCTEMHbIX (haiifoB, BK/IOYas «YCTaHOBKU CUCTEMbI»
(Bce hyHKUMM), «Cuctema AFMI», «Cuctema AFM2» n «Cuctema VFM1».

[na cosgaHnsa HoBoro haina HacTpPOeK xmpypra BblbepuTe BKNagkKy «CosfaHne» Ha akpaHe «HacTponku
Xupypra», 3aTeM Bbl6epuUTe CYyLLLECTBYIOLWNIA (haiin HACTPOEK XMpypra, HacTPOKM KOTOPOro Hambosiee MoxXoxu
Ha co3faBaemblii haiin. Mocne BblgeneHUs gaiina, B NpaBo YacTy 3KpaHa 0T06pasMTCA CNMCOK COAep KaLlmMxcs
B (haiine MeToAMK. BbibepuTe 0fjHY UM HECKOIbKO METOAMK, MPUKOCHYBLUMUCH K HUM. BblbepuTe mMeToanKy'
BTOPOIi pa3, YTobbl OTMEHUTb ee BbI6OP.

BwiM. ux pax. nporp.
e { S

KBrH(OTK Ha

Ph.co Vit
t MporpammupoxaHn* j
. L -
System AFMI 4 C Divide and Conquer
q n
WW‘ ( r System AFM2 Phaco Chop
V_. c System VFMI, Stop and Chop
I V>M**1umn« amA*M4ii J
\B xupypr*
~ , Of Brown ) eimanuai
Cin o
gy Dr.Kim , C MICS Coaxul
Or. Scott I Anterior Vitrectomy )
.. Or. Smith Wtrectomy

TomeEEe

puc. 3.1.3. 3kpaH «Co3aaHne HOBOro (haiina HacTPoeK».

Mocne BblgeneHnst Bcex TpebyeMbiX METOAMK HAXXMUTe KHOMKY «MoaTBepAnMTby. Ha nosiBuBLUelica knaBuatype
MOXXHO BBECTM UMs HOBOrO balina HacTpoeK XMpypra, 3aTeM HaXMUTe KHOMKY «BBoa». B neBoi yacTu akpaHa
0T06pa3MTCs MMA HOBOFO (haiina, a B ero BepXHeih 4acTu — HoBble BKNaAkmM («Mpodunb», «MeTognka,
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4 HacTpoiika cucTeMbl

BbIX. U3 p«x. npocp.

HyyCcT|M>/CTBB XpaHakus n

L
JAL [ S MRS

Mvirs*

\
Hac"MMbLu xvpypr* C Or. Scott
A
WHsH R Or. Smith
BKUpYypre
B
1
Bbi6paTth K €
18

puvic. 3.14. 3KpaH «.ApxmBauns (hanna HaCTPOeK».

@ 000 LHPMH [27) INFO@CIRMIRU @ WWW.GOSZDRAVNADZOR RU CTpannua 199 us 481



4 HacTpoilka cucTeMbl

BoccTaHoBMeHNe (haiina HacTPoeK

[N BOCCTAHOB/IEHMS CYLLLECTBYIOLLEr0 (haiifia HaCTPOeK XMpypra ¢ 3anomuHaroLLero ycrpoiictea USB
Bbl6epuTe BKMaAKYy «BOCCTAHOBUTL» Ha 9KpaHe «YnpasBfieHNe HacTPoliKaMu» 1 BCTaBbTe YCTPOMCTBO
B OAMH 13 ABYX NopToB USB Ha 3aAHei CTOPOHe KOHCON CUCTEMbI, 33 KPYT/IOW CABUXHOW KPbILLKOIA.
Y6eauTech B TOM, UTO aKTVBMPOBaHA BKaKka «B0OCCTAaHOBUTL» B BepXHel YacTi sKpaHa «YnpaBfieHune
HacTpoiiKammn», BblbepuTe (aiinbl 419 BOCCTAHOB/IEHUSI U HAXXMUTE KHOMKY «MMOATBEPANTb».

UT06bl NepeMecTUTh (haiil HaCTPOEK XMpypra ¢ OAHOW CUCTEMbI Ha APYTYH0, Ha NepBOi CUCTEME UCMO/b3YiTe
PyHKUMIO «ApxuBaynsa», 4Tobbl NepeMecTUTb (aiin Ha ycTpoiicTBo USB, a3aTtem Ha BTOPOM CUCTEME MCMONb3ynTe
(hyHKUMIO «BoccTaHOBNEHMe» [151 BOCCTAHOB/IEHUS 3TOro haiina.

