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Safety notes

GENERAL INFORMATION A

General information

Toorderadditional copies o fthis usermanual:

If additional copies of this user manual are required, refer to the SKU number on the
cover page and contactyour Authorized Technolas-Perfect Vision Representative.

Al Information about this user manual

This user manual enables safe and efficient handling of the product and its acces-
sories. It is an important part of the product, and must be kept close to the
product where it is permanently accessible to the personnel.

Before starting any treatments, the personnel must read the manual thoroughly
and understand its contents. Users must comply with all specified safety instruc-
tions and operating instructions to ensure safe operation.

In addition, local accident prevention regulations and general safety instructions
must be observed in the area where the product is used.

The product images in this user manual are intended to provide a basic under-
standing of the product and may differ from the actual design you have on site.
Screenshots were created using an exemplary patient and exemplary values.
Depending on your system's configuration the depicted screenshots may not be
identical to the screen shown on your system.

The software user interface may only be available in English. Where applicable,
the Appendix section of the user manual contains a list of the English software
texts together with the appropriate translation.

A2 Explanation of symbols

Safety notes in this user manual are introduced with symbols and a signal word
that describe the severity of the hazard.

Follow these safety notes and proceed with caution to avoid accidents, personal
injury, damage to property, and to ensure patient safety.

A This symbol and the word "DANGER" indicate an imminent hazardous situa-
DANGER : . . U
tion that, ifnot avoided, could cause death or serious injury.
This symbol and the word "WARNING" indicate a possible hazardous situa-
A WARNING tion that, ifnot avoided, could cause death or serious injury.
A CAUTION This symbol and the word "CAUTION" indicate a possible hazardous situa-
tion that, ifnot avoided, could result in minor or moderate injury.
This symbol and the word "NOTICE" indicate a possible hazardous situation
NOTICE : . - .
that, ifnot avoided, could result in damage to property or the environment.
5GB SKU: 70005910 * Version 2 * UM-100006805 GB A-1
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A GENERAL INFORMATION

Hints, recommendations,
and examples

Exampleof...

Safety notes in step-by-step
instructions

Symbols in this user manual
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This symbol emphasizes useful tips and recommendations as well as information for
the efficient and trouble-free use ofthe product

This field shows examples of previous instructions or information.

Safety notes are included in step-by-step instructions. This format allows the user
to be aware of safety issues while performing tasks. The safety symbols are also
part of the step-by-step instructions.

The following symbols and markings aré used in this manual to indicate guide-
lines, descriptions of results, lists, and references:

Symbol Indicates
Step-by-step instructions

Condition or automatic sequence as a result of

action
b References to chapters in this user manual
u Lists or list entries without a certain sequence
[Ctr]] Keys on the keyboard, mouse buttons, key switches,
hardware switches, or hardware buttons
‘Start' Active (clickable) GUI elements

'Patient selection’ Passive elements

c:\Program\.. Text input

'Administration
N User Registry'

Menu path

A3 Customer service

Our customer service division is available to provide technical support and infor-
mation. If any questions arise that are not answered in this user manual, do not
hesitate to contact your Authorized Technolas Perfect Vision Representative for
assistance.

SKU: 70005910 * Version 2* UM-100006805 GB
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INTRODUCTION

Map name Class Comment

"Tangential power, Tangential power
keratometric map’

"Anterior chamber, apex plane' Anterior chamber

'Anterior chamber, epithelium®  Anterior chamber

'Anterior chamber, Anterior chamber
endothelium’
'Anterior chamber, norma! Anterior chamber
depth’
'Mean power" Mean power
ZYWAVE 3 Displays images as raw data output:
- Irisimage
- Centroid image with overlayed centroids conneaed through horizontal /
vertical lines
Provides iris code with the measurement data for later iris recognition at the
TENEO™317
Displays the following measurement display options:
Summary
- 2D Plot

- Prediaed Phoropter Refraaion (PPR) vs. Pupil diameter
- Higher Order Point Spread Function (PSP)

Raw data

Normal band

Difference

External database External user, patient and measurement database as well as calibration and
calibration check database:

- Compatible with other devices, such as the TENEO™ 317

- Provides access to patient data, diagnostic data, treatment data, user
data and calibration and calibration check data of the diagnostic device.

1-2 SKU: 70005910 * Version 2 * UM-100006805 GB
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INTRODUCTION

1.3

Abbreviation

(O]
PPR

PPA3.5TT

preOp
postOp
PSF
PRK
PTK

Q-value

SKU

™
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List of abbreviations

Full name / meaning

Diopter

Graphical User Interface
Identification number; Identifier
Iris data file

Higher Order Aberrations
Keratometric value

Head control board
Laser-Assisted In Situ Keratomileusis
Light-Emitting Diode

Oculus Dexter (right eye)

Oculus Sinister (left eye)
Predicted Phoropter Refraction

Wavefront-derived refraction at pupil
size 3.5 mm

Pre-operative

Post-operative

Point Spread Function
Photorefractive Keratectomy
Phototherapeutic Keratectomy
Anterior corneal asphericity
Registered Trade Mark

Stock Keeping Unit

Trade Mark

Technolas Perfect Vision

SKU: 70005910 * Version 2 * UM-100006805 GB
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SAFETY

NOTICE

A WARNING

Customer

Responsibilities
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Damage to property due to inadequate connection of medical and non-med-
ical devices!

Inadequate connection of non-medical devices can cause property damage
and lead to severe injuries.
- Always connect non-medical devices to adequate interfaces (e.g.
Ethernet).
Do not connect medical and non-medical devices to multiple plugs.

2.2 Important safety considerations

Danger of injury due to user negligence!
Always double-check the following before measurement:

- Areyou measuring the right patient?
- Wasthe correct eye selected?
- Doesthe entered data match the patientto be measured?

Failure to verify any of the above-mentioned aspects may result in serious
permanent patient injury.

2.3 Customer responsibilities

The term "customer' refers to a person who operates the product for trade or
commercial purposes. A customer can also employ a third party who uses the
produa, but the customer bears the legal product liability for protecting the user,
the personnel, or third parties during the operation of the product.

The product is used for commercial purposes. Product users are therefore
required to observe their obligations with regard to occupational health and
safety.

In addition to the safety instructions provided in this user manual, the safety,
accident prevention, and environmental regulations applicable at the place of
installation must be observed, particularly as follows:

m  The customer must ensure that personnel who handle the product have read
and understood this user manual.

m  The customer must ensure that unauthorized persons have no access to the
operating room and the product.

m  The customer must ensure that the service and calibration intervals specified
in this user manual are observed.

m  The customer must provide all users with personal protective equipment, if
necessary.

m  The customer must ensure that the product is only operated with the
installed software.

SKU: 70005910 * Version 2 * UM-100006805 GB
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NOTICE

A WARNING

Personnel qualifications

A WARNING

A WARNING

Personnel in general

SAFETY

2.4 Responsible organization

The responsible organisation can be, for example, a public hospital, a private
person (ophtalmologist), or a private clinic.

Education and training is included in the term ‘use'.

m  The responsible organization must ensure that hazards of network coupling
of the device must be observed. Such hazards include, for example, virus pro-
tection, data security, network protection by firewall systems, and ensuring
sufficient bandwidth.

m  System modifications and use in combination with other equipment is
limited to TPV-approved equipment. Otherwise, the responsible organization
is in charge of proper risk management.

Danger of property damage due to use of unauthorized accessories /
devices!

Use of unauthorized accessories / devices may result in data loss (danger by
viruses or other malicious software).

Do not use accessories / devices which are not authorized by Technolas
Perfect Vision GmbH.

Danger of property damage due to unauthorized system modifications!
Unauthorized system modifications may result in data loss or can cause
serious injury and substantial damage to property.

- System modifications must be performed by Technolas Perfect Vision
GmbH only.

2.5 Personnel requirements

Danger of injury if personnel are insufficiently qualified!

Ifunqualified personnel perform work on the diagnostic device or are in the
danger zone of the diagnostic device, hazards may arise that can cause
serious injury and substantial damage to property.

- All measurements must be performed by appropriately qualified per-
sonnel.

Danger due to use by unauthorized persons!
Unauthorized persons who do not meetthe requirements described here are
notacquainted with the dangers associated with the product.

- Unauthorized persons must not use the product.

All personnel are expected to perform their work in a reliable manner. Persons
with impaired reactions due to the consumption of drugs, alcohol, medication, or
any other reason are prohibited.

SKU: 70005910 * Version 2 * UM-100006805 GB 2-3
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SAFETY

Required qualifications for diagnostic device personnel:

Authorized Service Technician

Based on their professional, product-related training, professional experience,
and knowledge of all relevant regulations. Authorized Service Technicians can
service ophthalmologic systems and detect and prevent possible hazards.

User
Users are medical specialists who specialize in the diagnosis, treatment, and sur-
gery of the eye.

Users have been trained by Technolas Perfect Vision staff or personnel authorized
by Technolas Perfect Vision in proper handling of the system including special
precautionary measures for working with diagnostic and laser-emitting systems.
Users know the content of all regulations, guidelines, and standards that are
applicable for the safe use of the system and can implement the requirements
mentioned in them.

Users have the necessary technical knowledge of the application area of the
system for which they are responsible and rigorously follow all hygiene require-
ments for operating rooms and the use of medical products.

2.6 General hazards

This section specifies several risks that should be avoided based on a risk assess-
ment. Inorder to reduce health risks and avoid dangerous situations, observe the
safety instructions listed in this chapter and the safety instructions contained in
other chapters of this user manual.

Failure to follow the directions and safety information given in this user manual
may result in severe injuries.

2.6.1 Fire hazard

A WARNING Danger to life inthe event of fire due to highly flammable substances!

Highly flammable substances, liquids, or gases may catch fire and cause
serious or fatal injuries.

- Do notuse flammable substances near the product.
Be sure that suitable extinguishing agents are available such as a fire
blanket and a fire extinguisher.

2-4 SKU: 70005910 * Version 2 * UM-100006805 GB
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SAFETY

2.6.2 Electrical hazard
A DANGER Life-threatening hazard due to electric shock!
There is an imminent life-threatening hazard of electric shock if live parts
are touched. Damage to insulation or to specific components can pose a life-
threatening hazard. o
- Onlya qualified electrician should perform work on the electrical equip-
ment.
Immediately switch off the device and have it repaired ifthe insulation
of the power supply is damaged.
- Keep moisture away from live parts, for example, switch plugs or the
computer system. Moisture can cause short circuits.
- Donotuse multiple sockets or extension cables since this impacts the
function of protective earth and may lead to electrical shock.
- Thedevice must only be connected to mains supply with proper protec-
tive earth connection.
- Donottouch the patient at the same time as live parts, for example, USB
ports, connectors or back of monitor.
A CAUTION Danger of injury due to electrical hazards if non-medical devices are placed
inthe patient vicinity!
- Donot place non-medical devices in the patient vicinity as this may
cause dangerous situations and lead to severe injuries.
2.6.3 Mechanical hazard
A CAUTION Danger of injury from tripping!
If the power cable is laid in the open, there is a risk that someone can trip
over the cable and be injured. The power plug and the unit can also be dam-
aged.
- Laythe powercable ina place where it cannot be tripped over by per-
sonnel.
> - Always connectthe power plug in a safe position where it cannot be
damaged or destroyed.
26.4 Damage to property
NOTICE Damage to property due to heavy objects or liquids!
The product is very sensitive. Heavy objects placed on the product may lead
to equipment damage. Liquids placed on the product may spill, which will
cause equipment damage.
- Do not put heavy objects on the product.
- Donot put liquids on the product.
,ab SKU: 70005910 * Version 2 * UM-100006805 GB 2-5
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SAFETY

NOTICE

Visual signals

A WARNING
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Danger of property damage due to malicious software!

USB memory sticks connected to the product must not be infected with
viruses or other malicious software. Malicious software and viruses may
cause damage that cannot be repaired.

- Do not use USB memory sticks infected with viruses or other malicious
software.

- Before connecting the product to a LAN interface, verify that connected
equipment complies with the requirements forthe LAN interface.

2.6.5 Warning signals and alarms

Software and hardware warning messages are displayed in the GUI of the ZDW 3
software, describing the fault that occurs in the diagnostic device.

m  For information about the meaning of icons and buttons in the software GUI,
refer to b Chapter 8.1 Working with the software'on page 8-1.

m  For adescription of possible erros and related causes, and how to rectify
them, referto b Chapter 10 Troubleshooting'on page 10-1.

2.7 Labeling

Danger of injury due to illegible labels!

Over time, labels and signs can become dirty or iilegible due to wear and
tear or fading. If labels become illegible, dangers cannot be recognized, nec-
essary operating instructions cannot be followed, and injuries can occur.

- Aiways keep the labels in good condition so that they are always legible.

Ifa label isdamaged or has become illegible, contact an Authorized
Service Technician.

2.7.1 Labels inthe work area

The following labels must be displayed in the work area.

Symbol Label Meaning

No smoking Fire hazards exist from flam-
mable or potentially explosive
solid, liquid, or gaseous sub-
stances.

Unauthorized access Only persons authorized by the
prohibited customer may enter the oper-
ating room.

SKU: 70005910 * Version 2 * UM-100006805 GB
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2.7.2 Labels location on the diagnostic device

Front view The following figures show the label location on the diagnostic device:

Fig. 1:ZDW 3 front view - iabeis location

Pos. Symbol

A/N 50003002

ORBSCAN 3 head, assy.

S/N;50003002-0003

A/N 50004019
ZYWAVE3 head, assy.

S/N:50004019-0002

SKU: 70005910 * Version 2 * UM-100006805 GB
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Label

Follow the instructions in the user
manual

ORBSCAN 3 measurement head:
serial number

ZYWAVE 3 measurement head:
serial number



SAFETY

Side view
ZYOPTfX* Diagr>ostic Worlistation 3
. 0a-30M
liil znw3-cooe
Clui(tECeoeoi-I) Clminr
RatM Supply Froquancy  so<eo H
technO las
SrtCT VISION A
Fig. 2: ZDW 3 side view - labeis location
Pos. Symbol Label
*
l ZYOPT1X* Diagnostic Workstation 3 Type plate
E?:@D«OH)‘ %w
Rated VoHagt: 20.
Reted éﬂg‘;}y Frequency ~ SO'EOHz
TecunoLas CE=
hl g
WEEE symbol**
2-8 SKU: 70005910 * Version 2 * UM-100006805 GB
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SAFETY

**Disposal of electronic
equipment

Fig. 4: WEEE symbol

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

Label Symbol Value
Manufacturer Technolas Per-
J fect Vision
m GmbH and
address
TPV label number 27322649

The European Union's WEEE Directive requires manufacturers to label their elec-
tronic equipment properly and to provide for recycling at the end of its useful life.
Technolas Perfect Vision GmbH fully complies with the WEEE Directive. This
symbol on the product indicates that it must be separately collected and recycled
in order to protect human health and the environment.

In that regard, Technolas Perfect Vision GmbH will arrange the collection and
recycling of end-of-life Technolas Perfect Vision GmbH equipment.

To initiate the collection of end-of-life equipment, please contact an Authorized
Service Technician.

SKU: 70005910 * Version 2 * UM-100006805 GB
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TRANSPORTATION AND STORAGE

A WARNING
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m  Under certain circumstances, an expert's opinion on the damage cost or the
value of lost goods can only be provided by a representative of the transport
insurance company.

m  Hll in aform for the insurance company immediately. Payment for lost goods
or for repair of damaged goods can only be obtained from the transport
insurance company. n

If you do not detect any damage of the outside packaging, but the product is
damaged on the inside and if you think that this damage has resulted from
improper transportation, inform your distributor and the delivery company
immediately and insist on an inspection of the product. Keep the packaging
material until all questions of the delivery agent and the insurance company have
been clarified.

3.3 Unpacking

After delivery, the product is unpacked and installed by an Authorized Service
Technician.

Hazards due to unauthorized unpacking!

Removal of the transport safety device in the wrong sequence may result in
damage.

- The product must only be unpacked by Authorized Service Technicians.

- The product must not be connected before Authorized Service Techni-
cians have made sure that it is in proper working condition before initial
operation.

Technolas Perfect Vision GmbH does not assume any liability for any damage to
the product arising from unauthorized unpacking.

The product is packed so that transport damage will not occur under most cir-
cumstances. However, should you notice any irregularities or have questions con-
cerning transportation and packaging, contact Technolas Perfect Vision GmbH
and the delivery agent as soon as possible.

3.4 Storage before installation
After delivery to your clinic or practice, note the following;

m  The individual parts of the shipment must be stored in a secure and dry place
before installation and initial use.

SKU: 70005910 * Version 2* UM-100006805 GB



E‘vﬁs‘; LS

> - m = e

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



INSTALLATION AND COMMISSIONING

4-2 SKU: 70005910 * Version 2* UM-100006805 GB

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



GB

1

A WARNING

NOTICE

When to perform
and calibration

Service life

service

>,

SERVICE AND CALIBRATION

5 Service and calibration

All service tasks are solely performed by Authorized Service Technicians.

Service tasks
\Y

m  Inspection
m  Calibration
*  Function and (electrical) safety test

Formore information about service tasks contact an Authorized Service Technician.

Danger due to improperly completed service or calibration!

Service or calibration that is carried out by personnel other than Authorized
Service Technicians may result in severe injuries to persons who perform the
service, third parties or patients, and may damage the diagnostic device.

- Service and calibration must only be performed by Authorized Service
Technicians.

Danger of property damage due to improperly performed maintenance!

Improperly performed maintenance may lead to serious injury and signifi-
cant material damage.

Repairs and exchanges of the power-supply cord, fuse, etc. may only be
performed by Authorized Service Technicians.

The default service and calibration interval for ORBSCAN 3 and ZYWAVE 3 is 6
months.

One month before service and calibration interval will expire, a warning message
will be displayed. Inthis case, contact an Authorized Service Technician as soon as
possible for performing service and calibration.

if the service and caiibration intervai has expired and the device was not caiibrated
again, itis not possibie to perform a new measurement.

Calibration checks

Caiibration checks for ORBSCAN 3 and ZYWAVE 3 must be performed by the user
(b Chapter 8.5.3 'Performing ORBSCAN 3 calibration checks (alignment PMMAY)'
on page 8 - 33 and b Chapter 8.5.4 'Performing ZYWAVE 3 calibration checks'
on page 8 - 38).

The expected service life is 5 years.

SKU; 70005910 * Version 2 * UM-100006805 GB 5-1
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SERVICE AND CALIBRATION

5 Service and calibration

All service tasks are solely performed by Authorized Service Technicians.
Service tasks

m  Inspection
m  Calibration
m  Function and (electrical) safety test

For more information about service tasks contact an Authorized Service Technician.

Danger due to improperly completed service or calibration!

Service or calibration that is carried out by personnel other than Authorized
Service Technicians may result in severe injuries to persons who perform the
service, third parties or patients, and may damage the diagnostic device.

- Service and calibration must only be performed by Authorized Service
Technicians.

Danger of property damage due to improperly performed maintenance!

Improperly performed maintenance may lead to serious injury and signifi-
cant material damage.

- Repairs and exchanges of the power-supply cord, fuse, etc. may only be
performed by Authorized Service Technicians.

The default service and calibration interval for ORBSCAN 3 and ZYWAVE 3 is 6
months.

One month before service and calibration interval will expire, a warning message
will be displayed. Inthis case, contact an Authorized Service Technician as soon as
possible for performing service and calibration.

if the service and calibration interval has expired and the device was not calibrated
again, it is notpossible to perform a new measurement.

Calibration checks

1 Calibration checks for ORBSCAN 3 and ZYWAVE 3 must be performed by the user
(?> Chapter 8.5.3 'Performing ORBSCAN 3 calibration checks (alignment PMMA)'
on page 8 - 33 and b Chapter 8.5.4 'Performing ZYWAVE 3 calibration checks'
on page 8 - 38).
Service life The expected service life is 5 years.
SKU; 70005910 * Version 2 * UM-100006805 GB 5.1
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CLINICAL APPLICATIONS AND AVAILABLE MAPS

Importantterms

Keratometry

K-reading
Pachymetry

Power

Refraction

Related to the curvature of the eye's corneal surface. Meas-
ured in diopters (D) or - when expressed as the radius of a
circle with the corresponding curvature - in units of mm.

(Accurate) Keratometry reading
Thickness of the eye's cornea

'Power" as used in 'Power map’, 'Refractive power’, 'Mean
power", 'Axial power': referring to the strength of an optical
system to refract (change the direction of light beams), or
the related curvature of an optical surface in D.

Aset of three values describing the refractive power - usu-
ally of the eye, e.g. as used to describe the power of specta-
cles. The three parameters are: sphere [D], cylinder (astig-
matism) [D], and axis for cylinder [?]. They are typically
displayed in the following format: sph. / cyl. / axis, e.g.
-4.25/-1.15/170°.

The following ORBSCAN 3 maps are available:

Elevation maps Elevation maps display the height of the cornea relative to a reference surface.
Elevation maps have the appearance of a reversed axial curvature map (as seen
with Placido image capturing systems).

Elevation maps

Anterior BPS

Posterior BPS

Anterior BPA

Posterior BPA

Anterior sph./cyl.

Posterior sph./cyl.

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

Description

Anterior surface corneal topography plotted against the
best fit sphere.

Posterior surface corneal topography plotted against the
best fit sphere. The posterior surface of the cornea will be a
smaller sphere size than the anterior surface.

Anterior surface corneal topography plotted against an
aconic sphere.

Posterior surface corneal topography plotted against an
aconic sphere. The posterior surface of the cornea will be a
smaller sphere size than the anterior surface.

[mm]

[mm]
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CLINICAL APPLICATIONS AND AVAILABLE MAPS

Tangential power map Tangential power maps compute the radius of curvature for the corneal surfaces
and convert this information to D. These maps are useful in determining sepa-
rately the contribution of the anterior surface to the overall astigmatism found by
tangential methods.

Tangential Description
power map
Keratometric Anterior surface created from local radii of curvature using

the standard keratometric index. Represents data from the
Placido rings. Useful in finding small changes from the mid-
periphery to the limbus.

Anterior chamber maps Anterior chamber maps measure the anterior chamber depth from either surface
ofthe cornea to the lens and iris plane.

Anterior Description
chamber maps

Apex Plane Measured from a plane perpendicular to the axis of fixation
on the anterior surface of the cornea to the lens and iris.

Epithelium Measured from the anterior surface of the cornea to the
lens and iris.

Endothelium Measured from the posterior surface of the cornea to the
lens and iris.

Normal Depth Measures the ray light perpendicular to the anterior surface

(@ where it refracts and bends light (b); and the depth
between the posterior surface of the cornea to the anterior
surface of the lens (c), i.e. a + b 4c¢ = normal depth.

6.2 ZYWAVE 3

6.2.1 Clinical usage

ZYWAVE 3 ZYWAVE 3 is a diagnostic device which measures the corneal aberrations from th<
deviation in light beams reflected off the eye's retina to define the wavefron
deformation as a function of the position on the pupil. Laser light, scattered oi
the retina, generates the signal data for the calculation of the wavefront deforms
tion. The established measurement data of a patient's eye is saved allowing reca
culation of the corneal aberration together with all the personal measuremer
data and information on the eye.

N 0]
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CLINICAL APPLICATIONS AND AVAILABLE MAPS

The following ZYWAVE 3 display options of measurement results are available:

Summ ary OSmeasurement 4/8/2014 9:35:23 AW

Summary 2D Plot PPRw. Pupil rfiometcr Higher erder PSF Rawdota Nomulband OlHtrc

Higher order wsvefrotrt

Add comments " -

Fig. 5: 'Summary’

The 'summary' (Fig. 5) display option outlines the measurement results in form of
maps for the wavefront, higher order wavefront and higher order PSF and offers a
variety of additional display options which can be viewed by clicking on the
respective tab.

Furthermore, the 'Subjective refraction' values, the PPR values and the 'Zernike
RMS' are displayed in the lower display area.e

. For '"Wavefront' and 'Higher order wavefront', you can click ‘Color legend’ B to
t change the 'Number of colors' and the 'Color scale type' ofthe map.

The statistical data on the lower left side of Fig. 5 gives a summary of important
parameters.

6-6 SKU: 70005910 * Version 2 * UM-100006805 GB
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CLINICAL APPLICATIONS AND AVAILABLE MAPS

2D Plot
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Rek

Fe

OS Measurement 3/31/2014 3:56:38 PM to u>.I*ss
Summary 2D Plot PPRvs-Pup. diam. Highererder PSP Raw data Normal band Ditfererrce
Wavefrontdiameter:' 5.75 mm «

Zemtke polynomials

T »*,
N DT, &

Higher orderonly ~ All  None

New mcasuremertt 1/

Fig. 6: '2D Plot’

The 2o riot (Fig. 6) displays the wavefront map in pm. The values indicated in the
left lower corner of the diagram constantly change depending on where you click
on the map. They show the cursor position (angle and distance) and the value of
the respective spot that the mouse cursor is pointing to.

Inthe '2p r 1ot display option, can be selected
| | ‘Higherorderonly"’,

w ‘AH', OF

m  'Norte’,'ZernikePolynomials’.

To selectthe individual 'Zernike Polynomials', c//ckon them .

Clicking on a 'Zernike Polynomial' deactivates the respective Zernike coefficientand
changes the corresponding map in such a way that the respective coefficients are no

longerincluded.

The change in the Zernike polynomials display remains active for all wavefront dis-
plays ofthe selected exam, except for the 'Summary' screen. The pyram id icon indi-
cates ifand which polynomials have been deactivated. The deactivated polynomials

are gray, as shown in the example. In thisexample allZernlkes are activated (Fig. 6).
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CLINICAL APPLICATIONS AND AVAILABLE MAPS

Raw data
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SMITH John A

0S measurement 9/5/2014 12:29:37 PM

Summary 20 Plot P”Rvs. Pupil diamewr Higher order PSF Raw data Normal band Differenev

11 4 so// oo;/sn
il 638 so/l no/l105*

Exportimages lu USDslid ;

i Delete Print

Fig. 9: 'Raw data’

The '‘raw data' display option (Fig. 9) enables the user to view the raw data of the
selected exam. It shows the three pupil and centroid images that were used for
calculating the final wavefront.

The Exam diameter for each picture is given in the table right, next to the images.
The table also indicates the three best images out of the five which were taken.

Click an image to eniarge it for a better, more detailed view (b Chapter 9.3.2 'Veri-

fying the measurementimages'on page 9-21).
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CLINICAL APPLICATIONS AND AVAILABLE MAPS

Repetition rate
Iris recognition
Z-eyetracking
XY-eyetracking
Myopia
Hyperopia

Mixed astigmatism

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

6.3 Treatment Calculator
6.3.1 Clinical usage

The integrated Treatment Calculator generates an individual treatment data for
the patient on the basis of the available diagnostic data from the ORBSCAN 3 and
ZYWAVE 3 devices.

The Treatment Calculator uses the available diagnostic data to calculate them.
Finally, these calculated ablation patterns are used by TECHNOLAS® TENEO™ 317.

6.3.2 Available treatment types and functionality

The preferred choice oftreatmenttype depends on a variety offactors. Contactyour
Authorized Technoias Perfect Vision Representative ifyou need more information on

the benefits and features ofeach treatmenttype.

The TECHNOLAS® TENEO™ 317 laser system supports various treatment types.
They can be classified by the treatment algorithms that are applied for the calcu-
lation ofthe treatment ablation profile.

Depending on the configuration ofthe laser system, the availability of treatment
types may vary. Where applicable, the potential differences in function and dis-
play in the laser software are pointed out in the description.

The availabiiity of the SUPRACOR treatment depends on the reguiatory approval
status inyourcountry. Please contactyourAuthorized Technoias Perfect Vision Repre-

sentative for furtherinformation.

PROSCAN ZYOPTIX HD SUPRACOR PTK
500 Hz 500 Hz 500 Hz 500 Hz
y y y y

v y y y

y y y y

y y y X

y y y X

y y X X

/ = available

X = not available
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CLINICAL APPLICATIONS AND AVAILABLE MAPS
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6.3.3 Inclusion and exclusion criteria

If the ZDW3 diagnostic software is used together with the TECHNOLAS® TENEO™
317 apply the treatment inclusion and exclusion criteria of the TECHNOLAS®
TENEO™ 317 laser system (refer to the TECHNOLAS® TENEO™ 317 user manual for
more details).

SKU: 70005910 * Version 2 * UM-100006805 GB



SKU:

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

—



HARDWARE

7.1.1 Center table

The center table (Fig. 14) houses the user control screen and serves as a rest table
for the keyboard and mouse.

Fig. 14: Center table

Standby switch The standby switch is located on the center table (Fig. 14/1) and allows to switch
on/off the diagnostic device with exception of the user control screen.

7-2 SKU: 70005910 * Version 2 * UM-100006805 GB
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HARDWARE

7.1.2 Lift tables

Fig. 15: Lift table with up/down buttons

ch 1 lifttable
2 up/down buttons

The lift tables (Fig. 15/1) enable the user to move the ORBSCAN 3 and ZYWAVE 3
measurement heads in z-axis (vertically) with the help of the up/down buttons

(Fig. 15/2).
« The ORBSCAN 3 and ZYWAVE 3 measurementheads (b Chapter 7.1.3 'ORBSCAN 3
1 and ZYW AVE 3 measurementheads' on page 7 -4) are each mounted on a lift table
w hich fullfils the sam e functionalities
05 GB 70005910 * Version 2 * UM-100006805 GB 7.3
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HARDWARE

7.1.3 ORBSCAN 3 and ZYWAVE 3 measurement heads

ORBSCAN 3 n,ea,.,.em.n. The ORBSCAN 3 measurement h«ci IFlg, .6, consists of the following compo-
head

Fig. 16: ORBSCAN 3measurement head components - patient s perspective

1 Head rest

2 Optical components (inside the housing)

3 Chin rest adjustment handhold

4 Joystick

5 Patient hand holds (left and right)

6 Chin rest

7  Placido ring with aperture

SKU; 70005910* version 2* UM-100006805 GB
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7 HARDWARE

7.1.4 User control screen

The user control screen (Fig. 19) displays all relevant information about patients,
measurement data as well as measurement progress, and allows the user to make
all necessary data input to operate and control the diagnostic device.

Fig. 19: User control screen (front view)

1 [On/Off] switch to switch the user control screen on or off.
2 Buttons to adjust settings such as brightness and read light.

Formore information aboutto how to adjustthe user controlscreen settings refer to

I b Chapter 7.3.3 'Adjusting the usercontrolscreen settings'on page 7-11.

The user control screen is mounted on a pedestal that can be tilted (Fig. 20/1).

Fig. 20: User control screen (back view) -pedestal

1 Pedestal

7-6 SKU: 70005910 * Version 2 * UM-100006805 GB
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HARDWARE

Human interface devices

Fig. 21: User cor)trol screen, keyboard

and mouse

NOTICE

A DANGER

USB memory stick

NOTICE

Fig. 22: USB memory stick

Network connection

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

User control screen, keyboard and mouse

The diagnostic device is equippped with a user control screen (touch screen),
which provides the graphical user interface of the software and which can be
used to perform all necessary data input to operate the diagnostic device. How-
ever, it is preferred to enter data by an external keyboard and mouse (Fig. 21).

Do not try to operate the touch screen with sharp objects (pens, instrument
holders, tools). The touch screen is designed to be used by finger pressure
alone and may become damaged.

The USB ports are electrical insulated from the ZDW 3 application unit
according to IEC 60601-1, 3" ed. However, the user is responsible for any
device plugged into the ports. Defective devices may cause malfunctions
and/or pose safety risks to the user.

Danger of property damage due to use of unauthorized accessories /
devices!
Only USB memory sticks delivered with this diagnostic device may be used.

- Do not use other devices than the one delivered with this diagnostic
device.
Other devices will not work in this diagnostic device.

Only USB memory sticks delivered with this diagnostic device can be used to
export measurement data.

The USB memory stick wiil be inserted into the USB port on the all-in-one PC right
side.

The diagnostic device may be connected to a local area network (LAN) via a
standard RJ45 CAT 6 or better cable. The actual configuration of the diagnostic
device depends on the network architecture. The installation of network function-
ality can be executed by trained service personnel only. Contact an Authorized
Service Technician for installation.

SKU: 70005910 * Version 2 * UM-100006805 GB
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HARDWARE

7.3.1 Switching on and off

Switching on 1 b Turnthe standby switch of the diagnostic device to the [On] position.

2. ” Turn on the user control screen.

The diagnostic device is equippped with a user control screen (touch screen),
which provides the graphical userinterface of the software and which can be
used to perform all necessary data input to operate the diagnostic device. How-
ever, it ispreferred to enter data by an external keyboard and mouse.

0 The login page opens.

Fig. 24: Login page

Switching off
Click the Off button (1) in the login page to close the ZDW 3 software.
2. b Turn the standby switch of the diagnostic device to the [Off] position.

O The diagnostic device shuts down instantly.

7.3.2 Positioning and triggering measurements

Positioning and triggering  For positioning and triggering the measurement, a joystick with trigger button is
the measurement provided {b Chapter 7.1.3.1 'Positioner withjoystick'on page 7- 5).

The height of the measurement head is adjusted by turning the joystick clockwise
or counterclockwise (adjustment in z-axis).

For information about thejoystick, refer to b Chapter 7.1.3.1 'Positioner withjoystick'
1 onpage7-5.

7-10 SKU; 70005910 * Version 2 * UM-100006805 GB
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7 HARDWARE

NOTICE

NOTICE

ht
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7.4 Cleaning instructions

This section provides cleaning instructions for the diagnostic device.

Danger of property damage due to improper cleaning agents!

The product may be damaged if it is"cleaned with improper cleaning agents
or scratching cleaning materials, such as cloths.

Do not use solvents or lubricants.

- Do not use ether, acetone, concentrated acids, or bases.

- Do not use abrasive cleaning agents or cleaning agents with ammonia or
other possibly caustic products.

- Do not use any steel wool or metal brushes.

- Before using a cleaning agent, test it on an inconspicuous area to check
ifthe cleaning agent damages the material.

Danger of property damage due to aggressive disinfecting agents!

The paint or the surface of the product may be damaged if it is cleaned with

improper disinfecting agents.

- Usedisinfectants recommended by local institutes for hygiene or micro-
biology (for example, Meliseptol by Braun).

- You can use any standard neutral to slightly alkaline cleaning agent
according to your disinfectant procedures. The maximum concentra-
tions are:

For rubbing alcohol (isopropyl alcohol): 70% and 100%
For alcohol: 60%
- Use only soft fuzz-free cleaning cloths

When you are not using the diagnostic device, make sure it is powered down and
a dust cover is placed over each measurement head to prevent excess dust accu-
mulation.

Periodic cleaning and disinfecting can be done easily by wiping down the surfaces

thatcome in contactwith the patient.

SKU: 70005910 * Version 2 * UM-100006805 GB|
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HARDWARE

3. It NOTICE! Danger of property damage due to aggressive cleaning
agents and moisture!

The user control screen is an electronic system and made of plastics.
- Do not use cleaning agents or abrasive powders that dissolve plas-
tics. N

- Ensure that no moisture can enter into the user control screen or
the screen monitor.

- Ensure that the ventilation slots of the screen monitor remain
open.

Follow the instructions on the cleaning kit to clean the user control screen.

SKU: 70005910 * Version 2 * UM-100006805 G
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8 SOFTWARE

GUI element Function

For this sphere a sufficient nunmber of measurements is already availab

¢l
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SOFTWARE 8

8.1.1 Logging in
To log in into the diagnostic software, proceed as follows.
Precondition:

m  The diagnostic device and the user control screen are switched on.

m  The login page is open displaying the installed software version, the login
data and the database connection (the 'Server mode' is set as default).

Fig. 26: Database connection

Switching database modes

1 Ifthe connection to the external database server is interrupted, you can switch from
the rem ote connection (externaldatabase) to the localconnection (localdatabase on

the diagnostic device)

To switch the database modes, click localmode The connection to the

localdatabase is established.

The localdatabase isnotsynchonized with the externaldatabase server.

Logging in

n Enter your 'Login name' and 'Password’ (Fig. 27).
2. Click 1o 40+ (Fig. 27).
0 The menu page opens (Fig. 28).

Fig. 27: Software version and iogin data

Fig. 28: Menu page

1 ‘Calculation settings’

~

‘P atients’

3 ‘View data on USB stick"®
4 ‘Settings’
cB SKU: 70005910 * Version 2 * UM-100006805 GB 5.3
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8 SOFTWARE

8.1.2 Logging out

Inthe upper-right corner of every GUI page, login page excluded, click . 4
o« v to log out from the diagnostic software.

O The login page opens.

8.1.3 Changing the user
1- K Ifanother user is already logged in, click - o g0 1.
“Logc .
=> The login page opens.
2. Enter another user name and password to change the user.
3. K Click Login-.
mQlogi
8.2 Calculation settings
1. » After your personal login, Click ¢ aicuiation seiiing s iNthe menu page.
B> The caicuiation seing s dialog box opens displaying:
- Default or user-defined ‘Nomogram' values for PROSCAN, ZYOPTIX
HD and SUPRACOR treatments (Fig. 29/1),
- 'Nomogram comments' (Fig. 29/2), and
- Default treatment values for 'Standard optical zone diameter [mm]’,
'SUPRACOR optical zone diameter [mm]’, and 'Flap thickness [pm]'
(Fig. 29/3).
Fig. 29: Calculation settings' dialog box
8-4 SKU: 70005910 * Version 2 * UM-100006805 GB
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2, click 1. ¢

£

“"WARNING

j page.

ZYOPTIX

ter [mm]’,
ss [pm]'

Adjusting calculated refrac-
tion

SOFTWARE 8

.. Tt Enterthe 'Nomogram' and the default treatment values.

3. N Ifrequired, click -c .. .- to reset the changes.
The menu page opens.

If you want to set calculation settings, repeat step 1 and 2 to continue.

Click 'Accept'to apply the changes.

5. Click ‘v n .- to go backto the menu page.

i The menu page opens.

8.2.1 About the user-defined nomogram

Danger of patient injury due to inappropriate nomogram!

The nomogram option isatool to assist the user in planning a surgical treat-
ment. The user must determine, in each instance, whether the nomogram is
appropriate for use in a treatment plan for a particular patient, taking into
consideration all available information. The use of incorrect or unevaluated
nomogram values may cause serious permanent patient injury. Failure to
verify any treatment parameter may result in serious permanent patient
injury.
Ensure you are using correct and verified nomogram values.
- Verify all calculation results before incorporating them into any treat-
ment plan.
- Ifthe nomogram is determined to be inappropriate for incorporation
into atreatment plan, consider proceeding to treat the patient without
using the nomogram adjustment.

The nomogram option is available as an additional feature for the calculation of
PROSCAN treatment, ZYOPTIX HD treatment, and SUPRACOR treament. A user-
defined nomogram may be applied with the goal to improve refractive outcome
by adjusting the sphere or the spherical equivalent.

The calculated treatment sphere can be adjusted by a user-defined nomogram
with the goal of optimizing the final result. The user-entered homogram values
must be based on the experience and analysis of previous outcomes, regarding
the related treatment parameters and the treatment outcome.

The user-defined nomogram is applied to al further treatment calculations.
depending on:

The selected treatment mode,

The target value,
The refraction of the PPR for ZYOPTIX HD treatment, or
The subjective refraction for PROSCAN treatment and SUPRACOR treatment.

