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1. GENERAL WARNINGS

WARNING!

Thank you for purchasing a 
All  products have been manufactured with the greatest attention to functionality and safety. In 
parti-cular, the OSIRIS-T Aberrometer is a high-performance system. To use the device effectively and 
safely, please read this user manual carefully before installing and using the device, and follow the 
instructions and warnings reported in the manual and on the device. Operators who have used the device 
previously, should check again the instructions reported in this manual. The manual must be readily 
available for consultation.
The original text of this manual is in Italian.

1.1. SYMBOLS
Explanation of Symbols: 

WARNING!
Symbol indicates that further information is available in the user manual.

Symbol indicates a "TYPE B APPLIED PART " pursuant to IEC 60601-1. Indicates the 
degree of protection against direct and indirect contact.

General Warning indicating the need to carefully read the user manual before installing 
and using the device.

93/42/EEC and subsequent amendments: Class  Im.
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1.2. INTENDED USE AND USAGE

The OSIRIS-T Topo-Aberrometer is an electromedical system for measuring corneal and ocular aberrations, 
for use in opthalmological diagnosis by specialised medical staff and oculists.

This system is the result of a long research carried out by recognized professionals to bring new technology, 
quality and design together to the highest level.

A revolution in aberrometry, it enables measurement of ocular aberration thanks to the use of an innovative 
pyramid sensor and advanced image processing software.

The software provided allows the following:

- Ocular and corneal aberration analysis
- Comparison and differences between corneal and aberrometry maps acquired at different times.

1.2.1. CLASSIFICATION

amendments: Class Im.

Type of protection against direct and indirect contact: Class I
Applied Parts: Type B.

Sterilization method: Disinfectable devices.

Conditions of use: Continuous operation:
Degree of electrical connection between the device and the patient: Devices with parts applied to the patient.
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1.2.2. ENVIRONMENTAL CONDITIONS

-
sport and storage conditions indicated below. Once the components have been unpacked, or if the original 
packaging has been damaged or if said 15 weeks have already passed, the condition and safety of the 
components is no longer guaranteed.

Operating conditions of use:

Storage conditions:

Transport conditions:

Vibration, sinewave 10 Hz to 500 Hz, 0.5g 
Shock 30g, for 6ms
bumb 10g. time: 6ms

1.2.3. REFERENCE STANDARDS

The following reference standards have been applied for product design, production and control:
Community Directives

Technical Standards
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1.2.4. WARRANTY

 is liable for the device being in compliance with the Community Directive 93/42/EEC as 
amended by Directive 2007/47/EC, as well as for the device performance, safety and reliability, and 
conse-quently for the CE marking.  will not be liable under the following circumstances:

-

and the law requirements in force.

 declines all liability for direct or indirect consequences or for damages to property or harm to 
persons caused by the improper use of the device or by incorrect clinical evaluations based on its use.

. warrants this product for a period of 24 months as of the date of manufacturing. This warranty 
covers the replacement, at  premises or at an authorised service centre, of components and 
mate-rials, as well as the necessary working hours.
Shipping and transportation charges shall be born by the customer.
This warranty does not cover consumable parts or parts likely to wear in normal operation or parts 
dama-ged due to improper use or to maintenance carried out by personnel not authorised by .

OUT OF WARRANTY CONDITIONS
-

trical system, negligence, improper use, maintenance or repairs carried out with non-genuine 
products and/or by personnel not authorised by 

beyond its reasonable control. Under no circumstances, shall the customer be entitled to down time 
dama-ges.

For maintenance or technical information on the device, please 
contact one of  Technical Service Centres or  
directly at:

Email: 
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1.3. SAFETY WARNINGS

  WARNING!

cable.

socket must be close and easily accessible.

shock. It must be checked frequently. If the supplied
computer power cable needs to be replaced, please
contact the supplier.

on the device or equipment beyond what is explai-
ned in this manual.

avoid spilling liquids on any parts of the device. Avoid
damp or dusty places or places which are subject
to sudden changes in temperature and humidity.

cleaning and/or disinfecting.
-

magnetic interferences when operated near other
-

sary.
-

ges affecting the device performance.

the Personal Computer outside of the patient 
area.

of the system must comply with the following stan-
dards:

peripheral devices must be connected outside 
the patient area.

is responsible for regularly verifying compliance of
the electromedical system with EN 60601-1 stan-

further safety measures must be adopted, as indi-

THE PERSONAL 
COMPUTER AND ALL 

PERIPHERAL 
DEVICES SHOULD 

BE PLACED 
OUTSIDE THE 
PATIENT AREA

The patient area is 
the volume defined 

as shown in the 
figure, within which 

the patient may come 
into contact 

(intentionally or 
unintentionally, 

directly or through 
contact with the 
operators) with 

medical electrical and 
other devices making 

up the system
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this case, the overall system must be powered through an adequate separator or isolation transformer.