MpumMeyaHue CHauana cnefyeT BbIGpaThb 3KpaH «BoccTaHoBNeHMe (halina HacTPoeK», 3aTeM
BCTaBWTb yCTpoiicTBO. CUCTe.Ma pacno3HaeT ycTpolicTBo USB To/bko noc/e Beibopa
3TOro 3KpaHa.

C yCMOVCTIHL XpcHolNat 7

MporpamMmM1MpoMHM« Dr. Brown
>Dr. Kim
N Hopuoaorima . Dr. Scott
""" T Wnunumut ceepenuii Dr. Smith
rml'[ﬂﬂ/ﬂ'!» JhrtBpvTii BCe j
Y cJ

puc. 3.15. 9kpaH «BoccTaHOBEHME haitna HacTPOoeK».
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4 HacTpoiika cUCTEMbI

YnaneHvie haiina HacTpoeK

LN ynaneHus CyLiecTBYHOLWero gaina HacTPoeK XMpypra BblbepuTe BKMAAKY «¥Y AannTb» Ha 9KpaHe
«YnpaBneHue HacTpoliKaMu», BblbepuTe yaansemble aiifibl 1 HAKMUTE KHOMKY «MMoATBEPAUTb.

- )

r ap«k.nporp. A
K

LI L

MpmMpamMMu|>0MHN« J

, H{actpomm T~ rpn Dr. Scott

|I W csagMuit

PN

pvc. 3.16. IKpaH «YaaneHue (aiina HacTPoeK».

@ 000 LUPMH (&7 INFO@CIRMLRU & WWW.GOSZDRAVNADZOR RU CTpatmya 201 us 481



4 HacTpolika cucTembl

4.4 HacTpoiKa CUCTeMbI

BblGepuTe «HacTpoiika CMCTeMbl» Ha OCHOBHOM 3KpaHe «IMporpaMMupoBaHme». OTKPOETCS HOBbI 3KpaH C
BO3MOXHOCTbIO YCTAHOBKM CUCTEMHbIX BPEMEHM W AaTbl, MPOCMOTPA KOfI0B CUCTEMbI M HACTPOVKMU NapameTpoB
onepauynoHHO. JTlo6ble BHECEHHbIE 3[1eCb U3MEHEHUSI NMPUMEHSAIOTCA HeMea/IeHHO.

YcTaHoBKa aThbl, BpeMeHN U A3blKa

[LNa N3MeHeHUs A3blKa CUCTEMBbI, TeKYLLEH AaTbl, BPEMEHM W (hopMmaTa 0To6pakeHUs BpeMeHn BblGepuTe
BKNafAKy «JlaTa 1 BpeMsa» B Bep.xHeli yacTu skpaHa «HacTpolika cucTembl». BbibepuTe B MEHIO CIMCKaA
BapWaHTOB Nojsexallie N3MeHeHUI0 A3bIK CUCTEMbI N0 YMONYaHMWIo, Mecsil, AeHb, rod, opmaT BpemeHu (12-
WK 24-4acoBoii) 1 Tekyllee Bpems (B yacax M MUHyTax). [ocfie BHeCeHUS! BCEX M3MEHEHMIA HAXXMUTE KHOMKY
«MOATBEPANTL» B HUXKHE YaCTW 3KpaHa /1 UX MTHOBEHHOIO NMPUMEHEHMSI.

QAKX MBIMIK i<

( TIXIEWEMHAC

A3l * CUENMbI NO YMB/THAHUIO

. | ]
rsH»c7|>c>l71Ka 9
eilie

Mecsy Oo
Jew> t X0
......... -1 ~~ A
Fog 2015
-1
)
10 AM
MuHyYTbI 48
MopTBepanTbL

puc. 3.17. :)KpaH «YCcTaHOBKa [jlaTbl U BPEMEHU B CUCTEMEY.
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4 HacTpolika cucTembl

Koz cucTembl

[LNa NpocMoTpa UM M3MEHEeHUSI UAEHTUMMKALMOHHBIX UMEH, UCTONb3yeMbIX B cucTeme CTennapuc,
Bbl6epuTe BKNaAKYy «Ko4 CUCTEMbI» B BEPXHel 4acTu akpaHa «HacTpoiika cucTeMbl». 34ecb MOXHO
BBECTU WM U3MEHUTb MMSl YUETHOI 3anncu 1 UMs CUCTEMbI, MPUCBOEHHbIe Balleil cucteme CTennapuc.
MOXHO MPOCMOTPETb HOMEP MO KaTanory v HOMep YCTaHOBKM CUCTEMbI, HO UX HENb3st M3MEHUTD.