For information on how to set an individual nomogram, referto » cnapter s.2.2

“Setting a user-defined nomogram ‘on page 8 - O

HO06805 (B 70005910 * Version 2* UM-100006805 GB 8-5
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Nomogram adjustment

Setting a nomogram
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8.2.2 Setting a user-defined nomogram

Danger of patient injury due to inadequate Base sphere [%)] or Sphere offset
[D] values!

Use of an inadequate base sphere [%] or sphere offset [D] values may result
in serious permanent patient injury.

- Always verify the applied nomogram parameters with each treatment
calculation.

Contact an Authorized Service Technician for assistance on initial nom ogram set-

tings.

Unless the user adjusts the nomogram values (» c napters.2 catcutation settings:
on page s -4, the diagnostic software applies the default nomogram values. The
default values for 'Base sphere [%] are 100%. The 'Sphere offset [D]' for the
SUPRACOR treatment is 0.00 D.

In order to bring the aaual surgery outcome closer to the targeted outcome,
users may modify the default nomogram values according to an analysis of their
previous treatments.

For PROSCAN treatment and HD treatment, the user may define a linear adjust-
ment to the laser input sphere value (‘Base sphere [%]'). The allowed range for
the 'Base sphere [%]' isfrom 70% to 130%.

For SUPRACOR treatment, it is possible to define an additional homogram value
for 'Sphere offset [D]'. The allowed range for 'Sphere offset [D]' is from
-1.50 D to +1.50 D. The allowed range for the 'Base [%]' isfrom 50% to 200%.

The user-defined homogram values are applied to adjust the treatment values
(correction sphere) based on the subjective refraction values.

ForPROSCAN and SUPRACOR treatment, a nomogram formyopia isalwaysapplied
in minus cylinderconvention, for hyperopia in plus cylinder convention. In the HD

treatm entmode the specific 'Nomogram 'isapplied.

1. ~ Inthe 'Nomogram' table, setthe 'Base sphere [%]', 'Base [%]', and 'Sphere
offset [D]' values as required.

PROSCAN treatment  HD treatment SUPRACOR treatment
Base sphere for: Base sphere for: Base for:
Myopia in % m  Myopia in % m  Hyperopia in %

Hyperopia in % m  Hyperopia in %
Mixed astigmatism m Mixed astigmatism
in % in % m  Hyperopia in D

Sphere offset for:

O Invalid nomogram values are highlighted (framed) in red.

Enter your 'Nomogram comments' as needed.

SKU: 70005910 * Version 2 * UM-100006805 GB
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Setting default values
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The defined nom ogram values are saved per useraccording to the entered user nam e

andpassword

3" > Setdefault treatment values (v cnapters.2.3 setting derauittreatm ent

values'on pages-7)orclick '‘Accept’

O The menu page opens.

A fc Click ¢ .n .. to cancel your modifications.

i The menu page opens.

8.2.3 Setting default treatment values

The user has the option to set default values for the optical zone diameter and
flap thickness. The defined values are automatically applied as default values to
all further treatment calculations.

Danger of patient injury due to inappropriate flap thickness!

Failure to utilize an appropriate flap thickness may result in possible serious
permanent patient injury.

- Carefully verify all adjustments to the flap thickness for each individual
case before calculating atreatmentfile.

1- b Modify the default value in the 'Standard optical zone diameter [mm]' field.

Default value for the optical zone diameter is: 6.50 mm. The allowed range
isfrom 4.50 mm to 8.50 mm in steps of 0.1 mm.

2. w Modify the default value in the 'SUPRACOR optical zone diameter [mm]’
field.

Default value for the optical zone diameter is 6.00 mm. The allowed range
isfrom 4.5 mm to 8.5 mm in steps of 0.1 mm.

3. ™ Modify the default value inthe 'Flap thickness [pm]' field.
Default value for flap thickness is: 120 pm. The possible range isfrom
0.00 pm to 300.00 pm in steps of 1 pm.

4. N Click accep.

i= The menu page opens.

5. t Click ¢ an .. to cancel your modifications.

The defaultvalues are saved per useraccording to the entered username and

password

The defined values are automatically applied as default values to all fur-
ther treatment calculations.

The menu page opens.

SKU: 70005910 * Version 2 * UM-100006805 GB 8-7
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8.3 Patient administration

8.3.1 Selecting patients

To select patients, proceed as follows:

L-> Inthe menu page, click 'Patients'.

@ The 'Select patient' dialog box opens (Fig. 30).

Pdiertsfolal: 11S Pdrriblound: *

ei* Sdectpatient Advanced search  am Add patient

Dali- ol bitlh u/4/1<»96 falKTi! ID S4Nsa
of liKih 5/14/1977 I'alinnt 111iJ514
I'atr of birih n/W W "™*. I'iiK-nt ID csajti

Datoof biilfi 3/il/iw e riaiicni ID U0437

Dali of biflll 8/8/1987, f'dlu ril 11" B«7AL2D9¢

Fig. 30: 'Select patient' dialog box - patient list (example)

In the patient list the user can scroll for the last 50 patients which have
been processed by the user.

2. b Inthe 'Select patient' field, enter the first letters of the patient's first or last
name, or the patient ID.

i The patient isdisplayed in the patient list.

Additionally, the number of the patients on the data base and the
number of patients have been found according to the entered search
criteria is displayed on the top right of the 'Select patient' dialog box.

If the patient is not displayed, you need to add the patient first
(b Chapter 8.3.3 'Adding patients'on page 8 -15).

3. b To select a patient, double-click the patient's entry.

0 The selected patient account opens.
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8.3.2 Searching for patient data

To perform an advanced search for patient data, proceed as follows;
Precondition:

The 'Select patient' dialog box isopen (H_g 30).

Inthe 'Select patient’ dialog box, click s avanceasearcn .
Advanced search O The 'Advanced search' dialog box opens (Fig. 32).

Inthe patient list all existing patients on the data base are displayed as
default.

Fig. 32: "Advanced search' dialog box

Reset search criteria

Patients total

Patients found according to the user entered search criteria
Treatment data

Measurement data

Patient data

Patient list

NOoO b WN R

Nowyoucanperform an advanced search by entering:

'Patient data'
'Measurement data’'
Treatment data’'
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Measurement data

Measurementdata

Only patients examinated with the foflowtng device:

(:? " IVIVAVI ORBSCAN

Only measurements performed with following device:

Fig. 34: 'Measurement data' area

Search criteria

Device used for examination
ZYWAVE

ORBSCAN

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

To enable the search criteria of this area select 'Measurement data' in the

upper right corner (Fig. 34).

Description

Enables a search for patients with
measurements performed by
ZYWAVE or ORBSCAN.

Enables a search for patients with
measurements of OD or OS or
both.

Enables a search for patients with
measurements of OD and OS.

Enables to define the period in
which the measurement may lie.

Enables a search for measurements
performed on a specific device.

Action

Select 'ZYWAVE' to search for
patients with measurements per-
formed by ZYWAVE.

Select 'ORBSCAN' to search for
patients with measurements per-
formed by ORBSCAN.

Select 'ZYWAVE' and 'ORBSCAN' to
search for patients with measure-
ments performed by both devices.

Select 'OD' to search for patients
with OD measurements.

Select 'OS' to search for patients
with OS measurements.

Select 'OD' and 'OS' to search for
patients with measurements of at
least one of both eyes.

Select 'ODS' to search for patients
with measurements for both eyes.

Define earliest and latest date of
searched measurement data by
seleaing it in the calendar and
clicking 'Set' to confirm.

Select 'Only measurements
performed with following device:'.
Click inthe entry field to open the
drop-down list.

Now you can select one or more
devices from the drop-down list.
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8.3.3 Adding patients

To add patients, proceed as follows:

1 Inthe menu page, click -+ acien s
B F The patient list opens.
Patierts laicl; 115 I'atienfs lound: S
Advanced search Add patient

Select patient

M i Dded hith 9586 >SN

~  Jensen Jens
w n IVil< nl bifth $/14/1977 I'ali.-lit in JJS14

~  Test Lise

w n IMti'ol blUh 1VU/19SS I'bSGJb

L Freeze Code
w n UII<»( biilh 3/ti/i9w Paiu-mIDUD432

~ Smith John
n n Dat<-(>I bl a/BA967. I'nliClil 1) EMZACTDIC

Fig. 36: Patient list (example)

Inthe upper right corner of the patient list, click ‘a ¢ a p a vie o« (Fig. 36).

=> A new patient account opens.

Fig. 37: New patientaccount (example)
General patient data 3. . Enterthe first and last name of the patient.
Clickthe 'Date of birth' entry field to open the calendar (Fig. 38).

0 Acalendar will be displayed.

iGB SKU: 70005910 + Version 2 * UM-100006805 GB 8-15
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Fig. 38: Patientdata: selectdate of birth
L_> Select a birth date.

Click 'Set' to confirm or 'Cancel' to delete the selected date of birth.

7. » Enterthe 'Patient ID'.

Thepatient ID can be entered manually in the 'Patient ID' entry field or auto-
matically by clicking the plus button.

L_> Selectthe patient gender.

Subjective refraction values Enter the required 'Subjective refraction’ values (refer to ~*Subjective
refraction' values' Table on page 9-/5).
- 10. > If you want to restore the original values for the patient data, click 'Undo'.
\) e 0 Awarning message opens (Fig. 39).

Do you want to restore the original values?

>/ Yes X N°

Fig. 39: Warning message - restore the original values

-Click 'Ves'n S B to restore the original values for the patient data and
then continue to enter patient data or go back to the patient list dialog
by clicking the 'Menu' button.

-Click " A/ o't o continue.

127 Click 'Accept' to store all entered patient data in the database.

o Ifthe entry isincomplete, a warning message opens informing you
which fields are still missing (Fig. 51).
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IP'e: -
a limiSdcntryt

1. First naTie: Field must not be olank
2. Pdlienl ID is already assigned to aric'ther palient.

3. Date of blitlh must be in the oast

Fig. 40: Missing entries warning message (exampie)

12. It Click 'OK, enter the missing entries and repeat step 11

After adding the new patient, you can perform a measurement directly by clicking
1 'ORBSCAN or 'ZYWAVE.

b Chapter 9.2 'Performing ORBSCAN 3 measurements' on page 9- 2
b Chapter 9.3 'Performing ZYWAVE 3 measurements' on page 9-14

nd
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8.3.4 Editing patient data

To edit patient data, proceed as foliows:
Select a patient (b chapter8.3.1 'Selecting patients‘on page 8 - 8).
0 The patient account opens (Fig._41) and can be edited.

Select/Add fne4Mrement % ORBSCAN  "tl 2>VIAVE

Fig. 41: Patientaccount (exampie)
2. n. Editthe required general 'Patient data' [4> onpage 8-15).

3. ft Additionally, you can edit 'Subjective refraction' values (refer to
~'"Subjective refraaion’ values'Table on page 9-15).

5. b Ifyou Wantto restore the original values for the patient data, click ‘undo"
s i Awarning message opens (Fig. 39).

Do you want to restore the original values?

v/ Yes X No

Fig. 42: Undo warning message

- Click "Yes' to restore the original values for the patient data and
continue to enter patient data or to go back to the patient list dialog by
clicking the ‘M enu* button.

- Click no- | Ito continue.

Click ‘accept to store the entries in the patient database.

> [ Accept L. . . .
Ifthe entry is incomplete, a warning message opens informing you

which fields are still missing (Fig. 51).
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8.3.5 Deleting patient data

H*

The delete option isonly available ifthe patientyou wantto delete does nothave any

I measurements ortreatments saved. Otherwise, the delete button isnotenabled.

To delete patient data, proceed as follows:

1. s Inthe menu page, click ‘patients".
i The patient list opens.

2. w Inthe patient list, select the patient you want to delete (b chapters.3.1

‘Selecting patients'on page 8 -8).

3. b Click pelete".

=> Awarning message opens (Fig. 44).

Do you really want to delete the selected patient?

sl/Yes X No

Fig. 44: 'Delete patient' warning message

i t_> Click 'ves' to delete the patient.

>
/'Yes O The patient is deleted.

5. ft Click 'n o' to select another patient.
The patient list opens.

6. ft Repeat from step 2 to step 4.

8.4 User administration

Precondition:

You are logged in as adm inistrator CADMINISTRATOR" role).

8.4.1 User roles

The ZDW 3 GUI provides the following user roles.

m  'USER'
m  'ADMINISTRATOR'

User specific rights The 'User' is allowed to perform all user related tasks in the diagnostic software
that do not involve user administrative tasks. Thus, he can perform
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8.4.2 Selecting users

To select users, proceed as follows;

1. w Open the menu page.

2. b. Click 'Settings'.

0 The settings page opens (Fig. 45).

Fig. 45: Settings page

_ 3. ft Click 'useradministration".
m> The 'Useraccounts' dialog box opens (Fig. 46).

Fig. 46: Listof user accounts (example)

4- fo Scroll to search for the desired user account.

8-2 SKU; 70005910 * Version 2 * UM-100006805 GB
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5. w To select a user, double-click the desired user or click ‘edit.

0

The user data dialog box opens (Fig. 47). Now you can edit the user
data.

Fig. 47: User data dialog box

6.
v | Accept

7.

Forinformation aboutuserroles, referto b Chapter8.4.1 'Userroles’

onpage 8-20.

~ Click 'Accept'to save your entries.

> Click 'cancel' to return to the list of user accounts.

8.4.3

Adding users

To add users, proceed as follows:

1- w Open the menu page.

2. >mClick 'settings".

IGB AKU: 70005910 * Version 2 * UM-100006805 GB
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3. > Click useradministration'.
User administration
i= The 'User accounts' dialog box opens (Fig. 48).

Fig. 48: Listofuser accounts (exampie)

Click ‘add user.

Add user The user data dialog box opens (Fig. 49).

Fig. 49: Userdata diaiog box

8-24 SKU: 70005910 * Version 2 * UM-100006805 GB
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5- w Enter the required user data (‘Personal data' and 'Login data").

The GUllanguageisuser-dependentand can be selected from the language

selection listbox (Fig. 50/1).

Itispossible thatthe software version installetlin yourdiagnostic devicedo not

supportsome ofthe listed GUllanguages in this example.

Personal data

Login data

Rssnadarfimaion
J B (U St - Ul i
Daush-Garan
-hoih
EiKp~*(Dnted.Stat” - En”3i'(IMted'sta”

Fig. 50: Selecting language (example)

6- V Select the user role you want to assign and click ‘accept to save the entries.

v [ Accept

O Ifthe entry is incomplete, a warning message opens informing you
which fields are still missing (Fig. 51).

0 Mfidentry!

1 First name: Field must not be olank.
2. Log n name: Field must not be olank.
3 Password missing

4. Password confirmation missing

5. Minimum password length is 4 characters.

Fig. 51: Missing entries warning message (example)

7. > Click ok and enter the missing entries.

8. > Click 'cancer' to leave the new user account.

A list of user accounts opens. None of the new user data have been
saved.

70005910 * Version 2 * uM-100006805 cB 8-25
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8.4.4 Editing user data

To edit user data, proceed as follows:

T_> Open the menu page.

Click ‘Useradm inistration . 'm
SE|ECtaUSBF(b Chapter8.4.2 'Selecting users'on page 8-22).
4. fc Inthe user dialog box, edit the required field(s).

L_> Click 'accept' to save the user data.

v [ Accept . .
i The user data is saved.

Enter the user personal and login data, select the user role you want to
assign and click ‘accept' to save the entries.

O Ifthe entry is incomplete, a warning message opens informing you
which fields are still missing (Fig. 52).

a entry!

1. First name: Field must not be blank.

Fig. 52: Missing entries warning message (example)

7j_> Click ok and enter the missing entries.

8- Click ‘cancer' to leave the new user account.

i The list of user accounts opens. None of the new user data have been
saved.

8.4.5 Deleting user data

To delete user data, proceed as follows:

li_> Open the menu page.

_ 2. Click 'Useradm inistration .
The list of user accounts opens.

3- w Scroll to search for the desired user account.
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8.5 Settings

The 'settings* allow you to

View general system settings (A Chapter8.5.1 'Defining system settings"'
onpage 8-29), N

Perform user administration tasks (b chapter8.s 'Useradm inistration®
onpage 8 -20),

Define ORBSCAN 3 map settings (  chapter8.5.2 'Defining ORB5CAN 3 map
settings'on page 8-31),

Perform ORBSCAN 3 calibration check (alignment PMMA) (b chapter8.5.3
‘Performing ORBSCAN 3 calibration checks (alignmentPMMA)'on page 8 -33),
Perform ZYWAVE 3 calibration check ( chapter8.5.4 "Performing ZYWAVE 3
calibration checks'on page 8 -38),

View the pI’OdUCt information(b Chapter8.5.5 'Viewing the productinforma-
tion'on page 8-44).

Fig. 54: 'Settings’

oo we

'System settings'
‘Useradministration’
'ORBSCAN M ap settings'
'ORBSCAN calibration check"’
'ZYW AVEcalibration check"'

‘Inform ation"
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8.5.1 Defining system settings

To define system settings, proceed as follows.

1. b Open the menu page.

Click 'settin gs'.

=> The settings page opens (Fig. 54).

3- To view the system settings, click 'system settings".

Adialog box opens (Fig. 55).

Only the 'Clinic' name can be defined by the user.

General settings

Date format 4/28/2014 12:00:00 AM

Number format 123.45

Clinic Technolas Clinic

Calibration check

ORBSCAN Last check 4/24/2014
ZYWAVE Last check not available
f
S/ Accept Cancel

Fig. 55: System settings diaiog box

4. s Click 'Accept'to save the entries or changes.

5. > Click '‘cancel' to go back to the system settings.

Cl/1
3805 G6 *"0005910 * Version 2 * UM-100006805 GB
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Elements Element Description

'‘General settings'

‘Date format’ Displays the date format of the selected language.
N
'Number format' Displays the number format of the selected lan-
guage.
'Clinic’ Specifies the name of the institution, to which the

device belongs. Mandatory.
‘Calibration check’
'ORBSCAN Last check® Displays the date of the last calibration check.
'"ZYWAVE Last check!

8-30 SKU: 70005910 * Version 2 * UM-100006805 GB
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A WARNING

Elements

8-32
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8i-> Click '‘accept' to save the map settings.

0 The ORBSCAN 3 map settings are valid for all following measurements.

You can change the map options fora performed measurementtoo (b Chapter 9.2.2

Viewing ORBSCAN 3 measurementresults'on page 9 -6).

Danger of injury due to misuse of acoustic factor!

For pachymetry maps, the acoustic factor aiiows to adjust ZDW 3 measure-
ments to ultrasound measurements. Misuse of the acoustic factor may lead
to incorrect measurements, i.e. a false diagnosis.

- Do not change the acoustic factor without knowledge of its meaning and
consequences in general and the calibration and adjustment situation of
the device specifically.

Element Description

'‘Overlay settings'

'Circles’ Specifies a series of odd (1, 3, 5, 7) and even (2, 4, 6,
8) circles for displaying the diameter of the eye, in
mm.

'Grid (radial)' Enables a radial grid on all maps. The grid consists of

axial lines every 45° which intersect in the eye center
and have tick marks at every millimeter shown in
black.

'Grid" Enables a horizontal / vertical grid. The distance
between the grid lines is 1 mm.

"Pupil’ Enables the center of the pupil with a white circular

S shape on all maps.

Thinnest point’ Enables a yellow dot showing the thinnest area of
the cornea on all maps.

'K-lines &K-labels' Enables the K-lines and K-labels on the keratometric
maps. K-lines show the steep and flat axis of astig-
matism. K-labels show the steep and flat values of
axis of astigmatism.

'Kappa' Enables to display the angle Kappa at the degree
marker on the maps. The angle Kappa is defined as
the angle difference between the axis of fixation and
the optical axis perpendicular to the lens.

'Numericals' Enables to show the map data in numeric values in
all maps.

'Pachymetry settings'

SKU; 70005910 * Version 2 * UM-100006805 <
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Element Description

'Pachymetry averages' Enables pachymetry averages (average thickness at
center, superior, inferior, temporal and nasal areas of
the cornea) on pachymetry maps.

Default: off "
"Measurement ring Determines the position of the circles in which the
diameter [mm]’ pachymetry averages are calculated.

'Measurement  sample Determines the size of the circles in which the

diameter [mm]’ pachymetry averages are calculated.
d ‘Number of samples Determines the number of circles in which the
f (including center)’ pachymetry averages are calculated (3, 5, 7, 9, 11
and 13). One circle is always in the center of the
# map. The others are arranged in a circle around the
center.
'‘General settings'
'Acoustic factor' Gives ultrasound equivalence on pachymetry maps.
6, The possible values are between 0.9 and 1.1.
n Note: The acoustic factor depends on the device set-
tings and can be set by the administrator only.
it?;' '‘Quad map settings'
lin Specifies the default maps displayed in the measurement results. The system's
default maps are:
nee = 'Anterior BPS'
m  ‘'Posterior BPS'
-ular m  'Axial power, keratometric map’
m  'Pachymetry’
Click one map icon Hto select another map as your personal default.
letric . . . .
astig- 8.5.3 Performing ORBSCAN 3 calibration checks (alignment
les of PMMA)

Por performing a calibration check—alignment PMMA (Polymethyl methacrylate,
legree material of the calibration check tool), use the ORBSCAN 3 calibration check tool
ned as that is part of the scope of delivery.
jn and

(Calibration reference value The reference calibration value for performing the calibration check is displayed
ilues in on the label of the calibration check tool (Pig. 57).
Tolerance range
1 The calibration check results should deviate max. £0.030 mm from the vaiue on the
calibration check tooilabei.
,06805 SKU 70005910 * Version 2 * UM-100006805 GB 8-33
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8 SOFTWARE

When to perform a calibra-

tion check
't 1
(0]
il
Performing calibration
checks

Fig. 57: ORBSCAN 3 calibration check
tool

!

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

The user is required to perform a calibration check every 3 months by means of
the calibration check tool included in delivery.

Make sure to perform calibration checks atregular Intervals, as it is possible to per-
form measurements even if the calibration check results deviate from the reference

calibration value by more than the specified tolerance range.

However, after an initial setup or severejam ming due to moving the device, the cali-
bration needs to be checked by the userprior to using the ORBSCAN 3 again. Ifcali-
bration check results deviate from the reference calibration value by more than the
specified tolerance range, contact an Authorized Service Technician Chapter 5

‘Service and calibration'on page 5-1).

To perform calibration checks (alignment PMMA), proceed as follows.

Precondition:

The ORBSCAN 3 calibration check tool (Fig. 57) is placed onto the chin rest.
The calibration interval for ORBSCAN 3 has not expired (b chapters 'Service

and calibration'on page 5-1).

m  The settings page is open.

SKU: 70005910 * Version 2* UM-100006805 GB
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A CAUTION!
Ifany of the calibration checks is not performed successfully, the system
must not be used to avoid serious permanent patient injury.

|i_> In 'Seft/ngs', click 'orRBSCAN calibration check".

i= The 'Select/Add measurement’ dialogbox opens (Fig. 58).

3
3
3
b
3
3
2
2

Fig. 58: 'Select/Add measurement’ dialog box

2. N CWck'PMMA measurement'.

8

PMMA measurement
i The alignment PMMA is now ready to start.

Afterabouttwo minutes, a warning message opens askingyou ifyou want

to proceed with the alignment.

- Click 'Yes' Q I ifyou wantto continue with the alignment.
Click 'No"' ifyou wantto go back to the 'Select/Add
measurement’ dialog.

D5 GB SKU; 70005910 * Version 2 * UM-100006805 GB
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3. b Align the measurement head as if you were performing a normal ORBSCAN

Start measurement 3 MeaSUreMENt (> c napcers.2.1 “Aligning the pationtand starcing tne

ORBSCAN 3 measurement onpage 9-3)

To trigger the measurement,you can also press thejoystick button

Fig. 59: Alignment PMMA

8-36 SKU: 70005910 * Version 2 * UM-100006805 GB
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A~ > Click 'startmeasurement'.

start measurement

To triggerthe measurement,you can also pre‘as thejoystick button.
® A measurement is performed in the usual way.

The calibration check results (Best fit values) will be displayed directly
to the right of 'BPS:" (Fig. 60/1).

#
1

The 'ORBSCAN 3 calibration check’ is saved.

PMMft 9/T5/2014 r. 07.08 AM

I_I PMMA T«BwreTenT
" el UM 17jr
smis
MM A (T
- MH a'xf o 1
AV tlw
ST
i p— 0;

Add comments A Export to USB stick Cifference

Fig. 60: Calibration check results

5. ~ Compare the calibration check results (Fig. 60) with the value on the cali-

bration check tool label (Fig. 57).

Ifthe calibration check results deviate from the value on the calibration check
toollabelby more than the specified tolerance range, contactimmediately an

Authorized Service Technician.

Now you can:

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

Print the quad map view of the calibration check resuits by clicking ‘print.

Add comments if you want to enter personal comments for this calibration
check by clicking '‘aAdd comments".

m  Exportthe measurement data on a USB memory stick by clicking ‘Export to
USB stick'.
m  Compare measurements for the selected calibration check data taken at dif-
ferent times by clicking ‘pifference".
Perform a new ORBSCAN 3 calibration check by clicking ‘Anotherexam .
m  Go back to the settings page by clicking ‘continue".
70005910 * Version 2 * UM-100006805 GB 8-37
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Tolerance ranges for the cal-
ibration check

When to perform a calibra-
tion check
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8.5.4 Performing ZYWAVE 3 calibration checks

For performing a calibration check, use the calibration check tool that is part of
the scope of delivery. The calibration check consists of atrombone check and two
checks with two different spheres. The calibration check spheres mimic a human
eye with known values. |

The ZYWAVE 3 calibration check tool consisting ofa holder and two test spheres is

placed onto the chin rest.
Testsphere 1(named in the software 'Sphere#l‘T’-S

Testsphere2 (named in the software 'Sphere#z-); +5

Software  Tolerance ranges
checks

Trombone The measured range should maximal deviate 0.3 D from the
expected range.

Test The spherical equivalent of every measurement should deviate
spheres max. 0.2 D from the average value as well as from the expected
value.

The cylinder of every measurement should deviates max. 0.15 D
from the average value.

The user is required to perform a calibration check every 3 months by means of
the calibration check tool included in delivery.

Makesure to perform calibration checks atregularintervals.

If the calibration check results deviate from the reference calibration value by more
than the specified tolerance range, itis not possible to perform measurements any
more. In this case, perform a calibration check again. If the calibration check results
still deviate from the reference calibration value by more than the specified tolerance

range, contactan Authorized Service Technician.

However, after an initial setup or severejam ming due to moving the device, the cali-
bration needs to be checked by the userpriorto using the ZYWAVE 3 again. Ifcalibra-
tion check results deviate from the reference calibration value by more than the speci-
fied tolerance range, contactan Authorized Service Technician (’\ Chapter 5 'Service

and calibration'on page 5 -1).

SKU: 70005910 *Version 2 * UM-100006805



SOFTWARE 8

To perform calibration checks, proceed as follows:
Precondition:

m  The ZYWAVE 3 calibration check tool is placed onto the chin rest.
m  The calibration interval for ZYWAVE 3 has not expired {b chapters 'service

and calibration'on page 5-1).

m  The settings dialog is open.

Fig. 61:ZYWAVES calibration check tool

A CAUTION!

Ifany of the calibration checks is not performed successfully, the system
must not be used to avoid serious permanent patient injury.

- wIn 'Settings', click 'zyw AvEcalibration check".

ZYWAVE calibration check
LL 0 The ZYWAVE 3 calibration check is now ready to be performed.

re During alignment, the following problems may occur:
ilils -abad lensletreflex (Fig. 62) or
ice -an unsharp simulated pupilimage (FIgGS)
ali-
tra-
eci-
vice
6805 B 70005910 * Version 2 * UM-100006805 GB
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Fig. 62: Alignment: bad lenslet reflex

Fig. 63: Alignment: unsharp pupilimage

The following image displays a good alignment (Fig. 64).
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Trombone check

Trombone check

Trombone check v /

Measured range: -13.26 .. +8.28
Expected range :-13.26 .. +8.28

Fig. 65: Trombone check' done and

displayed ranges

Calibration check

Start measurement

SOFTWARE 8

Fig. 64: Alignment: good

Click Trombone check®

o Agreen check mark is displayed ifthe Trombone check' was successful.

The "Measured range' and the 'Expected range’ values are displayed in
the table on the right side (Fig. 65/1).

Ifthe measured range deviates from the expectedrange by more than the
specified tolerance range, the Trombone check' willnotpass. In this case,

contactimmediately an Authorized Service Technician.

3. > Align the measurement head in the direction of the first test sphere as if
you were performing a normal ZYWAVE 3 measurement {?>chapter 9.3 ‘Per-
forming ZYWAVE 3 measurements'on page 9-14).

4, 1 Click 'startmeasurement:

The software recognize autom atically which testsphereisactually being
used for the calibration check.
The calibration check with 'Sphere #1"' and 'Sphere #2' mustbheper-

formed three times each.

5. Repeat Step 4 two times again.

SKU 70005910 * Version 2 * UM-100006805 GB 8-41
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6.

0 Agreen check mark appears ifthe calibration check with the first test
sphere was successful.

The results ofthe calibration check isdisplayed in the 'Result’ area ofthe

actually used testsphere.

X
~ Align the measurement head inthe direction of the second test sphere and
repeat from step 4 to step 5.

i Adialog with information about the Trombone test results’ and the
'User calibration tool results' opens when the calibration check of the
second test sphere is finished.

Summary

The calibration check was successful.

Trombone test results

Measured trombone range -13.16.. +8.45
Expected trombone range -13.16 .. +8.45

User calibration tool results

Sphere #1 Sphere #2
Sphere Cylinder Sph. equiv. Sphere Cylinder Sph. equiv.
1 -4.98 -0.02 -4.99 +5.02 -0.02 +5.01
2 -4.98 -0.02 -4.99 +5.02 -0.01 +5.02
3 4.98 -0.02 -4.99 +5.02 -0.02 +5.01
0 -4.98 -0.02 -4.99 +5.02 -0.02 +5.01
Expected -4.97 -0.03 4.99 +5.04 0.01 +5.03

Fig. 66: Calibration check info

1

2
3
7

Sphere
Cylinder values
Spherical equivalent values

ft Click ok

[ The green check marks for ‘sphere # v and ‘'sphere #2* are displayed
together with the calibration check results (Fig. 67/1).
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Fig. 67: Calibration check done

- 8. If required, click ‘Print'to print the calibration check results.

Click ‘accept' to save the performed calibration check.

i The settings page opens.

%
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8.5.5 Viewing the product information

This section provides information about the software version, the product and
the manufacturer.

To open the 'Information’, proceed as follows.

1. Open the menu page.

2. ™ Click 'Settings".

The settings dialog box opens.

3. Click 'inform ation".

The "Information’ dialog box opens (Fig. 68).

ZYOPTTX OiagrtO5tic W orkstation |
lit hriiilf, i'rrlit t Vis on (>mtiM

wwrt.Ifc(«K)ljsfV com
tiipyiigh; C 1(4(molis Pvr'crl Vision /014

0 -J ORJilAN ID.OOOCXXW
IvwWAvVi  u.msu/nc isoo'/niAvvwm iiooiKvi

Fig. 68: "Information’ dialog box (example)

1 Software version

2 Produa name

3 Manufacturer name and address
4  ORBSCAN ID

5 ZYWAVE ID

fL> To close the 'Information’, click ‘close’ Or ‘Back"

=> The settings page opens.
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MEASUREMENTS

A CAUTION

A CAUTION

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

9.1.3 Instructing and positioning the patient

Danger of injury due to incorrect moving of the chin rest!

Moving the chin rest with the patient's head firmly in place may lead to a
movement against the muscular tonus.

Make sure that the patient is comfortable while moving the chin rest.

1 Instruct the patient to place the chin on the chin rest, the forehead against
the forehead support and to sit upright.

2. Adjust the height of the measurement head to the patient by means of the
positioner (joystick) and the patient’'s head by means of the chin rest adjust-
ment handhold.

3. ft Ensure that the patient's head is not tilted or turned at an angle to where
the bridge of the nose might block the slits scanning the cornea.

9.2 Performing ORBSCAN 3 measurements

This section provides information about performing ORBSCAN 3 measurements.

Danger of injury due to uncontrolled exposure of an eye in front of this
instrument!

The light from this device is potentially hazardous. The longer the duration
of exposure, the greater the risk of ocular damage.

Exposure to light from this instrument when operated at maximum
output will exceed the safety guideline after 35 minutes for the slit lamp
illumination during the adjustment ofthe eye inthe image plane.

For uncontrolled exposure of an eye in front of the instrument ocular
damage can occur after 260s. Therefore the light is automatically deacti-
vated after 120s when no measurement has been started.
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9.2.1

Aligning the patient and starting the ORBSCAN 3 meas-
urement

Fig. 69: 'Select/Add measurement’ dialog box

ft To start the measurement, click -orsscan' inthe 'Select/Add

ORBSCAN measurement' dialog box.

=> The alignment is now ready to start (Fig. 70).

Fig. 70: Alignment ready

A CAUTION! Danger of injury due to missing abiiity to fixate!

Missing abiiity to fixate accurateiy (due to mental impairment,

impaired bodily functions, age ofthe patient) may lead to erro-
neous measurements.

Make sure that the patient isable to fixate accurately.

The colors ofthe ” button indicate:

Gray:no measurementperformed
Green: measurementsuccessful

Red: measurementnotsuccessful

ci

05 GB 70005910 * Version 2 * UM-100006805 GB
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Aligning the patient Make sure that the patient is comfortable while focusing.

Afterabouttwo minutes, a warning message opens askingyou ifyou wantto

proceed with the aiignment.

Click 'Yes' | I ifyou wdhtto continue with the aiignment.
- click 'No' E | ifyou wantto go back to the 'Select/Add measurement'
dialog.

- ifthepatienthas droopy eyelids, there are severalpossibilities:
instructthe patientto open his eyes wide.
Use a cotton bud to open the patient's eyes wide.

Orhave anotherperson to open the patient'seyes wide, taking care
nottopresson the eyeballwhile holding the iid open. (This also works

ifthe patientisunable to keep his eye open during the measurement.)
Coverthe patient's opposite eye using a tissue oroccluder.
Instructthe patientto blink a few times, then to open both eyes wide.

Instruct the patient to look at the blue fixation target. Ifyou are taking OD,
make sure that the patient is using OD to fixate. The same applies to OS.

" B O Shows the patient’s right eye.
[Shows the patient's left eye.

4. ”~ Tofocus the pupil of the patient, perform an adjustment twisting the Joy-
stick clockwise / counterclockwise, i.e performing movements in the z-axis
(moves the measurement head upwards and downwards) and performing
movements in the x-axis (moves measurement head left or right).

To align the two half slits over the central alignment circle, so that the outer
radii of the halfslits touch each other (Fig. 71/1), perform movements in the
y-axis (move the Joystick forwards / backwards).

Fig. 71: Alignmentofthe halfslits

6. ft Instructthe patientto hold steady, blink once and open both eyes wide and
fixate on the light.

SKU: 70005910 * Version 2 * UM-100006805 GB
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Starting the measurement

To start the measurement, click 'startmeasurem ent' Or press the trigger
6 1 Start measurement button of the joystick.

®> The measurement results dialog opens displaying the results in form of
aquad map (Fig. 72).

&
Fig. 72: ORBSCAN 3 measurement results
1 Selection field for left or right eye and measurement date and time
2 Specification for the displayed measured eye with date and time of measure-
ment
3 Quad map values
4  Quad map view
Now,you can:
Click '‘Add comments'tocommentthismeasurement (thisoption isonlyavail-
able ifnocommentisavailable forthis measurement).
Click 'Exportto USB stick' to exportmeasurementresults.
Click 'Difference'to compare two measurements from the same patientifthere is
anothermeasurementavailable.
Click 'Print' to printthe measurements results.
Click 'Delete’ to delete this measurement.
The delete option isonly available forsingle measurements within an active
measurementsession. Afterclosing the measurementsession, the delete option is
no longeravailable.
Click 'Anotherexam ' toperform anew ORBSCAN3 measurement.
Click 'Continue’' to go back to the patientdata dialog.
and
5CB 70005910 * Version 2 * UM-100006805 GB 9-5
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Description

Viewing the quad map

9-6
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9.2.2 Viewing ORBSCAN 3 measurement results

This seaion provides information about viewing ORBSCAN 3 measurement
results and changing map settings.

The quad map allows viewing four different maps at the same time.

By default, the quad map (Fig. 73/1) includes an anterior and posterior elevation
map, a keratometric map and a pachymetry map.

Fig. 73: Quad map view
Inthe quad map view, you can

Zoom the map

Change colors and the type of the color scale

Select another map for the quad map view

Change the overlay, pachymetry and general settings
Display available OD and OS measurement

Switch between map and raw data

Change map settings

Precondition: Ensure thatthe measurementresuits are open.
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Zooming maps Tozoom maps, proceed as follows:

I > Click’Zoom in".

Fig. 74: ORBSCAN 3 map enlarged

= The map is displayed enlarged (Fig. 74).

2~ > Click "Zoom out' to minimize the map and return to the quad map view.

x &
M x
Changing the color legend All maps have a color legend that can relate to eye elevation, curvature or pachy-
metry values. The color legends can be changed while viewing a map by clicking
the color legend.
To change the color legend, proceed as follows:
li_> Click'Color legend".

0 The color legend dialog box opens (Fig. 75) displaying the *Number of
colors', "Color scale type', '‘Min./Max. values’ and the 'Step size' of the
map.

% p
Fig. 75: Color legend dialog box
2. b Select the required number of colors and color scale type.

o The number of colors or the color scale type are changed and displayed
inthe color legend.

GB 70005910* Version 2 * UM-100006805 GB 9-7
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Changing map types To change map types, proceed as follows:

. 2n_> Clickthe map types icon.
O Alist with available map types opens.
2. fc Select the required map type.

i The selected map type is applied. The map header displays the selected
map (Fig. 76/1).

O

0s- 5J5:5 PM . me

os itiedsur«ment
Simts

ATIT

JS:3iL
Jij Adnforrments " -:-mwl " Difference

Fig. 76: Available ORBSCAN 3 maps for the quad map view

For information about the ORBSCAN 3 maps, refer to 4> Chapter 6.1.3 'ORBSCAN 3
J maps'on page 6-1.
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Parameters and values The measurement results contain a statistical box that shows patient information
including:

Date and time of the measurement (Fig. 77/1)

simulated K-readings, 3 and 5 mm zone statistics, best fit values, thinnest
point, kappa angle (kappa), kappa intercept, acoustic factor, anterior chamber
depth (Ep), white-to-white, and 0 (pupil) (Fig. 77/2).