- The transformer is absolutely necessary in case the operators cannot easily keep the computer and other 
non-electromedical appliances outside of the patient area.

WARNING!
Only  branded equipment may be used or kept the patient area, along with the mains 
power 
The following parts of the system must instead be placed outside the patient area:

adopted to prevent transfer of dangerous voltage from remote stations, through the connected cables. 
The use of data transfer devices ensuring "GALVANIC ISOLATION" may be necessary.
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1.4. DISPOSAL AT THE END OF LIFE

Public authorities adopt adequate measures to make sure that users, distributors and manufacturers contribute 
to the collection of electrical and electronic equipment, setting legal requirements for reusing, recovering or 
recycling said equipment.

The device purchased is made of mechanical, electrical and electronic components that are manufactured
using special materials and substances. These substances may be hazardous for the environment and hence 
for health, if not disposed of appropriately.

WARNING!

To prevent any hazardous substances from being discharged into the environment and to promote the con-
servation of natural resources, the manufacturer - should the user want to get rid of the used device at end-
of-life - facilitates the possible reuse of the device and the recovery and recycling of its materials.

-
pany specialising in the disposal of electrical/electronic equipment or the public authorities responsible

one placed on the market before 13 August 2005, equivalent and with the same functions of the new

August 2005, the distributor or manufacturer is legally required to collect it

the manufacturer shall take care of the handling, recovery and/or disposal of the old equipment collected,

The manufacturer will provide the users with any information regarding the hazardous substances contained 
in the device and on the recovery and recycling of said substances, as well as on the possible reuse of the 
used device.
Violations shall be punished by the current legislation with serious administrative sanctions.

Italy, please, contact your retailer.
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2. SUPPLY PACKAGE

The system is composed of the following main units:
Main unit, designed and manufactured by , 
com-posed of:

The system is supplied with the following accessories:

- Isolation 230V / 230V transformer for use in 

- Motorised adjustable elevating table with 
telescopic lifter, brand SCHUMO AG,



12

123

4

5

6

7

8

9

11

12

10

13

14

15

17

16

19

26

16

2717 16

19

26

21

28

24

22

18

25

INSTRUCTIONS FOR USE

EN

2.1 LEGEND
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2.2 IDENTIFICATION NAMEPLATE

2.3 SWITCHING ADAPTER NAMEPLATE

3. ROUTINE MAINTENANCE

The system does not require any particular routine maintenance operations by the user.

To clean the external surfaces simply use a cloth slightly dampened with water.

WARNING!

When not in use, protect the system against dust by placing it back in its case. Dust accumulating on the 
device must be regularly removed with a soft cloth or blower.

-
cal instructions which might be useful to authorized and pre-trained personnel for maintenance and calibra-
tion.
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4. USAGE

rest.

-
strument.

him from the list.

image. To run a corneal topography measurement, align the Placido disk with the centre of the screen with

software recognises the image at the correct distance and saves it to the gallery.

At this point, the exam is complete.

WARNING!

CABLE MUST BE DISCONNECTED.

To turn off the system, follow the usual procedure to exit the software, then switch off the computer 
power switch.

Do not switch off the computer or disconnect the cable between the Computer and the Aberrometer, 
when the program is in use.
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5. TECNICAL FEATURES

Operation distance 79 mm

Device Power supply Through 24V DC external power supply unit

Mains power Switching adapter 100-230V

Weight 6.2 Kg

510x313x280 mm

Computer connection USB3 cable

ABERROMETER

LED lighting source IR LED 850 nm

Measurement range 

up to 10 d

Resolution on pupil

Pupil measurement range Ø 1 mm ÷ Ø 10 mm

Alignment Manual

TOPOGRAPHER

LED lighting source

Number of measuring points 5632
Diameter of the corneal area covered 10 mm diameter

Dioptres measuring arc 1 to 100 d
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6.1 ELECTROMAGNETIC EMISSIONS.

TABLE 1

-
mer or the end user of the OSIRIS-T device should assure that it is used in such an environment.
Emission test compliance Electromagnetic environment - guidance

RF emission - CISPR 11 Group 1 The OSIRIS-T device uses RF energy only 
for its internal function. Therefore  its emis-
sions are very low 
and are not likely to cause any interference in 
nearby electronic equipment.