BbIX. N3 pavk. nNpBrp. "\/S

A>T nvpmoi Ko cveTamn -

r MporpaMMMpoMHUB J

€ACTpOVIK,q

Hom*p kBTanarL cucTems|

Homep yctaHMrncm cuctemsl

) NMsA cuctembl 113

puc. 3.18, 3kpaH «Kop cnctembi.
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4 HacTpolika cucTembl

OnepayynoHHble

[N HasHauyeHWs MMeH OMepaLyMoHHbIX, B KOTOPbIX NCNONb3yeTcs cucTtema CTenrapuc. Bblbepute BKIagKy'
«OnepaynoHHbie» Ha aKpaHe «3anyck CUCTeMbl». BblGepuTe 06y ONepaunoHHy0 1 BBEAUTE ee UMS C
NosIBMBLLIENCS BUPTYanbHOlM KnaBuatypbl. [s CO.XPaHEHUS UMEHM OnepaLnoHHOM HaXXMUTE KHOMKY «BBoa».
3eCb TaKXXe MOXHO YCTaHOBUTb MapameTp «.MakcuManbHasi BbiCOTa KPOHLWTeHA ANna 6y ThbIIn»,
3HauYeHWe KOTOPOro M3.MepsieTcst OT NopTa acnupaunm cUcTeMbl CTPYIMHOW aBTOMATUKK W 3aaaeTcsi B
caHTUMeTpax ¢ MOMOLLbI KPYroBOro 3fieMeHTa ynpaBeHusi, 0TO6PaeHHOro Ha 3TOM 3KpaHe. JTa HacTpoika
MCNO/b3YyeTCs B CUCTEME NS NPefoTBPaLLeHNs yaapa 0 NoTO/I0K B MOMELLLEHMAX BbICOTOM MeHee 2.75 M (9
thyToB).

BN Wb poX. npodh.

n{>or{MmmuponHms

0 U «LiMOH»M

HacTpoiika c¥lcrT w r r
OnepsunoHmnas

On”»uyunoHitas e

Onepaum<tmas

Oncpauuonmas "

~ MatH MXHHw faj aynaaH « T/u w.

puvic. 3.19. SKpaH «[NpucBoeHMe onepaLiOHHON.
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4 HacTpoiika cucTembl

Ho>kHas nefanib OCHOBHOMO YyCTPOMCTBA
(MHTerprpoBaHHasn)

[ns n3meHeHmsa cnocoba NofgKyeHns cucteMbl CT&UNAPUC K NyNbTY HOXHOIO YNpaB/ieHUst OCHOBHbIM
YCTPOMCTBOM (MHTErpupoBaHHbIM) BblbepnTe BKNaAKY «HOXHOe ynpaB/aeHUe oCu. yCTPolicTBOM (MHTerp.)»
B BEPXHeN yacTu akpaHa «HacTpoika cucTtembl». Bbibepute

«BKN.» N «BblK.». UTOObI HACTPOUTbL PEXMUM COEAUHEHUSI.

BbIX. U1 p«K. Mpolf>. ' Ji LIl T —m JfS|a— aanaaiyil NowL{I>A

rVIacrpole» CUCTMAL» n

I Becriposo™ BK.

puc. 3.20. 3kpaH «ogKNIOYeHEe HOXHOM Nefan 0CHOBHOMO YCTPOMCTBa (LUMCrpUpOBaHHOM)».
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4 HacTpoilka cucTambl

45 KoH(urypaunsa cuctemb

[ns npocmMoTpa NoApo6HOro CrNmncKa KOH(Urypawumii NporpaMmmMHOro 1 annapaTtHoro 06ecneyeHmnst cMcTeMbl
BblbepnTe « KOH(DUTYypaLma CUCTEMbI» HA OCHOBHOM 3KpaHe «[1porpaMmMmumpoBaHue».

11 T
Bblist. 13 pejK. nporp. 3
TwiMsAB«i
/ YcTaHoBUT!»/
MporpammupoPAHMne WW KVNVI/M.'NI e
MascywodresdVr \AVI
rs OTKA.
LT e
N KoHdurypayns OWM(M v 84U

\ CMCT»>WWwW ~

CepniiHbIM MOMBp BBpcus BpOSipaMMMOrE BiB’HCH_ﬂl[\H/I/B

MurepdeiieHbr* s 20

ftp. cam. IRy i,it

rtpul WiBKLwpTn noato4 R
[yT. HoKOO YA

MM/ b BaKyyMMoa CTpyMuoa

puc. 3.21. IKpaH «KOH(HIypanmsa cucTeMbl».