‘ted
OS - 9/9/2014 5:45:28 PM
li0OS measurement
SimKs hjgnest point 58f.um ® ( 0.7/ -03)
Astig .ozét:@ 132+ I&U " 467"(1 19849"
Mdiinium D® 42*  Kappaiilex.epl .06/ 02
Minimum  .4290 P»132*  Acoustic facto’ 1092 Pdchymptry
Anterior chamber depth 376 i
Whitp to white 1.7
lueyuldnty , 106D 0O (pupil) jbmr
Best fft values Anterior map Poclerior mao
Central pow. / Radius 43 21//7.&1 5351/6 31
Aitig or ®03/40 0.71/30
Aiphenoty (Q 018 024
Eccentricity (e) 42 044
IrregiiUfity  *06 0 Shape factor (P) o082 0./6
Mean powei 431t 04D 7'40mm/425D 65:5mm/5180
Astig. power 05 X05D Apmal pnw / Radiu' 4240/ 746 5185/6 51
Sleep axis 22x 323" M-wirTHim K 427 523
Ha: axis 1125t 32.2% Minimum K-
Ast-g o
Add comments A exportto U33stc< ~ Difference
Fig. 77: Quad map values
Data areas
Element Description
CAN3
Measurements  Shows the eye type and the date and time of the measure-
drop-down list ment. Furthermore, it allows to select between existing
box measurements of a patient, which have been saved in the
patient data.
'OD Specifies the date and time of the measurement.
measurement’/
'0S
measurement’
'Sim Ks'
Simulated keratometry readings. Crosses that show local directions of principal
curvatures where blue lines mark the flat axis and red lines mark the steep axis.
"Astig. Cylinder, [D]
Axis, []
"Maximum® Max-K, [D]
Axis, []
16805 GB 70005910 * Version 2 * UM-100006805 GB 9-9
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Displaying OD and OS meas-

MEASUREMENTS

Element Description

'Eccentricity (€)' Describes a conic section and the rate of curvature change
away from the apex of the curve.

‘Shape  factor Specifies the asphericity and type (prolate or oblate) of conic

P) section which best fits a corneal meridian. Unless otherwise
specified, it refers to the meridian with least curvature (flat-
test meridian).

'BFS' [mm])/[D]

'‘Apical pow. / Curvature of the ellipse which best fits the surface. It could
Radius' be expressed as its inverse, the Radius of curvature.

'Maximum K' D]
'Minimum K' D]
'Astig.D/” Difference between Kvalues or Axes of the steepest and flat-
test meridians of a conic section fitting the surface
Cylinder, [D]
Axis, [°]
Map overlay settings allow to change map parameters, which helps in inter-
preting the data (b 'Changing map settings' on page 9-12).

By clicking in a map, a cross marks the position and the concurrent readouts are
displayed on the brink of the choosen map (Fig. 78); for example the according
radius and meridian, the depth, or the map value (Z-axis).

To display OD and OS measurements, proceed as follows:

urements
" Selectthe desired ‘oo or '‘os' measurement of the displayed list
5 (Fig. 78/1).
O The displayed quad maps switch from OD to OS (or vice versa).
.t
flat-
:onic
rwise
(flat- Fig. 78: Switching between 0S and OD
3805 NM=70005910* Version 2 *UM-100006805GB 9-11
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Changing map settings In the map options dialog box, you can change map parameters, which helps m
interpreting the data.

Fig. 79: Open quad map settings
li_> Onthe left side of the quad map, click  (Fig. 79/1).
=> The map options dialog box opens (Fig. 80/1).

Fig. 80: Map options dialog box
Edit the required field(s).

=> Your settings are displayed Inthe maps.

Forinformation aboutthe settings, referto b Chapter8.5.2 'Defining

ORBSCAN3 map settings‘on page 8-31.

3- b Clickto close the map options dialog box.

SKU: 70005910 * Version 2 * UM-100006805
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Switching between map and  To switch between map and raw data, proceed as follows;
raw data

. The quad map view is set as defauit for displaying the ORBSCAN 3 measurement

n results.

The active view isalways highlighted ingreen."

Option controls

Element Description

‘Map'/ ‘Raw" Switches between the map and a picture of the eye.

1 Click ‘raw* to switch to the raw data images.
=> The raw data images open (Fig. 81). Four raw data images are available:
- Placido disc image: 'Average placido’
- Alignment image: 'Half slit"

- Slitscan image (all slitscan images merged within one image):
'Average slit scan’

- Eye image averaged: "Whole eye'

Fig. 81: Raw data images

2. fc Click 'map- to switch back to the quad map view.
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3~ > Inthe 'Subjective refraction' dialog box (Fig. 82), enter the required patient

MEASUREMENTS

values, specify the diagnosis and the dilation status of the patient eye
(b "Subjective refraction’ values' Table on page 9-15).

4.

The 'Diagnosis' and 'Dilation’ fields are mandatory forthe ZYWAVE 3 meas-
urement (Fig. 82/1). The listed options applyforboth eyes (OD and OS). How -

ever, the diagnosis as wellas the dilation forthe partnereye can bechanged

individually, ifrequired.

Additional to the listed 'Diagnosis' options itispossible to entermanually a

personaldiagnosis ofthepatienteye.

'‘Subjective refraction' values

Element Description

Ranges for Sphere, Cyl- m  'Sphere [D]'
inder and Axis -Min:-25 D
- Max: -1-10D
m  'Cylinder [D]'
-Min:-10D
- Max: -1-110 D
m  'Axis [deg]’
-Min: 0°
-Max: 180°

The default value is 0.00 if no other value is set.

Diagnosis values 'PreOp’
'PostOp’
'One day"
'One week"

'One month'

'Six months'
'One year'

'Cycloplegic’

Three months'

Additional to the listed options it is possible to

enter manually a personal diagnosis of the

patient eye.

The default value does not contain any entry.

Dilation values m 'Dilated’
m  ‘'Undilated’

» Click 'accept' to save the entered values.

gOsGB  j 70005910 Version 2 *UM-100006805 GB
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"NZYW AVE

5: fatent

To start the measurement, click 'zvyw ave' inthe 'Select/Add measurement’
dialog box.

A CAUTION! Danger of injury due tp missing ability to fixate!

Missing ability to fixate accurately (due to mental impairment, bodily
functions, age of the patient) may lead to erroneous measurements.

- Make sure that the patient isable to fixate accurately.

i The alignment is now ready to be performed.
JOE Johnny,

QJi;  Lim lyiO/IMI fi-p-mro 12J«bcl2])

Subjective refraction

MH Sraa 1:8 Start S8 Take iris ir

Fig. 83: AlignmentZYWAVE 3

Centration, focus and fixa-
tion

2. b

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

The currentpupilsizeisdisplayed on the alignmentscreen.

Instruct the patient to only look at the center of the fixation image (green
cross). Explain that, although the fixation image will be out of focus (for the
scan it is in focus for only fractions of a second), the patient should always
concentrate on looking at the center of the image.

Inform the patient, thatthe green cross is a little bitunsharp.

Advice the patient not to look directly at the red laser light dot to avoid
accommodation, but slightly above it.

Ifyou are taking OD, make sure that the patient is using OD to fixate. The
same applies to OS.

B ESOshows the patient's right eye.
[ Shows the patient's left eye.

SKU: 70005910 * Version 2 * UM-100006805 GB
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ii_> Center the pupil at the intersection of the crosshairs on the screen by using
the joystick:

%

Perform movements in the x-axis by shifting the Joystick to the side
(moves measurement head left or right).

Perform movements in the z-axis by twisting the joystick clockwise /
counterclockwise (moves the measurement head upwards and down-
wards).

Perform movements in the y-axis by moving the joystick forwards /
backwards (moves measurement head forwards or backwards).

Ayellow crossand a warning symbolwillbe displayed on the alignment
screen ifthepupilisnotcentered enough. In this case, center the crosshairs
as faras possiblein the middle ofthe pupil, l.e.on theyellow cross ornext
to it.

In the picture ofthepupilcamera, thepupilisoverlaid with a circularring
called 'pupilfinder' or 'pup”circle'.The majorpartofthe pupilfinder

should be green.

70005910 * Version 2 * UM-100006805 GB 9-17
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5. ~ Adjust the focus so that the iris structures are in focus and the edge
between iris and sclera is a sharp line.

Always center the crosshairs in the middle ofthe pupil, notin the middle ofthe

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

rings oflightpoints. Do notfocus on the reflections ofthe pupilillumination.

Thecolorofthepupilfinderiscorrelated to the acceptance criteria foralign-

mentdescribedin b Chapter9.3.2 Verifying the measurementimages'

onpage 9-21. Thepupilfindermustbe located on the edge between pupiland

iris. For this, the com piete pupilmustbe visible. Make sure thatitisnotcovered

by the eyelid oreyelashes.

Ifthe limbus orpupilhavenotbeen detected atall, repeat ?>'Centrati0n, focus

and fixation' onpage 9-16.

Possible reasons for errors in the
pupil detection:

Reflections from the room illumina-
tion overlap the iris/pupil.

Eyelids or eyelashes are interfering
with the pupil finder.

Reflections from the infrared LEDs
are interfering with the pupil finder.
Insuch a case, the most prominent
reflections are usually outside the
pupil area or on the pupil edge.

Possible reasons for errors in the
limbus detection:

Reflections from the room illumina-
tion overlap the iris.

Eyelids or eyelashes are covering
part of the iris.

Eye is not sufficiently exposed.

logout

Subjective refraction

Mu pupd sue
cufititpury

5B Start pupilcmeter A Start mcasurcmont  la Take ins ir

Fig. 84: AlignmentZYWAVE 3

The patient eye is good aligned if the major part of the pupil finder is
displayed green and the yellow cross becomes green.
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Performing the pupilometry

MEASUREMENTS

You can take irisimages during the measurementsession orseparately without

performing aZYWAVE3 measurement.

Forinformation abouttaking irisimages separately withoutperforming a
ZYWAVE 3 measurement, referto b Chapter9.4 Taking irisimages onZYWAVE

3'on page 9-23.

You can perform thepupilometry atthe begin ofa measurementsession (the
displayed pupilometry values on the online pupilometerare valid forallper-

formedZYWAVE 3 measurements during this measurementsession).

ZYWAVE 3 enables the user to perform a pupilometry prior to the wave-
front measurement. The pupil size can be measured over the desired period
of time, and a measurement curve is displayed in the online 'Pupilometer’
window.

Forinformation aboutperforming thepupilometry, referto 4>Chapter 9.5 'Per-

forming thepupilometry on ZYWAVE 3'on page 9 -24.

5GB SKU: 70005910 * Version 2 * UM-100006805 GB 9-19
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Starting the measurement

8. N Click 'startmeasurement to perform the ZYWAVE 3 measurement.
Start measurement

Afterclicking 'Startmeasurement' the live image area isbordered green fora

few seconds. Itindicates thatthe measurementhas been started (Fig. 85).

0 The irisimages in raw data are displayed allowing you to verify them
immediately after the measurement is completed (Fig. 86).

Fig. 85: ZYWA VE measurement started

Fig. 86: ZYWAVE 3 irisimages raw data

1 Centroid image with grid lines: The centroid image shows grid lines that
exhibit how the individual points fit together. The analysis should connect
each neighboring point with a grid line. Review the centroid images to verify
good quality of the centroids (sharpness) as well as good detection of the
centroids (e.g. no missing centroids except in the periphery border).

2 Pupil image: The blue circle shows the found limbus, the green or yellow cir-
cles show the edge of the identified pupil. The user must verify that the pupil
was correctly identified by the pupil finder. Inaddition, the focus during the
measurement must be checked.

3 Thetable lists the five measurements and highlights the three most repeat-
able ones. Italso shows the Predicted Phoropter Refraction (PPR) that the
patient would have if measured with a phoropter**.

4 The default setting for the Wavefront map displays the higher order wave-

front.

To transiate the wavefrontdeformation into numbers which are commonly used

in the refractive surgery (manifestrefraction), a software moduie anaiyzes the

shape of the wavefront and determines the best spherocylindrical correction to
optimize the retinaiimage, taking into accountallhigheraberrations. These
derived spherocyiindricaicorrection vaiues are caiied "Predicted Phoropter

Refraction" (PPR).

9-20 SKU: 70005910 * Version 2* UM-100006805 GB
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Now,you can:

Verify the measurementimages (b Chapter 9.3.2 Verifying the meas-
urementimages'on page 9-21).

View the measurementresults by cffcking 'ReSUItS' (b Chapter9.3.3
‘Reading the ZYWAVE 3 measurementresuits'onpage 9 -22).

Exportimages by clicking 'EXpOFt images to USB stick'.

- Go back to the alignmentpage by clickling 'Back’".

9.3.2 Verifying the measurement images

Here, you can verify the pupil and centroid images of the new ZYWAVE 3 meas-
urement. To verify measurement images, proceed as follows.

I:_> Clickone of the pupil pictures (Fig. 86/3) to enlarge and verify it.

0 The "Verification zoom' window opens (Fig. 87).

Fig. 87: Verificationzoom window

The coiorofcircle and cross indicates the alignmentquality.

Greenmeans thatthe alignmentisinside an acceptabie range from

the red alignmentcross.

The iris is in focus so that in at least three images of the eye the iris
structures are sharp and clearly visible, i.e. the pupil finder is placed cor-
rectly (green circle) and the limbus has been found (blue circle).

. 2- i. Click video' to start the measurement film.
_ Select if you want to show the overlays or not by clicking the control switch
on or off.

4. ~ Click 'Close’ to close the enlarged image again.

. The highlighted number (e.g. picture 1in Fig. 87) shows which image you seiected
X from the image sequence.
GB 70005910 * Version 2 * UM-100006805 GB 9-21
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The color of the pupil finder is correlated to the acceptance criteria for alignment
I described in . If the center of the pupil was inside the acceptance criteria during the

measurement, the circle isgreen, ifit was outside the acceptance criteria, the circle is

yellow.
(*) The second (blue) circle in the images ofthe eyesshows the circularlimbus finder.
9.3.3 Reading the ZYWAVE 3 measurement results

To read the measurement results, proceed as follows.

1. V After verifying the iris images, click ‘resuits' to open the display options of
measurement results.
o The display options of measurement results are displayed (Fig. 88).

2. ™ Toview the different measurement display options, click the respective tab:

Forinformation aboutthe ZYWAVE 3 measurementdisplay options, refer to
b Chapter6.2.3 'ZYWAVE 3 displayoptions ofmeasurementresults'
onpage 6 -5.

Fig. 88: ZYWAVE 3 display options of measurement results

[EEN

‘Summary’

‘2D Plot'

'‘PPR vs. Pupildiameter’
'‘HigherorderPSF'
'‘Raw data'

‘Normalband"

N o oA~ W™

‘Difference’
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According to the selected tab, you can:

2D 'PPRvs.  'Higher 'Raw 'Normal 'Differe
'Summar  Plot' Pupil order ' data' band' nee'
y' diamete  PSF'
r

Comment this measurement by
Clicking '‘Addcomments'.

This option is available if no com-
ment is available for this measure-
ment.

Display the available comments
for this measurement by clicking

View commenf.

Export the measurement results
bycllcklng 'Exportto USB stick'

Print this measurement by clicking

‘Print'.

Delete this measurement by
clicking ‘pelete".

The delete option is only available
for single measurements within an
active measurement session. After
closing the measurement session,
the delete option isno longer avail-

able.

Go back to the patient data dialog
by clicking ‘continue:.

Perform a new ZYWAVE 3 meas-
urement by clicking another

exam'.

9.4 Taking iris images on ZYWAVE 3

You can take iris images during the measurementsession or separately withoutper-

forming aZYWAVE3 measurement.

Adjust the room lights prior to measurementin order to achieve an optimum pupil

size and verify thatthe main reflexes ofthe infrared pupilillumination ring are within

RokFo

the pupildiameterand notinterfering with the pupilboundaries.
No brightlightsources are allowed.

To take iris images separately without performing a ZYWAVE 3 measurement,
proceed as follows.

5B 70005910 * Version 2 * UM-100006805 GB 9-23
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The diagnostic software enables the user to perform a pupilometry prior to the

wavefront measurement.

. You can perform the pupilometry at the begin of a measurement session (the dis-

Jin played pupilometry values on the online pupilometer are valid for all performed

ZYWAVE 3 measurements during this measurementsession).

1 JOE Johnny
. Patent

6 i start pupilometer

Fig. 9U Online 'Pupilometer' (1)

Online 'Pupilometer

Element

Target off (Darkness)

Target on (Dim light)

iges to

Blue curve
>try by Current pupil size
mditions
on off or Maximum pupil size
)06805GB > 70005910"Version 2 *UM-100006805 GB
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Subjective refraction

6S start measurerrent BB Take ir

Description

The target illumination is switched off, the green
cross is disable for the patient and the red laser light
is on.

The target is illuminated, the green cross is enable
for the patient and the red laser light is on.

Represents the current pupil size during the pupil-
ometry.

Is the current pupil size. This value is automatically
renewed approx. 16 times per second. Astabilization
of the pupil size can be observed in the online
'Pupilometer’, typically after 10-20 seconds.

Ifthe pupilometry isresetby means ofthejoystick, the
maximum pupil size will be displayed as the current

pupilsize.

Is a maximum determinated value and will be dis-
played inside the online 'Pupilometer’ area.



Stop pupilometer

Selecting measurements

MEASUREMENTS

t> Ifyou want to perform a pupilometry with dark light conditions, click

Targetoff.

0 Thegreen cross has been switched off (the patient cannot see it any-
more). Advise the patient not to look directly at the red laser light dot
to avoid accommodation, but slightly above it.

5. b Click '‘Stop pupilometer'.

i The maximum pupil size value ("Max. pupil size') for the selected light
condition is diplayed in the online 'Pupilometer' area directly after
Target on’ (Fig. 92).

Ifthe pupilometry isresetby means ofthejoystick, the maximum pupilsize
(""Max. pupil size") willbe displayed as the "Current pupil size'.

Now you can:

m  Perform a measurement by clicking ‘startm easurement:.
m  Take iris images by clicking take iris images".
m  Go back to the patient account by clicking ‘Back.'

9.6 Working with measurements

This section provides information on how to work with existing measurements.

9.6.1 Selecting and closing measurements

To select ZYWAVE 3 and ORBSCAN 3 measurements, proceed as follows.
L_> Selectapatient (b chapter8.3.1 'Selecting patients'on page 8-8).

2. b. Double-click the required measurement inthe 'Select/Add measurement’
dialog box to open.

0 The measurement results open.

If the selected measurementis a ZYWAVE Il or an ORBSCAN Hz measurement, fol-
lowing message will be displayed: "ThiS measurement cannot be displayed. It can
only be used for treatment calculation.’

Elements Description

Indicates ZYWAVE Il measurements.

Indicates ORBSCAN Hz measurements.

70005910 * Version 2 * UM-100006805 GB 9-27
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According to the selected measurement, you can:
ORBSCAN 3 measurements

m  Click ‘aAddcom ments' to comment this measurement (this option is only avail-
able if no comment is available for this measurement). Otherwise, click "View
comments' to display the available comrcients for this measurement.

Click ‘Exportto UsB stick' t0 export measurement results.

Click ‘pifference' to compare two measurements from the same patient if
there is another measurement available.

Click ‘print' to print the measurement results.
Click ‘Back' to go back to the patient data dialog.

ZYWAVE 3 measurements

'Summar ‘2D 'PPRvs.  'Higher 'Raw ‘Normal 'Differe
y' Plot' Pupil order data’ band' nee'
diameter PSF

Comment this measurement by X
clicking '‘Addcomments'.

This option is available if no com-
ment is available for this meas-
urement.

Display the available comments x
for this measurement by clicking

‘'Viewcomment'.

Export the measurement results x
by clicking ‘Export images to UsSB

stick’
clicking ‘print:.

Go back to the patient data x
dialog by clicking ‘Back:.

To close measurements, proceed as follows.

Inthe measurement results page, click ‘patient.

0 The patient list opens.

i You can also close the measurementby clicking 'Back'. In this case, the patient data

n page willbe displayed.

SKU: 70005910 * Version 2 * UM-100006805 GB
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9.6.2 Deleting measurements

To delete measurements, proceed as follows:

m  The measurement results (for ORBSCAN 3) or the display options of measure-
ment results (forZYWAVE 3) are opened.

The delete option isonly available forsingle measurements within an active measure-
ment session. After closing the measurement session, the delete option is no longer
available.

Click pelete’ to delete the measurement.

=> Awarning message opens (Fig. 93).

Fig. 93: Delete measurement warning message

2. » Click 'ves' to delete the measurement,

o0 The measurement is deleted.

3- ~ Click '~ o' to continue working with the measurement.

9.6.3 Comparing measurements
9.6.3.1 Comparing ORBSCAN 3 measurements

You can compare two measurements and assess the differences between them.
The differences are represented in D, mm, or pm, depending on the selected type
of map.

A comparison isonly possible ifatleasttwo differentmeasurements ofthe same eye

are available.

To compare measurements, proceed as follows:

& SKU: 70005910 * Version 2 * UM-100006805 GB 9-29
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li_> Select ameasurement (b chapter9.2.2 Viewing ORBSCAN3 measurement
results'on page 9-6) or Start a new measurement (b chapter9.2 ‘Performing

ORBSCAN 3 measurements‘on page 9 -2).

After the measurement opens, click ‘pifference".

=> The difference page opens.

Byopening ofthe 'Difference’ option, the available measurements willbe

autom atically loaded and can be selected from the ‘A and 'B'drop»down

listboxes.

fologon log out

Newtnejsurernenf 14

Fig. 94: Compare dialog box
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3. ™ Fromthe 'A' drop-down list box (Fig. 95/1), select the first measurement
you want to compare and from the 'B' drop-down list box (Fig. 95/2), select
the second measurement you want to compare with the first one.

o Thedifferences between both measurements are displayed on the ‘A
B dialog box (Fig. 95/3).

Fig. 95: Comparing ORBSCAN 3 measurements A-B dialog box

1

You can change the colorsand the map typesand perform overlay,pachy-
metry and generalsettings. Ifmeasurements forboth eyes are available,

you can switch between OD and OS.

4™ > Click 'Pr/nf'ifyou want to print the comparison results.

9.6.3.2 Comparing ZYWAVE 3 measurements

You can compare two measurements and assess the differences between them.

The 'pitference’ option enables the user to subtract one wavefront examination
(or wavefront) from another one. This is a tool for evaluating the development of
the patient’s eye over time or to compare preOp and postOp measurements.

A comparison isonly possible ifatleasttwo differentmeasurements ofthe same eye

are available.

To compare measurements, proceed as follows:
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Open the measurement results and click the ‘pifference* tab.

o Thedifference page opens.

Byopening ofthe 'Difference’ option, the available measurements will be
autom atically loaded and can be selected from the '‘Aand 'B drop-down

listboxes.

n- ;SMITH John ‘E\Iogout

OS measurement 3/7/2014 4:00:40 PM
Summary 3D Plot FPR vs. Pupildijmeler Higher order PSF Raw data Normal band Difference

Wavefrunt Jidnieler. 3.43n

o

S 1/7/3014 4 00 40 DM

Fig. 96: 'Difference’ option
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2. w Fromthe 'A" drop-down list box (Fig. 97/1), select the first measurement
you want to compare, and from the '‘B' drop-down list box (Fig. 97/2),
select the second measurement you want to compare with the first one.

=> The differences between both measurements are displayed inthe 'A-B'
dialog box (Fig. 97).

- SMrTHJohn

OS measurement  3/7/2014 4:00:40 PM

Summary 2D Plot PPRvs. Pupil diameter Higherorder PSF Rav/~data Norma! band Difference

Wavefent diameter' 546 mm

OS 4/16/2014 4-3539 PM

f. [ : J'm OS 4/16.C014 4:9 5:PM

Fig. 97: Comparing ZYWAVE 3 measurements A-B diaiog box

You can change the colors and, ifmeasurements forboth eyes are avail-

able,you can switch between OD and OS.

9.6.4 View data on the USB memory stick

View measurements data on  To view data on USB memory stick, use the USB memory stick delivered with the
the USB memory stick diagnostic device.

1. ~ Insertthe USB memory stick into the USB port on the all-in-one PC right
side.

2. b Log ininto the diagnostic software ( chapters. 1.1 logging in’
onpage 8 -3).

Click 'view data on UsB stick' t0 open the patient data on your USB memory
View data on USB stick stick.

i= Now you can view data on USB memory stick.
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4- b Toview patient data, click the patient name once inthe 'Patients’ dialog
box (Fig. 98).

Fig. 98: '"Measurements' dialog box

i Ifthere are any measurements saved for the patient you have selected,
these appear in the '"Measurements’ dialog box below.

9.6.5 Exporting measurements

You can export ORBSCAN 3 andZYWAVE 3 measurementdata.
Exporting means copying, i.e. the patientdata remains on ZDW 3.
To export measurements, proceed as follows:

Precondition:

m  The measurement results are opened.

m  The ‘exportto uss* button is active. This means that a USB memory stick is
connected to ZDW 3.
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1- ~ Click 'Exportto L/S6'to export this measurement data to your USB memory
Export to USB stick.

0 The export options dialog box opens (Fig. 99).

Limit data to export

Include patient name

Select data formats

Save X Discard

Fig. 99: Export options diaiog box

The 'Default’ form at (binary data) isselected as default.

Donotchange this setting. Otherwise a errormessage willbe displayed.

2. n. Select the desired options and click 'save".

\ /1 Save
i Amessage opens informing you that the export has been successful

(Fig. 100).

| ~Kcess

Data has been exported successfully

4/ OK
Fig. 100: Export successfui message

3. b Click ok

[ The measurement opens again.

9.6.6 Exporting ZYWAVE 3 pupil images

Exporting ZYWAVE 3 pupil  To export images, you can use a USB memory stick delivered \«ith the diagnostic
images device.

T ~ Log ininto the diagnostic software (b chapters. 1'W orking with theso ft-

ware'on page 8 -1).

Click 'patients".
L_> Select a patient from the patient list (b chapters.3.1'selecting patients"

onpage 8-8).

i The patient account opens.

5 70005910 * Version 2 * UM-100006805 GB 935
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4. » Select a ZYWAVE 3 measurement from the 'select/add measurement' dialog
box by double-clicking it.

The measurement opens.
5. b Clickthe ‘Rawdata'tab.

i= The pupil (upper display part) and centroid (lower display part) images
are displayed (Fig. 101).

OS measurement  9/5/2014 12-.29:37 PM

Summary 20 Plot vs. Pupii diameter Higher order PSF Rawdata Normal band OiKerenee
. »
1" fiH soy COY8T V
1? F18 S0?/ on?/10S' s’
i3 <8 b02/ rio2/ur
| 1 h.l» -b03/-0f7/10f/ s*
is fil7 «0?/0C?2/10r =
Export irregestoL'SB slick j
i rviele 7 Print Continue 1~

Fig. 101: Pupil and centroid images

E1_> Click '‘Exportimages to USB".
Export images to USB . ] . ]
i The 'Select images' dialog box opens (Fig. 102).

The usedimages forthe wavefrontcalculation are selected as default.

Fig. 102: 'Select images' dialog box

L-> Select the 'Pupil images' and the 'Centroid images' that you want to
export.

Click ‘cancel' to reset the selected images.

O The 'Select images' dialog box closes.
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9 Repeat from step 6 to 7 and click 'accept' to export the selected ZYWAVE 3
pupil images.

0o Awarning message opens informing you that the export has been suc-
cessful! (Fig. 103).

The images have been saved on your USB memory stick: E :
\Technolas\ZyWave Images.

formation

Data exported successfully.

n ok

Fig. 103: Exportsuccessful! warning message

ia> Click ok

i The measurement opens again.

9.6.7 Printing measurement results

To print the ORBSCAN 3 and ZYWAVE 3 measurement results a network color
printer is necessary.

05GB I SKU 70005910* Version 2 *UM-100006805 GB 9-37
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Network printer

Thenetwork colorprinterisan optionalcomponentwhich has to bepurchased by the

1 customerin an specialized store.
The installation ofthe network colorprintermustbe done by an Authorized

Service Technician only.
-

- Thenetwork colorprintercan be connected to the TPV Gigabit-Ethernet-Switch or

directly to the all-in-one PC by an Authorized Service Technician.

1 Only network colorprinters supported by HP UniversalPrintDriver Series can be used

with the diagnostic device.

HP UniversalPrintDriver Series for PCL6, PCL5, PS are already installed in the

delivered diagnostic device.

NOTICE Danger of property damage due to misplacement of the network color
printer!

The network color printer must not be placed in the immediate proximity to
patients.

- Place the network color printer at least 1.5 meters away from the diag-
nostic device.
9.6.7.1 Printing ORBSCAN 3 measurement results

To print ORBSCAN 3 measurement results (e.g. quad map), proceed as follows;

Precondition:

m  The required printer isconneaed to ZDW 3.
m  The measurement results are opened.

Click 'm ap* to print the quad map and all available values.

n Click *print.
0 The Windows print options open.

Select the desired print options in the print options window of your printer,
and click print'.

0 The ORBSCAN 3 measurement results will be printed.
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9.6.7.2 Printing ZYWAVE 3 display options of measurement results

To print ZYWAVE 3 display options of measurement results, proceed as follows:
Precondition:
m  The measurement results are opened.

m  The required printer is connected to ZDW 3.

1- >mClick ‘print.

=> The Windows print options open.

Select the desired print options in the print options window of your printer,
and click ‘print.

O The ZYWAVE 3 measurement results will be printed.

0 9.6.8 Performing treatment calculations

The following procedures apply to OD and OS.
Preparing treatment calculations
If required, set default treatment values.

O Forinformation aboutsetting defauittreatmentvalues, referto b Chapter8.2.3 'Set-

1 ting defaulttreatmentvalues'onpage 8 - 7.
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MEASUREMENTS

9.6.8.1 Selecting treatments and diagnostic data

Selecting treatments
To select treatments proceed as follows.

1- b Selectapatient( chapter8.3.1 'Selecting patients'on page 8-8).

Select/Add measurement ORBSCAN ZYWKAVE

Subjective refraction

[ Select/Add treatment + m + 4

Accept

Fig. 104: 'Select/Add treatment' dialog box

2- ™ Inthe "Select/Add treatment' dialog box (Fig. 104), double-click the
required treatment to open it.

IfZYW AVE Iland ORBSCAN Hzmeasurementdata are available in the external
Database Server, they can be used in theZDW 3 software fortreatmentcalcula-

tions:

Indicates ZYWAVEII measurements.

Indicates ORBSCAN llz measurements.

®> Awarning message opens ifthe selected treatment was calculated
using different nomogram settings (Fig. 105).

The original treatments were calculated using different nomogram settings.
New calculations will apply the actual nomogram settings!

Fig. 105: Differentnomogram settings warning message
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Click o«
> The selected treatment opens in the treatment calculation page
(Fig. 106).
,,,,, R
sba<tivelafddiCn
W L] M *TY S
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Fig. 106: Selected treatment (example): elements
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Pos. Button/ Icon

Diagn.
8 O Iris data
9 -":
10
+~Log(
1
# Accept
12

- -

14 .

16

17

) -

MEASUREMENTS

Description

Click to select diagnostic data. A list of ORBSCAN 3 and ZYWAVE 3 meas-
urements is displayed.

Click to select another iris data if available."*

Click to discard the calculation and restore the original values.

Click to log out from the software.

Clickto accept the calculation.

Ifthe calculation is not possible, a message informs the user accordingly.
Itis not possible to select atreatment and the ‘accept button is not ena-
bled.

Detailed treatment maps and ‘Comment’ field:
- Enter a comment for this calculation in the ‘Comment' field.

- To verify the calculated correction values, use detailed maps.

Click to print a treatment calculation.

Click to select a treatment map:

Anterior elevation map

Radial pachymetry

Axial power, keratometric map

Simulated ablation

Wavefront Full Pupil

Wavefront HO Pupil

Axial power, estim. postOp keratometric map
Anterior elevation, estim. postOp

Radial pachymetry, estim. postOp

List of treatment values, value and date of the applied nomogram and
nomogram comment (not editable).

To enter or adjust following parameters if necessary: Target value, optical
zone, and calculated correction values (correction sphere, correction cyl-
inder and correction axis).

Click to go back to the patient account.

SKU: 70005910 * Version 2 * UM-100006805 GB 9-43
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Selecting diagnostic data

If required, click ‘piagn. data* (Fig. 106/7) to select another ORBSCAN 3 and
Diagn. ZYWAVE 3 measurement.

The 'ORBSCAN 3 measurements' and "ZYWAVE 3 measurements’
dialog boxes opens (Fig. 107/1 ajid 2).

—  ZyWeve measurements

a®""'.....

a® ..
a®'"""..

>/ Accept X Cabcel

Fig. 107: ORBSCAN 3 and ZYWAVE 3 measurements dialog boxes

2. Tt Click ‘cancel' to go back to the treatment calculation page and repeat from
step 2 to step 5.

L_> Select one of the ZYWAVE 3 measurements and, if available, one of the
ORBSCAN 3 measurements.

i The 'accept’ button will be activated.

4. Click ‘accept' to open the respective measurement.
n/  Accept . . L . . . .
0 The selected diagnostic data is displayed in the diagnostic data dialog
box (Fig. 108) in the treatment calculation page.
Fig. 108: Diagnostic data dialog box
9-44 SKU: 70005910 * Version 2 * UM-100006805

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



6 6B

SKU: 70005910 * Version 2 * UM-100006805 GB

MEASUREMENTS

5- ~ Ifrequired, enter and adjust parameters.

Formore information aboutentering and adjusting parameters, refer to

b Chapter9.6.8.2 'Adding treatments'on page 9 -45.

Click 'Undo’to restore the original values.
B 0 Awarning message opens asking you ifyou want to restore the original

values (Fig. 109).

Do you want to restore the original values?

Yes X No

Fig. i09: Restore the original values warning message
7. b Click 'ves' to restore the original values or 'no* to continue.

8i_> Enter your comments in the '‘Comment’ field and click ‘accept.

Yy /Accept L . .
0 Your comment is displayed in the ‘Comment’ field.

9.6.8.2 Adding treatments

To add treatments proceed as follows.
1n > Select a patient.
2. Inthe 'Select/Add treatment' dialog box, click ‘oo or 'os".

0 Thetreatment calculation page opens.

Fig. 110: Treatmentcalculation page

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



MEASUREMENTS

?i_> Select the desired treatment typ for calculation (Fig. 110/1): 'PROSCAN'
"ZYOPTIXHD', 'SUPRACOR' and 'PTK.
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General remarks

A WARNING

MEASUREMENTS

17. ft When the calculation is successful and all parameters have been specified
as needed, accept the appropriate treatment by clicking ‘accept:.

O The calculated treatment is saved and displayed in the ‘Select/Add
Treatment' dialog box (Fig. 119).

Fig. 119: Calculated and accepted treatments (example)

9.6.8.3 Entering and adjusting correction values

With every modification, the correction and treatment values are immediately cal-
culated and displayed in the treatment tabs (b chapter 9.6.8.1 'Selecting treat-

ments and diagnostic data‘on page 9 -40).

For a detailed list of possible error messages and how to rectify them, refer to

b Chapter 10 Troubleshooting'on page 10-1.

Danger of injury due to incorrect diagnostic and measurement parameters!

The failure to verify diagnostic and treatment parameters may result in
serious permanent patient injury.

Always confirm and, if necessary, adjust the following parameters before the
confirmation or adjustment of measurement values:

- Subjective refraction values, such as subjective sphere, cylinder, and
axis.

Pachymetry value
Residual stromal thickness (at least 250 pm]
- K-and Q-values.

Ifa nomogram has been defined by the user, this is always applied to the corre-

sponding measurementcaiculation.

Appiied values are displayed in the respective measurementtab.

Reading measurements with wavefrontsize smaller than the default optica!l
zone:

When reading measurements with wavefront size smaller than the default optical
zone, the calculation software reduces the (default) opticalzone to the wavefrontsize
(butonly in the 'ZYOPTIX HD' tab), which is indicated by a warning message. This
warning message opens oniyonce and wiiinotbe issued again ifyou change the eyes

lateron.

Forallmeasurements recheck and, ifapplicable, adjustthe opticalzone.
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1

Subjective refraction values
with  corresponding PPR
values

Fig. 120: Subjective refraction values

(example)

Plus or minus cylinder con-
vention

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

If an entered parameter or a calculation result is
lOO not within the allowed ranges, the input field is
bordered in red.

Invalid input

200

Modified entry field

Modified inpuT is bordered in orange.

Critical treatment values are highlighted in red.

Critical residual stroma
value (example)

For a detailed list of the elements on the treatment calculation page, refer to

b Chapter9.6.8.1 'Selecting treatments and diagnostic data'on page 9 -40.

Click in the available input fields to enter or adjust the following parameters: sub-
jective sphere, subjective cylinder or subjective axis.

The corresponding PPR values are noteditable.

Fig. 121: Plus or minus cylinder convention

Click to switch between plus and minus cylinder convention of subjective refrac-
tion. The values for PPR, subjective, and correction refractions are adjusted
accordingly.

Switching between the cylinder conventions has no impact on the use and calcu-
lation of the nomogram.

If a nomogram has been defined by the user, this is always applied to the corre-

sponding measurementcalculation.

Applied values are displayed in the respective measurementtab.
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Diagnostic parameters for
the selected eye

Fig. 122: Diagnostic parameters for the selected eye (example)

Ifthere are onlyZYW AVE measurements available the default 'K-value' is 43,3
1 and the default "Q-value' is -0,20.

Ifthere are ZYWAVE and /or ORBSCAN measurements available the 'K-value' and
'Q-value' willbe calculated on the base ofthe ORBSCAN measurement.

- 'pachymetry [y T r\ Ifrequired, modify the value in the pachymetry field, based
on an alternative measurement technique. The modification directly affects the
calculated residual stromal thickness.

- “Flap thick. [pm ]\ If required, manually modify the flap thickness in the flap
thickness field. The residual stroma thickness is adjusted depending on the
defined flap thickness.

The defaultvalue for flap thicknessis 120pm.

1

Target value, optical zone
and calculated correction

values
Fig. 123: Targetvalue, optical zone, and calculated correction values (example)
If necessary, click in the available input fields to enter or adjust the following
parameters: target value, optical zone and calculated correction values (correc-
tion sphere, correction cylinder value and correction axis)
re-
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A WARNING

TROUBLESHOOTING 10

10 Troubleshooting

The following chapter describes possible causes of faults and the work required

to rectify them. v

Danger of injury due to improper repair!

Improperly executed work in conjunction with troubleshooting may lead to
serious injuries and significant property damage.

Perform only troubleshooting tasks that local personnel can perform
according to the troubleshooting chart.

- Ifyou are in doubt about how to perform the troubleshooting tasks that
are described in the troubleshooting chart, contact an Authorized
Service Technician.

4 - Troubleshooting tasks that are not described in the troubieshooting
chart must be performed only by an Authorized Service Technician.
Standard Windows mes- If any Windows message opens, restart the system. The Windows operating
sages system of ZDW 3 is protected in a way that after restart the initial configuration is
restored. Contact an Authorized Service Technician, if errors appear directly at
startup.
Troubleshooting charts | b 'Usercontrolscreen' onpage 10-1
n 4>'ZDW 3 'onpage 10-2
| | b 'ORBSCAN3'onpage 10-4
| | b 'ZYWAVE3'onpage 10-6
| | Treatmentcalculation' onpage 10-8
Should the problem persistor should you encounter a problem not listed in the fol-
1 lowing tables, contactan Authorized Technolas Perfect Vision Representative.
User control screen
Fault description  Cause Remedy Personnel
User control screen Power cables of ZDW3 are not Switch the device on. User
is blank. plugged in, monitor is not Ifthe problem persists, contact Authorized
switched on or user control screen an Authorized Service Techni-  Service  Techni-
defect. cian. cian
GB SKU: 70005910 * Version 2 * UM-100006805 GB 101
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10 TROUBLESHOOTING

10.1 Software messages

ZDW3

Fault description Cause

'A problem has occurred! Switch the
device off and switch it on again.' 'If
the problem persists, contact an
Authorized Service Technician.'