RF emission - CISPR 11 Class B The OSIRIS-T device is suitable for use in all 
establishments including domestic establi-
shments and those directly connected to the 
public low voltage power supply network that 
supplies buildings used for 

Harmonic emissions 

IEC 61000-3-2

Class A The OSIRIS-T device is suitable for use in all 
establishments including domestic establi-
shments and those directly connected to the 
public low voltage power supply network that 
supplies buildings used for 

IEC 61000-3-3

compliant The OSIRIS-T device is suitable for use in all 
establishments including domestic establi-
shments and those directly connected to the 
public low voltage power supply network that 
supplies buildings used for 
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6.2 ELECTROMAGNETIC IMMUNITY.

TABLE 2

-
mer or the end user of the OSIRIS-T device should assure that it is used in such an environment.
Immunity test IEC 60601

Test level
Complian
ce level

Electromagnetic environment - 
guidance

Electrostatic discharge
-

±6kV contact
±8kV air

±6kV contact
±8kV air

Floors should be wood, concre-

covered with synthetic material, 
the relative humidity should be at 

Electrical Fast Transient/Burst 
IEC 61000-4-4

±2 KV for power 
supply lines
±1 kV for I/O 
lines

±2 kV for power 
supply lines Not 
applicable

Mains power quality should be 
that of a typical commercial or 
hospital environment

Overvoltage IEC 61000-4-5 ±1 KV 
differential 
mode
±2 KV 

±1 KV 
differential
mode
±2 KV 

Mains power quality should be 
that of a typical commercial or 
hospital environment

Voltage Dips, short interruptions 
and voltage variations on power 
supply input lines
IEC 61000-4-11

cycle

cycles

cycles

sec

cycle

cycle

cycle

sec

Mains power quality should be 
that of a typical commercial or 
hospital environment.
If the user of the OSIRIS-T devi-
ce requires continued operation 
during power mains interruptions, 
it is recommended that the OSI-
RIS-T device be powered from an 
Uninterruptible Power Supply or 
Battery.

magnetic 

IEC 61000-4-8

3 A/m 3 A/m
should be at levels characteristic 
of a power supply network of a 
typical commercial or hospital 
environment 

Note: Ut is the AC mains voltage prior to application of the test level.
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TABLE 3

-
stomer or the end user of the OSIRIS -T device should assure that it is used in such an 
Immunity test IEC 60601

Test level
Compliance 
level

Electromagnetic environment - guidan-
ce

Conducted
RF IEC 
61000-4-6

Radiated RF IEC 
61000-4-3

3Vrms
Da 150 kHz to 
80 MHz

3V/m
Da 80 MHz to 
2,5 GHz

3 Vrms

3 V/m

Portable and mobile RF communication 
equipment should be used no closer 
to any part of the  OSIRIS-T , including  
cables, than the recommended separa-
tion distance calculated from the equa-
tion applicable to the frequency of the 
transmitter.

recommended separation distance.

GHz

where P is the maximum 
output power rating of the transmitter in 

transmitter manufacturer and d is the 
recommended separation distance in 

-
ters, as determined by an electroma-
gnetic site survey, should be less than 
the compliance level in each frequency 
range.
Interference may occur in the vicinity 
of equipment marked with the following 
symbol: 

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 ab-
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B1. INSTALLATION AND COMMISSIONING 

All equipment composing the system is always  delivered 
packaged in optimal conditions to withstand standard 
transport and storage conditions.  In the event that, 
when removing the device from its packaging,  da-
mages due to transport are detected, please contact 
the  installer company or the manufacturer directly.

- Make sure the  electric system power supply vol-
tage matches the voltage indicated on the external 

data label. If the voltage does not match contact the 
technical service centre or the manufacturer. 

- In Italy, the electrical system must meet  IEC 64-4 
standard or section 710 of the most recent IEC 

-

contact the electrical installation and  maintenance 
company in charge of your electrical system.

- Do not use multiple sockets, adapters or extension  
cables to connect the device plug to the mains  so-
cket.

- To disconnect from the power supply, also in case 

not pull the power cable to unplug the device.

To assemble the device follow the instructions below:

table is below the device  ready for assembly - pro-
ceed as follows:

hexagon socket head screws.

under the chinrest. Insert the screws in the chinrest
module and  align its holes with the holes of the table
top.  Tighten the screws with the wrench provided
with the device.

sure the wheels are aligned.

the base, above the wheels axis.

inserting the tabs into their slots.

Switch on the computer.

instructions in the user manual supplied with the
software to install  it.

as given in the phoenix software manual.