4.6 KaneHpapb CUCTEMBI

UT06bl YCTAHOBUTL KOHKPETHbIE CUCTEMHbIE (haiiibl HACTPOEK .UMpypra U HomMepa onepauuoHHbIX Mo
YMO/IHAHUIO HA TO UM UHOE BPEMS Hedenn, BblibepuTe «KaneHgapb CUCTEMbI» HAa OCHOBHOM 3KpaHe
«MporpamMmupoBaHune», B pesynbTaTe Yero 0To6pasnTcs aKpaH «KaneHaapb CUCTEMbI» C YETbIPbMS
pefakTMpyeMbIMU NOb30BaTeNeM CTONGLAMM.
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4 HacTpoiika cucTeMbl

BbIX. UX pax. nporp- )

A rEMBEH ] M ™M KIvPL* < Jaant

Movefanlbli/K - = b | C SystMn - 4 X A
B? KUK > <) 1, Prgrown TJ 7 2 c

(< ¥r 5, Dr. Kim 3 B 1)
YaTwwpr < S r System Settin9s >) ’ 2 A
MAthnua TJ  SAe<omx 1 v ) c
Cy660Ta Dr. 6r«wn 3 A

swW a4 s

Bocxpecaube Dr. Smith I ) . 1 1 ) ‘A B 5)
oo >

puc. 3.22. kpaH «KaneHgapb CUCTEMbI».

Bo BTOpPOM CTO/6Lie, PAcMONIOKEHHO.M PSIIOM CO CMMUCKOM [Heli Heflefin, MOXHO YKasaTb, pacnpocTpaHsioTcs
NN HACTPOIKM 3alaHHOr0 MO YMOYaHUIO XMpypra Ha Becb BbIGPaHHbIW AeHb HeAenu WW Xe ANnst YTPEHHero
1 BEUepHero BpeMeHW AefCTBYIOT pasinuHble HacTPOKU. 1A NEPeKNIOHEHNS MeXAY PeXUMaMn «MoMHbI

[EHb» UMW «YyTPO-BeUep» HAKMUTE KHOMKY

B TpeTbem CTO/6LLE COAEpPXKATCS CMUCKU BapuaHTOB UMEH BCEX JOCTYMHbIX (PaiifioB HACTPOEK XUPYProB.
BblbepuTe B cnvcke hain, KoTopblli 6yaeT aiiioM no ymonvaHuio npy 3anycke cuctembl CTennapuc s
yKasaHHOe Bpemsl.

B ueTBepTOM CTO/6Le BbIGEPUTE KOMMUYECTBO OMepaLMoHHbIX, B KOTOPbIX pa6oTaeT faHHbI XMpypr, a B
NATOM — HOMep OnepaLMoHHOI, B KOTOPOIA pacnosioxeHa fjaHHas cuctema CTeunapuc. B aTux HacTpolikax
YKa3bIBaeTCA Liar yBe/MUYeHUss HOMepPOB UCTOPWIA 60Ne3HN C LieNbio YCTPaHeHMs] BO3MOXHOCTM UX
[y6nMpoBaHus ANa 0HOT0 U TOro Xe Xupypra.

B BbinafatolLem MeHto «[pouesypa no ymMon4aHuio» MOXHO BbI6paTb PEXMUM M0 YMOMYAHUIO A5 CUCTEMbI.
Bbinagatouiee MeHo «Mpoleaypa no ymonyaHuio» He 0TO6PaXaeTCss B CUCTEMAX C KOH(UIypauweid ToNbKo
3a/IHero cermMeHTa.
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4 HacTpolika cucTemsl

4.7 TlopAepXKa KNMEHTOB MO CETU TruLink~

OCTOPOXXHO! TMepes akTUBMPOBAHMEM (PYHKUNN MOAAEPIKKU KINEHTOB Mo ceTu TrubInk®
obpaTuTeECh B MECTHOE NMpefcTaBnTeNbCTBO KOMNaHun Bausch + tomb.
KoHTakTHas nidopmaumsa MeCTHbIX NPefCTaBUTEeNbCTB KOMNaHUN MpuBejeHa B
pasgeTe «TexHnyeckasa nogaep>Kka» Ha cTp. 7-1.

OCTOPOXHO! 3anpewaeTcsa BbINOJHATbL XUPYPruyecKne Unm uHble Npoueaypbl CcyvyacTmUEM
nauueHTOB NPU akTUBMPOBAHHON (PyHKUMM NOALEPXKKN KAMEeHTOB no ceTun TruLink®.
3TO0 MO>KET MPUBECTY K Cepbe3HOMY TPaBMMUPOBAHUIO NaLMEHTA.