'Calibration check data is locked. The
calibration check data can only be
accessed by one user at atime.'

Entered com-
ment is too

'‘Comment cannot be saved."

long.

'Date of birth must be in the past.’

'‘Date of birth must not be blank.'

‘Data cannot be exported.’

‘Entered password and confirmation

password must match."

"Invalid entry!"

‘Invalid date’

'Login name already in use.’

'First name: Field must not be blank.'

"Last name: Field must not be blank.’

'Measurement cannot be deleted." The database
connection has
been inter-
rupted.

'Measurement cannot be deleted from The USB stick is

USB stick." probably dem-
aged or not
available.

'Measurement cannot be loaded.'

'Minimum  password
characters."

length is 4

102
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Remedy

See message.

Perform the calibration check later.

Reduce the number of characters in
the comment field.

Enter correct date.
Enter date of birth.

Check the storage capacity of your
USB stick.

Enter a valid password and identical
confirmation password.

Enter a valid and complete entry.
Enter avalid date.

Enter a different login name.
Enter a first name.

Enter a last name.

Check ifthe database connection
has been re-established.

If problem persists, contart an
Authorized Service Technician.

Check ifthe USB stick is inserted in
the USB port.

Ifthe USB stick is damaged, insert
another Technolas Perfect Vision
GmbH approved USB stick in the
USB port.

Check your USB stick.

Enter a valid password.

Personnel

User
Authorized
Service Tech-
nician

User

User

User
User

User

User

User
User
User
User
User

User
Authorized
Service Tech-
nician

User

User

User
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Fault description

'No printer found!"

The network connection to the
following device has been lost:
ORBSCAN/ZYWAVE. Please check if all
cables are properly connected and if
the device is switched on." 'Restart the
device.'

'ORBSCAN/ZYWAVE hardware
currently not available. Please verify
that the device is switched on and that
all cables are properly conneaed.’

'Password confirmation missing."

'Password invalid®

'Password missing’

'Patient data cannot be deleted from
USB stick.'

‘Remaining time for recalibration
(days): nn.' ‘After the remaining time
has expired, it will not be possible to
perform measurements. You can only
view existing measurements and
calculate treatments.’

The following devices need to be
recalibrated in one month: ORBSCAN/
ZYWAVE.

The deadline for recalibration has
expired. Measurements are not
possible until recalibration has been
performed.’

Cause

The USB stick is

problably dem-

aged or not

available.

SKU: 70005910 * Version 2 * UM-100006805 GB
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Remedy

Check whether the printer is
switched on.

Check whether the correct printer is
conneaed.

ifthe problem persists, contact an
Authorized Service Technician.

See message.

Ifthe problem persists, contact an
Authorized Service Technician.

See message.

ifthe problem persists, contact an
Authorized Service Technician.

Enter an identical confirmation
password.

Enter a valid password and identical
confirmation password.

Enter a valid password and identical
confirmation password.

Check ifthe USB stick is inserted in
the USB port.

ifthe USB stick is damaged, insert
another Technolas Perfect Vision
GmbH approved USB stick in the
USB port.

Contact an Authorized Service
Technician.

Contact an Authorized Service
Technician.

Contaa an Authorized Service
Technician.

10

Personnel

User
Authorized
Service Tech-
nician

User
Authorized
Service Tech-
nician

User
Authorized
Service Tech-
nician

User
User
User

User

Authorized
Service Tech-
nician

Authorized
Service Tech-
nician
Authorized

Service Tech-
nician
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Fault description

The selected treatment cannot be
edited."

The USB stick is not available. The
measurement cannot be loaded."

The USB stick is not available. The
patient data cannot be loaded."

The database is currently not
available. Please verify that all cables
are properly connected.’

The remote database is not available.
Do you want to use the local database
instead?"

‘Unknown error.'

'Login name or password incorrect.’

'Value is not numeric.’

"Value must be in the range from nn to
nn.'

"Value must be in the range from nn to
nn in nn steps.’

ORBSCAN 3

Fault description

'HCB error. Switch the device off and switch iton
contact an

again.' 'If the problem persists,
Authorized Service Technician.'

'Insufficient image quality due to too much

ambient light.'

104
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Cause

The selected
treatment has
already been
performed on
the laser
system.

Entered values

are outside the

defined range.

Entered values

are outside the

defined
and steps.

range

Cause

Too

ambient light.

Hardware error,

Remedy

m  Insert the USB stick.

m  Insert the USB stick.

m  Contact an Authorized Sevice Tech-
nician.

Select the local database if required.

Repeat the measurement.

Ifthe problem persists, contact an
Authorized Service Technician.

Enter a valid login name and pass-
word.

Enter numeric values.

Review the values and make adjust-
ments as appropriate.

Review the values and make adjust-
ments as appropriate.

Remedy

Contact an Authorized
Service Technician.

much Reduce the ambient

ments for the operating
conditions are met.

light level and make sure
that the defined require-

Personnel

User

User

User

User

User

User
Authorized
Service Tech-
nician

User

User

User

User

Personnel

Authorized
Service
Technician

User
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Fault description

'Measurement cannot be evaluated.’

‘Measurement failed. Possible causes are: Slits
are blocked by the nose. Try rotating the
patient’s head slightly." 'Abnormally-shaped
cornea. Try centering on the limbus." 'Reflections
from external light sources.” The patient blinked
or the eyelids were not fully open.” The cornea
was not well-centered. Repeat  the
measurement.’

‘Measurement failed. Possible causes are:" 'Slits
are blocked by the nose. Try rotating the
patient's head slightly.' 'Abnormally-shaped
cornea. Try centering on the limbus.' The
patient blinked or the eyelids were not fully
open.' The cornea was not well-pentered." "Not
enough image information available to perform
proper eye registration.' 'Repeat the
measurement.’

"Measurement failed. Repeat the measurement.
If the problem persists, contact an Authorized
Service Technician.' *(error code nnnn)’

'Slits cannot be detected. The slits may be
shifted, tilted, incomplete, blurry, etc.'

The ORBSCAN hardware has reported an error.
Please restart the device and try again. If the
problem persists, contact an Authorized Service
Technician.

The HCB is responsive, but the camera is not.
Restart the device. If the problem persists,
contact an Authorized Service Technician.'

'The alignment has automatically terminated
earlier than expected. If the problem persists,
restart the device.'

SKU: 70005910 * Version 2 * UM-100006805 GB
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Cause
Software

problem.

See message.

See message.

Depends on the
error code
number.

See message,

Hardware error.

TROUBLESHOOTING

Remedy

Contaa an Authorized
Service Technician.

See mess.age.

See message.

Repeat the measure-
ment.

Ifthe problem persists,
contact an Authorized
Service Technician.

Contact an Authorized
Service Technician.

Restart the device and
try again.

Ifthe problem persists,
contact an Authorized
Service Technician.

Restart the device and
try again.

Ifthe problem persists,
contact an Authorized
Service Technician.

Ifthe problem persists,
restart the device.

10

Personnel

Authorized
Service
Technician

User

User

User
Authorized
Service
Technician

Authorized
Service
Technician

User
Authorized
Service
Technician

User
Authorized
Service
Technician

User
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Fault description Cause

The measurement cannot be compared to ORBSCAN 3
another measurement because required data is measurement is
missing. The measurement may have been compared with

imported from an OTE fiie."

ORBSCAN iz

measurement.

The measurement failed. Do you want to repeat —
the measurement?"

'During measurement significant eye movement
was detected. Possible causes are:' The patient
moved excessively or blinked. Repeat the
measurement.” "Abnormal corneal shape. Try
centering on the limbus." ‘Not enough image
information available to perform proper eye
registration. Repeat the measurement.’

ZYWAVE 3

Fault description

'Although  the wavefront diameter of
measurement is sufficient for a ZYOPTIX HD
treatment, at least one of the three used lenslet
images indicates an eye lid coverage beyond the
recommended limit." "Actual coverage: nn mm.'
'Recommended  limit: nn mm." "Using this
measurement in a ZYOPTIX HD treatment is not
recommended.’

"Taking iris images failed.

'Enter a diagnosis for at least one eye!"
‘Enter the dilation status for at least one eye!"

‘For this sphere a sufficient number of

measurements is already available.’

"The measurement cannot be evaluated.’

10-6
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See message,

Cause

this See message,

This  sphere
has been
already meas-
ured three
times.

Calibration
check calcula-
tion failed.

Remedy

Comparison is not pos-
sible.

Ifdesired, repeat the
measurement.

Repeat the measure-
ment.

Ifthe problem persists,
contact an Authorized
Service Technician.

Remedy

Perform a new meas-
urement.

Align and focus
patient’s eye.

See message.
See message.

Align the measurement
head in the direction of
the other sphere.

Repeat calibration
check.
Ifthe problem persists,

contact an Authorized
Service Technician.

Personnel

User

User

User
Authorized
Service
Technician

Personnel

User

User

User
User

User

User
Authorized
Service
Technician
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Fault description

The estimated spherical equivalence of the test
sphere is nn D. Please use the test spheres with -5 D
or+5 D!

The
measurements are significantly different.
repeat the measurement.’

results of the preliminary and the final
Please

The latest calibration which is available for the
connected ZYWAVE is incomplete. Recalibrate the
device and perform all steps. The following data is
missing: nn'

The ZYWAVE cannot be identified. Make sure that
the device is properly connected.’

The ZYWAVE hardware does not respond. Please
restart the device. Ifthe problem persists, contact an
Authorized Service Technician.'

‘Initializing the ZYWAVE hardware for a
measurement failed. If the problem persists, restart
the device. If the problem still persists, contact an
Authorized Service Technician.’

The previous measurement failed. The hardware is
not ready for a new measurement. Please restart the
device.

The measurement failed because of an insufficient
number of processable images.*

'Measurement failed."

'Unable to determine the optimum measurement
position.’

'Unable to determine the optimum measurement
position because of insufficient nhumber of images
suitable for evaluation.'

The ZYWAVE hardware does not respond within the
expected time frame. If the problem persists, check
the network connection and restart the device.’

70005910 * Version 2 * UM-100006805 GB
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Cause

Test  sphere
not recog-
nized.

ZYWAVE 3
calibration
incomplete
data.

ZYWAVE 3
cameras will
not be identi-
fied.

TROUBLESHOOTING

Remedy

Repeat calibration
check.

Ifthe problem persists,
contaet an Authorized
Service Technician.

See message.

Contact an Authorized
Service Technician.

Contact an Authorized
Service Technician.

Switch offthe standby
switch for a few sec-
onds and restart the
device.

Ifthe problem persists,
contact an Authorized
Service Technician.

See message.

See message.

Repeat the measure-
ment.

Repeat the measure-
ment.

Repeat the measure-
ment.

Repeat the measure-
ment.

See message.

10

Personnel

User
Authorized
Service
Technician

User

Authorized
Service
Technician

Authorized
Service
Technician

User
Authorized
Service
Technician

User
Authorized
Service
Technician

User

User
User
User

User

User
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Fault description Cause Remedy Personnel

"The measurement failed because the pupil size was — m  See message. User
too instable. Repeat the measurement.’

Target position failure. If the problem persists, — m  See message. User
restart the system by powering off. Then switch off
the power suppiy for a few seconds and restart the

device.'

The latest calibration check for this ZYWAVE (serial — See message. User
number: nn) has failed. If the failure is due to an Authorized
imprecise alignment during the calibration check, Service
redo the check. Ifthe calibration check continues to Technician

fail, contact an Authorized Service Technician and
have the device recalibrated."

The difference between subjective refraction and — m  See message. User
PPR is so large that both refractions must be

considered suspicious. This measurement may not

be suitable as a basis for a wavefront-guided

treatment.' ‘Make sure that the subjective refraction

is correct and repeat the measurement.’

"The optimum scanning position calculated during — m  See message. User
prescan was suspicious. This measurement may not

be suitable for a wavefront-guided treatment." 'Make

sure that the subjective refraction is correct and

repeat the measurement.’

'Failure to save the calibration check result to the The database Check ifthe external User

external database.' conneaion database connection Authorized
has been has been re-estab- Service
interrupted. lished. Technician

Ifthe problem persists,
contact an Authorized
Service Technician.

Treatment calculation

Fault description Cause Remedy Per-
sonnel

'Ablation  depth exceeds The treatment calculation As appropriate, choose different User
safety range.' leads to an ablation depth of treatment parameters or choose a

greater than the safe range. different treatment mode.
'Calculated residual stromal The treatment calculation Review the selected treatment User
thickness less than 250 pm!"  results in a residual stromal parameters, such as flap thickness

thickness of less than 250 or optical zone, and make adjust-

pm. ments as appropriate.

Do not treat patients with residual
stroma < 250 pm.
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Fault description

'Calculation error’

'Calculation error.
Calculated values are
outside  the  supported
range.'

'Correction refraction
outside  the  supported
range.'

'CRC error in data
transferred to
ZTCJib517.dlIl.*

'CRC error in results from
ZTCJib517.dll (ablation
data).'

'CRC error in results from
ZTCJib517.dll  (laser pulse
list)."

'CRC error in results from
ZTCJib517.dll (localResult).’

‘Entered flap thickness less
than 100 pm!*

'Flap thickness out of
range.’

‘Input parameter exceeds
safety range.'

‘Input parameter out of

fange.’

Cause

The calculated
refraction values are out of
supported range.

Hardware error.

Hardware error.

The entered flap thickness is

below the allowed value.

The entered flap thickness is

not within the allowed
values.
The entered  parameter

exceeds safety range.

The entered parameter is out
of the defined range.

KU 70005910 * Version 2 * UM-100006805 GB
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TROUBLESHOOTING

Remedy

Review the values and make adjust-
ments as appropriate.

Review the values and make adjust-
ments as appropriate.

Review the subjective refraction
and treatment values and make
adjustments as appropriate.

Contact an Authorized Service
Technician.

Contact an Authorized Service
Technician.

Contact an Authorized Service
Technician.

Contact an Authorized Service
Technician.

Review the selected flap thickness
and make adjustments as appro-
priate, unless you are certain you
want to continue with the original
flap thickness.

Review the selected flap thickness
and make adjustments as appro-
priate, unless you are certain you
want to continue with the original
flap thickness.

Review the entered value and make
adjustments as appropriate.

Review the entered value and make
adjustments as appropriate.

10

Per-
sonnel

User

User

User

Author-
ized
Service
Techni-
cian

Author-
ized
Service
Techni-
cian
Author-
ized
Service

Techni-
cian
Author-
ized
Service

Techni-
cian

User

User

User

User
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TROUBLESHOOTING

Fault description Cause Remedy Per-
sonnel
'No wavefront data available Import ZYWAVE diagnosis data. User
(ZYWAVE  diagnosis  data Perform a wavefront measurement
required).’ at the ZYWAVE.
-
'Not enough centroids in The wavefront measurement Consider using a different ATE file, if User
ZYWAVE measurement.’ is based on too few cent- available.
roids, which may be an indi- Alternatively, repeat the wavefront
cation of a low quality cent- measurement at the ZYWAVE.
roid image resulting in
unreliable wavefront infor-
mation.
'Not enough laser pulses.’ The number of laser pulses Evaluate the situation carefully. User
required for the ablation pro- As appropriate, adjust the correc-
file is out of the supported tion and/or optical zone.
range.
'Offset between PPR and The difference between cor- Review the subjective refraction User
correction refraction too rection and PPR refraction is and correction and make adjust-
large.’ larger than the supported ments as appropriate.
range.
‘Optical zone cannot be The entered optical zone is Review the optical zone and make User
larger  than wavefront larger than the imported adjustments as appropriate, unless
diameter.’ wavefront diameter. you are certain you want to con-
tinue with the original wavefront
diameter.
'Pachymetry out of range.' The entered pachymetry is Review the selected pachymetry User
invalid. and make adjustments as appro-
priate.
'Please confirm treatment — Review the used cylinder conven- User
data!l  Different  cylinder tions and make adjustments as
conventions used for PPR appropriate.
and corr. refraction.”’
'Please confirm treatment — Review the used cylinder conven- User
data! Different  cylinder tions and make adjustments as
conventions used for PPR appropriate.
and subj. refraction.’
'Please confirm treatment — Review the used cylinder conven- User
data!  Different  cylinder tions and make adjustments as
conventions used for subj. appropriate.
and corr. refraction.’
'PPR and correction The refraction types (myopia, Review the correction and make User

refraction are of different
type.'

hyperopia or mixed astigma-
tism) of PPR refraction and
correction are not the same.

adjustments as appropriate.
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Fault description

'PTK parameters invalid.’

'Subjective and correction
refraction are of different

type.'

'Subjective refraction

invalid.'

Target invaiid."

The advanced nomogram
result is out of range (PPR
sphere  minus calcuiated
correction sphere must be
within range -3to +2 D).

The current settings cannot
be saved. Do you want to
cancel the changes?*

The original treatments
were calculated using
different nomogram

settings. ' 'New caicuiations

wili apply the current
nomogram settings!"
The difference between

subjective axis and PPR axis
is more than 15 degrees!"

The difference between
PPR axis and correction axis
is more than 15 degrees!”

Cause

The refraction types (myopia,
hyperopia or mixed astigma-
tism) of subjective refraction
and correction are not the
same.

The entered  subjective
refraction vaiues are invalid.

The entered parameter is out
of the defined range or not
numerical.

The nomogram  settings
were adjusted after a treat-
ment had been caiculated or
different nomogram vaiues
are wused from different
instaliations of the device. If
the user attempts to recalcu-
late this treatment, the diag-
nostic system alerts the user
that the actual nomogram
settings wili be applied to
the recaiculation.

Depending on the case, this
warning message may
appear aione or in combina-
tion.

Depending on the case, this
warning message may
appear aione or in combina-
tion.

SKU: 70005910 * Version 2* UM-100006805 GB
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Remedy

Review the values and make adjust-
ments as appropriate.

Review the correction and make
adjustments as appropriate.

Review the subjective refraction
values and make adjustments as
appropriate.

Review the entered value and make
adjustments as appropriate.

Evaluate the situation.
Verify the subjective refraction.

See message.

Verify that the current nomogram
settings are appropriate.

Evaiuate the situation.

Review the subjective refraction
and make adjustments as appro-
priate.

Evaiuate the situation.

Review the correction vaiues and
make adjustments as appropriate.

Per-

10

sonnel

User

User

User

User

User

User

User

User

User
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Fault description

The difference between
subjective axis and
correction axis is more than
15 degrees!”

The difference  between
subjective cylinder and PPR
cylinder is more than 0.5 DI'

The difference  between

subjective sphere and PPR warning

sphere is more than 0.75 DI’

'There is no clinical
experience with Q-values
higher than +0.51'

The patient you intend to
treat with SUPRACOR is
younger than forty years.
Please check if the patient
meets the inclusion criteria.’

Treatment not supported.”

Treatment not supported in
SUPRACOR''

'"Wavefront size too small.’

"Wavefront size smalier than
default optical zone. Optical
zone has been reduced to
wavefront size!"

1012
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Cause

Depending on the case, this
warning message may
appear alone or in combina-
tion.

Depending on the case, this
warning  message may
appear alone or in combina-
tion.

Depending on the case, this
message may
appear alone or in combina-
tion.

The Q-value has been
adjusted to a value above
+0.5.

Entered date of birth indi-
cates that the patient is
younger than 40 years.

SUPRACOR only supports
hyperopic and myopic pres-
byopia treatments.

Wavefront size smailer than
the defined values: 4.5 mm
for hyperopic and 5 mm for
other wavefronts.

The calculation software
automatically reduces the
(default) optical zone to the
wavefront size.

Remedy

Evaluate the situation.

Review the subjective refraction
and make adjustments as appro-
priate. "

Evaluate the situation.

Review the subjective refraction
and make adjustments as appro-
priate.

Evaluate the situation.

Review the subjective refraction
and make adjustments as appro-
priate.

Review the treatment values and
consider the situation carefully
before proceeding.

Ifthe patient is indeed younger
than 40 years, refer to the patient
selection criteria in this user manual
and verify carefully whether the
patient is eligible for SUPRACOR.

Verify ifyou have selected the suit-
able patient for calculation.

Verify ifyou have selected the suit-
able patient for calculation.

Import different ZYWAVE diagnosis
data.

Perform a new wavefront measure-
ment at the ZYWAVE.

For SUPRACOR or ASPHERIC treat-
ments recheck and, if applicable,
adjust the optical zone.

For PERSONALIZED treatments it is
not possible to calculate an
enlarged optical zone.

Per-
sonnel

User

User

User

User

User

User

User

User

*1/\

User
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DECOMMISSIONING AND DISPOSAL 11

11 Decommissioning and disposal

A WARNING Risk of injury in conjunction with improper decommissioning and disposal!

- Decommissioning and disposal is performed only by Authorized Service
Technicians.

Technolas Perfect Vision GmbH will arrange for the collection and recycling of (a)
end-of-life Technolas Perfect Vision GmbH equipment and (b) end-of-life equip-
ment from other manufacturers when a Technolas Perfect Vision GmbH product
is purchased to replace the older equipment and has identical functionality. To
initiate the collection of end-of-life equipment, contact an Authorized Service
Technician.

SKU: 70005910 * Version 2 * UM-100006805 GB 11-1
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Diagnostic device dimen-
sions (compiete system)

Measurement head

Center tabie

Lift tables

12 Technical data
121 General specifications
1211 Dimensions and weights

Data
Weight (without database server)

Dimensions

Data
Weight
Dimensions

Movement ranges (measurement head)

Chin rest (stroke: up/down)

(with PCand distribution box)

Data
Dimensions

Weight

Data
Dimensions

Weight

12.1.2

Essential performance

TECHNICAL DATA

Value
170

218x88x147

Value

25

53 x 45 x 54
X+40
y+37
z+15

>55

Value
60x66x122
32

Value
61 x 56x94

32

12

Unit

cm

Unit
kg
cm
mm
mm
mm

mm

Unit
cm

kg

Unit
cm

kg

Measurement accuracy in defined ranges as well as matching the patient and
measurement data are considered as essential performance of the ZDW 3.
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12 TECHNICAL DATA
12.2 Operating conditions
Ambient operating condi- Data Value
tions
Ambient temperature 10 to 40
Relative humidity, maximum (non condensing) 30to 50
Operating Altitude [maximum height above 3000
sea level (SD)]
Operating time Data value
Operating life 5
12.3 Transport and storage conditions
m  Store the diagnostic device in a dry and dust-free location.
m  Protect the diagnostic device from direct sunlight.
®  Avoid mechanical vibration.
Data Value
Ambient temperature 10to -(-55
Relative humidity, maximum (non condensing) 10to 90
Altitude [maximum height above sea level (SL)] 3000
Electrical connection
Data Value
Electrical safety class (IEC60601-1)
International Protection Rating (IEC 60529) 1P2X
Rated voltage 100-240
Power input max. 260
Rated supply frequency 50/60

SKU; 70005910 * Version 2 * UM-100006805 GB
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13 Index
1,2,3
3 MM ZONEC..oiiiiiceee e 9-6
S MM ZONE...iiii e 9-6
A
ADDIreviations...........ccooveiicii e 1-4
ACCESSOTIES. ...ttt 7-7
ACOUSEIC FACTON ... 9-6
ACTONYMS...iiiiiiiie ettt 1-4
Admin

FIONTS. ..o 8-21
ANTEIION .. 6-3
ANLEFIOrBFA. ..o 6-2
ANLEFIOrBFS.......oviiice e 6-2
Anterior chamber depth.........ccccooiiiiine, 9-6

Anterior chamber map

Apex Plane........

Endothelium

Epithelium........ocooiiiiee e

Normal Depth........cocooiiiiiiieee 6-4
Anterior chamber maps........c.ccocoeveiniiniininen, 6-4
APEX PlaN....cocieeeeeee e 6-4
APPHCALION....eiiiiee s 8-1
ASTIG e 9-6
ASEIG POWET ..o 9-6
Authorized Service Technician.........c.cccovveiievnenne 2-3

Authorized Technolas Perfect Vision Represen-

TALIVE. s 2-3

AXial POWEE MAP ..ottt 6-3
ANTEFIOT ...t 6-3
KeratometriC.........coovrereiirienieeneiseee e 6-3
POSTEIION ...t 6-3
TOAL e 6-3

/E

0 (PUPI et 9-6

B

Brands........coooieeneiieieeee e A-3
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C
Calibration..........ccoveceeeeieecececee e 5-1

Calibration check ~

Performing......cccoeovieinini e 8-33,8-38
Calibration check tool...........ccooveiiiniiinniicenn 7-7
Changing

USBI ..t e 8-4
Changing ColOrS. ..o 9-7
Changing map Settings.......ccccvrvrieririreienerieeenn 9-12
Changing map typPes......ccoerreneineneienee e 9-8
CIFCIES ..o 9-12
Closing

SOTEWAKE. ... 8-4

Color scale type

Automatic

Custom...........

Default......cccovvieiieeec e

Normal Band.........ccccovvirnninnceneeec e 9-6
COMMENTS....ooiiii s 9-6
COMPONENT...cciiiiiiieee s 7-1
Customer's

0OBlIgatiONS. ... 2-2

responSibility.........cooooiiii e 2-2
CUSTOMET SEIVICE... et A-2
Cylinder convention.........cccocooiiini e 9-54
D
Default

treatment Value........cocoovirieiniic s 8-7
Displaying OD and 05 measurements................. 9-11
Disposal of electronic equipment............cceue.... 2-10
Draw Circles at.........ccovveeiireciennceenseec s 9-12
E
Editing

NOMOGIAM ...ttt 8-6
Electrical CONNECioN........cccccevvvviennncenrscces 12-2
Electronic equipment, disposal........c.c.cccceoenenne. 2-10
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Elevation map

ANLErior BFA ... 6-2
ANteriorSph/Cyl.......c.ocooiiiii e 6-2
POSEEriOr BFA........ciieieireeee e 6-2
POSEErIOr BFS.......ocoiiiieecircreee e 6-2
Posterior Sph/Cyl........ccooiiiiiieeee 6-2
Elevation Maps......ccccoereireieieieese e 6-2
ANLErior BFS........ooeiireee e 6-2
EMC DeCiaration.........c.cocoeenrereeiennreieinesreenneenns 14-7
ENdothelium.......ccccoviviniicce e 6-4
Epithelium........cocooii e 6-4
Explanation of symbols..........cccoeiiniiiiinenee. A-1
F
Flap thiCkness........cooieiiiiiieeeee e 8-7
FIAt @XIS. ..o 9-6
G
General settings.........
Acoustic factor
Radius of curvature
G0,
H
Fiardware
OPEIALING..c.civiiieeiec e 7-9
Hardware component.........ccocoovoenneieinenscieenene 7-1

Hardware messages

VISUAL et 2-6
Human interface devices........ccocooveoneincincseenne. 7-8
|
INformation Page........ccoveierineienciceee e 8-44

INTENAEA USE...eviivieieiiceecceeecteece e 2-1

Keratometry
K-LADEIS. ...

13-2
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Logging in
SOTEWANE ... 8-1
Logging offV

SOTEWATE. ..o 8-4

Maps
Anterior chamber.........cccoocvviiieie e, 6-4

AXIAl POWET ...t

EleVation........ccouveeinnceinec e
MEEN POWE ...t
Pachymetry.........ccocooiiiiiiet e

Tangential power

Mean power
Mean POWET MaP......cccoeiererereseeeeee e 6-3
Measurement
ClOSING.c.eiee e 9-27,9-28
COMPAFING.ceiiieiieieierieeeee s 9-29,9-31
deleting. ..o 9-29
EXPOFTING .ot 9-34
Performing.......ccceovencienennicnenens 9-1,9-2,9-14
Printing.....ccooeeeieieieeee 9-38,9-39,9-56
VIBWING ittt 9-6
Measurement results Page......c.ccoeoeverereneieseneenene 9-6
N 9-6
N
Network CONNECtioN.........cocooeiiiieieeeceeee 7-8
Nomogram
AdJUSTMENT....coiiiiie e 8-6
PArAMETETS.. .ot 8-5
user-defined.......ccocveeveee i, 8-5,8-6
Normal Depth.......cccooeviiiiiee e 6-4
Number of COlOFS.......ooiiiii e 9-6
(6]
0 e I®
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SUPRACOR treatment...........ccccooeiiiiinciiicin 6-13
Switching between map and raw data................ 9-13
Symbols
in this user manual...........ccccoveinieinnins A-1
T
Tangential POWEr Map......ccccccvveiereinerrere e 6-4
KEratometriC........ccoovvvvvverirneirseeeseee e 6-4
Technical support.... . A-2
Thinnest Point........ccocooiiieineinereeeeeee 9-6,9-12
TOtAL oo 6-3
TrANSPOIT...c.eeieieeee e 3-1
visual iINSPeaion . ... 3-1
Transport conditionS........ccccoeveeieneieneeeeeeene 12-2
Treatment
functionality.........ccocooeoiiniiiicee e, 6-12
OVEIVIBW....otivesrere et 6-12
ProScan........c.cccoeiiiinciic e 6-13
SUPRACOR......ciiiiiirienitsiesee e 6-13
ZYOPTIXHD.......cciiiiieieeeee e 6-13
Treatment calculation
software MesSages. ... veveere e 10-8
Treatment modes
PTK e 6-13
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USEr CONErol SCreeN......ccccvvvvvceiineei e 10-1
U
USB memory stick

User

User (Ophthalmologist)........cccooeirenieiniceeeene, 2-3
User administration............ccccovveeernneiennneicnennns 8-20
User-defined nomogram..........cccccceeeenenenne 8-5,8-6
W

WEEE direCtiVe. ..o 2-10
White-to-White........cooiiiricc e 9-6
4

Z e 9-6
ZOOMING MAPS...iitiiaiiiiiieieieienieeereneere e see e seenees 9-7
ZYOPTIX HD treatment...........ccoooeevicnicnccee 6-13
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14 APPENDIX

The Appendix section contains the following documents:

Declaration of Conformity as per Directive 93/42/EEC Annex |l
Declaration of Conformity as per Directive 2011 /65/EU

EMC Declaration

User information TPV Medical Device Network

National safety regulations*)

*} File the applicable national safety requirements ofyour country in the respective

w nationallanguage in the Appendix section ofthis usermanual.
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APPENDIX 14

EMC Declaration

1. Guidance and Manufacturer's Declaration - Electromagnetic Emissions

The ZDW 3 is intended for use in the electromagnetic environment speci-
fied below. The customer or user of the ZDW 3 should assure that it is used
in such an environment.

Emissions test Compliance Electromagnetic Environment - Guidance

RFemissions CISPR 11 Group 1 The ZDW 3 uses RFenergy only for its internal function.
Therefore, RFemissions are very low and are not likely
to cause any interference in nearby electronic equip-

ment.
RFemissions CISPR 11 Class B The ZDW 3 is suitable for use in all establishments
) o including domestic establishments and those directly

Harmonic Emissions 1EC61000-3-2 Class A connerted to the public low-voltage power supply net-

Voltage fluctuations / flicker emis- Complies work that supplies buildings used for domestic pur-

sions IEC61000-3-3 poses.
- SKU: 70005910 * Version 2 * UM-100006805 GB 14-7
KJ000

1 & 000 LMPMM (&) INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



14 APPENDIX

2. b Guidance and Manufacturer's Declaration - Electromagnetic Immunity

The ZDW 3 is intended for use in the eiectromagnetic environment speci-
fied belo\w. The customer or user of the ZDW 3 should assure that it is used

in such an environment.

Immunity test IEC 60601 test level Compliance level
Electrostatic + 6 KVcontact + 6 kVcontact
discharge (ESD) . .

+
IEC 61000-4-2 + 8 kvair +8kVair

Electrical fast transient/ + 2 KVfor power supply * 2 kVfor power supply

burst IEC61000-4-4 lines lines
+= 1 kVfor input/ =1 kVfor input/
output lines output lines

Surges IEC61000-4-5 + 1 KV differential mode =+ 1 kVdifferential mode

+ 2 KVcommon mode + 2 KVcommon mode

Voltage dips, short <5 % Ut (>95 %dip in <5 %Uj (>95 %dip in
interruptions and Uj) for 0.5 cycle Uy for 0.5 cycle
voltage variations on

power supply input 40 % Ut (60 %dip in Uj) 40%UT(60%dipinUT)

lines IEC 61000-4-11 for 5 cycles for 5 cycles
70 % Uj (30 %dip in Uj) 70 % Ut (30 %dip in Uy
for 25 cycles for 25 cycles

<5 %Uj (>95 %dip in <5 % Ut (>95 %dip in

Uj) for 5 sec Uy for 5 sec
Magnetic field at Power 3A/m 3A/m
frequency (50/60Hz)
according to f
IEC 61000-4-8

Note; Ujis the AC mains voltage prior to the application of the test level.

Electromagnetic environment -
guidance

Floors should be wood, concrete or
ceramic tile. Iffloors are covered
with synthetic material, the relative
humidity should be at least 30 %

Mains power quality should be that
of atypical commercial or hospital
environment.

Mains power quality should be that
of a typical commercial or hospital
environment.

Mains power quality should be that
of atypical commercial or hospital
environment. Ifthe user of the
ZDW 3 requires continued operation
during power mains interruptions, it
is recommended that the ZDW 3 be
powered from an uninterruptible
power supply or a battery.

Power frequency magnetic fields
should be at levels characteristic of a
typical location in a typical commer-
cial or hospital environment.

14-8 SKU: 70005910 * Version 2* UM-100006805 GB
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APPENDIX 14

3. Guidance and Manufacturer's Declaration - Electromagnetic Immunity

The ZDW 3 is intended for use in the electromagnetic environment speci-
fied below. The customer or user of the ZDW 3 should assure that it is used
in such an environment.

Portable and mobile RFcommunication” equipment should be used no
closer to any part of the ZDW 3, including cables, than the recommended
separation distance calculated from the equation applicable to the fre-
quency of the transmitter.

805 66 WKU; 70005910 * Version 2 * UM-100006805 GB 14-9
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14 APPENDIX

Immunity test IEC 60601 test level Comp Electromagnetic environment -
guidance

Conducted RF 3Veff150 kHz 3Veff Recommended separation distance

IEC61000-4-6 to 80 MHz d = 1.2VP (Conducted)

Radiated RF 3V/m 80 MHz 3V/m ;
d = 1.2Vp 80 MHz to 800 MHz (Radi-

IEC61000-4-3 to 2.5 GHz P zto z (Radi

ated)

d=2.3W800 MHzto 2.5 GHz (Radi-
ated)

Where P is the maximum output
power rating of the transmitter in
watts (W) according to the trans-
mitter manufacturer and d is the rec-
ommended separation distance in
metres (m).

Field strengths from fixed RFtrans-
mitters, as determined by an elertro-
magnetic site survey”, should be less
than the compliance level in each
frequency range'.

Inthe vicinity of devices bearing the
label shown below interference is
possible.

NOTE 1: At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2: 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 RFtransmitters, and electromagnetic site
survey should be considered. Ifthe measured field strength in the location in which the ZDW 3 is used exceeds
the applicable RFcompliance level above, the ZDW 3 should be observed to verify normal operation. Ifabnormal
performance is observed, additional measures may be necessary, such as re-orienting or relocating the ZDW 3.

b Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.

14-10 SKU: 70005910 * Version 2 * UM-100006805 GB
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4. b. Recommended Separation Distances between Portable and Mobile RF
Communications Equipment and the ZDW 3

The ZDW 3 is intended for use in an electromagnetic environment in which
radiated RFdisturbances are controlled. The customer or user of the ZDW 3
can help prevent electromagnetic interference by maintaining a minimum
distance between portable and mobile RF<ommunications equipment
(transmitters) and the ZDW 3 as recommended below, according to the
maximum output power of the communications equipment.

Rated maximum output Separation distance according to frequency of transmitter meters (m)
power of transmitter (W)

W 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHzto 2.5 GHz
d=1.2VvP d=1.2VP d=2.3Vp
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 12 12 2.3
10 3.8 3.8 7.3
100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in
meters (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 manufaaurer.

Note 1: At 80 MHz and 800 MHz, the higher frequency range applies.

Note 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption
and reflection from structures, objects and people.

5GB SKU: 70005910 * Version 2 * UM-100006805 GB 14-11
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Introduction

This user information explains:

m  how to integrate ZYOPTIX® Diagnostic Workstation 3 (ZDW 3), TECHNOLAS®
TENEO™ 317 (TENEO 317), ZYOPTIX® Diagnostic Workstation (ZDW), and the
'‘Database Server Unit' (DSU) into an ITinfrastructure network inyour practice

or clinic

m  and provides the information necessary for running and servicing the ITinfra-
structure network.

The document specifies the requirements stated iniec 80001-1:2010; German ver-
sion EN 80001-1:2011 Application ofrisk management forIT-networks incorporating
medical devices Part 1: Roles, responsibilities and activities along with the potential
risks resulting from non-conformance with those requirements.

WAN

ZDW
ZDW3

Database Server Unit
Information Technology

Internet Protocol

TECHNOLAS TENEO 317
Technolas Perfect Vision

Virtual Local Area Network
Wide Area Network

Wireless Local Area Network
ZYOPTIX Diagnostic Workstation

ZYOPTIX Diagnostic Workstation 3

ADD-100008819 *Version 4
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11 Overview on the data flow

Fig. 1illustrates the data flow between TPV medical devices and DSU.

Data fhow

USB memory stick
- measurement data
and images only!

ZDW3
———

.. back and
Q’ forth LAN

. (data sets)

Network printer TENEO 317
back and forth
LAN
(data sets)

/oataba”Seivh. *

I (SQL data base)

Diagnostic data *

* only available when TENEO is working with local fallback database, USB memory stick

e.g. when connection to DSU is down ;
9w : 1s dow Treatments records (PDF)

ZDW

Fig. 1::Data flow between TPV medical devices and DSU

Network solutions

The following sections give an overview about the three possible solutions for the
network configuration. The solutions below may be combined in one network, as
far as the solution fulfills the requirements according to b chapter 4 ‘Require-
ments and possible risks'on page 11.\f for any reason none of the solution is pos-
sible, contact an Authorized Service Technician.

A\sionT PPD-100008819* Version 4
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Fig. 2: Direct connections
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2.1 Direct connection

The medical devices are connected directly using the 8-port ethernet switch pro-
vided by TPV. All devices are completely separated from the clinic network. No
network infrastructure of the clinic is used. The network switch is placed near the
server.

Advantages "
m  No preparation by clinic necessary.
Disadvantages

m  No long distances between devices possible.
m  Drilling between the rooms is necessary.
m  Loose cables may cause tripping hazard.

Network printer

i/\
.. \ --\y.( o TENEO 317
o
D ataba”
server UNit

Directconnection ZDW 3 to printer:

It is also possible to directly connect the printer to the dedicated LAN port of the
ZDW 3.

ADD-100008819 * Version 4
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2.2 Patched connections to the clinic network

The medical devices are connected to network outlets of the clinic The com-
bining element is an 8-port ethernet switch provided by TPV that is placed near
the 'Database Server Unit'. The clinic patches the connections by hardware

Advantages X

m  No loose cables.
m  No drilling between the rooms is necessary.
m  Long distances between devices possible.