[aHHasa hyHKLMA obecneumBaeT cneymanuctam Bausch + Lomb yganeHHbIi 4OCTyN K Balleil cMCTEME C LeSbio
[OVNArHOCTUKU HEUCNPaBHOCTER M YCTaHOBKW 06HOBEHWIA.

[Onsa ynpaeneHusi 6e30MacHbIM [jBY.XTOYEUHbIM COeIMHEHNEM MEXAy Ballieii CUCTeMOl 1 cepBepoMm

Bausch + Lomb BbiGepute «Cy>k6a Noafep>XXKu» Ha 0CHOBHOM 3KpaHe «[porpammupoBaHue», nocne
yero 0To6Pa3NTCA HOBbI IKPaH, C NMOMOLLIbIO KOTOPOro MOXHO 3amnycKaTb yAaneHHoe 06CyK1MBaHmWe Ballei
CUCTEMbI C BO3MOXHOCTbLIO €r0 OTC/IEXMBAHUS.

NepTLPMH

puc. 3.23. 3KpaH «lMogaep>KKa KANeHToB Nno ceTu TruLinkC/».
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4 HacTpolika cucTemsl

Y6e,q|/|Ter B TOM, UTO Kabenb Ethernet noaKAw4yeH K cncrteme CTennalec N BblAe/IeHHOMY CETEBOMY MOPTY
60ﬂbHI/|U'b|. I'Io,q,TBep,ql/lTe, YTO CUCTEMaA He NCNONb3YETCA ANA XUPYpPrun, n Bbl6ep|/|Te «BbINONHWTbL NMOAKNIO YeHMNeE
TruLink».

d

MpumeyvaHue Ecnn nmeeTcsa gononHmTensHas cucTtema MML, nogkntounTe kabens Ethernet k MMLL. a
3aTeM coefmHnTe MML, Cc BbieNeHHbIM CeTeBbIM MOpTOM Ethernet 60bHNLbI.

Bon HA

Mporpammup<IBaHHa

\PHEMDAEHK

Cnyxb6a Mogaepxkun

‘o A

puc. 3.24. KpaH «.JIKTUBMPOBaHHAS MOAAEPXKKA K1MEHTOB Mo ceTn TruLink®s».
YnpaBneHue CUCTeMOl NepeiifieT KyaaneHHOMY CrneumanmcTy.

Mo oKoHYaHMKM PaGoThbl YAaNeHHOro creymanucTa cuctema CTennapuc 3aBeplinT paboTy. Mocne aToro
MOXHO Mepe3anycTuTb CUCTEMY.

MpumeyaHue [NaycTaHOBKM LW BOCCTAHOBEHUS CBA3M Npu paboTe, C cucTemoii CTennapuc .Mo>KHO
MCMoNb30BaTh CTaHAapTHbIe Kabenn Ethernet.
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5MopgpobHbIe cCNpaBOYHbIe CBEAEHUNSA

8.  MMpwucoeanHnTe TPy6ONPOBOA, 3aABMHYB MepeAHUiA KoHel, nog depxartenb KacceTbl (R).

9.  MpwxmMuTe TPy6ONPOBO, YTO6LI MPUKPENUTL €ro K KacceTe (yKasaHo CTpesikamm).

J—Si sJ-f I

10. TMpucoeanHMTE acnMpaLoHHy0 TPY6KY K COEAUHUTENIO0 KacCeTbl.

11. BcTaBbTe KacceTy B CUCTEMY.

12. OcnabbTe MpPpPUTaLMOHHble 3aXKMMbI (3aKUM BO3/1e BYThIN U 38)KMM Y ABYXXO040BOr0 3arMopHOro
KpaHa).

13. TpogonxaliTe onepawuuio, Korga cMcTeMa BbINONHUT NPOBEPKY BaKyyMa 1 0TO6pasmMTCsa XMPYPruyeckni

3KpaH.

MpumeyaHue MoBTOpHOE HaMosHeHWe TPY6OK He TpebyeTcs.
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puc. 4.14. 3eneHoe Ko.1 bL0 BOKPYT KHOMKK «BKNYBbIKN.» yKa3blBaeT Ha BK.TIOYEHME BO3AYLLIHOIO Hacoca.
3. BbibepnTe CTpenkn BBEP.X U BHU3 A1 U3MEHEHUSA BbIXOAHOrO jaBfieHusa sosgyxa. (OnepayunoHHas
MeficecTpa Wan fiexxypHasa mefcecTpa)

4.  TloBepHMTe K/nanaH 3aMopHOro KpaHuKa Ansi 0CTAaHOBKU NOTOKA MPPUTaLMOHHOro pacTBopa v 3anycka
noToKa BO34y.Xa, Kak NoKasaHo Ha puc. 4.15 (BepxHem). (OnepaymoHHas mMegcectpa)
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puc. 4.15. ¥YnpaB.iCHME ABYXX00BbIM 3aMOPHbIM KPaHUKOM A5 06MeHa XKnakocTe/Bo3gyx.
BepxHuii; BKN. — B rNnas iiociynaer HOTOK Bo3gyxa.
HWXHWIA: BbIKN. — B Na3 NocTynaeT NOTOK XNAKOCTW.

1 Bosgyx. 2. CbanaHCMpOBaHHbIA CONEBO PacTBOp.

TamnoHapga

Bo3gylwHas TamnoHaga

Bo3gywHas TaMnoHaga— (yHKLMS BPEMEHHOro MoBbILWEHUS AaBNeHUs BO3dyXa A0 3apaHee
3anporpaMMmMpoBaHHOro YPOBHS BO BpemMs NpoLefypbl XUAKO-BO3AYLIHOr0 06MeHa. YPoBeHb faBfeHns
BO3AYLWHON TaMMnoHajbl NpeBblLIaeT AaBieHne, UCNONb3yeMOe BO BpeMsi HOpMasbHOl onepaLuu. BpemMeHHoe
NoBbILLEHWe AaBNeHNUs 06bIYHO UCMO/b3YeTcs AN OCTAHOBKWU BHYTPUINA3HOr0 KPOBOTEUEHUS.

®YHKLMSA BO3AYLWIHONW TaMMNOHafbl .MOXET BIO3t0UYATLCS KHOMKOM «BK/./BbIK/.» NapaMeTpa « AnbTepHaTnsHas
nHg-ua» Ha gucnnee (cM. puc. 4.16) nau nepekntoyaTeneM HOXHOWM Nejann 0CHOBHOTO ycTpoiicTBa
(MHTErpupoBaHHOIA), €CNK OH 3anporpaMMupoBaH Ha ynpasieHWe YCUEHHOW UHGY3ueli. BKNounTb
YBEMUEHHYI0 UH(Y3MI0 MOXHO TaKxe, OTPEry/MpoBaB AaB/eHne BO34yxa Ha 3HaUYeHUe Bbllle

60 MM Hg. laBneHune TamMnoHajbl 0To6paxaeTcs Ha XMPYpPruyeckom 3KpaHe U HacTpavMBaeTcsl NyTeMm BblGopa
LU(poBOro aucnses faBfeHUs UM UCMOMb30BaHUS CTPeNioK BBEPX M BHW3 CEHCOPHOTO 3KpaHa. Bo3aywHas
TamMnoHaja TakXe BK/OUYAETCS BCAKWIA pa3, Korga ypoBeHb faBneHuUs o6MeHa XXMAKOCTL/Bo3ayx npesblliaeT
3anporpaMMuUpoBaHHbIli ypoBEHb TaMNOHAAbI.
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puc. 4.17. SkpaH «CTpyiiHas aBro¥aTuka» ypoBHS HPOrpaMMHPOBaWHS METOANKN
C Hacl poiiKaMy BOLLYMHIOW W XXNAKOCTHON TaMNoHagbl.

KoHTponb BA3kon xmngkoctu (VFC) (Tonbko gnsa 3agHein ob6actu)

~| OCTOPOXHO! KOHT poNb BA3KON >X UAKOCT M He NpeAHa3HauyeH ANs acnupayuum c6anaHCMpoOBaHHOTO

CONeBoro pacTBaopa.

OCTOPOXHO! Cy6peTWHANbHbIE KAHIONM He NpefHa3HaUYeHbl AN acnupayunuu BA3KON XX UGKOCT U UK

cbanaHCMpoOBaHHOIO CONEBOro pacTBOpaA.

DYHKUNSA KOHTPONA BA3KON XMUAKOCTM cnucTembl OserTapHc cosgaet TpebyemMble AaBneHne NHbeKLUUN 1
BaKyyM acnupauuu NS UHBEKLMN BASKUX XUAKOCTEW B rnas n acnupauun BA3KUX XXUAKOCTER U3 rnasa Bo
BPEMSA XUPYPrun 3a4Hero cerMeHTa. ®YHKLMA BA3KON XUAKOCTU HarHeTaeT MHeBMaTW4YeCKOe AaBneHne 40
72,5 dyHTOB/KB. foAM (136.) (500 kMa, 5,0 6ap) B 04HOPA30BbI KOMMNIEKT
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puc. 4.27. Bknagka «H(py3na» skpaHa «0N0NHUTENbHbIE HACTPOWKMN» (NepefHUiA CETMEHT).