Disadvantages

m  Preparation by clinic necessary.

m  Clinic ITpersonnel must check clinic HW connections on regular intervals to
still fulfill the requirements according to b chapter4 '‘Requirements and pos-

sible risks'on page 11.

Patched connections to the clinic network: Example TENEO 317

Network printer

TPV virtual
private medical
network

ZDW3 = >/

8-port switch
VVPWWr

cl \
TPV virtual

LAN private medical
>eabk network

ZDW
-V

Databa®
seiVer u”it

Fig. 3: Using clinic outlets and TPV switch

* A clinic hardware connection is also possible forallother TPV devices, such as,ZDW 3

J and ZDW ,separately as wellas simultaneously.

the

ion’ ~DD-100008819 * Version 4
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IP addresses

Fig. 5 gives an overview of the iP addresses of each connected device for the
standard configuration. The IP addresses are predefined by TPV and must not be

changed.
IPaddresses
ZDW3
IP address
Subnet mask
IP address 10.10.254.2

Subnet mask 255.255.255.0
Default gateway 10.10.254.1

Network printer
Cij r

10.10.254.150 IP address 10.10.254.50
255.255.255.0 Subnet mask 255.255.255.0
IP address 10.10.254.137

Subnet mask 255.255,255.0

Databai.
server uNt

IP address

Subnet mask

Fig. 5: IP addresses standard configuration

10.10.254.11
255.255.255.0

When several medical devices of the same type are in one medical device net-
work, the last number of the IPaddress must be increased by one. For example, if
two TECFINOLAS TENEO 317 systems are within the medical network, they will
have the following IPconfiguration:

First TECHNOLAS TENEO 317
Second TECHNOLAS TENEO 317
First ZYOPTIX Diagnostic Workstation 3

Second ZYOPTIX Diagnostic Workstation 3

10

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

IP=10.10.254.137 / 255.255.255.0
IP=10.10.254.138/ 255.255.255.0
IP=10.10.254.150/ 255.255.255.0

IP=10.10.254.151 / 255.255.255.0
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URNr. H2060 /2016

I hereby certify that the signature above is true, acknowledged in my pres-

ence, of

Mr. Rupert Veith,
born on March 24*~ 1970, !
business address: Messerschmittstr. 1+3, 80992 Munich, Germany,

personally known to me,
acting on behalf of

Technolas Perfect Vision GmbH
with the seat in Munich.
(address; Messerschmittstr. 1+3, 80992 Munich, Germany)

After careful examination of the commercial register of the local court of

AV { Munich made on June 24*° 2016, | hereby certify that the above-
w mentioned company is registered under section B, No. 178055 and that
w  Mr. Rupert Veith holder of a special statutory authority (“Prokura”) is au-

thorized to represent itsolely.

M7 nich, June 24*™ 2016

Thomas Haasen, Notary public
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YKazaHus no
6e30nacHoCTuU

A OIMNACHO

A OCTOPOXHO

A BHVWMAHUE

rtl EYALL E

«

OBLLAA MHOOPMALIMS A

A. Obuwas nHpopmaymns

3akas AONOJTHUTENIbHbIX Konnm HacTodAuwero pyKoBOoACTBa
nosib3oBaresia:

Ecnn TpebywTCcA [ONONHWTENbHble KOMWUW HacTOsALWero pykoBoACTBa
nonb3oBaTens, cnepyeT obpaTuTbCA B CBoOe aBTOpM3OBaHHOE
npeacraBuTenbcTBo Technolas Perfect Vision, yka3zaB Homep SKU,
npuBefeHHbli HA TUTY/NbBHOM IUCTe.

A.l. VIHpopmayma o HacTosILLEM PYKOBOACTBE

nosib3oBatesisa

HacTosiliee pykoBOACTBO MoJib3oBaTesiss o6ecrneunmBaeT 6Ge3onacHylo WU
3(pPEKTMBHYIO 3IKCMyaTaluio M3genns U ero AoNoSHUTENbHbLIX YCTPOMACTB.
OHO ABNSIeTCA BaXHOW 4acTblo U3AENUS W AO/HKHO XPaHWUTbCH BOGU3M
nsgenvsi, rae 6yaeT NocTosiIHHO AOCTYNHO AN1S NepcoHana.

Mepen HauvasoMm N06bLIX Npoueayp NepcoHan AO/MKEH MOSIHOCTbIO MPOYECTb
3TO PYKOBOACTBO M YCBOWUTb €ro cogepxaHue. [1s obecneyeHnss 6e3onacHom
paboTbl Mo/ib30BaTe/IM 0653aHbl BbIMOMHATL BCE YCTAHOB/IEHHbIE UHCTPYKLMA
no 6e30MacHOCTU 1 3KCNyaTaUNOHHbIE UHCTPYKLMN.

[onosfIHMTENbHO  AO/KHLI  CcO6M0AAaTbCA  MeCTHble  MpaBuia  TEXHUKM
6e30/1aCHOCTU 1 06LME MHCTPYKUMM Mo 6e30MacHOCTU AN 30HbI, B KOTOPON
YCTaHOB/IEHO M3fenme.

|/|306pa)KeHVIFI n3nenuvs B HacTodlem pyKoBoACTBE nosib3oBaTend
npegHasHavyeHbl ans o6u.|,ero NOHUMaHWA n3gennd, OHU MOTyT OT/In4aTbCA OT
peaan0|7| KOHCTPYKLUWN, I/IMeI'OLIJ,eVICFI Yy noJsib3oBartesnia. CHUMKMK 3KpaHa 6bInn
nony4vyeHbl nNpyM nomMmown TUMUMYHOTO nauyneHTta C UCNoJ/ib30BaHMEM TUMNOBbIX
3HayeHuii. B 3aBucMMocTU OT KOHdJVIpraLI,VII/I CUCTEMbI TMOKa3aHHble CHUMKK
3KpaHa MOoryT ObITb He NOEHTUYHbI VI306pa)KEHI/IFIM Ha 3KpaHe y KOHKpPeTHOro
nosnb3oBaress.

Monb3oBaTenbCckuii UHTepdheiic nporpaMm peasin3oBaH WCKIHYUTENbHO Ha
aHrnuinckom A3blike. B Tex ciyyasix, korga 3TO BO3MOXHO, B pasfgene
"MpunoxeHne" PykoBoacTBa Mnosib3oBatensd MnNpuBeLeH CNUCOK TEKCTOB Ha
aHr/IMACKOM, BbIBOAMMbIX MPOrpamMmoid, BMecTe C UX nepeBojamu.

A.2. Ncnonb3yemble 0603HayYeHUs

Mepen KaxAablM  yKa3aHMeM Mo  6e30MacHOCTM B HacCTOSILEM
pyKOBOACTBE CTOSIT CUMMBOJ/IbI W CUTHa/IbHble CJ/IOBa, KOTOpble
YKa3bIBalOT YPOBEHb CEPLE3HOCTU OMACHOCTMU.

UTo6bl M36eXaTb HecuyacTHbIX C/lyyaeB, TpaBM, MOBPEXAEHW MMyLlecTsa, U
rapaHTMpoBaTb 6€30MacHOCTb NauveHTa, cneayeT CO6/MA4aTh 3TU yKasaHus
no 6e30MacHOCTM U eiCTBOBATb BHUMATE/bHO.

3T0T cmmBOsT 1 csioBo "ONMACHO" yka3blBalOT YrpoXarwLlyr OMnacHYH
CuUTyauuto, KOTopasi MOXeT BbI3BaTb TsXKefible TpaBMbl WM CMeEPTb,
ec/in ee He nsbexarb.

310T cumBosi M cnoso "OCTOPOXHO" ykasbiBalOT BO3MOXHYIO
OMNacCHYK CUTyauulo, KOoTopasi MOXEeT BbI3BaTb TsKesble TpaBMbl WU
CMepTb, ec/In ee He n3bexatb.

9T10T cumBon n cnoso "BHVMAHUWE" yka3biBalOT BO3MOXHYH OMacHYHo
cuTyauulo, KoTopas MOXeT Bbi3BaTb Hebonblwine win cpegHue
noBpexXAeHUsa 300P0BbS, €C/IN ee He U3bexatb.

3T0T cmmBON U cfioBo "SAMEUAHWME" yka3sbiBaloT BO3MOXHYH OMacHyro
CUTyauuio, KOTopasi MOXeT BbI3BaTb [MOBpPEeXAeHWe WMyLlecTBa Wn
3arpsA3HeHne oKpyXxarwlLlei cpeabl, ec/in ee He nsbexaTtb.
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HeBepHoe noak/oveHne MeAULUHCKUX U HeMeAULUMHCKUX YCTpolicTB
301> T BUW NPUBOANT K MOBPEXAEHNIO MMYLllecTBa!

HeBepHoe nopgkntoyeHne HemMeaULUHCKUX yCTpOVICTB MOXeT BblI3BaTb
noBpexaeHne nvyuiectea n NMNpPUBECTU K TAXKEJIbIM TpaBMaM.

- HemegmumHckmMe ycTpolicTBa Bcerga cnegyet nogknwvatb K
Hagnexawemy nHTepdeiicy (Hanpumep, Ethernet).

HegonycTMMo  nogkniuatb  MeguuMHCKME W HeMeAULMHCKue
YCTPOWCTBA K YASIMHUTENAM U pa3BeTBUTENSM.

2.2. BaxHble yKka3aHuns no 6e3onacHocTm

Mpn HEBHUMATE/IbHOCTU nonb3oBaTtenid BO3MOXHbI TeJ/ieCHble

A OCTOPOXHO noepexaeHus!

Mepen Hauyas/loM W3MepeHWit Bcerga creayeT ABaXAbl MNPOBEpPUTH
cnepyolme MOMEHTbI;

- V3mepeHuns npoBoaATCcsA y TOro NaumeHTa, KOTOPbIA HY>XEeH?
- [paBunbHO BbIGpPaH HEOOXOAUMbIN TNas?

- BBefgeHHble fJaHHble COOTBETCTBYKT MauMeHTy, Yy KOTOpPOro
Npou3BoAsATCA U3MepeHnUs?

Owwunbka npu MpoBepke M060Oro U3 MnepeuncrieHHbIX MYHKTOB MOXeT
NPUBECTU K CEepbe3HOMY MOCTOSIHHOMY MOBPEXAEHUIO 340pPOBbS
nayueHTa.

2.3. Kpyr o6si3aHHOCTeN noTpebutens

TepmuH "noTpebutens" OTHOCUTCA K fiMLy, KOTOpoe paboTaeT C u3gesnnem B
Hay4HbIX WU KOMMepyeckux uensx. MNotpebutenb MOXET Takke HaHuMaTb
TPeTbUX SInL, KOTOpble UCMNOMb3YIOT U3genve, ogHako npu 3ToMm noTpebuTens
HeceT HpPUANYECKYI0 OTBETCTBEHHOCTb 3a u3fesive, 3a Mepbl 3aluThbl
nonb3oBaresieil, nepcoHana v TpeTbux NuL, BO Bpems paboTbl U3genus.

MoTpebutenb

V3genve vcnonb3yeTca AN KOMMepuyeckux ueneid. [Mo3Tomy nonb3oBaTesnu
n3aenvsa Ao/MKHbl cobnogaTb CBOM 06583aHHOCTM MO TUIMeHe Tpyaa U TEXHUKE
6e30nacHoCTH.

OTBETCTBEHHbIE nnga

B floN0/THEHNE K MHCTPYKUMSIM MO 6€30MacHOCTW, NPUBEAEHHbIM B HACTOSILLEM
PYKOBOZCTBE, AO/XHbI cobGnogatbca Tpe6oBaHus no  6Ge3onacHocTH,
npeaynpexaeHnto aBapuii 1 oxpaHe OKpyXarLeil cpefbl, YCTaHOBMEHHbIE Ha
MecTe aKchayaTauuu, B YaCTHOCTU, CriefyloLpe:

m  [loTpebuTenb AO/HKEH rapaHTMpOBaTb, UTO NepcoHas, paboTatowuii ¢
n3genvem, npoyYen U NoHsA/ HacTosilee PyKOBOACTBO Mo/b30oBaTesNs.

m  [loTpebuTenb AO/MKEH rapaHTMpPOBaTh, YTO HEYNo/IHOMOYEHHbIe NULa He
MMetoT focTyna K u3genuio 1 B paéodyee noMelleHve.

m  [loTpebuTens AO/MKEH rapaHTUpoBaTh cob/0eHne MHTEPBAIOB
CEPBUCHOr0 06CNYXNBAHUS U KA/IMGPOBKA, YKasaHHbIX B HACTOSILLEM
PYKOBOACTBE NO/b30BaTenNsl.

m [loTpebuTenb A0/MKEH, NPU HEO6XOAUMOCTH, o6ecrneunTb BCeX
nonb3oBarteneii cpeAcTBaMy UHAUBUAYaIbHOW 3aLUMTbI.

m [loTpe6utesib AO/IKEH rapaHTUPOBaTh, YTO M3genne paboTaeT TOMbKO C
YCTaHOB/IEHHbLIM MPOrpaMMHbIM 06ecneyeHnem.

2-2 KO/: 70005910 * Bepcua 2 * UM-100006805 GB
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KBanndgunkayms
nepcoHana

O6wmii nepcoHan

BE3OINACHOCTb

2.4. OTBeTCTBEHHadA opraHusaumsa

OTBETCTBEHHOW oOpraHusaLmein MOXeT OblTb, K MpUMepy, rocygapcreeHHas
607bHMLA, YacTHOe fMuo (Bpay-ohTanbMosIor), IM60 YacTHas KAMHMKa.

O6pa3soBaHne 1 0byyeHne BKIOUYEHbI B TEPMUH "NCNOMb30BaHME".

m  OTBETCTBEHHAA OpraHu3auus [0/KHA rapaHTUPoOBaTh, YTO YUTEHbI
OMacHOCTU, CBSA3aHHbIe C CEeTbI0, B KOTOPYIO BK/IIOUEHO YCTPOCTBO. 3T
OMacHOCTU BKOYAIOT B Ce6Sl, K MpUMepy, 3alluTy OT BUPYCOB,
6e30MacHOCTb aHHbIX, 3aluMTy ceTn 6paHamayapom 1 o6ecneyeHne
[I0CTATOYHOI MOJI0Ckl NPONYCKaHUS.

m  Mogudukaumm cuctembl U WUCNONb30BaHME B KOMOGMHauUuKM C
apyrmm  obopygoBaHMeM  orpaHuuuBaeTcs  obopygoBaHueM,
COr/lacoBaHHbIM C KOMMaHueir TPV. B npoTMBHOM cny4ae
OTBETCTBEHHasA opraHusauua obs3aHa obecneunTb Hajgnexallee
ynpaB/ieHe puckamu.

OnacHocTb noBpexageHna wumyliectBa BC/1eACTBUE UCMNOJ/Ib30BaHUA
Hecors1iaCcoBaHHbIX I'IpVI60pOB nnn BcnomorartesibHbIX yCTpOVICTB.

Mcnonb3oBaHWe Hecor/iacoBaHHbIX MPUOBOPOB WM BCMOMOraTeslbHbIX
YCTPOWCTB MOXeT BbI3BaTb MNOTEPH AaHHbIX (OMAacHOCTbL BMPYCOB W
OpYyrMX BPpeAoHOCHbIX NporpamMm).

- Hepmonyctumo uncnosnb3oBaTb NpuMGOpbl M BCroMorartesibHble
yCTpOWiCcTBa, He aBTOpu3OBaHHble KomnaHuel Technolas Perfect
Vision GmbH.

OnacHOCTb NOBPEeXAEHUsS NMYLLECTBA B C/ly4ae He aBTOPU30BaHHbIX
Moaudunkaumin cuctembl!

He aBTOpM30BaHHble MOAUMUKALUN CUCTEMbI MOTYT BbI3BaTb MOTEPIO
OaHHbIX, M60 NPUBECTU K CEPbE3HbIM TpaBMaM U 3HAYUTE TbHbIM
NoBpexaeHNsAM UMyLLeCTBa.

- Mogundmkaumm cuctembl AO/MKHbl  MPOU3BOAUTLCA  TOJSIbKO
kKomnaHuen Technolas Perfect Vision GmbH.

2.5. TpeboBaHuAa K nepcoHany

OnacHOCTb MOBpEeX[eHWs 340pOBbsS B C/lyyae He[oCTaTOUHOIA
KBanndmkaumMm nepcoHasna!

Ecnn  HekBaNMMUMPOBAHHbLI/ MepcoHas BbINoSHSAeT paboTbl Ha
AVNarHoCTUYEeCKOM YCTpOIiCTBE WM  HaxoAWUTCS B OMacHoii  30He
[MarHoCTUYeCcKoro ycTpoiicTBa, MOFyT BO3HMKHYTb OMacHble CUTyauuu,
pe3ynbTaTtoM KOTOpbIX 6yAeT cepbe3Hoe MOoBPexXAeHWe 340poBbs Wn
3HauuTeNIbHOE NOBPEeXAeHNe UMYLLECTBA.

- Bce u3MepeHUss [A0/MKHbl  BbIMNOAHATLCA  /MLAMU,  UMEOWUMU
COOTBETCTBYIOLLYIO KBaIMpuKaLlmio.

Ecnn yCTpOI7ICTBO ncnosib3dyeTtcda namuamun, He umMernwmnmmMmn p[onycka,
BO3HWMKaeT OnacHoCTb!

Mluua, He wuvMewlMe Aonycka K paboTe, He COOTBETCTBYIOT
YCTaHOB/EHHbIM TPe60BaHUSAIM W HE O3HaKOMJ/IEHbl C  BUAaMu
OMNacHoOCTEW, CBA3AaHHbLIMU C U3AE/INEM.

- Jluya, He wuMeloWMe [OMNycka, He [O/MKHbI MCMNOMb30BaTb 3TO
nsgenve.
MpepanonaraeTcsl, YTo BECb MepcoHas BbIMOMHSAET PaboTbl YCTAHOBEHHLIM

o6pasom. 3anpelwjeHa pa6oTa nMLaM, VMEWMM 3aMeA/IeHHble peakuuu
BCNeACTBME NpueMa HapKOTMKOB, asikorofis, fiekapCTBEHHbIX NpenapaTtoB
UK Mo APYruM NpuyrMHam.
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BE3OINACHOCTb

2.6.2. OnacHOCTb MOpaxXeHUs 3NeKTPUYECKNM TOKOM

NopaxeHne 3NeKTPUYECKUM TOKOM OMacHO A5 XNU3Hu!

A OMACHO

B cnyyae KacaHusi pgeTasieid, HaxoAsIWMXCs Mnog  HarnpshkeHuem,
CywecTByeT HeoTBpaTMMasi OMaCHOCTb MOPAXeHUs 3NEKTPUUYECKUM
TOKOM. [oBpexaeHne M30ASUMU WU OTAENbHbIX KOMMOHEHTOB MOXET
BbI3BaTb OMacHOe A/ XXM3HU MOopPaXeHne TOKOM.

PaGoTbl C 31eKTpMYeckuMm o0GopyAoBaHWEM [O/DKEH BbIMNOMHATb
TO/IbKO KBaIMPULMPOBAHHbI 9NEKTPUK.

- B cniyyae noBpexaeHus u30oAauMM B UENsiX NuTaHus crenyeT
HemMe/IeHHO OTK/IIOUYNTb YCTPOCTBO U NPOU3BECTU PEMOHT.

- He gonyckaTb nonagaHvsi Bfarn Ha paéoTalolime y3fbl, Hanpumep,
Ha nepek/nlvaTesIn U KOMMbIOTEPHYID cuUcTeMy. Bnara wmoxet
BbI3BaTb KOPOTKOE 3aMblKaHue.

He cnepyert ncnosib3oBaTb YONMNHUTE/IbHbIE kabenn n
pa3BeTBUTE/IN, [MOCKOJ/IbKY OHW BJINAKOT Ha (*)yHKLI.I/IOHI/IpOBaHI/Ie
3allMTHOIro 3asemMJsieHnd n MOryT npuBecTtu K NopaXxeHunk
AJIEKTPNYHECKNM TOKOM.

YCTpOVICTBO AOJDKHO OblTb BK/IIOYEHO B CeTb NuTaHusa C
Hagnexawmnm 3allUTHbIM 3a3eMJIEHNEM.

- HegonycTMMo oAHOBpPEMEHHO AoTparvBaTbCs A0 NauueHTa U Ao
pabounx uvacTeii ycTpoicTBa, Hanpumep, noptoB USB, pa3bemoB
WNn 3afHeil CTOPOHbI MOHMTOpPA.

ONacHOCTL MOPaXeHWUs 3/1EKTPUYECKMM TOKOM, ecniv B6AM3M nauueHTa
A BHVUMAHUE pacnonaralTcs Npuéopbl HEMeAULMHCKOro HasHaueHus!

- HepgonycTMMo nomewatb no6/M30CcTM  OT naumeHTa npubopsl
HEMeAUUMHCKOIO Ha3HayeHusl, MOCKOSIbKY 3TO MOXEeT BbI3BaTb
onacHble CUTyaUun 1 NPUBECTU K TSXKe/TbIM TPaBMaM.

2.6.3. MexaHuW4yeckKue onacHocCcTu

A BHUMAHUE OnacHoCTb TpaBMbl BcneacTBue nageHus!

Ecnn kabenb NUTaAHUSA NEXUT OTKPbITO, TO MMeeTCs OMNacHOCTb TOro, UTo
KTO-IM60 CNOTKHEeTCsl 06 3TOT Kabenb W NosyunT TpaBmy. Mpu 3ToMm
MOTYT 6bITb TaKXe NMoBpeXAeHbl pa3bemM NMUTaHUS N CaMo YCTPOMCTBO.

- Kabenb nutaHusa [o/mMKeH 6biTb Y/10)KEH TakuM 06pa3om, YTOObI
nepcoHas He MOr 3aLenuTbCH 3a Hero.

MTTWT - PasbeM nuTaHus AoskeH 6bITb NOAKIOYEH B 6e30MacHOM MecCTe,
rae ero HEBO3MOXHO MOBPeAUTb UK paspyLUnThb.

2.6.4. ToBpexageHne nmyu,ectea

MoBpexaeHne uMmyllecTBa MNoA AelACTBUMEM TsDKeNbIX MpPeaMeToB Wn
xnakocten!

N3genve o6GnagaeT BbICOKOW  UyBCTBUTENIbHOCTbIO. PasmelieHue
TSAXeNbIX NPeaMETOB Ha M3AeNnu MOXET MPUBECTM K MOBPEXAEHUIO
o6opygoBaHusa. XXMAKOCTM, MNOMeWeHHble Ha o6opyaoBaHue, MoOryT
NPO/INTLCH, YTO BbI3OBET NOBPEXAeHNe 060pyA0BaHMS.

- He crnegyeT nomMellaTb TsXe ble NpeAMeTbl Ha uUsgenuve.
- He cregyeT nomMellaTb XWUAKOCTU Ha U3genue.
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UMKA4Mtm

BusyasnibHble cuUrHasbl

A OCTOPOXHO

2-6

OnacHOoCTb  MOBPEXAEHUss  MMyllecTBa B c/lyyae  AelicTeus
BpeAoHOCHbIX nporpamMmm!

KapTbl namaTn USB, nogkniouyaeMble K YCTPOACTBY, He AO0/MKHbI 6biThb
NHULMPOBaHbI BUpycamu nnu Apyrumm BpeAOHOCHbLIMU
nporpaMmMamMn. BpeaoHOCHble NMporpaMMbl M BUPYCbl MOTYT BbI3BaTb
NnoBpexAeHnsl, KOTopble HEBO3MOXHO MCMNPaBUTb.

- Heponyctnmo ncnonb3oBatb KapTbl namaTn USB,
VHMULMPOBaHHbIe BUpycaMu wUan Apyrumm BpeaoHOCHbIMU
nporpaMmmMamu.

- Tepepn nogknyeHMEM U3LennNsa K MHTepdielicy ToKanbHOW cetn
cnepyet y6eauTbCs, YTO NOAKIKOYEHHOe obopyaoBaHue
COOTBETCTBYET TpebOBaHUNAM K MHTepdielicy NoKabHOW ceTu.

2.6.5. TMpepynpexagatwuime coobu,eHnsa n cCUrHanbl

B nonb3oBaTenbCKOM UMHTepdoeiice nporpammMHOro  komnnekca ZDW

BbIBOAATCSA MpoOrpaMMHble W annapaTtHbie npegynpexgatouine cooblieHuns,

onucblBarwwme HencnpaBHOCTU B ANarHOCTUYECKOM yCTpOI7ICTB€.

u MHCbOpMaLI,VIFI 0 3Ha4YeHnAX 3Ha4kKoB U KHOMOK B NporpaMmMHOM
nosib30BaTe/IbCKOM MHTepdieiice nNpuBedeHa B naparpace 8.1.
"PaboTa c nporpaMMHbIM obecneyeHMem" Ha cTp. 8-1.

m  VHdopmauus o BO3MOXHbIX OLWIMOKax, UX NpuymnHax u cnocobax
pasnnyeHuda, npueegeHa B rnase 10 "Mouckn ycTpaHeHne
HeuncnpaBHocTel" Ha cTp. 10 -1.

2.7. MapknpoBka

Hepas6opuvBble TabMUKLN MOTYT NPUBECTM K TpaBMam!

Co BpemMeHeM TabnMuykM W npegynpeauTenbHble 3HakKM MOryT CTaTb
TYCKIbIMU W Hepas3bopumBbIMW BCNeACTBME M3HOCA, Pa3pbIBOB WU
BblropaHus. Ecnm  TabnuMukym  cTaHOBATCS  Hepa3bopuuBbIMU,  TO
HEBO3MOXHO pPas3/INYMTb OMNACHOCTb, MO3TOMY He 6YyAyT BbIMOJIHEHbI
Heob6xoAuMble paboune UHCTPYKLMMK, YTO MOXET NPMBECTU K TpaBMe.

- Tabnuukn AOJ/DKHbI NMOCTOAHHO nNogaepXnBaTbCA B Xopouwem
COCTOSIHUN, 4YTOObI OHU Bcerga Xopowo 4yntasjincCob.

- Ecnu Ta6bnnuka noBpexieHa WnAu cTana Hepas6opuuBoii, cnepyeT
06paTUTbCsl K aBTOPM3OBAHHOMY TEXHMUYECKOMY creuuasucty o
CEPBUCHOMY 06CYXNBaHUIO.

2.7.1. Tabnunukn B pabouyein 30He

B paboueli 30He f0/MKHbI ObITb XOPOLIO BUAHbLI cnegyrowme Tabanykm;

O603HaveHne MapKnpoBka 3HauveHne
He kyputb VimeeTca onacHoCTb noxapa
BC/IEACTBME Ha/IMuua TBepAblX,
XUOKNX nnu rasoobpasHbix

roprymx nnn noTeHynasabHO
B3PbIBOOMNACHbIX BELWECTB.

HecaHKUMOHMPOBaHHbIi  TOsIbKO nua, JonyLlleHHble
[loCTyn 3anpeLyeH notpeéutenem, MoryT BXOAUTb B
pabouee noMeLleHue.
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CEPBVICHOE OBCNY>XVBAHUE, KAJIMBPOBKA 1 TEKYLLIMA PEMOHT

1

NOCTOPOXHO

w w w ™M M E

CpOKU BbINOJ/IHEHUA
CEepPBUCHOro (TeXHNYECKOro)
o6CcnyXnBaHusa un
KannMbpoBKMK

«

Cpok cnyx6bl

5. CepBucHoe(TexHnuyeckoe)obcnyxmeaHue,

KanbpoBKa U TEKYLW UK PEMOHT

Bce onepauuy Mo 06CNYXUBAHUIO AO/MKHbI BbINOSHATLCS WCK/THOUUTENIBHO
aBTOPU30BAHHbIM TEXHUYECKUM cneymasncTom no CEPBUCHOMY
o6cnyxnBaHuio. Onepaunm CEPBUMCHOTO (TEXHUYECKOTO) 06CYXUBAHUS:

[ ] lNpoBepka
B Kann6poska
] VcnbiTaHna OYHKLMOHAIbHOM MBNEKTPUYECKO 6e30nacHOCTH

LononHWTenbHyl WHpopMauuilo 0 3ajadax CEPBUCHOro O0O6CAYXUBaHUSA
MOXHO MONYYNTb Yy aBTOPU3OBAHHOFO TEXHWYECKOro chneyuanmcTa no
CepBUCHOMY 06CNYXUBAHUIO.

HenpaBW/IbHO BbINO/IHEHHOE CEPBUCHOE (TEXHMUYECKOE) 06C/yXMBaHMe
N KaIMBpoBKa Co34al0T ONacHOCTb /151 340POBbs!

CepBMCHOE (TEXHUYECKOE) 06C/YXMBaHNE U KASIMGPOBKA, BbIMO/IHEHHbIE
OPYrMM NINLOM, KpOMe aBTOPM30BaHHOIO TEXHUYECKOro creuuanmcTa no
CEPBUCHOMY O6CNY)XMWBaHUIO, MOTYT MPUBECTU K CEPbE3HbIM TpaBMam
nnL, Npou3BOASLMX CEepBUCHOE O06CNAyXMBaHWe, TPeTbUX L, WK
naumMeHToB, NM60 K NOBPEXAEHNI0 ANarHoCTUUYECKOro YCTpoiicTBa.

- CepBucHoe (TexXHMYECKOE) o0OCnyxmBaHue U1 KanmbpoBKa
LOMMKHbI  BbIMOJ/IHATBCA  TOJ/IbKO  aBTOPU30BaHHbIM  TEXHUYECKUM
cneynasMcToM No CEPBUCHOMY 06CNY>XMBaHUIO.

OnacHocTb noBpexaneHnms nvyuiecrtea B C/iydae HenpaBu/ibHO
BbIMOJ/IHEHHOIO TEXHUNYECKOTIOo 06CI'Iy)KI/IBaHI/IFI!

HenpaBuWNbHO BbIMO/IHEHHOE TEXHUYECKOEe O6CNyXUBaHME MOXeT
NPYBECTN K CEPbEe3HbIM TPaBMaM WM 3HAUUTE/IbHbIM MNOBPEXAEHUSIM
mMaTepuasnos.

- Tekywuihi peMOHT M 3aMeHa kabenewn NUTaHUs, NpeaoxpaHuTenem un
T.N. MOTYT BbINOMHATLCA TOJ/IbKO aBTOPU30BAHHbIM TEXHUYECKUM
crneuvanmcTom no CeEpBUCHOMY OBCNYXUBaHUIO.

CTaHOapTHbI MHTEpBasT CEPBUCHOIO 06CNYXNBAHUS 1 KANMOPOBKN YCTPONCTB

ORBSCAN 3 n ZYWAVE 3 paBeH 6 mecsuam.

3a oAMH MecsAl, [0 HacTYN/eHWs Cpoka CepBUCHOTO (TEXHWYECcKOoro)
o6CnyXuNBaHUA 1 KannbpoBKM Ha 9KpaH BbIBOAMTCS npeaynpexjaioliee
cooblieHe. B Takom cnydae crefyeT Kak MOXHO GbiCTpee 06paTuTbCa K
aBTOPM30BAHHOMY TEXHUYECKOMY cneuuanucty no CEpBUCHOMY
06CNYXMBAHWIO ANS1 BbINOSIHEHWUA 0GCNYXUBaHUS 1 KasIMGPOBKU.

Ecnn cpok cepBucHOro o6CcnyXmnBaHusa un Kal'll/l6poBKI/1 NCcTeEK, a Kal'll/l6poBKa
yCTpOVICTBa He npowun3BegeHa, CTaHOBUTCA HEBO3MOXHbIM BblIMNO/IHEHNE
HOBbIX MsmepeHmﬁ.

KannbpoBo4YHble NMPOBEPKU

KannépoBo4uHble npoBepkn ycTponcTB ORBSCAN 3 n ZYWAVE 3 f0/XHbI
BbinonHATHLCcA NOMb3oBatenieM (b naparpad 8.5.3. 'BbINosiHeEHUE
KannépoBoyHbix npoBepok ORBSCAN 3 (perynnpoBka PMMA)" na cTp. 8 -
33 n 'b naparpad 8.5.4. "Bbino/sIHEHNE KannbOpPOBOUYHbLIX NpoBepok ZYWAVE
3" Ha cTp. 8-38).

MnaHoBbIN CPOK CNYX6bl cocTaBnsieT 5 neT.
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§) KNMHNYECKOE MNMPUMEHEHNE V1 BAPNAHTbLI KAPT

OByMepHbIi rpaduk | f |
, | = W . > UM«

Puc. 6. BymepHbIii rpacuk

Ha kapTe 2D Plot [ABymepHbiii rpacguk] (puc. 6) oTobpaxaeTcsa kKapTa
BOJIHOBOTO (PpPOHTA B MKM. 3HA4yeHWsi B JIEBOM HWXHEM YI/ly AuMarpammbl
MOCTOSIHHO M3MEHSIITCS B 3aBWCHMOCTM OT MecTa Lefnyka nonb3oBaTesnieM Ha
kapTe. OHM MOKa3bIBAT MNOMOXEHME Kypcopa (Yroll 1 paccTosiHue) w
3HauYeHre COOTBETCTBYIOLLEN TOUYKM, HA KOTOPYIO YKa3biBaeT KypCoOp MbILUN.

B akpaHHoOi1 hopMe 2D Plot [aByMepHbIii rpac nk] MOXHO BblbpaTb MNOIMHOMbI

LiepHuke:

n Higher order only [Tonbko koadurymeH T bl Bbicweronopagkal,
[ AH [Bce], 160

n None [Hukakne]

UTo06bl Bbl6paTb OTAENbHbIN NOMMHOM LiepHuke, cnefyeT W ENKHYTb Ha
HeM.

Wenuok Ha Zernike Polynomial [MonnHom LlepHuke] peakTusupyeT
COOTBETCTBYLWNNA KoadpdhnuneHT LlepHnke " n3meHseT
COOTBeTCTBYWOLWY KapTy Takumm ob6pa3omM, 4TO COOTBeTCTBYyLWMNe
KO3 hryuneHThbl 60Nee He BKAOUAO T CSA B Hee.

=2 P

M3MeHeHUe B OTO6GpaKeHNN NONUHOMOB LlepHUKe OcTaeTCca akTUBHbIM A8
BCeX M306paxeHUii BOMHOBLIX (HPOHTOB ANA BbIGPAHHOTO MCAbLITAHUA, 3a
ucknoueHnem askpaHa Summary [WTorn]. 3Hauok nupammgbl nokasbiBaeT,
OTK/IOUEHbl /1M1 HEKOTOpble MOJMHOMbI, W KakMe UMEeHHO. HeakTUBHbIE
NONMHOMbI BbLIBOAATCA cCepbiM LBeTOM, Kak MoKasaHo B npumepe. B
npuMepe Ha puc. 6 akTUBHbI BCE MNOMMHOMBI LlepHuke.

-
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KNMHNYECKOE MNMPUMEHEHVE VI BAPVAHTbBI KAPT 6

Normal band
[HopmanbHbIii gnana3oH] T T

Puc. 10. Normal band [HopmanbHbIi guanasoH]

Ha puc. 10 Normal band [HopmanbHblii gmana3oH] oTobpaxatTcs Bce
koappmumeHTbl LlepHuke 2-ro u 5-ro nopsiikoB ANnsi M3MEPSIEMOro rnasa B
MkM.  MapameTpbl cpopmbl Normal band [HopmanbHbIi guanas3oH] MoryT
oTobpaxaTtbcA Ana 3HavyeHnn PreOp [do onepauyun] m PostOp [Mocne
onepaumu]; nonb3oBaTeslb MMeeT BO3MOXHOCTb BbiGopa Mexay AaHHbIMU A
rnas oo onepauuu 1 nocne onepaunm v mexany agnameTpamm 3padka 5 MM 1 6
MM.

3HaueHunss PreOp unu PostOp sapaHee BoiGupatoTca Ha akpaHe Normal band
[HopmanbHbIin gnanas3oH] B saBucumMocTuM 0T TOrFo, KAKOe M3 3TUX 3HAYeHUA
nonb3oBaTens Bbi6pan B none Diagnosis [[narHO3]. Ecnu cocTosHue
PreOp/PostOp He 6blN0 BbIGpaHO aBToOMaTun4yeckn, To B okHe Normal band
[HopMmanbHbIi gnana3oH] He 6yaeT BblOpaH BapuaHT OoTOo6paxeHnsa, ogHako
ero MOXHo Bbl6paTh BPYYHYIO LW ENYKOM Ha COOTBeTCTBYylLWeM dnaxke.

MOXHO yBeNMUYNTb WAN YMEHbWUTb U306paxeHWe HaxaTUeM Ha KHOMKY
Zoom in [YBennuunTb] 9 unum Ha kHoNKy Zoom out[YMeHbw T b .

OT1nnuune
Puc. 11. Difference [OTnuuns]
OkpaHHaa ¢opma Difference [OTnnumns] (puc. 11) no3sonsieT nosb3oBaTesto
Bbl4ECTb OAWH MPOBEPOYHbLI BOMIHOBOW (PPOHT U3 APYyroro BOJIHOBOrO
(PpoHTA. IDTO WHCTPYMEHT [A/15 OLUEHKM PpasBUTUS CO BPEMEHEM [Na3HblX
NnpoLeccoB Yy nauWeHTa, NU60 ANS CpaBHEHMS pe3ynbTaToB W3MepeHwuii
PreOp [Odo onepauuun] n PostOp [[Mocne onepauwnu].
MHdopmauma o cnocobe cpaBHeHUA pe3yNbTaTOB U3MeEPEHU NpuBefeHa B
naparpade 9.6.3.1. "CpaBHeHVe pe3ynbTaToB usmepeHmn ORBSCAN 3"
Ha cTp. 9 - 29 nu B naparpade 9.6.3.2. "CpaBHeHue pe3ynbTaToOB
n3mepeHnn ZYWAVE 3"Ha cTp. 9-31.
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AlMAPATHBIE CPEACTBA I

7.1.2. TloaobeMHble CTO/bI

Puc. 15. MoAgbemMHble CTONbI C KHONKaMu nogbemal/onyckaHusa

1 MoabeMHbI cToN
2 KHonkn nogbema/onyckaHus

MoabemHble cTtonbl (no3. 1 Ha puc. 15) NO3BOAAT MNOMNb30BATESHO
nepemewiate namMeputensHole rosioeBkh ORBSCAN 3 n ZYWAVE 3 no ocu z
(BEpTUKaNbLHO) Npy NOMOLLM KHONOK nogbema/onyckaHus.