C 273 3 481
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puc. 4.28. Bk.nagka «Mndy.tusi» akpaHa «J0N0ONHUTENIbHbIC HACTPOKM» (KOMBUHUPOBAHHbIA Pexum).

4.  TapameTpbl 1 (YHKLMUIO MHDY3UU M0J JaBNIEHUEM MOXHO COXPaHWUTb C MOMOLLbI0 KHOMKM KOMaHzbl
«COXpPaHUTb HACTPOUKU».

HacTpoiika nHiy3uu nog aasneHnem
1. CHUMNTE KpbIWKY hnnbTpa (A) ¢ BEHTUAALMOHHOIO nopTa WTblpsA 6yTblUW, NOCTaBAAEMOro BMeCTe €
0AHOPAa30BbIM MaKeTOM cUCTEMbI (CM. puc. 4.29).

2. MofcoeANHUTE WITbIPEBYIO YacTb pasbema IMHUM BO34YyX0BOAA K BEHTUNALMOHHOMY MopTy (A) WwTbIps
6yTbuw (cM. puc. 4.29).

3. MogcoegMHNTE QUNLTP MMHUM BO3AYX0BOJA K UCTOUHUKY Bo3gyxa (B) cuctembl Vision Enhancement
System (cm. puc. 4.29).

4.  TpokonuTe v NogBecbTe (h1aKOH Ha HYXHOI BbICOTE.
5.  BblbepuTe TpebyeMoe JaBfieHMe BO3jyXa C MOMOLLbIO CTPENIOK BBEPX U BHUS.
6. BKMOYMTE BO3AYLUHbIA HACOC HAXaTWeM KHOMKU «BblK/.», pacnonoXeHHONR noj noseM HacTPoOlKM.

MoBTOpHOE HaxaTue TOW e KHOMKK MNCNoNnb3yeTca ANnA BbIK/IKOYEHNA Hacoca.
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MoAKNOUYMB BCE NPOBOAA K PasbeMy, C MOMOLLbIO NNOCKOTYy6LeB BAABUTE XeNThlii 610K B YepHbIi Kopnyc,
COEAMHUWB Ne3BuUs ANS Npope3aHus U3onauunU. BcTaBbTe WTENCeNbHbI pasbeM B NOPT C 4 KOHTaKTamMu B
MOZy/fie 3NeKTPONUTaHUs CUCTeMbl C T ennapuc.

CucTeMbl GNOKMPOBKM (hunbTpa MKPOCKona

Cuctema CTennapuc NOCTaBNAEGTCA C 3e/IEHbIM W TencenbHblM pasbemom 3M, 37103-A124-00E MB, ¢ 3
KOHTaKTaMu W TeXHONOrunei coefjMHeHNs NOCpPeACTBOM Mpope3aHns U30NALUKN, NpeaHasHaYeHHbIM ANns
3aMblKaHUs cUCTEMbl BIOKUPOBKM CbeEMHOTO hunbTpa Mukpockona (CP®M). [ing atoro pasbema noaxonat
nposofa 22 n 24 AWG (Kanmbp no amepuKaHCKOMY COpTaMeHTy NMpPoBOJOB) C BHEWHUM guameTpom oT 1,0 Ao
2,0 mm. Mpn Heo6XOAUMOCTMN B LONONHUTENBHOM KONMWYeCTBe NPOBOAOB KomnaHus Bausch + Lomb
pekomeHayeT Belden 9533. ins coefMHeHUsA 3TOrO WTENCENbHOIO pasbeMa HEOB6XOAMMO 03HAKO.MUTbLCS CO
CXeMOoW 3nekTponpoBoAkun COM.

puc. 6.4. Pa3bem cMcTeMbl 6.TOKMPOBKY.

MpumeyvaHune Monb3oBaTenAM, y KOTOPbIX MUKPOCKON 060pyAoBaH 2-NO3NLUOHHBIM DUAbTPOM
nasepHoit 6esonacHoOCT U, NMpeAHa3HaYeHHbIM ANA UCMNONb30BaHMA ¢ cucTemoi Millennium
Microsurgical System, cnegyeT 06paTuTbCA B NPEeACTaBUTeNbCTBO KOMNAaHUK

Bausch + Lamb 3a AganTepom gnAycTaHOBKMN ABYXNO3ULUOHHOIO hunbTpa.

1. Ecnm COM vMeeT TONbLKO 2 NPOBOAA C MEXAHUYECKUM MepektoyaTenem Mexay HUMu, cneayet
06KyCWUTb Ba NPOBOJA 40 COOTBETCTBYIOLW e ANUHbI N BCTaBUTh B 3a[jHIOI0 YacTb pa3bema, COeNHUB C
KOHTaKTamu 2 un 3.
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puc. 6.5.11epeNeltoyarc.11b cucTeMbl 6.MOKMPOBKN C ABYMSA MPOBOAAMMU.

2. Ecnn COM wnmeeT 3 npoBoja (0603HaYaeMble KakK «MUTaHUe», «NepeknyaTesb» N «3a3e.MNeHne»),
cnefyet 06KyCUTb NPOBOAa 0 COOTBETCTBYIOLW e/ ANMHbBI M BCTaBUTb B 3aJHIOI0 4acTb pa3bema,
COEJNHNB «NMUTaHNE» C KOHTAKTOM 1, «nepekntoyaTeNib» C KOHTAKTOM 2 1 «3a3eM/ieHne» ¢ KOHTaKToMm 3.

3. Ecnm CO®M umeeT 4 npoBoja (0603HavYaeMble Kak «NUTaHUe», «nepeknoyaTens I»,
«nepekfoyaTenb 2», NN «3a3eM/IeHNe NepeknoyaTensa», n «3a3eMaeHne») ¢ NOMOLbI0O MY/bTUMETPA
y6efuTechb, UTO MeX/y 2 NpoBOfamMu 3a3e.MAeHUsA CONPOTUBIEHNe cocTaBnfeT 4 OM UAN MeHbLLE.
Mocne NpoBepPKM BbINONHUTE 3Tan 2, yKa3aHHbI Bbllie, 0CTaBUB O4WH W3 BYX NPOBOAOB 3a3emMeHNs
HenoAKN YeHHbIM. Ecnn HanpsXXeHWe Henb3s MPOBEPUTbL, CHUMUTE No 5 cm (2 Atoiima) nsonaymm ¢ 2-x
npoBOAOB 3a3eMneHuns, saunctute no 0,8 cm {1 glolimMa) N30NALMN Yy TpeX NPOBOAOB U NpunasiiTe nx
OPYT K apyry, cos3gas V'-o6pasHoe pa3BeTB/eHMe, a 3aTEM BbIMOJHMUTE 3Tan 2.

4. Mpu Hanuunu COM N 6bIX APYTUX KOHPUrypauuii o06paTuTech 3a MOMOLLbID B KOMMNAHUIO
Bausch + Lomb (cM. pa3gen «TexHuueckas Nogfep> Ka»),

5. TMojKNouMB BCe NPOBOAA K pasbeMy, C MOMOLLbIO CTaHAAPTHOro HaGopa Nnockory6les BLaBUTE
3eneHblil 670K B YepHbIi KOpNyc, COeAWHWB Ne3BUA ANS Npope3aHus M3oNaLuu.

puc. 6.6 ; JaKPbITUC pasbema 6/I0KMPOBKN.
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MepeBof JaHHOrO TeKcTa caefaH MHOM, NepeBoAYMkoM MamegoBbiM TuMypom [>KaBaHLWUPOBUUEM,

Poccuiickan Pepepaums

["opoa Mocksa

[BajuaTb BOCbMOro hespana [ge ThICAYN CEMHAALATOro roga
A, MapTbiHoBa HaTanua AHgpeeBHa, BPEMEHHO UCNONHAKWAA 0643aHHOCT M HOTapuyca

ropoga Mocksbl AkumoBa 'neba bopucosuya, canaeTenbCTBY NOAIMHHOCTb NMOANUCU NepeBojumnKa
MamegoBa Tumypa [I>KaBaHLMPOBMYA.

Moanuck caenaHa B MOEM NPUCY TCTBUW.

JInyHoCcTb noanucaBLUero AOKYMEHT yCTaHOB/EHA.

3aperncTpuposaHo BpeecTpe: No [

B3blckaHO rocygapcTBeHHO nowamHbI(no mapiuhy): 100py6.

YnnayeHo 3a oKasaHueyc/a) T NpaBoBOro MU TEeXHWYECKOro xapakTepa: zizz PY6-

HA. Mapnr

Bcero npolHyposaHo, n
1 CKPENEHO nevyaTbH

BPNO HoTapuyca
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