O6e wnsmepuTenbHbie ronosku ycTpoiicTe ORBSCAN 3 u ZYWAVE 3
(Maparpad 7.1.3 "3amepuTenbHble TONOBKN ycTpoiicTB ORBSCAN 3 n
ZYWAVE 3" Ha cTp. 7-4) ycTaHOB/EeHbl HAa NOABbEMHbIX CTO/Nax, KOToOpble
obnagalo T 0AWHAKOBOWN (PYHKLMOHANBbHOCTbIO.
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AMTMAPATHBLIE CPEACTBA I

N3mepuTtensHasa rofoska M3meputenbHas rosioBka yctpoiictBa ZYWAVE 3 (puc. 17) coctout u3
ZYWAVE 3 cnepyrowmx KOMMNOHEHTOB:

Puc. 17. KOMNOHEHT bl M3MepuTenbLHON ronoskn ZYWAVE 3 - BUA CO CTOPOHbI nayneHTa

[Ounadparma nsmeputensHoi ronoskn ZYWAVE 3
Ynop 4ns ronossbl

Ynop gnsa nogbopoaka

Ynopsl 4N pyk naumeHTa(neBblii U npasblii)
LOKoMCTmK

PykosiTka perynupoBku yrnopa ansanogéopogka
OnTuyeckne KOMMNOHEHTbI (BHYTPU KOXyXa)

~NOoO O WN -

7.1.3.1. Mo3uUMOHEpPBI C AXKONCTUKOM

B kaxaolh n3 msmepmTenbHbiXx ronosok ORBSCAN 3 n ZYWAVE 3 nmeeTcsa
no3nLNOHEpP C AXONCTUKOM.

Kaxpgasa un3 wusmeputesnbHblX ronosBok ORBSCAN 3 wu ZYWAVE 3
1 A CMOHTUpOBaHa Ha MNO3UUUOHEepe, NPeACTaBASALWEM COO0A MexaHU4eckyo

cuctemy (ynpaerieHume gxohctmkom (no3. 1 Ha puc. 18) C  KHOMKOW

nepekntoyeHnsa (no3. 2 Ha puc. 18)) Ana nepemeLLeHns no ocaMm X, y U z.

MepemelyeHre Mo OCsSM X MY Ha3blBAaeTCs BblpaBHWBAHWEM, OHO BK/OUYAETCS
[DKOWCTUKOM, KOTOPbIV ynpaB/sieT He TOMIbKO TOUYHOW perynnpoBKoii No ocsM X
MY, HO TaKXe MO3ULNOHMPOBAHMEM W BK/THOYEHWEM MpoLEcca U3MEepPeHUs npu
MOMOLLY KHOMKU MEPEKIOUEHUS.

BbicoTa M3MepuTesIbHO TO/I0BKM pPeryimpyeTcsl MOBOPOTOM [KOWCTUKA O

. . yacoBoi CTpenke win npoTtme yacoBoOW CTpesikm (perJ'II/IpOBKa Nno ocu Z).
Puc. 18. )XONCT UK C KHONKOM

nepeknwyeHns
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7.1.4. Monb30oBaTe/IbCKNI 3KpaH ynpaB/eHUs

Ha nonb3oBaTenbckoM 3kpaHe ynpaeneHus (puc. 19) oTo6paxaeTcs Bcs
HeobxoaMMas MHpopMaumMsi 0 NauueHTax, NPoLecc U3MepeHns U pesynbTaTbl
n3mepeHusi. OH TakKke TO3BOSIAET MO/Ib30BATE/N0 BBOAUTbL BCE [AaHHble,
Heo6xoMMmble AS1si KOHTPOSISt U yNpaBfieHUst ANarHoCTUYECKUM YCTPONCTBOM.

Puc. 19. Monb3oBaTenbLCKN aKpaH ynpasneHunsa (Bufg cnepean)

1 TMepeknwyatesnb BK/TIOUYEHUSA/BLIKTIOYEHNSA  /I03BOMISIET  MONb30BATENHO
BK/1tOYATb W BbIK/IOYATbL MOJ/b30BaTE/bCKUN 3KpaH ynpaB/1ieHUA

2 KHOMKM Ansi perynnpoBKM HaCTPOeK, Hanpumep, SIPKOCTU 1 KOHTPACTHOCTM

AJononHnTenbHas I/IHd)OpMaLI,I/IFl (o] HaCTpOI‘/'IKaX noNb30BaTE/NIbCKOINo 3KpaHa

ynpaBneHunsa npuBeaeHa B naparpade 7.3.3. 'PerynnpoBka HacTpoek
No/1b30BaTe/IbCKOro 3KpaHa ynpasfeHnsa "Ha cTp. 7-11.

Monb3oBartenbCKuin 3KpaH ynpasJ/IEHUA MOHTUPYETCA Ha nnoacTtaBke C
BO3MOXHOCTbIO HaK/IOHa.

Puc. 20. Monb3oBaTeENbCKUN 3KpaH ynpaBneHunsa (Bug csagn) - nofcTaBka

1 TlopcTaBka

7-6 KOJ: 70005910 * Bepcus 2 * UM-100006805 GB

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



%

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



I AlMMAPATHBIE CPEACTBA

YcTpoiictBa
Nos1Ib30BaTe/IbCKOro
MHTepdeinca

Puc. 21. Monb3oBaTeNbLCKUN aKpaH

ynpaB/ieHus, knasuaTypa u Mbllb

SMT TULW

KapTta namartu USB

nuEYALLT

|"I

Puc. 22. KapTa namaTu USB

MNopgknoyeHve K cetn

7-8

Monb3oBaTeNbCKnii 3KpaH ynpaBJsieHunA, KnaBuatypa U Mblllb

[narHoctuyeckoe YCTPOWCTBO OCHALLEHO MO/Ib30BATE/IbCKMM  3KPAHOM
ynpaBfieHuss (CEHCOPHbIA 3KpaH), KOTOpblii obecneunBaeT rpaduyeckuii
NUHTepgeinc nonb3oBartesia C MPOrpamMMHbIM ObecneyeHnemM U MOXET ObITb
ncnonb3oBaH [ANA BBOAA BCeX [aHHbIX, Heobxoaumblx Ans  paboTbl
AnarHoctmyeckoro yctpoiictea. OfHako BBOAWTbL [aHHble npeanovtuTesibHee
NIpy NOMOLLUM BHELLHEeR KnasuaTtypbl U Mbiin (puc. 21).

He cnepyeT pa6oTaTb C CEHCOPHbIM 3KPaHOM MpV MOMOLWM OCTPbIX
npeamMeToB (aBTOPYYKU, AepXaTenu Ans UHCTPYMEHTOB, MeauUMHCKue
WHCTPYMEHTbI). CEeHCOpPHbIA 3KpaH paccuMTaH TOJIbKO Ha HaxaTtue
nanbla, OH MOXEeT 6bITb MOBPEXAEH.

MopT USB 3/1eKTpMYEeCcKM M30/IMPOBaH OT Kopryca ycTaHoBkuM ZDW B
cooTBeTCcTBUM co ctaHgapTtom IEC 60601-1, 3-A pegakuusa. Tem He MeHee,
nosb3oBaTtesib  HeceT OTBETCTBEHHOCTb 3a BCe  YCTPOWCTBA,
NOAK/MIOYEHHbIE K 3TOMY MOpTy. HeucnpaBHble ycTpoWcTBa MOryT
NPMBECTM K HapylWeHUio paboToCnoCOBHOCTU W/MAM K HapyLleHuto
6e30MacHOCTU NoJsib3oBaTtesiei.

OnacHocTb noBpexaeHna ummyliectesa BcC/ieactsme UCMNOJ/1Ib30BaHUA
Hecors1iaCcoBaHHbIX I'IpI/I60pOB nnn ecnomoratesibHbIX yCTpOI7ICTB.

MoryT ncnosb3oBaTbCA TOJ/IbKO KapTbl NamMATU USB, noctaBsisemMble B
KOMMJiIeEKTE C 3TUM ANAarHOCTUYECKNM yCTpOI‘/JICTBOM.

- He cnefyeT uUcnosib30BaTb HUKaKuMe Apyrve ycTpoOWCTBa, KpOMe Tex,
KOoTopble BXOASAT B KOMMJIEKT NMOCTaBKMU.

[pyrve ycTtpoiictBa He 6GyayT paboTaTb C 3TUM ANArHOCTUYECKUM
KOMT/TIEKCOM.

Tonbko KapTbl NamMmATu USB, noctaBnsiemble B KOMIUIEKTE C 3TUM
ANarHoCTn4eCckKnm yCTpOI7ICTBOM, MOTyT MCnosb30BaTtbCA AJIA 3KCNopTa
AaHHbIX I/I3Mep6HI/II7I.

Kapta namatm USB 6yaet BcTtaBnAtbcss B USB-nopT € nNpaBoil CTOPOHbI
MOHO06/10Ka NepcoHasIbHOro KOMMNbTEPa.

[narHoctuyeckoe yCTpPONCTBO MOXET ObiTb MOAK/IOYEHO K JIOKA/IbHOW CeTu
(LAN) cTaHpgapTHbiM kabenem CAT 6 (WM nydwe) ¢ pasbemMom RJ45.
HacTpoiika KoHurypauum AuarHOCTMYECKOro YycTpolicTBa 3aBUCUT  OT
apxuTekTypbl ceTun. HacTpoiika ceTeBOW (PYHKUMOHANILHOCTU  [O/DKHA
NPOU3BOANTLCA TOSILKO 0BYYEHHbIM CEPBUCHbIM NepcoHasioM. [ns yCTaHOBKU
cnefyet 06paTtUTbCS K aBTOPU30BAHHOMY TEXHUYECKOMY Ccheuuasnucty no
CEPBUCHOMY 06CNYXUBAHMUIO.

KOZA: 70005910 * Bepcusa 2 * UM-100006805 GB

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



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



o

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

T8



LI

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



I AlMMAPATHBIE CPEACTBA

7.4. YKalaHuUda MO OUYUCTKe

B 3TOM naparpade npuBeAeHbl WMHCTPYKUUM MO OYMCTKE AUArHOCTUYECKOro
yCTpoiicTBa.

OnacHOCTb MOBPEXAEHUST WMYyLlecTBa B C/lyyae WCMNO/b30BaHUs
HeHag/1exalmx YNCTAWMX cpeacTs!

N3pgenve MoxeT 6biTb NMOBPEXAEHO NPU UCMO/Ib30BaHUM HeHagexalmx
UACTAWMX CPEACTB  WIM  uapanarowmx ouulialowmx maTepuanos,
HanpumMep, TKaHu.

Heponyctumo uncnosb3oBaTb pacTBoOpuUTenu nin cmMa3ouyHble
Marepuasibl.

HeponycTMMo ucnofnib3oBaTb 3Up, aueToH, KOHLEHTPUpOBaHHbIe
KUCNOTbI UMW LLESIoUN.

HeponyctMumo ucnonb3oBaTtb a6pa3VIBHbIe yncrtduime BeuwecTtBa, a
TakKXe 4uncrtduime BewectBa C aMMMakKoOM wan gpyrmmMmm eakmmMmun
BeulectBamMmu.

- HeponycTtumo ncnosib3oBaTtb MeTa/l/IMyeckme Moyasikn Uan LEeTKU.

- lNepen vcnonb3oBaHMEM YUCTALWLEro BellecTBa cjiegyeT UCMbITaTb
ero B He3aMeTHOM MecTe, 4TOObl y6e,D,VITbCFI, YTO 4YucTdulee
BeWeCTBO He noBpexXagaeT NoOBEPXHOCTb.

OnacHOCTb MOBPEXAEHUST WMyLlecTBa B C/lydyae MCMNOJSIb30BaHUs
arpeccuBHbIX Ae3VHMULMPYIOLWNX CpeacTs!

Okpacka UM NoBepxHOCTb U3Oenuns MoryT 6biTb MOBPEXAeHbl B criyyae
OUYMCTKM HeHag/1exawummn ae3nHOUuMpyoLwmuMmm cpeacteamm.

- Cnepyet Ncnosib30BaThb Ae3Huumupylowme cpeacTBa,
peKkoMeHAOoBaHHble  MECTHbIMW  WHCTUTYTaMW  TUTMeHbl  WUAu
MUKpOGBUosiorMn (Hanpumep, MeancenTosn oT KoMnaHuu Braun).

- MOXHO ucnosib3oBaTh to6oe HelTpanbHoe unn cnaéouenoyHoe
ynCTsLLee BELECTBO, COOTBETCTBYHOLlEE MNPUHATBIM Npoueaypam
Ae3nHgekunn. MakcumMmanbHasi KOHLEeHTpaLus:

MPOTUPOYHBLIA ankorosib (M3onponunosblii cnupT): 70% 1 100%
OTnNoBbIA cnnpT: 60%

CnefyeT MCNosb30BaTbh TOJIbKO MSATKYIO OUMLLAlOLLYI0 TKaHb 6e3
BOPCUHOK.

B TO Bpemsa, Korga AmarHoCTUYyeckoe yCTpOI‘/'ICTBO HE WN1CNosib3yeTcda, OHO
A0JDKHO ObITb BbIK/IOYEHO ” KaXaasa unsmeputesnibHasa rosioBka AOoJ/DKHa 6bITb
YKpPbITa nbl1e3alllMTHbIM YeEX/IOM A1 npeanoTBpalleHna OT/I0OKEeHUA nblin.

Mepunognyeckas ounmcTKa U pAe3nHpekynmsa MOryT J1erko BbIMOMHATbLCA
nyrTemm nporTunpaHunsa HOBerHOCTeI‘;I, (o} KOTOpbIMU conpunkacaeTcCHd
nauvneHT.
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NMPOrPAMMHOE OBECIEYEHVE 8

8. TlporpammHoe obecneyeHme

O63op B aToli rnaBe NpMBOAWTCA MHpopMaLMs O NMPOrpaMMHbIX AENCTBUSX, KOTOpbIe
MOXHO BbINOJIHATL C MOMOLLbIO MPOrPaMMHOI0 06ecrneyeHus.

B AMarHoCTUYeCKOM YCTPOICTBE peann3oBaHbl C/eayoLue BO3MOXHOCTH;

N BbiNonHeHMe wu3MepeHuii Ha yctaHoBke ORBSCAN 3, npocmotp u
CpaBHeHWe pe3ynbTaToB NU3MepeHui;

m BbiNo/fiHEHME W3MepeHuini Ha ycTaHoBke ZYWAVE 3, npocmoTp M
CpaBHeHWe 3KpaHHOro BuAa pesynbTaToB U3MepeHui;

®m BbinosiHeHVe pacyeToB NPOLEeAyp Ha OCHOBE AMArHOCTUYECKUX AaHHbIX.

8.1. Pab6oTta c nporpaMMHbIM ob6ecneyeHnem

Pa6ota C nporpammHbiM o6ecrneyeHMeM MPOM3BOAUTCS MNpY  NMOMOLLM
Mofib30BaTeNIbCKOTO 3KpaHa YnpaBfeHus (CEHCOPHOTo 3KpaHa) U, npu
XenaHuu, ¢ NOMOLLbI0 KNaBuaTypbl W MbIlW, BXOASALWMUX B KOMMIEKT MOCTABKU.

«
J Tonbko pa3peweHHble KHOMKN OTKpblIBamwT coorTBeTCTBYHOLW,NE

AVNanoroBble OKHa, W TOJIbKO pa3pelleHHble NONs MOryT pefakTupoBaTbcs!

2nemMeHT rpadnyeckoro dyHKUMA
MHTepdieiica Nosib3oBaTens

Moka3biBaeT BO3MOXHbIE COCTOSIHUS
N
Aoc KHOMKW: paspelleHa - 3anpeLieHa.

3eneHas rpaHuua paspeluaet
HaXkaTb KHOMKY.

3eneHblii hOH yKasblBaeT aKTUBHYIO
KHOMKY.

Mo3BoNsieT WesnkHyTb Ha

Hrst rwne:
COOTBETCTBYIOLLEM MOJIE U BBECTM
[JaHHble.
MokasbiBaeT coobLeHne
NOATBEPXAEHNS, NHHOPMALMOHHOE
nnn coobuieHne o6 owwmnoke.
KOZ: 70005910 * Bepcusa 2 * UM-100006805 GB 8l
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3neMeHT rpadmyeckoro nHtepdpeiica  PyHKUMA
nonb3oBaTens

FortthBsphm * si~firant TaBWr«n«ilS
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NMPOrPAMMHOE OBECTIEYEHUE 8

2. BBeguTe 3HauyeHust B nons Nomogram [Homorpamma) u B 3Ha4YeHusi no
yMOSI4aHUIo Ana npoueayp.

3 Mpn HeobxoanumocTn Haxmute Cancel [OTMeHa], YTo6bl OTMEHUTb
N3MEHEeHUs.
=>  OTKpbIBaeTCsa CTpaHuLa MEHH0.
Ecim Heo6Xx04MMO YCTaHOBUTL HACTPOLiKK pacyeToB, NoBTopuTe warn 1
n2.

4.  HaXmute KHOMKYy Accept [MpuHaTb], YTOObI MCMNOMb30BaTb W3MEHEHHbIE
3HaueHus.

5  HaxmuTte KHOMKY Menu [MeHto] A/19 BO3BpaTa K CTpaHULE MEHIO.

<> OTKprBaeTCFI CTpaHnya MeHto.

8.2.1. Homorpammbl, onpefesieHHblie Nnosb3oBaTesiem

HenpaBuibHO HaCTpoOeHHas HOMOTrpamMmMa MOXeT npmnBecCTn K

A OCTOPOXXHO NoBpexaeHuto 300p0oBbs NauueHTal

MapameTpbl  HOMOrpamMMbl -  3TO  WHCTPYMEHTbI, MNoMorawouime
Nnosib30BaTefto B MJIaHMPOBAHUN XMPYpPruvyeckux npouenyp. B kaxaom
KOHKPETHOM cslyyae Mnosfib3oBaTeslb A0/HKEeH onpeaennTb, NpurogHa nm
3Ta HoOMoOrpaMma A/l WUCMOofib30BaHUs B MflaHe npoueaypbl  Ans
KOHKpPETHOro nauuMeHTa, C YydyeToM Bceli [OCTYyrnHOW MWHdopMauun.
Mcnonb3oBaHMe B HOMOrpaMMe HEKOPPEKTHbIX WM HEeOoLUEHEeHHbIX
3HaueHuli MOXeT Bbl3BaTb Cepbe3Hoe [O0/ITOBPEeMEeHHOe MoBpeXaeHune
340poBbsA NauueHTa. OwnbKa Npu NpoBepke NO60ro U3 napameTpoB
npoueaypbl MOXeT  MpuUBEecTU K CepbesHoMy  MOCTOSIHHOMY
NoBpexaeHnio 340POBbs NaumneHTa.

- Y6ep,|/|Ter B MCNoJ/ib3oOBaHUN KOPPEKTHbIX W MNPOBEPEHHbLIX
3HAYEHMWIA HOMOrpamMmmbl.

- MpoBepbTe Bce pe3y/ibTaTbl pacyeToB Mepes BKAKOUYEHWEM KX B
nnaH npoueaypbl.

Ecnnm  ycTaHOBMEHO, 4TO HOMoOrpammMa He noaxoauT  Ans
MCNoNb30BaHUA B NiaHe Jfiede6HO  Mpoueaypbl, cneayeT
paccMoTpeTb BO3MOXHOCTb MPOBeAeHMs ANs NauueHTa npoueayp
6e3 MCNosib30BaHWsA pPerysiMpoBKM Mo HoMorpamme.

MapameTpbl  HOMOrpamMMmbl  AOCTYNHbl B  KayecTBe  AOMNOSIHUTENbHOM
BO3MOXHOCTUK Anda pacyeta npouenypbl PROSCAN, npouegypbl ZYOPTIX HD
n npouenypbl SUPRACOR. lMonb3oBatenbckas HoOMOrpamMma MOXET ObiTb
ncnonb3oBaHa C LUesibio yNydlleHus pedpakuMoHHOIo KOHeYHoro adydekra
nyTeM peryavpoBkM cdiepbl UK chepmnyeckoro sKkBMBasieHTa.

PacueTHass cdpepa 06paboTkM MOXET HacTpavMBaTbCs MpWU  MOMOLLM
Nofb30BaTeNIbCKO  HOMOTpPaMMbl  C  LE/bl0  ONTUMKU3ALUKM  KOHEYHOTO
pesynbTata. 3HauyeHusi, BBOAMMbIE MO/Ib30BaTe/IeM B HOMOrpammy, [AOJSDKHbI
OCHOBbLIBATbLCSI Ha OMbITE W aHann3e NpeablAylnx UCXOA0B, HA 3aBUCUMOCTM
pe3ynbLTaToB MpoLeaypbl 0T NapameTpoB MpoLeaypb.

PerynupoBka
paccuuTaHHOW pedpakynm

Homorpamma, 3agaHHas nosib3oBaTeniemM, O6yAeT NPUMEHATbLCA BO BCeX

nocneaywLlmx pacyeTax npouenyp, B 3aBUCHMOCTU OT:

m  BbibpaHHOro pexuma npoweaypsl,

m  LleneBoro 3HavyeHus,

m  Pedpakumn PPR gna npoueaypbl ZYOPTIX HD, nn6o

Ww Cy6bektmBHON pecipakymm ansa npoueaypbl PROSCAN u npoueaypel
SUPRACOR.

MH(opmauma o0 HacTpoilke OTAEeNbHOW HOMOrpammbl MpuBedeHa B
naparpade 8.2.2. "HacTpoika nonb3oBaTesibCKMX HOMOrpaMm "Ha cTp. 8-6.
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NMPOIrPAMMHOE OBECTIEYEHVE

3apaHHble NapamMeT pbl HOMOrpaMMbl COXPaHSA TCA 415 KaX40ro

nonb3oBaTeNss BCOOTBETCTBUM C BBEJeHHbIM UMEHEM NoNb3oBaTeNnsa u

naponem.

3 YcTaHOBUTE cTaHAapTHbIe napameTpbl npouenypbl naparpad
8.2.3. "YcTaHoBKa NnapamMeTpoOB npouegypbl N0 yMoOa4YaHUIO™ Ha
cTp. 8-7), NMBO HAXMMUTE KHOMKY Accept [MpuHATb].

U> OTKpbIBAETCS CTPaHULA MEH!O.

4, HaXXMuTe KHOMKY Cancel [OT meHa] A1 OTMEHbI U3MEHEHWUIA.

=> OTKpbIBAETCS CTPaHULA MEHIO0.

8.2.3. YcTaHOBKa napamMeTpoB npoueaypbl Mo yMOAYaHUIO

Monb3oBaTteslb MOXET YCTaHOBUTL MapamMeTpbl MO yMOMYaHuio Ans guaMeTpa
ONTNYECKOW 30Hbl W TOJIWMHBLI NOCKyTa. 3afaHHble 3HA4YeHWs aBTOMATUYECKU
NPUMEHSIIOTCS B KAYeCTBe CTaHAapTHbIX 3HAUYEeHWI ANs BCexX nocneayoLmx
pacuyeToB npoueayp.

HenpaBunbHO YyKasaHHad TOJIWMHA JIOCKYTa MOXET nMNpuBectu K

A OCTOPOXHO NoBpexaeHnto 340poBbsA NaymeHTa!

OwunbKa B YyKasaHWM COOTBETCTBYHOLIEN TOMWMHBLI JIOCKYTa MOXeT
NPUBECTU  CEPbEe3HOMY  MOCTOSIHHOMY  MOBPE>KAEHUIO  300pPOBbSA
nayueHTa.

TwaTteslbHO NpoBepslTe BCe PEryMpoBKN TOJIWUHBLI JTOCKyTa ASsi
KaXX[oro OoTAEeNbHOro criyyasl nepepg pacyetoMm doaiinia BbIMOHEHUS

. npoueaypsbl.
YCTaHOBKa 3Ha4eHui no N3meHnTe 3HauveHue Mo ymonyaHuio B none Standard optical zone
ymMon4yaHum) diameter [mm] [CTaHAapTHbI AMamMeTp ONTUYECKOW 30HbI B MM].

3HayeHVe Mo yMon4YaHuio AN gmametpa OnTUYECKOn 30Hbl pPaBHO:
6,50 mm. lonycTumsblii gnana3oH paseH oT 4,50 mm go 8,50 mm
warom no 0,1 mm.

2. M3meHuTe 3HavyeHue no ymonyaHuw B none SUPRACOR optical zone
diameter [mm] [OuameTp ONTUYeCKOW 30HbI AONA  npouesypbl
SUPRACOR B MM].

3HayeHne No ymonyaHu Ans gnametpa onTUYeCcKoW 30HblI paBHO: 6,00
MM. JonycTuMblli gnana3oH paseH oT 4,5 mm o 8,5 mm warom no 0,1
MM.

3 M3meHuTe 3HauyeHne no ymonyaHuto B nosne Flap thickness [pm]
[TonwmwmHa nockyta B MKM].

3HayeHMe Mo yMONYaHWK ANA TONWMHbI JIOCKYyTa paBHO: 120 MKM.
B0O3MOXHbIl gnanas3oH 3HadeHuin ot 0,00 mkm go 300,00 MKM Liarom no
1 MKMm.

4, Haxmnte KHOMNKY Accept [MpuHaTb].
Accept
|4 OTkpbiBaeTCA cTpaHuua MeHHo.

5. HaXmMuTe KHOMKY Cancel [OTMeHa] ansi OTMEHbI U3MEHEHWA.

X
3apgaHHble 3HaydYeHnA no yMon4aHuwo COXpaHAK TCA ansa Kaxaoro

nonb3oBaTenda B COOTBeTCTBUN C BBEeAEHHbIM MMeHeM Nosib3oBaTena um
naponem.

3aflaHHble 3HauYeHUss  aBTOMATMYECKM  MPUMEeHslTCS B kayecTBe
CTaHAapTHbLIX 3HAYEHWI AN Bcex NocreayolMx pacyeToB npoueayp.

[=> OTkpbiBaeTCA CTpaHuLa MeHIo.
KOJ;: 70005910 * Bepcusa 2 * UM-100006805 GB 87
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8.3. AAMUHMUCTpUpOBaHMe NayneHToB

8.3.1. Bbl6oOp naumeHTOB

[na BblbOpa NaLUMEHTOB AENCTBYITE CreaytowyM 06pa3oM:

B 1 Ha cTpaHuue MeHI0 HaXXMUTE KHOMKY Patients [MauuneHT bi].

> Ortkpoetcs guanorooe okHo Select patient [Boibop naupeHTa] (puc.

Puc. 30. AinanoroBoe okHo Select patient [Bbi6bop nauneHTal] - cnucok naumeHToB (NpumMep)

B cnncke nauyneHTOB MNO/Ab30BaTe/lb MOXeT npocMaTpuBaThb
nocnegHwune 50 nauneHTOB, (o} KOTOpbIMU pa60Tan 3TOT
nonb3oBaTeE/Nb.

2. B none Select patient [Bbi6op nauveHTa] BBeguTe nepsble OykBbl MMEHU
Wi pamunnm naumeHTa, MMbo NAEeHTUPUKATOP NauueHTa.

MaumneHT 6yaeT BbiBeAeH B CMINCKe NaLUeHTOB

[ononHuTeNnbHO B NPaBOM BEPXHEM YI/ly [ManoroBoro okHa Select
patient [Bblbop naumeHTa] oTobpakaeTcs KOMMYECTBO MauWeHTOB B
6a3e [aHHbIX U KO/IMYECTBO NaLMEHTOB, HalAEHHbIX B COOTBETCTBUM
C BBEEHHbIM KpUTEPUEM MOMCKA.

Ecnn naymeHT He HaliileH, TO ero cnepyeT cHavyana fo6aBuTb B
6a3y [aHHbIX naparpac 8.3.3. "[ob6GaBneHue nayumeHTOB" Ha
cTp. 8-15).

3 [ns Bblbopa nNauveHTa cnefyeT [ABaXObl LENKHYTb Ha  3anucu
naupeHTa.

> OTtkpblBaeTcs yueTHas 3anunchb BbIGPAHHOTO MaLWEeHTa.

838 KO/: 70005910 * Bepcua 2 * UM-100006805 GB
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8 MPOrPAMMHOE OBECMNEYEHUE

8.3.2. Tlonck gaHHbIX nauneHTa

Ons  pacluvpeHHOro noucka [AaHHbIX MauyeHToB CriefdyeT [eiicTBoBaTh
cneaytoLmm obpasoM: MpeaBapuTenbHble YCIOBUS:

OTKpbITO AnanoroBoe okHo Select patient [Boibop naupenTa] (puc. 30).

1 B ananoroBom OkHe Select patient [BbI6Op naumeHTa] HAXXMUTE KHOMKY

Advanced search [PacwupeHHblii nounck].
Advanced search [ P ]

> Otkpoertca ananorosoe okHo Advanced search [PaclumpeHHbIl
nowuck] (puc. 32).

M0 yMOM4aHWo B CNCKE MaLUMeHTOB OTOOPAXKAOTCS BCE NaLMEHTBI,
nmMetoLpecs B 6ase JaHHbIX.

# # #

Puc. 32. Ananorosoe o/cHo Advanced search [PaclumpeHHbIii nouck]

1 C6poc KpuTepunes rnoucka
2 Bcero nauymeHToB
3 HaligeHo nauyeHToB B COOTBETCTBMM C MO/b30BATENbCKAMU KPUTEPUAMU

noncka

4 NaHHble npouenyp

5 [aHHble n3mepeHuii

6 [aHHble naumeHTa

7 CnuncoK nauueHToB
3,qe(:b MOXHO BbINOJIHNT b paCLUMpeHHbIﬁ noOUCK nyTem BBOAa
3HaYeHun:
- Patient data [[laHHble naumeHTa]
- Measurement data [[aHHble 13mMepeHuii]
- Treatment data [JaHHble npouenyp]

810 KOZ: 70005910 * Bepcusi 2 * UM-100006805 GB
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NMPOrPAMMHOE OBECIEYEHWE 8

[aHHble naymeHTa

2. B TNO/KX BBoga Patient data [[aHHble nauneHTa] BBeAuTe nepsble OyKBbI
VIMEHU WK (aMUIMK NaumeHTa, 6o MAEHTU(MMKATOP naumeHTa.

3 Tpy HeobxoAMMOCTM MOryT 6biTb 3aAaHbl [OMNOHUTE/bHbIE KPUTEPUM
BbIGOPKY A/151 YTOUHEHWSI Pe3y/ibTaToB MovcKa.

Puc. 33. O6nacTb Patient data
[daHHble naumeHTa]

Kpntepuii BbI60pKU OnucaHne JelictBue

Born after [[ata poxaeHus 3afaet nepuog, B npegenax BBeauTe camyto paHHIO 1 camyto

No3xe] KOTOPOro MOXET fieXarb Aata MO3LHIOK AaTy BO3MOXHOIO AHA
poXaeHusa naupeHTa. poXaeHUa nauueHTa nytem

Born before [[ata poxaeHus ao] BbIGOPA 113 KaIeHZApS.

MoaTteepAauTe BLIGOP HaXaTVIEM
KHOMKM Set [YcTaHOBUTL].
Gender [Mon] 3apaetca non naumeHTa. Bbibepute Male [Myckoid] wim
Female [XKeHckwid], wm oba.
Subjective refraction [Cy6bekTnBHasA petpakums]
Sphere (from ... to ...) [Chepa (0T 3apaeTcsa Avanas3oH, B npegenax Beeaute HanbonbLiee v
. 00 ... KOTOPOrO /IEXAT 3TN 3HAYEeHUS. HauMeHbLUee 3Ha4YeHns chepsbl,
Cylinder (from ... to ...) [UnnnHgp Mo KOTOPbIM NPOV3BOAUTCA MOMCK.

(ot .. oo ..]

MocnepoBaTenbHOCT b BBOAA
AaHHbIX HE NMeeT 3Ha4dyeHusa.

BBeaute Hambosbluee n
HaMMeHbLUee 3Ha4eHns
LMAMHAPA, MO KOTOPbIM
MPOV3BOAMNTCS MOMCK.

Mcnonb3yemble HanpaB/ieHNA
unnnHaopa He nMernT 3HadYyeHus.

Tvnbl pedpakumm

AMmeTponus lo3BoNseT nckarb NauneHTos, Bbibepute oayH WM HECKOBKO
Mwvonus NMEIOLLMX XOTA Obl OAUH 13 13 yKa3aHHbIX TUMOB pedpakLmu.
rMnepmeTponms yKasaHHbIX TUMOB pegpaxuyn.

CMelLiaHHbI acTUrMaT3m

KO/: 70005910 * Bepcus 2 * UM-100006805 GB 81
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[aHHble n3mepeHnii

PeiinironicRt
iHiw ii «<METaebl will tiw

Y soT

N a <M

Y r71T

Oilfemnuessr™* <wfem»d mNe

Puc. 34. O6nacTb Measurement
data [JaHHble N3MepeHunii]

Kputepuii BbIGOPKHK

UT06bI

BOCMO/b30BATbCA MOMCKOM MO KPUTEPUSM 3TOW  06n1acTu,

BblbepuTe Measurement data [[aHHble 13MepeHuii] B NpaBOM BEPXHEM

yrny akpaHa (puc. 34).

OnuncaHne

YCTPOIACTBO, UCMO/b3yeMOe /151 ANarHoCTMKU

ZYWAVE
ORBSCAN

OoD

ODS

Performed after [BbinonHeHo
nocnej
Performed before [BbinonHeHo

o]

Device used for measurement
[YctpolicTBO, Mcnonb3oBaHHOE
ONst N3MepPeHWA]

812
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Mo3BONSIET HAXOAWTL MaLWIEHTOB,
y KOTOpPbIX M3MEpPEHNs
BbINOMHEHbI HAa YCTPOICTBAxX
ZYWAVE v ORBSCAN.

O6ecneymBaeT NOUCK NaUyEHTOB,
M3MepPEHUs 151 KOTOPbIX
BbINOMHEHbI Ha OD [npaBblil rnas]
v OS [ne.bili rnas), wm Ha
060uX rnasax.

O6ecneymBaeT NOWCK NALMEHTOB,
N3MEPEHVSt AN KOTOPbIX
BbINO/IHEHbI HA 060X rNasax.
No3BonseT 3agatb nepuog, B
KOTOPOM, BO3MOXHO,
BbIMO/THANINCH U3MEPEHMS.

lo3BONSET UCKaTb U3MEpPeHNs,
BbIMNO/IHEHHbIE Ha onpeseneHHOM
YCTPOViCTBE.

JelictBue

Bbibepute "ZYWAVE", 4t0ObI HaliTh
NaLMeHTOB, M3MEPEHMA 418 KOTOPbIX
OblIM BbINOHEHbI HA YCTAHOBKE
ZYWAVE.

Bbi6epute "ORBSCAN", yT06bI
HalTN NauyeHToB, M3MepeHns s
KOTOPbIX 6bl/IN BbINO/HEHBI HA
ycraHoBke ORBSCAN.

Bbibepute "ZYWAVE" n
"ORBSCAN", yT0bbI HaWTK
NauneHToB, U3MepeHrs AN KOTOPbIX
BbINO/IHEHbI Ha 060X YCTPOICTBAX.
Bbi6epute "OD" ons novcka
MaLMeHTOoB C M3MEPEHUAMU Ha
npaBoMm rnasy.

Bbibepute "OS" ans noucka
NaLUWeHTOB C M3MEPEHUAMI Ha
NeBOM [/1asy.

Bbibepute "OD" 1 "0OS" gna novcka
NaLMeHTOoB, Y KOTOPbIX U3MEPEHNS
BbIMO/IHEHbI HA /IIOOOM WM Ha 060UX
rnasax.

Bbi6epuTe "ODS", 4T06bI HaNTK
MaLUneHToB, U3MePEHNs NS KOTOPbIX
OblNIN BbIMO/HEHBI HA 060X rNasax.
BeefuTe camyto paHHIO 1 camyto
MO3AHIOK AaTy BO3MOXHOIO
BbIMO/IHEHUS U3MEPEHWIA NyTEM
BblIOOpA U3 KaneHaaps.
MoaTBepauTe BbIOOP HaXaTMEM
KHOMKY Set [YCTaHOBUTB).

BbibepuTe "Only measurements
performed with following device"
[TonbKo n3mepeHusi, BbINOIHEHHbIE
Ha yKa3aHHOM YCTPOIACTBE]
LWenkHute Ha none BBOAA 4/1A
OTKPbITUA pPacKpbIiBatoLLerocs
cnmcka.

MOoXHO BbIGpATL OAHO Wn
HECKO/IbKO YCTPOWCTB U3 3TOT0
cnmcka.

KOJ: 70005910 * Bepcusa 2 * UM-100006805 GB
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8 MPOrPAMMHOE OBECNEYEHUE

Puc. 38. laHHble nayneHTa: BbIGOP AaT bl POXAEHUA
5  Bblbepute gaty poxaeHus.

6° Haxmute set [YcTawosuTs] L1 TMOATBEPKAEHMA, /MO0 Cancel
[OTmeHa] aHs YAQNEHUS BbIOPAHHON AaTbl POXAEHMA.

7. Beepure Patient ID [ioeHTU(MKaTOp NavpeHTa).

NWoeHTudunkaTop nauymeHTa MOXeT 6bITb BBeAeH BPYy4YHYlO B none
seoga Patient ID [aeHTMMKATOp NaumeHTal, nu6o asTomaTuuecku
HaXaTunem Ha KHOMKY CO 3Hakom "natc".

8. BbibepuTe Non naumneHTa.

3HauyeHNsi CyGbEKTUBHOIA 9 Beeaute HeobxoguMble 3HaueHus B nons  Subjective  refraction
pedpakumn [CybbekTmBHas pedpakums] (cm. Tabnuuy Subjective refraction
values [3HaueHus cybbekTBHONM petpakummn] Ha cTp. 9-15).

10., Ecnm Bbl XOTUTE BOCCTAHOBWUTL UCXOAHbIE 3HAYEHMSA AAHHbIX MaLUeHTa,
HeDKMUTE KHOMKY Undo [OT meHa].

> OrtkpbiBaeTca npegynpexapatoruee coobuieHne (puc. 39).

Puc. 39. Mpegynpexaawwee coobu,eHne - BOCCTAHOBNEHNE NCXOAHbIX 3HAYEHUNN

- Haxmute ves [Aa] 85HW, uTOBGbl BOCCTAHOBUTb MCXOAHbIE 3HAYEHUS
[laHHbIX NauueHTa, a 3aTeM NPOAO/KUTb BBOZ AaHHbIX, NGO BEPHYTLCS K
AVaioroBOMy OKHy CvcKa MauyeHTOB HaXKaTEM KHOMKN Menu [MeHio].

- [Ina npopomkeHns paboTbl HAXXMUTE No [HeT]

1 Ang COXpaHEHNA BBEAEHHbIX AaHHbIX NaleHTa B 6aze [aHHbIX
HaDKMUTE KHOMKY Accept [MpuHATH].

> Ecnn 3anuch He 3amonHeHa, TO BbIBOAWUTCA Npedynpexparolee
coobLLeHNe ¢ MH(opMaLmMen 0 TOM, Kakue Mons ele Heobxoammo
3anonHuThL (puc. 51).

816 KOJ: 70005910 * Bepcus 2 * UM-100006805 GB
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1.1~ Aifiw PLU w iMw a;
2 AiiMT(i&B 1M «a”Fiid Dineit?

1.0«teallMth muBStwintt» post

Puc. 40. Mpegynpexpatwowee cooblu,eHne o He3anosIHEHHON 3anucu (npumep)

12~ Haxmute ok, BBeAMTE MPONyLieHHbIe Nona v nostopure war 11.

«
Cpa3y nocne ,qO6aBI'IEHI/IFI HOBOro naymeHTa MOXHO BbINMO/IHNTb N3MepeHne

1 HaxaTunem KHonkm ORBSCAN unnn ZYWAVE.

- Maparpad 9.2. "BbinonHeHne namepeHnin ORBSCAN 3" Ha cTp. 9-2

- A Maparpadg 9.3. "BblnonHeHne namepeHnin ZYWAVE 3" Ha cTp. 9-14

KO[;: 70005910 * Bepcusa 2 * UM-100006805 GB 817
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8.3.4. PepakTmpoBaHUue AaHHbIX NayuueHTa
[N pefakTMpoBaHNs faHHbLIX NauveHTa AencTByiTe cneayowmm o6pasom:

1 Bblbepute naumeHTa naparpad 8.3.1. "Bbi6op NauMeHTOB"Ha cTp.

8-8).
> OrtkpbiBaetcs yyeTHas 3anuchb naumeHTa (puc. 41), KOTOpylo MOXHO
pefakTpoBarb.
>\ KMLLKMMS VBT
Dviaw, LLErE
gnf_
Hm R eHi H i

Puc. 41. YueTHas 3anucb nayneHTa (npumep)

2- > Pepaktupyite Heo6xo4yMble OCHOBHbIE AaHHble naupeHTta (‘A crp. 8 -
15).

3 JononHnTenbHO MOXHO pefakTmpoBatk nong Subjective refraction

[CybbekTmBHan petpakums] (cm.  Tabnuuy Subjective refraction
values [3HauyeHVsi Cy6bEKTUBHOM petpakumn] va cTp. 9 -15).

5 Ecnn Bbl XOTUTE BOCCTAHOBWUTL MCXOAHbIE 3HAYEHMSA OaHHbIX MauWeHTa,
5 HaOKMUTE KHOIMKY Undo [OTmeHal.

> OrtkpbiBaeTcsa npefynpexgatowiee coobuieHne (puc. 39).

Puc. 42. Mpepynpexpatliee coobuw,eHne oOTMeHbl U3MEHEHNN

- Haxmute ves [ma] SEB, uto6Gbl BOCCTAHOBWUTb WCXOAHbIE
3HAYEHWs1 JaHHbIX NaUWeHTa, a 3aTeM NPOAO/KMTbL BBOA [AaHHbIX,
NGO BEPHYTLCA K AWNAIOTOBOMY OKHY CMMCKAa MaLUMEHTOB HaxaTviem
KHOMKN Menu [MeHo].

- Ana npofomxeHns paboTbl HAXXMUTE No [HeT]

6. HaxkmuTe KHOMKY Accept [MpuusTb] aua COXPAHEHWA 3anucu B 6ase
[OaHHbIX NaLWEeHTOB.

Ecnm 3anucb He 3anosiHeHa, TO BbIBOAWTCA Npedynpexjarollee
coo0LLeHNe ¢ MHAOPMALIME O TOM, Kakuve Mons elle Heobxoaumo
3anonHuThL (puc. 51).

818 KOJ: 70005910 * Bepcusa 2 * UM-100006805 GB
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I, Firstionm B«M must noi t>e bIMA

3LEM» bl liett} ffiosliMB th* pxa

Puc. 43. Mpepynpexpatuee coobleHne o He3anonHeHHON 3anucu (npumep)

v"rO 7.

KO[: 70005910 * Bepcua 2 * UM-100006805 GB

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

Haxmute OK, BBeAuUTe NponyLUeHHbIe MOMs 1 NoBTOpUTE Lar 5.

Mocne pegakTmMpoBaHUA JaHHbIX NauneHTa MOXHO:

Bbi6paTb unum fob6aBuTb npouenypbl naparpad¢g 9.6.8.1. "Bbibop
npoueayp U AMarHoCTMYECKUX AaHHbIX" Ha ¢cTp. 9 - 40 1 b naparpad
9.6 8.2. "No6aBneHune npouenyp"Ha cTp. 9-45).

BoinonHnTb namepenus ("b naparpadg 9.2 "BbinonHeHne usmepeHuin Ha

ycTaHoBke ORBSCAN 3" Ha cTp. 9 - 2 wn 'b naparpadg 9.3.
"BbIiNONIHEHME U3MEPEHUA Ha ycTaHoBke ZYWAVE 3"Ha cTp. 9 - 14).
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8 MPOrPAMMHOE OBECIMNEYEHWE

8.4.4. PepakTnpoBaHVe gaHHbIX MNoJsib30BaTens

[na peaakTMpoBaHWs AaHHbIX NOMb30BaTeNs AENCTBYIATE CneayoLImMM

06pasom:

1 OTKpOWiTE CTPaHULY MEHIO.

2. Haxxmure KHOMKY User administration [AAMUHUCT pupoBaHue

K~ nrinistnrissn nonb3osaTenein].
Bbibepute nonb3oBaresis naparpad 8.4.2. "Bbl6Op
nonb3oBaTenein" Ha cTp. 8 - 22).
4. qumanorosom OKHe noJsib3oBatena U3MeHuTe HGO6XO,£I,I/IMbIe nons.
5 Haxxmute KHOMKY Accept [MpunuaTe] gna COXPaHEHUA OaHHbIX
v " Accept nonb3oBarens.
> [aHHble Nonb30BaTens CoXpaHsTCS.

6. BBe,CI,I/ITe NIN4HbIe [aHHble MnoJib3oBatenda W AaHHble A1 BXO4a B
cucTeMy,  BblbepuTe  poSib,  KOTOPYHD — HEOOXOAMMO  Ha3HauMTb
nonb3oBatesnito, WU HaKMUTE KHOMKY Accept [MpuHATSb], YTOObI
COXpaHuTb 3amnichb.
> Ecnm 3anucb He 3anofiHeHa, TO BbIBOAMTCA Mpefynpexaatolee

COO6LLEHNE C MH(opMaLMen O TOM, Kakue nons ele Heobxoammo
3ano/HUTL (puc. 52).
nete: must neb..Dkblank.
Puc. 52. Mpepgynpexaatwee coobweHne 0 He3anoNHeHHO 3anucu (npumep)
7. Haxkmute ok v BBeauTe nponyLleHHbIe Mnofs.
8 HaXxmute KHOMKYy Cancel [OTwmena] 15 BblXOAa M3 HOBOM Y4YeTHOM

3annc nonb3oBaTtesns.

1=> OTKPOETCA CMMCOK YYETHbIX 3anuceli nonb3oBateneil. Hukakve
[laHHbIE HOBOrO M0/1b30BaTENsl He COXPAHATLCS.

8.4.5. YpaneHue gaHHbIX NMNoJsib3oBaTens

[na yaaneHns gaHHbIX NONb30BaTens AeicTByiiTe cnedytowymM 06pasom:

1

2

Y3»r BiMiistmtsDn

N

86
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OTKpoliTe CTpaHuLy MeHIO.

Haxxmure KHOMKY L/serac/m/n/sfraf/on [AgmunucT puposaHue
nonb3oBaTenei].

1=> OTKPOETCS CMUCOK YUYETHbIX 3arnm1ceit nosb3oBaresneil.

MpOKpyumBaiiTe CINCOK ANA HAXOXKAEHWS HY>KHOW YYETHOIN 3anucu
nonb30BaTess.

KOJ: 70005910 * Bepcua 2 * UM-100006805 GB
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NMPOrPAMMHOE OBECIEYEHWNE 8

8.5.1. 3agaHVe CUCTEMHbLIX HACTPOEK

[ns 3afaHnA CUCTEMHBIX HACTPOEK AEeNCTBYIMTE Ceaytowym 06pasoMm:

1 OTKpoliTe CTPaHULY MEHH.

2 HaxkmuTe KHOMKY Settings [HacT poiiku].

1> OTKpbIBaeTCA CTpaHuULia HacTpoek (puc. 54).

3. [na npocmoTpa CUCTEMHBIX HACTPOEK HAKMUTE KHOMKY “"CucTemHbie
N HacTpoiku".

14  OTKpbIBaeTCA AManoroBoe okKHo (puc. 55).

X

Monb3oBaTeNnb MOXeT 3afjlaTb TONbKO Ha3BaHMe KJIMHWUKKN B none
Clinic [KnmHuka].

General sellings

Date fomiat 4/28/2014 12K00:00 AM
Numberformat 123.45

Clinic lechnolas Clinic

Calibration check

ORBSCAN Last check 4/24/2014
ZYWAVE Last check not available
Accept | Cancel

Puc. 55. lnanorosoe okHO System settings [CucTeMHble HacT poiiku]

1A Haxxmure KHOMKY Accept [MpuHaTe] ana COXPaHEHNA BBEAEHHbLIX WA
Accept N3MEHEHHbIX JaHHbIX.

5. Haxxmure KHOMKY Cancel [OTmeHa] ansa BO3Bpata KOKHY CUCTEMHbIX
HaCTpPOeEK.

KOJ: 70005910 * Bepcusa 2 * UM-100006805 GB 829

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



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



MPOrPAMMHOE OBECIMNEYEHWE 8

8.5.2. 3apaHue HacTpoek kKapTbl ORBSCAN 3

Ana  3agaHus  Hactpoek kaptbl ORBSCAN 3 pgelicTByilTe  crefytowym
obpasowm:

PekomeHayeTcsa 3ajaBaTb 34€Cb HacTpPONKM NO ymonyaHuio AN KapT
ORBSCAN 3, nocKonbKy OHU 6yayT AeiicTBOBaTbL ANA BCEX MOCAEAYH LW KX
N3MEpPEHMUA.

Mpun HeobxoaMMOCTMW MNONb30BaATENb MOXeET B fanbHelilleM UW3MEHATb
HekoTopble HacTpoikn kapT ORBSCAN 3 ans BbINONHAEMOro M3MepeHus
Cb naparpadg 9.2.2. "lMpocmMoTp pe3ynbTaToB namepenuii ORBSCAN 3" Ha
cTp. 9- 6).

1 OTKpOiiTe CTpaHNLLy MEHHO.
2 HaxkmuTte KHOMKY Settings [HacT poiiku].

1= OTKpbIBaeTCA CTpaHuLa HacTpoek (puc. 56).

3 Haxmute KHOMKY ORBSCAN Tap settings [HacTpoiiku kapTbl
ORBSCAN].

1> OTKpOeTcH AManoroBoe OKHO, B KOTOPOM MOXHO 3aaathb: Overlay
settings [HacTpoiikn nepekpbITvisi], Pachymetry settings [HacTpoliku

naxvumetpun]. General settings [O6wue Hactpoiiku] v Quad map
settings [HacTpoiiku cueTBepeHHON KapTbl] (prc. 56).

Puc. 56. HacTpoiikn kapTbl ORBSCAN 3

fononHnTenbHaa uHopmayuma o KapTax npusegeHa B
naparpadge 6.1.3. "KapTbl ORBSCAN 3"Ha cTp. 6-1.

4. V3MeHuTe 3HauYeHUs B HEOBXOAMMbIX MOSAX.

5 HaKmuTe KHOMKY Cancel [OTmeHa] gns BO3BpaTa KCTpaHWLEe HacTpoeK.

KO/: 70005910 * Bepcua 2 * UM-100006805 GB 83l
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MLUBbETHHIBAVK

PMMA measurem”t

MPOrPAMMHOE OBECIMNEYEHWE

A  BHVMAHWE!

8

Ecnn kakasa-nnéo wu3 Ka]'IVI6pOBO‘—IHbIX npoBepOK He BblNoJ/IHWNACb
ycnewHo, TO cuctema He pfoJKHa Wncnosib3oBartbCA BO nsbexaHue

TSKE/I0ro [0/ITOBPEMEHHONO NOBPEXAEHUA 300P0Bbs NalMeHTa.

1 B OkHe sSettings [HacTpoiiku] HOKMUTE KHOMKY ORBSCAN calibration

check [MpoBepka kann6poskn ORBSCANJ.

> Otkpoerca  auanoroBoe  OkHO  Select/Add measurement

[Bbibpats/mobasnTs n3MepeHune] (puc. 58).

Puc. 58. inanorosoe okHo Select/Add measurement [Boi6paTb/go6aBuTh n3MepeHue]
2. HaxkmuTte Ha KHOMKY PMMA measurement [Miamepetne PMMA].

= [lpouecc BblpasHMBaHMsA PMMA roToB K 3arycky.

X
Mpn6nmM3nTenbHO yepes nse MUHYT bl oTKpoeTCA
npegynpexpjawouw,ee coobu,eHne Cc BONPOCOM, cneayeT M
NpPOn3BeCTMU BbipaBHWBaHMKE.

HaxmnTe Yes [[a] ecnn Heob6XxoAMMO Mpou3BecTH

BblpaBHUBaHUe.

HaxmuTe No [HeT] B3 1l, ecnu Heob6xoAMmMo BepHYyTbCA K

AVanorosomy OKHY Select/Add measurement

[BbiGpaTb/fn06aBnTh U3MEPEHNE].

KOJ: 70005910 * Bepcusa 2 * UM-100006805 GB
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8 MPOrPAMMHOE OBECIEYEHWE

3. Otperynupyite n3MepuTeNbHYH0 TO/I0BKY TaK, Kak OyATO BbIMOHSAETCSH
Start measninment 06blyHOe um3MepeHne ORBSCAN 3 (8 naparpad 9.2.1. "Togrotoska
nauueHTa u Havano usmepeHnss ORBSCAN 3" Ha cTp. 9 - 3).

Anda 3anycka U3MepeHnsa MOXHO T aKkXe HaXaTb KHOMKY Ha ,Cl.)KOI7ICTI/IKe.

Puc. 59. BoipaBHusanne PMMA

8-36 KO/: 70005910 * Bepcua 2 * UM-100006805 GB

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



NMPOrPAMMHOE OBECITEYEHWNE 8

HaxmMTe KHOT'™ Start measurement[HayaTb nsamepeHuel.
Start measurement

Ona 3anycka UW3MEpPEeHMss MOXHO TakxXe HaxaTb KHONKY Ha
oXolicTuke.

P> V3mepeHne npousBoanTC OObIYHBIM 06Pa30oM.

PesynbTatbl MPOBEPKM KaMOPOBKY  (Hanbonee NpUGIKEHHbIE
3Ha4YeHUs) BbIBOAATCA B MpaBOii YacTh OkHa B none "BFS:" (no3. 1
Ha puc. 60).

PesynbTatbl KaimbpoBoyHoii nposepk ORBSCAN 3 coxpaHstoTcs.

Puc. 60. Pe3ynbTaThbl KAaNIMGPOBOUYHOW NPOBEPKU

51 . CpaBHWTe pe3ynbTaTbl KaMOPOBOYHOM MpoBepkn (puc. 60) co
3HAYEHNEM Ha 3TMKETKE KasIMOPOBOYHOIO MHCTPYMeHTa (puc. 57).

Ecnu pe3ynbTaT NPOBEpPKW KaMGPOBKM OT/IM4AaeTCa OT 3HayeHUs Ha
3TWKeTKe KanubpoBOYHOTro UHCTPyMeHTa 6onee, uYeM 3ajaHHas
BenYMHa AvanasoHa 0T K/NOHEHWIA, cnefyeT HeMefneHHOo
06paTMTbCA K aBTOPM30BAHHOMY TEeXHUYECKOMY chneumanucTy no
CEpPBUCHOMY 06CNYXUBAHUIO.

Tenepb BO3MOXHO:

I Haneuaratb CYETBEPEHHYIO KapTy pe3y/bTaToB Ka/IMOPOBOYHON MPOBEPKM
Ha>KaTUEM KHOMKWU Print [MevyaThsb].

1 [Jo6aBuTb HeobXoAuMble /IMYHbIE KOMMEHTapUN K 3TON KasMOPOBOUHON
NPOBEPKE, HadKaB KHOMKY Add comments [Jo6aBuTb KOMMEHT apuu].

W 3KCMopTMPOBaTbL fAaHHble Wu3MepeHus Ha Kapty namatm USB, Haxas
KHOMKY Export to USB stick [9kcnopT Ha kapTy namaTu USB].

1 CpaBHVITb pesynbTaTthbl |/|3|\/|epeHv||7| Bbl6paHHbIX [aHHbIX  MPOBEPKU
KaI'IVI6pOBKI/I, MOMy4YEeHHbIX B Pas3/IMYHOE BPEMA, HedKaB KHOMKY Difference
[OT nnuunsal.

I BbinonHuUTL HOBYKO KasimbpoBoyHyto nposepky ORBSCAN 3, HaXkaB KHOMKY
Another exam [Apyras nposepka].

I BepHyTbCA KCTpaHuLLEe HAaCTPOEK, HaXKaB KHOMKY Continue [MpogoaxnTb].

KO[, 70005910 * Bepcusa 2 * UM-100006805 GB 837
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NMPOrPAMMHOE OBECITEYEHUVE 8

Puvc. 64. BbipaBHMBaHWe: nNpasuibHO

MpoBepka Tuna"TpoM60oH"

2. HaxmuTte kHonky Trombone check [[posepka Tuna "Tpom6oH"].
= Ecnm nposepka TMna "Tpom60OH" npotuna ycneLHo,
Troml»ne check |v/ yCTaHaBNUBAETCH 3€/IEHbIN PaxOoK.
3HauyeHma Measured range [MI3mepeHHblii gnana3oH] un Expected
Measw«drange:->3J6 - *0 S range [Oxuaaemblii ananasoH] BbIBOAATCA B Tabnuue cnpasa (nos.
Expected range : «13LU » *LLUM 1 Ha puc. 65)_
Puc. 65. lNposepka Twuna
"TPOMOOH" BbINOMHEHA, BblBEAEH
MONYHEHHEIN AvanasoH ECAM  WM3MepeHHbIi AManasoH OT/NMYaeTCA OT  O>KUAAemMoro
AnanasoHa 6ofblie, Yem 3afaHO AManasoHoOM  JONYyCTUMbIX
OTK/IOHEHWIA, TO npoBepka Twuna "TpoMboH" He npoigeHa. B
aTOM cny4ae crnegyeT HeMef4NeHHO  06paTunTbCA K
aBTOpPU30BAHHOMY TEXHWYECKOMY CheunannucTy no CepBUCHOMY
06CNy>KNBaHNUIO.
KannbpoBouHble 3 HanpaBbTe M3MepWUTesNbHY0 TO/IOBKY B  Hanpas/eHUW  nepBoi
npoBepkn ncnolTaTeNnbHol cdiepbl, kak OYyATO BLINOMHAETCS 06blYHOE W3MepeHue

ZYWAVE 3 ('b naparpadp 9.3. "BbInosiHEHWE W3MEPEHUI i Ha YyCTaHOBKE
ZYWAVE 3" Ha cTp. 9-14).

Start measurement 4, HaxmunTe Ha kHomky Start measurement [HayaTb nsmepeHue].

Mporpamma  aBTOMaTUW4YeCcKM  pacnosHaeT, KoTopas U3
McnbiTaTeNbHbIX chep UCNonb3yeTCA AN KaMBpOBOYHON
MPOBEPKM.

KannmbpoBoyHble MPOBEPKU C MUCMbITaTenbHOl cdepoli 1 (‘Sphere
#1) W c ucnblTaTenbHOM cdepoit 2 (Sphere #2) cnegyet
BbIMOSIHSATH MO TPU pasa.

5. Elle pa3 noBTopuTe War 4 aBa pasa.
KOJ; 70005910 * Bepcusi 2 * UM-100006805 GB 8-41
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8 NMPOrPAMMHOE OBECTIEYHEHVE

& Ecnu kannbpoBoYHas MpoBepka C NepBoil UcnbiTatesbHoN cchepoit
npoLusia ycnewHo, yCTaHOBUTCA 3€/1eHbI D/IaXOK.

«

PesynbTaTbl KalMOpOBOYHON MPOBEPKU BbIBOAATCH B 06/acTw
Result [Pe3ynbTaT] ncnonb3yemoi ncnbitatenbHol cdepsbl.

6. HanpaBbTe M3MEPUTE/bHYIO TO/IOBKY B HanpaB/ieHUM BTOPOI
UcnbliTaTesibHOW cdhepbl ¥ NOBTOpUTE wwar 4 u war 5.

=> [locne Toro, Kak 3aBepllueHa Ka/mbpoBOYHasi NpoBepka CO BTOPONA
UCMbITaTeNbHOW  CcIEpOoil, OTKpbIBAETCA [AMa/iofOBOE OKHO C
pesynbTaTamu Trombone test results [Pe3ynbTaTbl NpoBepku Tuna
"Tpom60H"] 1 User calibration tool results [Pe3ynbTaTbl NpoBEpPKU Ha
No/Ib30BaTe/IbCKOM Ka/IMBPOBOYHOM WMHCTPYMEHTE].

teitnsuMi
MiMMUNKi iRWSbOIWimfIB v S o« . MM
u[1M.
tpei leseite
‘m"'T Sphwtn
. UT i *ae8
w |

Puc. 66. ViHchopmaLms o KannbpoBOYHOI NPOBEpKe

1 Cdepa
2 MapameTpbl UuNuHApPa
3 3HaueHusi cpepmnyecKoro aKBMBasneHTa

7. HaxmuTe kHonky OK.

= 3enenblie dnaxkn gna Sphere # 1 [cnblTaTensHasa cepa 1] W
Sphere # 2 [WcnbiTaTensHasa ciepa 2] BbIBOAATCS BMeCTe C
pe3ynbTatamMu Kannb6poBOYHbIX UCNbITaHWA (No3. 1 Ha puc. 67).

8-42 KOJ: 70005910 * Bepcua 2 * UM-100006805 GB
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8 NMPOrPAMMHOE OBECIIEYEHUE

8.5.5. lpocmoTp nHgopmauyun o6 n3genum

B aTOoM pasgene MOXHO MoflyuuTb WHOPMaLUuilo O Bepcun NporpamMmMHOro
obecrneveHnsi, 06 U3gennn n NnpovssoguTene.

Ona oTkpbiTna okHa Information [Hdopmauusl], BbINOAHUTE cregyouine
nencrTeus;

1L OTKpoiiTe CTpaHuLy MEeHIO.

2. HaXmuTe KHOMKY Settings [HacT poliku].

OTKpbIBaeTCs AManoroBoe OKHO HaCTPOEK.

3 Haxmunte KHOMKy Information [Uugopmayusnl.

I infomvrtion .
= OTtkpoeTtcs gnasoroBoe okHo Information [MHdopmauus] (puc. 68).

<CTniuwy

Puc. 68. Ananorosoe okHo Information [HcdopmaLms] (npumep)

1 Bepcus nporpaMMHOro obecnevyeHus

2 HaumeHoBaHve u3genus

3 HawumeHoBaHuWe 1 agpec U3roToBUTENS

4 WpeHTudmkatop ORBSCAN

5 WpeHTudmkatop ZYWAVE

4, UTo6bl 3akpbiTb OKHO Information [Hdopmauwusi], HaXmuTe KHOMKY

Close [3akpbl Tb] WIN Back [Ha3zap].

[> OTkpbiBaeTca cTpaHuLa HacTpPOex.

8-44 KOJ: 70005910 * Bepcua 2 * UM-100006805 GB
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Hayvano n3amepeHunsa

7
f? Start measurement

V3MEPEHMS 9

UTo6bl HauyaTb W3MepeHue, BblbepuTe Start measurement [HauaTb
nsmepenue] WM HOKMUTE KHOMKY NMEpPEK/TIUEHNsT HA [KONCTUKE,

[=> OTkpbiBaeTcs [uanoroBoe OKHO pe3ynbTaToB  M3MEPEHWs, B
KOTOpPOM pe3y/sibTaTbl 0TOGPaXalTcs B BUAE CUETBEPEHHOI KapThbl
(puc. 72).

Puc. 12. Pe3ynbTaThbl n3mepeHusas ORBSCAN 3

1

Mone BbIGOpa /IEBOrO UM NPaBOro rf1asa, a Takke AaTbl U BpeMeHu
n3MepeHus

[aHHble o rnase, gaTe 1 BpEMEHU U3MEPEHUsI, pe3ynbTaTbl KOTOPOro
oTo6paxaroTcs.

MapameTpbl CHETBEPEHHON KapTbl

Bua, cueTBEPEHHOW KapTbl

Tenepb BO3MOXHO:

HaxaTb kKHonky Add comments [Jo6aBMTb KOMMeHTapuun], 4TOo06bI
BBEeCTMW KOMMeHTapuum K 3TuUM pe3ynbraram wusMmepeHuii (3Ta
BO3MOXHOCTb [AOCTYNHa TO/NbKO B TOM c/iydyae, kKorga K 3Tum
pe3ynbTaTaM He BBeJeHO HMKAKUX KOMMeHTapues).

HaxaTb KHOoNkKy Export to USB stick [OkcnopT B kapTy namaTwn USB],
4TO06bl 3KCNOPTNUPOBaTb pe3yNbTaThbl UBMEPEHUIA.

HaxaTb kHonky Difference [OTnnumnal, 4TO06bI CpaBHUTbL ABa
pe3ynbTaTa W3MepeHUidh ANA OAHOro nauyuneHTa, €cnAu [AAA Hero
MMe TCA apyrve usmMepeHus.

HaxaTb KHOMNKy Print [MeyaTb], 4TO06bl pacneyaTaTb pe3ynbTaThbl

n3mepeHus.
HaxaTb kHonNky Delete [YaannTb], 4T06bl yaanuThb 3TO N3MepeHue.

BO3MOXHOCTb yjla/ileHUss AOCTYNHa TO/bKO AN OAWHOYHbIX U3MepeHnn
B npepenax akTWBHOW ceccunm usmepeHuin. locne 3akpblTUA ceccuun
M3MepeHnr, BO3MOXHOCTb yaaneHns 6onee He 6yaeT AOCTYNHa.
HaxaTb KHONKy Another exam [Apyras npoBepka], 4T06bl BbIMONHNTb
HoBOe namepeHne ORBSCAN 3.

HaxaTb KHonky Continue [MpoAaonXunTb], 4TO6bl BEPHYTbCA K Ananory
Bblbopa naumeHTa.

95

KOJ: 70005910 * Bepcusa 2 * UM-100006805 GB
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V3MEPEHMS 9

VI3MeHeHne macluTaéa 0N yBenuueHus kapTbl AeicTBYyiiTe cneyolmM o6pa3om:

KapT
1 HaxmuTe kHOMKy Zoom in [YBeNuunTb]

Puc. 74. YsenunyeHHan kapTa ORBSCAN 3
KapTa oTo6paxaeTcsl B yBe/IMYeHHOM Buge (puc. 74).

2 HaxmuTe KHOMKY Zoom out [YMEHbLUUTb], 4YTOObl YMEHbLUUTb
KapTy U BEPHYTbCA K BUAY CUETBEPEHHOI KapTbl.

VismeHeHune LBETOBbIX Ha Bcex KkapTax wWmMmelTCs UBETOBble 00603HaYeHus, KOTopble MOryT

0603HavYeHNI OTHOCUTBCSI K BENINMYMHAM 3/1eBauun [nasa, KPWBU3HbI WM NaxvMEeTpUun.
LiBeToBble 0603HAYEHWS MOXHO W3MEHUTb BO BPEMS MPOCMOTPA KapThbl,
LLeNIKHYB Ha 3HAYOK LiBETOBbIX 0603HAYEHNIA.

[ONs1 U3MeHeHUs! LUBETOBbIX 0603HaYeHWi BbINONHUTE criedylolme AeicTBUs:

1 LLlenkHnTe Ha 3Ha4yok Color legend [LiBeToBble 0603HaYeHUSA].

> OTkpbiBaeTcs AManoroBoe OKHO LBETOBbIX 0603Ha4YeHuUn (puc. 75),
B KoTopoM noka3aHbl Number of colors [KonnuecTBO UBETOB],
Color scale type [Tun ugeToBoli wWwkasnbl], Min./Max. values
[MuH./Makc, 3HauyeHus1] n Step size [BenvuuHa wara] gnas kaprbl.

Puc. 75. lnanoroBoe OKHO LIBETOBbLIX 0603HAUEHWIA
2. Bbibepute He06Xx04MMOE KONMYECTBO LBETOB W TUMN LBETOBOM LUKaSIbI.

| =4 Konnyectso UBETOB WU Tun Ll,BeTOBOVI LKas/ibl M3MEHAKTCA "
OTO6pa)Ka}OTCFI B UBETOBbIX 0603Ha4YEeHUsAX.

KOJ: 70005910 * Bepcua 2 * UM-100006805 GB 97
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MapaMeTpbl 1 3HAYEHUS

U3MEPEHMS 9

B pesynbTtatax namepeHus nmeetcs cTatucTmyecknii 6ok, B KOTOpOM

oTo6paxaeTcsl MHGIopMaLMs nauueHTa:

[ata n Bpemsa namepenns (nos. 1 Ha puc. 77)

MopgenupoBaHHble 3HayeHusa K,
Hanbonee nNpPUG/IMXKEHHbIE 3HAaYeHus,
kanna (kappa),
rnybuHa nepegHen

yron

ctaTuctuka no 3oHaMm 3 ©n 5 M,
TOYKA HauMeHblUein TONLWHBI,
nepeceuyeHne Kanna, akycTuyeckuii dakrop,
kamepbl rnasa (Ep), ropvsoHTasbHbIi guameTp

porosuubl (white-to-white) n 0 3pauyka (no3. 2 Ha puc. 77).

werTT

Mm*»«mmn« « U «««O
UKMT:Pt $PMP

nnpiaipf

MTLLHCO

wungy L
% a sAfHatjw /ibiini o LL-I
hu A

Puc.

O6nacTn gaHHbIX

anemMeHT

PackpbiBatoLuiicst
CMUCOK N3MepeHuii

OD measurement
[U3mepeHnmne
npasoro rnasaj unm
OS measurement
[M3mepeHune
neBoro rnasaj

Sim Ks

77. 3HaYyeHNs cHEe TBEPEHHON KapT bl

OnucaHune

Moka3biBaeT TWN [1as3a, AaTy U BPEMS U3MEPEHUS.
Kpome Toro, no3BossieT BblGMpaTb MeXay pasnnyHbiMu
N3MepeHNsIMK NS OAHOr0 MauueHTa, KoTopble XpaHsATcs
B AaHHbIX NauueHTa.

YKasblBaeT gaty U BpeMsi N3MepeHus

CMO,qenMpOBaHHbIe KepaTomeTpuyeckue nokasartesnn. NepekpecTtus
NnoKa3blBalOT J/IOKa/IbHblE HanpaBJ/IEHNA T/1TaBHbIX oceli KPUBU3HbI, NMpunyem
CVYHME JIMHMM MOKa3bIBaKT NSIOCKNIA mMepungnaH, a KpacHble JINHUN MoKa3bliBaT

KpyTOii MepuamaH.

Astig. LUnnungp, [D]
[AcTurmaTunam] Ocb, 1
Maximum Max-K, [D]
[Makcumym] Ocb, []

KO[: 70005910 * Bepcusa 2 * UM-100006805 GB
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V3MEPEHMS 9

Mepeknoyuenme Mexay [N nepeknioyeHUst  Mexay KapToii WM HeobpaboTaHHbIMK - AAHHLIMW
KapToii 1 OelicTByliTe cnegyowmm o06pas3om;

HeobpaboTaHHbIMMU

OaHHbIMU

Buag cuyeTBepeHHOW KapThbl NO YMONYaHUI ycTaHaB/MBaeTCHa Ha
oTob6paxeHue pesyNbTaToB namepeHuii ycrponmcrtsa ORBSCAN 3.

AKTUBHbIV BUpg Bcerga BblaensieTcsA 3e/1eHbIM.

JneMeHTbl ynpaBfieHusi napameTpamu

ON1IeMeHT OnucaHune

Map / Raw [KapTa/ [lepeknoyeHne mexay KapToi 1 n3obpaxeHnem
Heob6paboTaHHble rnasa.

faHHble]

1 HaxXmunTe Raw [Heo6pa6oTaHHble faHHble], YTOObI MEPEKTUYNTLCA Ha

Heo6paboTaHHOE N306pakeHNe.

OTKpotoTcs HeobpaboTaHHble u3obpaxeHus (puc. 81). Nmetotca
yeTblpe HeO6pPabOTaHHbIX M306paKeHNs:

- M3o06paxeHne aucka Mnaungo: Average placido
- M306paxeHne BbipaBHMBaHus: Half slit

- N306paxeHne LLEeNeBoro CKaHMpoBaHUsl (BCe WN306paXeHus
LLle/1eBOro CKaHMpPOBaHWs, 06be/IHEHHbIE B 0fHO
n3obpaxeHune): Average slit scan

YcpegHeHHoe nsobpaxeHne rnasa: Whole eye

nfnm I*
Puc. 81. Heo6paboTaHHble n3obpaxeHun
2 Haxmute Map [KapTa]l ANA NepekniyeHns obpaTHo K Buagy
CYETBEPEHHOI KapThbl.
KOZ: 70005910 * Bepcus 2 * UM-100006805 GB 913
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N3MEPEHNA

mfezY W AVE

LUeHTpupoBaHue,
dhokycmpoBka 1 cukcayms

916
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[ns Hayana M3MepeHus HaXMWTE KHOMKY “"ZYWAVE" B AUa/IOrOBOM
okHe Select/Add [BbibpaTb/nob6aBuTb nsmepeHuel.

~  BHUMAHUME! HeBO3MOXHOCTb dmKCauum MOXET NPUBECTU K
noBpexaeHno 340poBbA!

HeBO3MOXHOCTb TOYHOW duKkcauuu (BCNeacTBME MCUXUUYECKOTo
paccTpoiicTBa, HapyleHUs YHKUWIA opraHuMsma, Bo3pacTa
nauMeHTa) MOXeT Bbi3BaTb OLINGOUYHbIE pe3y/ibTaTbl U3MepPeHUI.

- Ybegutecb B TOUYHOM dhuKcaumn nauueHTa.

MOXHO BbINOJ/IHATL NPOLLECC BblpaBHMBAHUSA.

Puc. 83. BoipaBHuBaHune ZYWA VE 3

Tekyw,unii pas3mep 3payka oTobpaxaeTCcsa Ha aKkpaHe
BblpaBHMWBaHNSA.

MonpocuTe nauueHTa CMOTPeTb TONMbKO Ha LEHTP (OMKCUMPYHOLLEro
n3obpaxeHns  (3enieHoe nepekpectue). OO6BACHUTE  4TO,  XOTH
dukcmpyrowee un3obpaxeHne 6yaet BHe ¢hokyca (Mpu CKaHMpoBaHWUM
OHO OyaeT B d)OKyce TOJIbKO [0NN CeKyHAbl), NauyuMeHT [OSIHKEH
MOCTOSIHHO KOHLLEHTPUPOBATh B3/, Ha LLEeHTPe U3006paxeHust.

CoobwmuTe nayumeHTy, 4YTO 3e/leHOe MNepekpecTue HEMHOro

HepeskKoe.

Mpegynpegnte nauWeHTa, 4YTo criegyeT CMOTpPeTb He MpsiMo  Ha
KpacHylo TOUKy Jla3epHOro /lyya BO W3BexaHue akkomogauuu, a
HECKOJIbKO BbiLLE Hee.

Ecnn uccnegoBaHme npoBoauTcs Ha npasBom rnasy (OD), y6eauTecs,
YTO nauMeHT UKCUPYET TOUYKYy MpaBbiM [1asoM. To e camoe
OoTHOCUTCSA K n1eBomy rnasy (OS).

n lNoka3biBaeT HpaBbIVI rna3 nauneHTa.

n 1:A Tloka3biBaeT /1IeBbI rnas nagneHra.

KO/: 70005910 * Bepcus 2 * UM-100006805 GB
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N3MEPEHNA

Havano namepeHunsa 8

Haxmnte KHOMKY Start measurement [HauaTb wusmepeHue] A9

BbINO/IHEHUA U3MepeHns Ha ycTaHoBke ZYWAVE 3.

Start measurement

Puc. 85. Hayano nsamepeHunsa Ha
ycTaHoske ZYWA VE

«

Mocne HaxaTua KHonku Start measurement [HayaTb un3smepeHune]

BOKpYyr ob6nacTwu I/I306pa)KeHVIH Ha 3KpaHe noAB/ideTCcA Ha HEeCKO/IbKO

CeKyH 3eneHasa pamMka. 9TO nokasblBaeT, UTO n3MmepeHne HadanocCb

(puc. 85).

= BbiBOAsATCA HeobpaboTaHHble M306paXKEHUS pafy>XXHOW 06010UKM,
4YTO NO3BOJSET NOJSIb30BATENI0 MPOBEPUTbL MX HEMEAJIEHHO nocre
OKOHYaHuA nsamepeHus (puc. 86).

O # O

0

Puc. 86. Heo6pa6oTaHHble N306paxeHns pagyxXHoii 060104YKN, NONYYEHHbIe HA YCT aHOBKE
ZYWAVE 3

1

4

N306paxeHne UeHTpouMaa C /AnHUAMKU  ceTKn: Ha wusobpaxeHue
LeHTpoMZa HaHeceHbl JSIMHUM CETKM, KOTOpble MOKa3blBAKT, HACKO/IbKO
COOTBETCTBYHOT ApYyr Apyry OTAeNbHble Touku. B npouecce aHanusa
Kaxgas 65m3nexawias Touka COefVHSIeTCs C fiMHuel ceTkn. OcMoTpuTte
N306paXeHUs1 LeHTpouza, 4YTOObl ybeanTbCs B KayecTBe U306paxeHust
(pe3kocTn), a Takke B XOpowem o6HapyxeHun ueHTpouga (To ecTb B
OTCYTCTBMU MPONYLLEHHbIX LLEHTPOUAOB, 3a UCKTHYEHUEM NepUepUinHoii
rpaHnubl).

M306paxeHne 3padyka: CUHAS OKPYXHOCTb MNoOKa3biBaeT HalifeHHbIN
M6 poroBuUlbl, 3eneHas WM Xentas OKPYXHOCTb NOKasblBaeT rpaHuy
06HapyXeHHOro 3payka. [lonb3oBaTesb AO/MKEH MPOBEPUTb, YTO BU3UP
3payka KOPPEeKTHO uaeHTudmumpoBan 3padvok. [ononHUTensHo cregyet
npoBepuTb DOKYCUPOBKY BO BPEMSI N3MEPEHMS.

B Tabnuue npuBefeHbl NSATb U3MEPEHWl U BblAesieHbl TpU C Haubonee
6AU3KUMKU  3HauYeHusIMKU. [lokasaHa TakkKe MpPOrHosHas pedpakuus
opontepa (PPR), KoTopyld nauueHT [O/DKEH  WUMETb,  €Ccnu
NPOU3BOAMMINCL N3MEPEHUS HA hoponTepe**.

Mo ymonyaHuto B kauectse Wavefront map [Kapta Bo/IHOBOro opoHTa]
oTobpaxaeTcsi BO/IHOBOM (PPOHT BbICLLIErO Nopsiaka.

** Nna npeob6pa3oBaHNA UCKaXeHU BOTHOBONO (PPOHTA B YNC/IOBYI (hopMY,
KOTopas O06bIYHO Mcnofb3yeTcsA B pedpakTUBHON XUPYprum (UCTUHHYIO
pedpakynio), nporpammHbli MoAaynb aHanusnpyeT ¢GopmMy BOSIHOBOTO
(poHTa 1 onpegensieT Haunyulwyo cHepoUNNINHLPUYECKYIO KOPPeKLUio ans
onTuMMnsauun msobpaxeHWs Ha ceTuyaTke, C y4yeTOM BbICWUX CTeneHei
abeppaunu. 3TK NOoNy4YeHHble 3HAYEHUA CPepoUNNUHAPUYECKO KoppeKuunm
Ha3blBaloTcsa "lporHosHaa peppakyna poponTepa” (PPR).

920
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9 N3MEPEHVS

MynuanoMeTpuio HEO6GXOAMMO BbINOJHATL CleAyOWUM 06pasoMm:

1 1 OTperynupyiite LUEeHTPOBKY U (POKYCUPOBKY, Kak onucaHo B naparpade

3.
Start pu”lometer

‘b 9.3.1. "MoagroToBka NnayneHTa n Hayano namepeHnsa ZYWAVE 3" Ha
cTp. 9-14

YcnoBua ocBelW,eHWs B MNOMeW,eHUn BAUAKT Ha pas3Mep 3payka
nauneHTa. na nonydyeHusa onTumManbHOro pa3mepa 3payka cnegyeT
mcnonb3oBaThb KOHT ponupyemoe ocBelleHMne. PekomeHayeTcCs
BbIK/IIOUYNTb OCBeLleHNe B NOMEL,EeHNN.

OvnameTp BU3Mpa 3pavyka nokasaH BO BCTPOEHHOM nynuanomMeTpe npu
noMoOL W CUHEH KPUBOWA.

MonpocuTe nauueHTa CMOTpPeTb TOSIbKO Ha LUEHTp (UKCUpYOLLEro
n3ob6paxeHuns (3es1eH0e nepekpecTue).

CoobwunTe nayneHTy, 4TO 3€/IeHOe NepekpecTne HEMHOIo Hepes3koe.

Y6eamTecb B TOM, UTO:

m  [lauueHT HaxoAuTcAa B NPaBU/IbHOM MOJIOXEHUN.

®  3payoK LEeHTPUMpPOoBaH OTHOCUTE/IbHO KPACHOTO MepekpecTusi
BblpaBHUBaHUSA.

Haxmnte Ha KHOMKY Startpupilometer [3anycTunTb nynunnomeTpl.

>=> Bo BCTpoeHHOIi o6nactu Pupilometer [BbiBOAUTCA] CUHAA KprBas.

Pa3mMep 3payka MOXeT U3MepATbCs B TeuyeHWe NPOU3BOJIbLHOIO
nepuoga BpemMeHu.

Max. pupil size
Current pupil w e :622
LastpupliBze

Puc. 92. NMynunnomeTp: namepuTenbHas kpusas.

9-26
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N3MEPEHNA

9.6.2. YpaneHune pe3ynibTaTtoOB U3MEpPEHUA

Ons yaaneHus usmepeHus aeiicTeyiiTe cnefytoliMm o6pasom:

N PesynbTatbl u3mepeHuii (gana ORBSCAN 3) wm 3KpaHHble opMbl
pe3ynbTatoB namepeHuii (ans ZYWAVE 3) yxe OTKpbITbl.

« BO3MOXHOCTb yAa/leHUss AOCTYNHAa TOMIbKO AN OAUHOYHbLIX M3MepeHuii B
1 npefenax akKkTWBHOW ceccunm wuU3MepeHuin. Tlocne 3akpblTUS Ceccuun
M3MepeHUs BOZMOXHOCTb yaaneHus 6onee He 6yaeT AOCTYMHa.

1 HaXMuUTe KHOMKY Delete [YaanuTb] ANS YAANEHUS Pe3y/bTaToB
n3MepeHus.

OTKpbIBaeTCcsa npegynpexaatoliee coobuieHme (puc. 93).

«B Ho
Puc. 93. Mpeaynpexpgatuee coobueHme o6 yaaneHun pesynbTaT OB UIMEPEHUS.

2 HaXXMuTe KHOMKY Yes [fa] pns YAAIEHUS pe3y/bTaToB U3MeEpPeHusl.

s/Yes

Pe3ynbTaTbl U3MEPEHUS YAANSIOTCSA.

3 HaxXmuTe KHOMKY No [HeT] ans NPOAO/IKEHUs1 paboTbl C pesynbTaTamu
n3MepeHus.

9.6.3. CpaBHeHWe pe3ynibTaTOB U3MEpPEHUIA

9.6.3.1. CpaBHeHue pe3ynbTaTOoB M3MepeHuii ORBSCAN 3

BO3MOXHO CpaBHWTL fABa W3MEPEeHWs W OLEHUTb Pasfinums Mexagy HuUMK.
Pasnuuns BbipaxatoTcss B agnontpusx (D), MM WM MKM, B 3aBUCMMOCTU OT
BbI6PAHHOrO TUMa KapTbl.

CpaBHeHMe BO3MOXHO TOJ/IbKO B TOM Cc/y4yae, Korga umMeeTCcsaA He MeHee
ABYX pa3/ZiInyHbIX I/I3MepeHVII7I ANA OQHOro M TOro Xe rnasa.

[na cpaBHeHUs uamepeHuii AencTByliTe crefyowmm obpasom:

KO/: 70005910 * Bepcusa 2 * UM-100006805 GB 92
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1

A Export to USB

V3MEPEHMS 9

Haxmnte KHONKY Export to USB [9kcnopT Ha USB], u4TOOGbI
QKCNopTnpoBaThb AaHHbI€e OTKPbITOI0O U3MEPEHUA Ha KapTy namMAaTu USB.

OTKpoeTcs AManoroBoe OKHO napameTpoB akcrnopTa (puc. 99).

S*I>ct cbl« fefiTwte

S»e Oboni

Puc. 99. iInanorosoe okKHO NapamMmeTpOoB 3KcnopTa

Mo ymonuaHuuilo Bbi6GpaH cTaHaapTHbLIK dopmaT Default [Mo
YMOSIYAHNIO] (BOMUYHbIE faHHbIE).

He cnepyeT™ M3MeHATbL 3TOT napameTp. B nporuBHOM cnydae
6yneT BblgaHO coobuweHne 06 owmnbKe.

2. BbibepuTte HyXHble NapaMeTpbl U HAKMUTE KHOMKY Save [CoxpaHuTb].
Save
= TosiBnsieTcsa OKHO C COOGrUEHNEM O TOM, YTO SKCNOPT Npoun3BeseH
ycnewHo (puc. 100).
Data has been exported successfully
OK
Puc. 100. CoobLieHune 06 ycneLHoM akenopTe
3 HaxxmuTe KHOrmky O K .
> /o
CHoBa OTKPbIBAETCA U3MEpPEHME.
9.6.6. JKcnopT M3o6paxeHUin 3payka, nonyvyeHHbix B ZYWAVE 3
AKCNOpT U306paxkKeHuii [nsa skcnopta ulobpaxeHuii cnegyeT Mcnonb3oBatb kapTy namatn USB,
3payka, Nosly4eHHbIX B BXOAALWYH B KOMNNEKT ANarHoCTn4eckoro yCTpOI‘/'ICTBa.
ZYWAVE 3 3aperncTpupyitecb B AMArHOCTMYECKOM MPOrpaMMHOM Ob6ecneyeHun
('b naparpadg 8.1. "PaboTa Cc nporpaMmmHbIM obecnedyeHnem" Ha cTp.
8-1).
2. HaxXmuTe KHOMKy Patients [MayuneHT bi].
3. BbibepuTe nauMeHTa W3 CNUcka MaunmeHToB {b naparpad 8.3.1.
"Bbl6Op naymeHTOB" Ha cTp. 8 - 8).
= OTkpbiBaeTcsa yyeTHas 3anvcb naumeHTa.
KO[: 70005910 * Bepcusi 2 * UM-100006805 GB 9-35
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N3MEPEHNA

4. BbibepuTe [BOMHbLIM LIENYKOM pesynbTaT usmepeHnsa ZYWAVE 3 B
AnasoroBomM OKHe Select/Add measurement [Bbi6bpaTb/fo6aBuThb
pe3ynbTaT usmMmepeHus].

[ OTkpbiBaloTCA pesynbTaTbl U3MEPEHUs.

5 BbibepuTe 3aknagky Raw data [Heo6pa6oTaHHble aaHHble].

®>  Ha 3KpaH BbIBOAATCS M306padeHus 3padvka (BEpPXHSS 4acTb OKHA)
N ueHTpomga (HMWKHAA YyacTb okHa) (puc. 101).

Puc. 101. N306paxeHus 3payka 1 LeHTponaa.

6. Haxmute KHOMKY Export images to UsSB [3kcnopTupoBaThb
A Export images to USB n3o6paxeHns B kKapTy namsTu USB].

> OTtkpoeTtcs gnanoroBoe okHO Select images [Bbi6op n306paxeHui]
(puc. 102).

I/1306pa>+<eHM9|, ncnonb3oBaHHbIe ANA pacyeTa BOJ/IHOBOro (’*)pOHTa,
Bbl6paHbI no ymonydyaHwuto.

Puc. 102. iInanoroBoe okHO Select images [Bbi6op 1306paxkeHuii]

7. OTmeTbTe M300paXeHusl, KOTOpble HEeOobXOoAMMO 3KCMOpTUpPOBaTh B
ctpokax Pupil images [MN306paxeHnsa 3padka] u Centroid images
[M306paxeHns ueHTponaal.

8. , Haxmute KHOMKYy Cancel [OTwmeHa], U4TOObl OTMEHUTb BbIGOP
N306paXKeHni.

= QAOwnanoroBoe okHO Select images [Bbibop n306paXKeHWii]
3aKpoeTcs.

9-36 KOJ: 70005910 * Bepcua 2 * UM-100006805 GB
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U3MEPEHMS 9

9. MoBTOpWTE Warn 6 u 7, HAXXMUTE KHOMKY Accept, YTOGbl 3KCMOPTMPOBATh
Bbl6paHHble nsobpaxeHmna ZYWAVE 3.

|=> MosBnsieTca OKHO C MpeaynpexaatoliMm Coo6LLIEHNEM O TOM, UTO
3KCMOPT NpoussefeH ycnewHo (puc. 103).

M306paxeHus coxpaHsatoTcA Ha Kapty namsTiu USB:
E :\Technolas\ZyWavelmages.

Puc. 103. Mpegynpexaatowiee coobLieHne 06 ycrnewHom akecnopTe

10. HaxmuTe KHOMKy O K .

CHoBa OTKpbIBaeTCsl U3MepeHue.
9.6.7. PacneuaTka pe3y/ibTaToB M3MepeHuii

Ona  pacneyatkm pesynbTatoB wusmMepeHuii ORBSCAN 3 n ZYWAVE 3
HeobXxo4MM LBETHOWN CETEBOW NpUHTEP.

KO[, 70005910 * Bepcusa 2 * UM-100006805 GB 937
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9 N3MEPEHWS

CeTeBOW NpuHTEP

LlBeTHOW ceTeBOW NPUHTEpP - HeEO6GA3aTeNbHbIA KOMANOHEHT, KOT OPbI
norpebuTenb JO/XeH NpMob6pecTN B cneynain3npoBaHHoOM MarasuHe.

- YcTaHOBKa LBEeTHOro ceTeBOro nNpuMHTepa [JO/HKHA MNPOM3BOAUTbCA
T O0/1bKO aBTOpPU30BaHHbIM T exXHUYEeCcKNm cneymMannucTom no
CepBUCHOMY 06CYyXMBaHWUIO.

- LiBeTHOI ceTeBoOl NpUHTEP MoXxeT 6blThb noakNyeH
aBTOpPM3OBaHHbIM TeXHUWYECKMM cneyMmaaucToM TMNO CepBUCHOMY
obcnyxunBaHul 4Yepe3 KommyTaTop TPV Gigabit-Ethernet, nu6o
HenocpeACTBEHHO K MOHOG/1I0KY KOMMNblO T epa.

C pAuarHocTWU4YecKOW YyCTaHOBKOW MOryT MCNONb30BAaTbCA  TOJIbKO
)‘K uBeTHble ceTeBble MNPUHTEPDI, COBMeCTWMble C YHUBepcalbHbIM
npaliBepoM npuHTepa HP.

- Ha gnarHocTuMYecKol ycTaHOBKe B MOMEHT MOCTAaBKMN yXe YCTaHOB/EH
yHuBepcanbHbln apaliBep npuHTepa HP pna dopmaTos PCL6, PCL5,
PS.

OnacHocTb nospexgeHnda wmMmyulectBa BcC/ieactsmMe HenpaBuUJ/ibHOTIo
pacnosioXXeHusa LBETHOro ceTeBOro rnpuHrtepal

LiBeTHOIW  ceTeBOWl  MpUHTEP He [OO/DKEH  pacnonaraTtbcsli B
HenocpeacTBeHHOoM 611M30CTU OT NaLUEeHTOB.

- LiBeTHOWN ceTeBOW NpPUHTEP AOJHKEH ObiTb YCTAHOB/IEH He 6amke 1,5
METPOB OT AMAarHOCTUYECKOro yCTpOMCTBa.

9.6.7.1. PacneyaTKa pe3ynbraToB namepeHnin ORBSCAN 3

Ona pacnevatkm pe3ynbtatoB usMmepeHuin ORBSCAN 3  (Hanpumep,
CUeTBEpPEHHOI KapTbl) HEO6X0ANMO AeCTBOBaThL cneaylwmnm obpasom:

MpenBapuTenbHble YCNOBUS;

m  3anpawmnBaemblii NPUHTEP NOAK/OYEH K cucTteme ZDW.

OTKpbITbI pe3ynbTaTbl U3MEPEHUSI..

1L , HaxXmute KHOMKY Map [KapTa], 4TOObl pacneyaTaTb CUETBEPEHHYH
KapTy U Bce MMEeNLLMecs: 3HaueHusl.

2. . Haxmute kHonKy Pr/nf/r7edamb?.
> OTkpoeTtcsa okHO napameTpoB neyatn Windows.

3 Bbibepute He06X04MMbIE MapamMeTpbl NevyaTn U HaXKMUTE KHOMKY Print
[MevaTs].

byayTt pacneyataHbl pe3ynbtaTbl nsmepeHns ORBSCAN 3.

933 KO[: 70005910 * Bepcusa 2 * UM-100006805 GB
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OnuncaHune

Haxmute ans Bbibopa AnarHoCTUYEeCKUX AaHHbIX. OTob6paxaeTcs
cnncok namepennin ORBSCAN 3 n ZYWAVE 3.

HaxmuTe ans Bbi6opa Apyrux AaHHbIX pagy>XHoii 060M104KN, ecniu
MMELTCS.

HaxmMmunTe Ans oTMeHbl pacyeta M BOCCTAHOBNEHUSI UCXOAHbIX
3HAYEHWIA.

Haxmute ana sbixoga u3 I'IpOFpaMMHOVI CUCTEMBI.

HaxmunTe, 4To6bl NPUHATL pacyer.

Ecnn pacuyeT npon3sBect HEBO3MOXHO, NOMb30BATENIO BblAaeTcs
NMHbopMaLUnoHHOe cooblLeHre. B 3TOM ciyyae HEBO3MOXHO BblbpaTb
npoueanypy n KHomnka Accept [MpuHaTb] HE aKTUBHa

JeTanbHble KapTbl npoueaypsl 1 none Comment [KoMMeHTapuu]:

- BBeauTe KOMMeHTapwii kK aToMy pacuyeTy B nosie Comment
[KommeHTapuu].

- [nsi NpoBEPKN pacyeTHbIX KOPPEKTUPYIOLLMX 3HAUYEHWIA,
NCnonb3yiiTe AeTabHble KapTbl Npoueaypbl.

HaxmuTte gns pacneyaTku pacyeTa npoueaypbil.

Haxmute gns Bbibopa KapTbl NpoLeaypsbl:

KapTa aneBauuu nepenHein NoBEPXHOCTU POroBULLbI

PagnanbHas naxumeTpust

OceBas pedhpakums, kepatomeTpuyeckas kapra
MogenvpoBaHHas abnauus

Bos1HOBOW (PpOHT MOSIHOTO 3padka

BonHOBOW (OpOHT 3payka BbICLUUX MOPSAKOB

OceBast pechpakuus, kepaTomeTpruyeckas kapta

dneBauusa nepegHein NOBEPXHOCTU, OXMAaemasi nocse onepaumm

H B U ®E E B B B Bm

PagnanbHaa naxvmmeTpus, oxugaemas nocne onepauun

MepeyeHb NapaMeTpoB NpoLeAypbl, BEUUYMHA U AaTa NpUMeHeHHoi
HOMOTrpammbl U KOMMEHTapuu K HoMorpamme (He pefakTUpyTCs)

[Ons BBOAA UM U3MEHEHUs ciedylolmx napaMmeTpoB npu
Heo6X0AMMOCTHU: LiefieBoe 3HaueHne, onTMyeckasi 30Ha U pacyeTHble
3HaueHUs1 KOPPEKTUPOBKN (KOpPEKTMpYIoLLas cdpepa, KOpPPeKTUPYIOLLMii
LUMAVHAP U KOPPEKTUpYyoLWas ochb).

Haxmnte gna so3spara Ky‘—IeTHOI‘/'I 3a/incn naymeHTa.



12 TEXHWYECKVE JAHHBIE

BbIGOp AMATHOCTUYECKUX

LaHHbIX
1 Mpn Heob6xoAMMOCTW, HaXMUTe Diagn. data [[AuarHocTuueckue

panubie] (M0o3. 7 Ha puc. 106), uTo6bI BbIGpaTb ApPYroe W3MepeHue
ORBSCAN 3 1 ZYWAVE 3.

[= OrTkpbiBatoTca pguanorosble okHa ORBSCAN 3 measurements

[M3mepeHus ORBSCAN 3] " ZYWAVE 3 measurements
[U3mepenusa ZYWAVE 3] (no3. 11 2 Ha puc. 107).

Puc. 107. inanorosble OkHa Bbi6opa n3meperunii ORBSCAN 3 n ZYWAVE 3

2 Haxmute Cancel [OTwmeHa], YTOObl BEPHYTLCA K CTpaHuLle pacyeta
npoueaypbl ¥ NOBTOPWTL Wark co 2 no 5.

3. Bbibepute oAHO 13 M3MepeHuin ZYWAVE 3 u, ecnn umeeTtcs, O4HO U3
namepeHuin ORBSCAN 3.

B>  AKTUBUPYETCHA kHonka Accept [puHATL].

HaxmMuTe KHOMKY Accept [MpuHsaTb] A1 OTKPLITUS COOTBETCTBYHOLLEIO
AcoefHt U3MEPEHMSI.

=> BblOpaHHble  AMarHoCTU4Yeckue fAaHHble  oToGpaxalTcs B
[ManoroBom okHe (puc. 108) Ha cTpaHuLe pacuyeTa npouemypsl.

Puc. 108. nanorosoe OKHO AaHHbIX AUarHOCTUKN

oM KO[: 70005910 * Bepcua 2 * UM-100006805 GB
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O6uwme 3ameyaHns

A OCTOPOXHO

«

KOJ: 70005910 * Bepcua 2 * UM-100006805 GB

N3MEPEHS 9

17. Korga pacuyet npousBefleH YCMELWHO U BCe napamMeTpbl ykasaHbl, Kak
3T0 HeobxoAumo, credyeT MpUHATbL COOTBETCTBYIOLLYK nNpoueaypy
Ha)XXaTnem KHOMKU Accept [MpunHATL].

|[=> PaccuntaHHas npoueaypa CcOXpaHsieTcsa U MnosiBnsieTcs B
AnanoroBoM okHe Select/Add Treatment [BbibpaTb/no6aButb

npoueaypy] (puc. 119).

Prc. 119, PaccumaHHas vinprHTTas npoLeaypa (Mpvvep)

9.6.8.3. BBOA M HAcTpPOKa KOPPEKTUPYHOLLUX BENNYNH

Mpy Kaxgoi mogudbmkauum 3HAYEeHUS  KOPPEKTUPOBKM U npoueaypsbl
HEMeZ/IEHHO pacCcyYnTbIBAOTCA M OTOGpaxatTcs Ha BKNagke npoueaypbl
naparpacg 9.6.8.1. "Bbi6op npoueayp U AMArHOCTUYECKUX AaHHbIX" Ha cTp.
9 - 40).

MoapoO6GHBIE CNMCOK BO3MOXHbIX coobuweHnn 06 owwunbkax u cnocobax
pa3nunyeHunsa, npuneepneH B rnase 10 "Monck w” ycTpaHeHue

HencnpaBHocTen" Ha cTp. 10 - 1

OnacHocTb TefleCHbIX MOBpPEeXAeHWi BcneacTBue UCMNOSIb30BaHUS
HEKOPPEKTHbIX MapamMeTpoB AWArHOCTUKM K MU3MepeHus! Owmnbka npu
NnpoBepke MapamMeTpoB AMAarHOCTUKM U MNpoueayp MOXeT MNpUBECTU K
3HAUNTENNbHOMY [10/TTOBPEMEHHOMY MOBPEXAEHMIO 340POBbS NalMeHTa.

O6sizaTenbHO  cfiegyeT  MNoATBEPAUTb, a MNpyM  HEo6XoAMMOCTH,
CKOppeKkTupoBaTb crieAylolwue napameTpbl A0 MNOATBEPXAEHUA WUn
KOPPEKTUPOBKN U3MEPEHHbIX 3HAUEHWIA:

- 3HayeHNs CyObLEKTUBHOW pedpakumm, a MMEHHO, CYOBbeKTUBHYHO
cdepy, UMANHAP U OCb.

- 3HaueHne naxmmeTpumn
- OCTaTO4YHYH TOJILWHY CTPOMbI (HE MeHee 250 MKM)

K-3HaueHue n 0-3Ha4veHue.

Ecnu nonb3oBaTeEnem 6blna 3ajaHa HOMoOrpamma, OHa Bcerga
nNPpUMeHAeTCA K COOTBeTCTBYHOUW MMM pacyeTamM npouenyp.

Mcnonb3oBaHHbIE 3HayeHunsa 0T06pa)KaIOTCF| Ha COOTBeTCTByK)UJ,eI‘;I
BK/1lagKe naMmepeHunsa.

CunTbiBaHME W3MEPEHUi C pasMepoM BOJIHOBOrO (PPOHTA MeHee
ONTUYECKOI 30HbI MO YMOJTYAHUIO:

Korga umMerwTCS nokKka3aHWsi M3MepPeHWN C pa3MepoM BOJIHOBOFo (poHTa
MeHee ONTUYECKOW 30HbI MO yMOJiYaHWIO, NporpaMmMa pacyeTa yMeHbllaeT
onNnTuWYecKy 30HY (MO ymMon4yaHuio) A0 pa3Mepa BOJHOBOro poHTa (HO
Tonbko Ha Bknaake ZYOPTIX HDJ, v BuiBoanT 06 3ToM npeagynpexgatwuiee
coobGuULeHne. 3TO nNpeaynpexparlu,ee coobu,eHne BbIBOAUTCS TO/IbKO OAUH
pa3 1 He NOSIBNSieTCS CHOBA, eC/lN N1I0N1b30BaTeNlb U3MeHsAeT rnasa.

- Ana Bcex I/I3MepeHVII7I cnenoyeT 3aHOBO NpoBepMTb ONTUYHECKYH 30HY U
oTperynmpoeaTb €e npu HEeo6XoAUMOCT K.
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9 N3MEPEHWS

Ecnv BBeAeHHbIN napameTp Unn pesynbTat

1(X) pacyeTa HaxoguTcsa 3a npeaenamu
[OMycTMMOro AvanasoHa, B Mosie BBoja
HeBepHbiii BBOA NOSIBNSIETCA KPACHbI KOHTYP.
M3meHeHHOe BBeAEHHOE 3HAYeHNe BbIBOAUTCS
200 C OpPaHXeBbIM KOHTYPOM.

M3meHeHHOe nosie BBoAA
Kputuueckne 3HaueHus npoueaypsbl
BbIAENATCS KPACHbIM LLIPUTOM

Kputnyeckoe 3HayeHue
OCTaTOYHOM TO/ILLMHbI
CTpOMbI (Npumep)

Moapo6HbLIK CNMCOK 3/1eMEHTOB Ha CcTpaHuue pacyeTa npoueaypsbl
npuseneH B naparpage 'b 9.6.8.1. "Bbl6op npouenyp W ANATHOCTUUYECKUX
AaHHbIX" Ha cTp. 9 - 40.

3HaveHnsi Ccyb6bEKTUBHOM
pedpakunm BMecCTe c
COOTBETCTBYHOLNMU
3HaueHnamu PPR

LLleNIKHUTE B MMEIOLLUXCA MOMAX BBOAA, YTO6bI BBECTU WU U3MEHUTH
mm Tn crefylouime napaMmeTpbl: Cy6bekTMBHAA cdepa, CyGbeKTUBHbIN LUnuHap U
.00 *»P0 ° Cy6bEKTMBHAA OCb.

Prc. 120, 3Hauerns cyGLeKTVIBHON
pechpakLm (Mpvvep)

CooTBeTCTBYylOWME 3HaYeHUA PPR He pegakTupylo TCA.

MonoxntenbHoe um
oTpuuaTesibHOe 3HayYeHne
uMAnHAapa

P, 121 Moo TessHOe Wi O TPMLIETTESIBHOS 3HaqeHVie LvviHapa
Haxmute Ana nepeknioyeHns mexay nofoXuTeNbHbIM W oTpuuaTebHbIM
3HAYEHNAMU UMAuHApa AN cyb6bekTuBHON pedipakumn.  3HauveHus PPR,
CYyOBEKTUBHOW " KOPPEKTMPOBOYHOW pedpakuun N3MeHATCA
COOTBETCTBEHHO.

MNepeknwyeHne wMexay 3HakamMu UWIMHAPA He OKasbiBaeT BUAHUA Ha
ncnosib3oBaHne M pacyet HOMoOrpamMmmebl.

Ecnn nonb3oBaTenem 6blna  3ajaHa HOMOrpamma, OHa Bcerga
NPUMeHsieTCA K COOTBeTCTBYLWMNM pacyeTam npoueayp.

Mcnonb3oBaHHbIE 3Ha4dYeHunA 0T06pa)KaIOTCF| Ha COOTBeTCTByK)LIJ,eI‘/'I
BK/1agKe naMmepeHusa.

9-54 KOJ: 70005910 * Bepcusa 2 * UM-100006805 GB
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NO/b30BATE/NLCKAST MHOOPMALMST CETU MEAMUMHCKMX T CO INAMLAS'
MPYEOPOB TPV MEDICAL DEVICE NETWORK

1.1. O6G30p NOTOKOB AaHHbIX
Ha puc. 1 nokasaHbl NOTOKM AaHHbIX Mexgy MeauuMHCKUMK yCTpOoMCcTBamMu

TPV 1 cepBepomM 6asbl faHHbIX.

Data flow

USB memory stick
- meabUfcmt-nt
leid images only!

ZDW3
back arid
forth LAN
(data sel»|
Network printer TENEO 317
back and forth
LAN
(slat.! Ai-'tS
o) Database Server
(SQL data base)
m m PDF  at#*, ote*
files (lies
Diagnostic data *
Zbw " AoeTIaro LA USB memory stick
Treatments records (PDF)
Puc. 1 Moo agHHbX My MEVLYHCKVA YCTROVC TBaMA TPY 1 cepeepom 6asbl JgHHbX.
Data flow MOTOKM AaHHbBIX
USB memory stick Kapta namsatn USB
-measurement data and images only! -TONbKO flaHHble U3MepeHUih n nsobpaxeHus!
LAN NNokanbHasa ceTb
Network printer CeTeBOll NpuHTeEp
back and forth LAN (data sets) A BYyCcTOpPpOHHAA nepejaya no cetn (Habopbl faHHbIX)
one way LAN OAHOCTOPOHHAA nepejaya No ceTun
Database Server (SQL data base) Cepsep 6a3bl gaHHbIX (6a3a gaHHbI X SQL)
PDF files ®aiinsl PDF
ate*, ote* files ®aiine ate*, ote*
Diagnostic data* [ aHHble AMarHoCTUKN™*
Treatment records (PDF) 3anucu Onpouepypax (dhaiins PDF)
* only available when TENEO is working with local * NelicTBYeT TONbKO B CAyyae, Korga yctaHoBka TENEO pa6oTaeT ¢
fallback database, e.g. when connection to DSU is pe3epBHOWN nokanbHON 6a30il AaHHbIX, Hanpumep, Npn OTCYTCTBUMN
down coefjnHeHNsA c cepBepoM 6a3bl JAHHbIX.
2. CeTeBble pewieHunsa
B cneanyrwnx naparpacbax npnBoanNTCA o630p TpeX BO3MOXHbIX pe|.|.|eH|/||7|
ana KOHdJVIpraLI,VII/I ceTtn. PeweHns, npuneeneHHble HXxe, MoryT
ncnosib3oBatbCA B OAHOM CeTU, eC/In TOJIbKO peleHne YyaoBneTBopdAeT
ycnosunam, npmeegeHHbIM B paspene 4 "TpeboBaHuMA M BUAbl PUCKOB" Ha
cTp. 11. Ecm no Kakou-nnbo npnynHe HeEBO3MOXEH HM OAWH N3 BapUaHTOB,
ADD-100008819 * Bepcusa 4 5
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TFCHN AS"' TNOJIbBOBATE/IbCKAA vHpopmMayuna cetn meguuMHCKUX

vy . npubopoB Tpy medical device network

obpaTutecb K aBTOPU30BAHHOMY TEXHUYECKOMY creuuannucTy no cepBUCHOMY
o6cnyXnBaHuio.

2.1. TlNpamoe coeguHeHue

MeanumnHCcKMe YCTPOCTBa NOAKNIOYAKTCSA HENnocpefCcTBEHHO, WUCMOoMb3ys 8-
noptoBbin kommyTaTtop Ethernet, noctaBnsembii komnaHuen TPV. Bce
YCTpOlicTBa MNOJIHOCTbI OTAENEHbl OT CceTu JsiedebHoro yupexaeHus. He
NCNO/Mb3YETCA HUKakKas WHGPaCTpyKTypa CeTUu JIeYeBHOro YUYpexaeHusl.
CeTeBoli kKOMMyTaTOp pacnosiaraeTcs B6/M3M cepsepa.

Mpenmywectea

m  He TpebyeTca NoAroToBUTENIbHLIX PA60OT B 1Ie4E6HOM yUpexaeHuu.
HepocTtaTtkn

m  YcTpolicTBa AO/MKHbI pacnosaratbcsl B6/M3n Apyr oT Apyra.

m  HeobxoAumo cBepsieHWe OTBEPCTU MeXay NOMELLEHUSMU.

m  CB0604HO nexatllue kabeay MoryT Bbl3blBaTb OMNACHOCTb CMOTKHYTHCS.

Network solutions

Network printer

TPV private
medical network
ZDW 3
8-port switch
ft (6>
TPV
AN
ag*
ZDW / TENEO 317
Database
server unit
Network solutions CeTeBble peLleHuns
Network printer CeTeBoli NpuHTep
TPV private medicai network YacTHaa meguumHcKasa ceTb TPV
TPV LAN cable Kabenb nokanbHoi cetn TPV
8-port switch 8-MopTOBbIi KOMMYTATOP
Database server unit Bnok cepsepa 6as3bl fJaHHbIX
* MNpamoe coeanHeHne komnsiekca ZDW c nNpuHTEpoM:
)i( BO3MOXHO T akxe NOAKNKYNTDbLb NPUHTEP K BblAeNNeHHOMY NOPTY nokanbHOWM

ceTu kKomnnekca ZDW

ADD-100008819 * Bepcus 4

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



* N\ !
MONB3OBATE/NIBCKAA MHPOPMALIA CETU MEONLIMHCKUX TCCHN LAS
NMPNBOPOB TPY MEDICAL DEVICE NETWORK

2.2. KabenbHble NOOKNHOYEHUA K CETU /1e4eBHOro
yupexneHus

MeauuMHCKMe YCTpOMCTBA BKIOYAKOTCA B CETEBble pPO3ETKM Jie4ebHOoro
yupexaeHus. O6beAVHALWMUM  3/1EMEHTOM  SIBNsSieTCA  8-MOpPTOBbIiA
kommyTatop  Ethernet, noctaBnsembii  komnaHuel TPV,  kOTOpbIi
pasmellaeTcss B6Mu3M cepBepa 6a3bl AaHHbIX. JleyebHoe yupexaeHue
Npon3BOAMWT annapaTtHoe coefiMHeHUEe PO3eTOK MexAay coboii.

Mpenmyulectea

m  HeT cBO60AHO nexawnx kabenemn.

* HeT Heo6Xx0AMMOCTN CBEPNTbL OTBEPCTUSA MEXAY NOMELLEeHUSMU.
m  B0O3MOXHO 60/blLOE pacCTOSAHUE MeXAay YyCTponcTBamu.
HepocTtatku

m  Heobxoguma noarotoBuTesibHasA paboTa B e4ebHOM yupexaeHuu.

m  [lepcoHan WHGOPMALMOHHON CNyX6bl NEeYEOHOro yuypexaeHns OO/MKEH
perynsipHo NpoBepsiTb  COCTOSIHWE  annapaTHbIX COeAVMHEHWIA  Ans
MOCTOSIHHOTO BbINOJ/IHEHUSA TPEOOBAaHWUA, W3/TOXEHHbIX B pasgene 4

"Tpe6oBaHnA 1 BUAbI pUckoB"™ Ha cTp. 11.

Patched connections to the clinic network: Example TENEO 317

Network printer

P ~ i)
TPV virlyaf
private medical
network
Example:
2DW3 / TENEO 317
\
Smort switch,/............. N r# N
f**V LA»
Jo* C
"W ‘c
TPV virtual
JHI private iTiecJicti
networt*.
ZDW

Database

server unit
Patched connections to the clinic network: Example Kab6enbHoe NofKoyeHe KCeTn Ned4ebHOro yUpexxaeHus:
TENEO 317 Hanpumep, KyctaHoBke TENEO 317
Network printer CeTeBOli NpuHTEp
TPV virtual private medical network BupTyanbHas yacTHas MeguumHcKas cetb TPV
TPV LAN cable Kabenb nokanbHoi cetn TPV
8-port switch 8-nopToBbIli KOMMYTATOP
Database server unit Bnok cepsepa 6a3bl faHHbIX
Clinic HW connection AnnapaTHoe CoeguHEeHMeE CeTel nevye6HOro yupexaeHums
Example TENEO 317 Mpumep: TENEO 317

« BO3MOXHO T akxe annapaTHOe NoaAKNKYeHMe Npun nomMmownm cemTun neyeb6HoOro
1 yuypexpgeHua nobblx Apyrux ycrponcrTs TPV, Takmx, kak ZDW n ZDW, no

oTpaenbHOCTU, NN6G0O oOAHOBpPEMEHHO.

ADD-100008819 * Bepcua 4
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NONb30BATENBCKASA MHGOPMALMSA CETU MEaULMHCKMX T ECHN *ALAS'
MPVEOPOB TPV MEDICAL DEVICE NETWORK

Patched connections of the
clinic ngtvyork and VLAN switch 2DW3
of the clinic

Network primer

fPV v.rual
private ii- *Mcai
Ak
L, N TENEO 317
Zbw fitnCr
CUmc room
LUMLLILLIM
\ - VIAV switch e
hovtfd hy clinic T
TPV virtual TPV virtual
private medical Clm private medical
network network
Database
server unit
Patched connections of the clinic network and KabenbHble NOAKNIOYEHMA K CETU 1eHEeBHOr0 yupexaeHus 1 K
VLAN switch of the clinic KOMMYTaTOpy BUPTYyaslbHOM /IOKa/IbHOW CeTU NeYeBHOro yupexaeHus
TPV virtual private medical network BupTyasibHaa yacTHasa MeguumHckas cetb TPV
Network printer CeTeBOli NpuHTEP
Clinic network infrastructure MHdpacTpyKTypa ceTu 1e4ebHOro yupexaeHums
Clinic server room CepBepHoe nomeeHne

KomMyTaTOp BUPTYasIbHOWM /IOKasIbHOM CeTU, yCcTaHaB/IMBaeTCs
MH(POPMAaLIMOHHOW CNYX60W KINHUKA

Database server unit Briok cepsepa 6a3bl AaHHbIX

VLAN-switch hosted by clinic IT

ADD-100008819 * Bepcus 4
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Puc. 5. Cmandapmuan xonguaypauun IP-adpecos
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URNr. H2060 /2016

A noateepxaalo, UTO NpeAcTtaB/ieHHas Bbllle NOAMNUCL BepHa, NocTaB/ieHa B MOeM NMPUCYTCTBUN

M-Hom Pyneptom Baiitom (Rupert Veith),
gara poxgeHus: 24 mapta 1970 r.,
pa6bounin agpec: MeccepwmutTwTp. 1+ 3, 80992 MioHXxeH, NepmaHus,

JINYHOCTb KOTOpPOro MHOM yCTaHOB/1€HAa,

,CI,EVICTByIOLIJ,VIM OT MMEHN KOMMNaHUn

Technolas Perfect Vision GmbH,
pacnonaratorueics B MioHxeHe

(agpec: MeccepwMnTTWTp. 1+ 3, 80992 MioHxeH, 'epmaHus)

Mocne TwWartenbHOro M3yvyeHMs KOMMEpPUYeCcKoro peectpa MecTHOro cyaa MioHxeHa 24 uiwoHa 2016 1. A
yAOCTOBEPSAI0, YTO BbILLEyNnOMAHYTas KOMNaHuUA 3apeructpyposaHa B pasgene B nog N° 178055 u uto r1-
H PynepT BawT, o6nagatenb 0co6biX NOAHOMOUKI («Prokura»), ynolHOMOYEH egUHOMINYHO NpeacTaBaTb

ee.

MtoHXxeH, 24 nioHa 2016 T.

<MopgnucaHo>

Tomac XaaceH (Thomas Haasen), HoTapuyc
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MOAMNCh

[HIQOUGH & TECHILEC TR ETKIOIA
A, AkumoB 'ne6 bopucosuy, HoTapuyc ropoga MockBbl, CBMAETENLCTBYH NOA/IMHHOCTh

noanucy, cenaHHoi nepesoaunkoM MamenoBbiM TYMYpPOM [yKaBaHLLMPOBUYEM B MOEM
MpUCy TCTBUW. JIMYHOCT b €50 YyCTaHOB/EHA.

3aperncTpupoBaHo BpeecTpe 3aNe H '
B3bickaHo no Tapudyy 100 py6.

HoTapuye  MoAMKChH

Bcero npoLUHypOBaHO, MPOHYMepPOBaHO Fep6osasi neuats

HoTapuyca r.MOCKBbI
W CKpenneHo neyaTbio™! AnncToB(a) Aknmosa I.E

HoTapuyc

noannch

0 5MK0/1

lopog, Mocksa,

5. AkKMOB 1e6 Boprcosi4, HoTapuyc ro|
BEPHOCTb 3TOV KOMW W C NOA/IMHHUKOM OKyMe!
MPUMNACOK, 3a4EPKHYTHIX CMOB U MHbIX HEOroBo|
KaKyIX-/Ib0 OCOBEHHOCTEN HeT.

_ MHoto. iy, obpatusiuemycs 3a cosepluervem'LUNALLKHoro
[eViCTBIS, PasbsCHEHO, YTO MPW CBIAETENLCTBOBAHA BEPHOCTU KOMWM
[IOKyMeHTa He MOATBEPXAETCA 3aKOHHOCTb COAEPXaHMA [OKYMEHTa 1
COOTBETCTBYE U3MOXEHHBIX B HEM (haKTOB AelicTBUTENbHOCTW.// 2.

3apernctpuposaHo B peectpe 33 Ne ~ ~

B3biBKaHO no Tapugy

BEOMILMO MOANGIERD
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